®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

DenepaabHblii 3akoH oT 12 anpes 2010 . N 61-®3 ""O06 oOpameHnu JeKapCcTBEHHbIX
cpeacrts'

C uzmenenusMu u OONOTHEHUSMU ON.;

27 wons, 11 okmsops, 29 noaops 2010 ., 6 dexaops 2011 2., 25 uions, 25 oexabps 2012 2., 2 urons, 25 noaops 2013 2., 12 mapma,
22 oxmsabps, 22 oexabpsa 2014 2., 8§ mapma, 29 uions, 13 uons, 14, 29 oexabps 2015 2., 2 uions, 3 uona 2016 2., 29 uona, 28
oekabps 2017 e., 4 uwons, 28 nosops, 27 dexabps 2018 e., 6 uons, 26 uons, 2 aseycma, 27 oexabps 2019 2., 26 mapma, 1, 3
anpens, 13 uons, 8, 22 dexabps 2020 e., 11 utons, 2 wons, 30 oexabps 2021 2., 8, 26 mapma, 14 utons, 20 okmsops, 5, 19, 29
oexabps 2022 2., 28 anpens, 24 urons, 4 aseycma, 19 oxmsaops 2023 2., 30 sneaps, 8 aseycma, 26 dexabps 2024 2., 23, 31 uons,
15, 28, 29 oexabpsa 2025 2., 2 maa 2026 .

IIpunsar I'ocynapcrBennoii /lymoii 24 mapra 2010 roga
Onoopen CoBerom ®enepanun 31 mapra 2010 roga
TAPAHT:

Cm. kommenmapuu Kk nacmosiujemy PedepanbHomy 3aKOHY

I'nasa 1. O0uIme mos10:xeHus

Crarps 1. IIpeamer perynupoBanus Hactosiero denepanbHOro 3aKoHa

Hughopmayusi 06 usmenenusix:
Yacms 1 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio

1. Hacrosimuii @enepaibHblil 3aKOH PEryIUpyeT OTHOIICHHU S, BOSHUKAIOIINE B CBSI3U C 0OpallieHneM
- pa3paboTKOH, MOKIMHHYECKUMH HCCIEIOBAHUSAMH, KIMHUYECKHUMH HCCICAOBAHUSIMH, SKCIEPTH30H,
TrOCyAapCTBEHHOW perucrpamnuei B COOTBETCTBMM ¢ HacTtosumMm @DenepanbHbIM 3aKOHOM (Janee -
roCyAapCTBEHHAs] PETUCTPALINS) UM PETUCTPALMEN B COOTBETCTBUU C MEXKIYHApPOAHBIMU JOTOBOPAMU U
aKTaMH, COCTaBJISIOUIMMH MpaBo EBpa3zuiickoro SKOHOMHYECKOTO COl03a (Janee - perucrpanus), co
CTaHJApTU3alMed U C KOHTPOJIEM KadecTBa, MPOU3BOJACTBOM, M3TOTOBIICHHEM, XPAHEHUEM, IIEPEBO3KOM,
BBO30M B Poccuiickyro @enepauuio, BbeiBO30M H3 Poccuiickorn ®Penepauuu, peKIaMOH, OTILYyCKOM,
peanu3anuei, nepegaden, IpUMEHEHUEM, YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEZCTB.
Hnghopmayust 06 usmenenusix:
@eoepanvrvim 3akonom om 25 urwons 2012 2. N 93-D3 ¢ uacmo 2 cmamou 1 Hacmosiweco PedepanbHoco
3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexem uacmu 8 npedvioyujell peoaxkyuu

2. Hacrosimuit @enepanbHblil 3aKOH yCTaHABIMBACT MPUOPHUTET TOCYIAPCTBEHHOTO PEryIupOBaHUs
0e30MmacHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MPH X OOpallleHUH.
TAPAHT:

Cn. KoOMmenmapuu K cmambuve 1 HacmosAuweco @eéepaﬂbnoeo 3dKOHA

Crarsbsa 2. Chepa npuMeHeHHs HacTosero denepaabHOro 3aKoHa

Hactosmumit ®@enepalibHblil 3aKOH MPUMEHSIETCS K OTHOILIEHHUSM, BO3HUKAIOIIUM IpU 0OpalleHnn
JIEKapCTBEHHBIX CPeACTB Ha Tepputopun Poccuiickon @enepanun.
TAPAHT:

Cwm. KOMMeHnmapuu K cmambuve 2 HacmosAueco @e()epajszoeo 3AKOHA

Crarba 3. 3aKOHOATEIHCTBO 00 OOpAIIeHUH JIEKAPCTBEHHBIX CPEICTB
1. 3akoHOmarensCTBO 00 OOpallleHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
®denepanbHOTO 3aK0HA, IPYTHX (heaepaTbHBIX 3aKOHOB M MHBIX HOPMAaTHUBHBIX MMPABOBBIX akTOB Poccuiickoit
®denepanuu.
Unpopmayus 06 usmeHnenusix:
Cucrema TAPAHT 1/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmo 1.1 usmenena c 1 cenmsaops 2023 e. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne 428-D3

Cum. npedvioywyio pedakyuio

1.1. 3akoHONATENHCTBO 00 OOPAICHUH JIEKAPCTBEHHBIX CPECTB B OTHOLICHUN IOPUINYECKUX JIUIL U
WHAUBUIYaIbHBIX IPEANPUHUMATENICH, OCYIIECTBISIOMUX ACSITEIbHOCTh HAa TEPPUTOPHH MEXKTyHAPOIHOTO
MEMIIMHCKOTO KJIacTepa, MPUMEHSIETCS C yUeTOM OCOOSHHOCTEH, yCTAHOBICHHBIX DeepaibHBIM 3aKOHOM
oT 29 utons 2015 roga N 160-®3 "O mexayHApOJHOM MEAUIMHCKOM KJIAaCTEpE U BHECEHUM W3MEHECHHI B
OTJIeJIbHBIC 3aKOHOAaTeNbHbIe aKkThl Poccuiickoit @enepanun".

2. lleiictBue Hacrosiiero denepanbHOro 3aK0Ha pacIpOCTpaHseTcsl Ha 00palleHne HAPKOTHUECKUX
JICKQpPCTBEHHBIX CPEACTB U TICHUXOTPOMHBIX JICKAPCTBEHHBIX CPEICTB C YyYETOM OCOOCHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOAATENIbCTBOM Poccuiickoit @enepanyivi 0 HApPKOTUYECKUX CPECTBAX, ICUXOTPOITHBIX
BEIIECTBAaX U 00 MX MPEKypcopax.

3. [HeiictBue Hactosimero DenepanbHOro 3akoHa paclpocTpaHsieTcs Ha  oOpaleHue
panrodapManeBTUIECKUX  JICKAPCTBEHHBIX CPEICTB C yYE€TOM OCOOCHHOCTEH, YCTaHOBIEHHBIX
3akoHoAarenbcTBOM Poccuiickoit dexeparuu B 001acTi 0OecredeH s paaualMoOHHOM 0€30MacHOCTH.

HUnghopmayus 06 uzmenenusx:
Yacmo 4 usmenena ¢ 30 susaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyyio pedakyuio

4. Ecnu mextyHapoaHbeIM oroBopoM Poccuiickoit denepannn, MeXIyHapOJHBIMU J10TOBOPAMU U
aKTaMM, COCTABJIAIOIIMMH IIpaBo EBpa3uiickoro 3KOHOMHUYECKOTO COro3a (Jajiee - akThl, COCTABISAIOLINE
npaBo Coro3a), yCTaHOBJIEHBI HHBIE ITPABUIIA, UEM T€, KOTOPBIE IIPELyCMOTPEHBI HacTOSIIUM DenepaibHbIM
3aKOHOM, IIPUMEHSIOTCS IpaBUiIa MEXIyHapOIHOIO JOroBOpa, IpaBWa, COAEp)KAIMECs B aKTax,
cocTasisitomux mpaso Coro3a.

Hngpopmayus 06 usmenenusx:

Cmamuws 3 oononnena wacmoio 4.1 ¢ 8 dexaopsa 2020 e. - Dedepanvusiii 3akon om 8 oexaops 2020 2. Ne 429-
D3

4.1. PemeHus MeXrocylapCTBEHHBIX OpIraHOB, IPUHATBIE HAa OCHOBaHUM  IOJIOXKCHUU
MEXIYHAPOIHBIX J0roBopoB Poccuiickor denepanny B X NCTOIKOBAHUM, IpOTUBOpedanieM Koncturynuu
Poccuiickonn ®denepauuu, He noiiexar ucnoiaHeHuro B Pocculickont ®enepanuu. Takoe nporusBopedne
MOJKET OBbITh YCTAHOBJICHO B MOPSIKE, ONPENEICHHOM (e/lepalbHbIM KOHCTUTYIITHOHHBIM 3aKOHOM.

5. B Poccuiickonn @enepaunu B COOTBETCTBUU € MEXIYHAPOIHBIMU JTOroBopamu Poccuiickoin
Qenepau U (WIM) HAa OCHOBE MPHUHIMIA B3aUMHOCTH IPHU3HAIOTCS PE3YJbTaThl KIMHUYECKHX
UCCIIEI0BaHNMN JIEKAPCTBEHHBIX MPENAPATOB I MEAULIMHCKOTO IPUMEHEHUS, IIPOBEICHHBIX 3a IIpeielaMu
tepputopun Poccuiickoit denepanumu.

TAPAHT:

Cwm. KOMMeHmapuu Kk cmamse 3 HacmoAueco (Dedepa/szozo 3AKOHA

Crarbs 4. OCHOBHBIE NTIOHATHSI, UCTIOIb3yeMble B HacToseM denepanbHOM 3aKOHE

[ns uenei Hactodero @enepabHOTO 3aKOHA HCHOJIb3YIOTCA CJIEIYIOIINE OCHOBHBIE TOHATHS:

1) nexkapcTBeHHbIE CpeACTBA - BEIIECTBA WJIM WX KOMOWHAIMH, BCTYMAIOIIME B KOHTAKT C
OpFaHI/ISMOM YCJIOBEKa HWJIN KHUBOTHOIO, HpOHI/IKaIOHH/Ie B OpFaHBI, TKAaHU OpFaHI/ISMa YCJIIOBCKAa WIIN
JKUBOTHOTO, TpPHUMEHSEMbIE Ui TPO(UIAKTHUKH, TUATHOCTUKU (32 HCKIIOYCHHEM BEIIECTB WM UX
KOMOWHAIWM, HE KOHTAKTHPYIOIIUX C OPTraHW3MOM YeJIOBEKa WJIM JKUBOTHOTO), JICUEHHUs 3a00JIeBaHMS,
peabunmuTaIy, UIsi COXpPAHEHUs, PEJOTBPAIlCHUs WIH MpephIBaHus OEpeMEHHOCTH W TMOJyYEHHBIC U3
KpOBI/I, IIJ1a3MbI KpOBI/I, n3 OpFaHOB, TKaHeﬁ Opl"aHI/ISMa YCJIOBEKAa HJIN XUBOTHOTO, paCTeHHﬁ, MI/IHepa.]'IOB
METOJaMH CHUHTE3a WU C TPUMEHEHHEM OHMOJOTMYeCKHX TeXHONIOTUi. K nexapcTBEHHBIM cpeacTBaM
OTHOCSATCS (hapMalleBTHYECKUE CYOCTaHIIMHU U JIEKAPCTBEHHbIE TPETaparsl;

Ungopmayus 06 uzmenenusx:

Cmamus 4 oononnena nynkmom 1.1 ¢ 1 cenmsaops 2025 2. - @edepanvhviii 3akon om 23 urons 2025 2. No
268-D3

Cucrema TAPAHT 2/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MECHEHUSM. ..

1.1) cTparermyecku 3HAYMMble JeKAPCTBEHHbIE CPeICTBA - JIEKAPCTBEHHBIE CPEACTBA s
MEIUIIMTHCKOTO TPUMEHEHUs, KOTOphle 00eCIeYnBaIOT MPUOPUTETHBIE MOTPEOHOCTH 3PaBOOXPAHEHUS B
LeJIAX TPOQUIAKTUKY U JIe4eHUs 3a00J1€BaHu, B TOM YHCiIe IPeodIalalolinX B CTPYKType 3a001€BaeMOCTH
B Poccuiickoii ®denepannu, W NPOU3BOICTBO KOTOPHIX JOMKHO OBITH 00ECHEYeHO Ha TEePPUTOPUHU
Poccuiickont @enepannu. [lepeueHp cTpaTernyecky 3Ha4UMBIX JIEKAPCTBEHHBIX CPEICTB, a TAKXKE IMOPAIOK
U KpuTepuu ero popMupoBanus yreepxaatorcs [IpasurensctBom Poccuiickoit denepanmu;

Unpopmayus 06 usmeHenusix:

DedepanvHvim 3axoHom om 22 oexabps 2014 2. No 429-D3 nynkm 2 cmamou 4 nacmosiugeco Pedepanvhozo
3AKOHA U3N0JICEH 8 HOBOU pedaKkyuu, ecmynaroueit 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm nyHkma 6 npeovloyujeti pedaxKyuu

2) papmaneBTHYECKas] CYOCTAHIUSI - JICKAPCTBEHHOE CPEJICTBO B BHUJIC OJHOTO MJIM HECKOJIBKHX
oOnagaromux (HhapMaKoIOTHIECKON aKTUBHOCTBIO JIEHCTBYIOIIUX BEIICCTB BHE 3aBUCHMOCTH OT IPHUPOIBI
MIPOUCXOXKACHHUS, KOTOPOE MPEIHA3HAUCHO JJIsI IPOU3BOJICTBA, U3TOTOBIICHUS JIEKAPCTBECHHBIX MTPEIIAPATOB U
onpenenseT ux 3pPEeKTUBHOCTD;

3) BcmoMorareibHble BelIeCTBA - BEIICCTBA HEOPraHMYECKOTO WA  OPTaHUYSCKOTO
POMCXOXKIICHUS, UCTIOJIb3YEMBIE B IPOIIECCE POU3BO/ICTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX MPENApaToB s
MPHUIaHUS UM HEOOXOIUMBIX (PU3HKO-XUMUYCCKUX CBOWCTB;

4) JekapcTBeHHbIe Tpenaparbl - JICKAPCTBEHHBIC CPEICTBA B BHUJC JICKAPCTBCHHBIX (OPM,
MPUMEHSIEMBIE JIUIS TPOPUITAKTHKY, TUATHOCTUKH, JICUCHUS 3200JIeBaHUs, peaOMIINTAIIUH, ISl COXPAHCHHS,
NPEAOTBPAIICHHUS WU PEPhIBaHUSI OCPEMEHHOCTH;

5) JekapcTBeHHasi GopMa - COCTOSHUE JIEKAPCTBEHHOTO Ipernapara, COOTBETCTBYIOIIEE CIIOco0am
€ro BBEJICHUS U PUMECHEHUS U 00ECIIeYNBAIOIIEe JJOCTHKEHUE He00X0aUMOro JieueOHoro 3 dekra;

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamovs 4 nacmosueco PedepanbHoco 3aKoHA
odononnena nynkmom 3.1, ecmynarowum 6 cuny c 1 uronsa 2015 e.

5.1) no3upoBKa - coep:kaHrue OAHOTO HIIM HECKOIBKUX JEHCTBYIOUINX BEIIECTB B KOTUYECTBEHHOM
BBIDQOXCHHM HA CEIAWHMIY JO3bI, WU CIWHUIy 00beMa, WU CIWHUIy MacChl B COOTBETCTBHH C
JIeKapCTBEHHOH (hopMOit 1100 111 HEKOTOPBIX BUIOB JIEKAPCTBEHHBIX (DOPM KOITMUYECTBO BHICBOOOXKIAEMOTO
U3 JIEKAPCTBEHHON (DOPMBI JEHCTBYIOIIETO BEIIECTBA 32 SAUHUILY BPEMEHH;

Hnghopmayust 06 usmenenusix:
Ilynxkm 6 usmenen c 13 urons 2020 2. - @edepanvrwiii 3axon om 13 urons 2020 2. Ne 206-D3

Cm. npedwioywyto pedakyuio

6) mnepeyeHb JKM3HEHHO HEOOXOAMMBIX M Ba'KHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB -
yTBepxkaaeMblii IIpaBurensctBom Poccuiickoii denepanuu nepedeHb JIEKApCTBEHHBIX IIPENaparoB Ul
MEIMIIMHCKOTO MPUMEHEHUs, 00eCIeUnBaIOIUX MPUOPUTETHBIE MOTPEOHOCTH 3/IpaBOOXPAHEHMS B LIEISIX
NpopHIAKTUKY U JIEYeHUs 3a00JeBaHull, B TOM 4YHCle MpeobaaalouX B CTPYKType 3a00J€Ba€MOCTH B
Poccuiickoit @enepannu;
Hnghopmayust 06 usmenenusix:

Ilynxkm 6.1 uszmenen c 30 sneaps 2024 2. - @edepanvhuiiti 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyto peoakyuio

6.1) opannble JekapcTBeHHbIE MpPeNapaThbl - JEKApCTBEHHBIC TMpemaparsl, NpeAHa3HaYeHHbIC
UCKJTIOYHATEIBHO ISl JMATHOCTHKH, dTHONATOTCHETHYECKOTO WIIM ITaTOTCHETHYECKOTO JIeUeHUs (JICUCHMS,
HATPaBIECHHOTO HAa MEXaHHU3M pa3BUTHsI 3a00yeBaHus1) peaKuX (opdhaHHbIX) 3a00IeBaHMIA;

Unpopmayus 06 usmeHnenusix:
Ilynkm 6.2 usmenen c 1 anpens 2024 2. - @edepanvusiii 3akon om 4 aszycma 2023 2. Ne 466-D3

Cm. npedvloywyro pedaxyuro

6.2) OuoJiIoTHYeCcKHUe JIeKapCTBeHHbIe NMpenaparbl - JeKapCTBEHHbIE Mpernaparsl, JAeHCTBYOIIee
BEIIECTBO KOTOPBHIX MPOU3BEICHO WM BBIIEICHO M3 OMOJOrMYECKOTO WCTOYHHUKA W JJISl OINpeleeHUS
CBOMCTB M Ka4eCTBa KOTOPHIX HEOOX0MMMa KOMOWHAIIMS OMOIOTUUECKUX U (PU3UKO-XUMHUYECKHX METOJIOB.

Cucrema TAPAHT 3/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

K OwuonormueckuM JeKapCTBEHHBIM NpenaparaM OTHOCATCS HMMYHOOHMOJIOTHYECKHE JICKapCTBEHHBIC
IIpenaparsbl, JJEKapCTBEHHBIE IPENaparsl, IOJy4€HHbIE U3 KPOBH, IJIa3Mbl KDOBU Y€JIOBEKA U JKUBOTHBIX (32
UCKJTFOYCHHUEM IIEIBHON KPOBHU), OMOTEXHOJIIOTUYECKHE JICKAPCTBEHHBIE MIPENapaThl, TeHOTEPAIICBTUICCKHE
JICKapCTBEHHBIC MPENapaThl, JICKAPCTBEHHBIC TIPerapaThl HA OCHOBE COMAaTHYECKUX KIIETOK;

Unpopmayus 06 usmeHenusix:

Cmamus 4 dononnena nynkmom 6.3 ¢ 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 saneaps 2024 2. Ne -
D3

6.3) BBICOKOTEXHOJIOTHYHBINi  JleKAPCTBEHHBbIIi  mMpemapar -  TEHOTEPAaNeBTUYCCKUN
JICKapCTBEHHBIN Tperapar i MEAUIUHCKOTO MPUMEHEHUS, WM JICKApCTBEHHBIN Mpenapar Ha OCHOBE
COMAaTHYECKHUX KJIETOK I MEIUIIMHCKOTO TPUMEHEHUS, TN TKAHCHH)KEHEPHBIN JICKapCTBEHHBIN MTperapar
(mpemapar TKaHEBON MHKCHEPHH ),

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 nynkm 7 cmamou 4 nacmosueco PedepaibHoco
3aKOHA U3N0JHCEH 8 HOBOU pedakyuu, ecmynaroujeu 6 cuny ¢ 1 urona 2015 a.

Cm. mexcm nyHkma 6 npeovloyujetl peoaxKyuu

7) HMMYHOOHOJIOTHYECKHE JIeKAPCTBEHHbIE Tpenaparbl - JIGKAPCTBEHHBIC IpENaparhl,
npeaHa3HAuYCHHBIC I (OPMHUPOBAHHUS AKTUBHOTO WJIM TMACCHBHOTO WMMYHHTETa JUOO JTUArHOCTUKU
HAIMYMS ~ UMMYHUTETa WM JMArHOCTUKU  CHCHM(HUYECKOTO  MPHOOPETEHHOrO  M3MCHEHHSI
UMMYHOJIOTHYECKOTO OTBETA Ha aJNIEPTU3UPYIOIIHe BenecTBa. K IMMyHOONOIOTHYECKUM JICKapPCTBEHHBIM
npernaparaM OTHOCSITCS BaKIIMHBI, aHATOKCHHBI, TOKCUHBI, CBIBOPOTKH, IMMYHOTJIOOYJIMHBI ¥ aJUICPTCHBI;

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosueco PedepaibHoco 3aKoHA
oononnena nynkmom 7.1, scmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OmoTexHoJ0THYeCKHe JIEKAPCTBEHHbIE IMpenaparbl - JICKAPCTBEHHBIC IMpenaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISETCSA C UCIOIb30BAHUEM OMOTEXHOJOTUYECKHUX MPOIIECCOB U METO/IOB
(B Tom umcne JIHK-pekoMOWHAHTHOW TEXHOJOTMH, TE€XHOJOTMHU KOHTPOIUPYEMOW SKCIPECCHH T'EHOB,
KOJIMPYIOIMINX OMOJIOTHYECKH aKTUBHBIC OCTTKH B IPOKAPHUOTAX U SYKApUOTaX, BKITI0YAsi U3MEHEHHBIE KIIETKH
MJIEKOITUTAIOIINX ), THOPUAOMHOTO METOAAa U METOIa MOHOKIJIOHAJIBHBIX aHTUTEIT;

Ungpopmayus 06 usmenenusix:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosueco PedepanbHoco 3aKoHA
oononHena nynkmom 7.2, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

7.2) reHoTepanmeBTHYeCKHe JIeKAPCTBEHHbIe TMpenaparbl - JIEKAPCTBEHHBIE Mpernaparsl,
dapMarieBTHUECKasT CyOCTaHIIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHON HYKJIEWHOBOM KHCIOTOM WK
BKJTFOUAET B c€0s1 peKOMOMHAHTHYIO HYKJIEHHOBYIO KHCJIOTY, TIO3BOJISIONIYIO OCYIIECTBIISATh PETYIUPOBAHHE,
penaparuio, 3aMeHy, 100aBJIeHNEe WIH yIalIeHNEe TeHETHYEeCKON MOCIe0BaTeIbHOCTH;

8) HAapKOTHYeCKHe JIeKAPCTBEHHbIE CPEeICTBA - JICKAPCTBEHHBIE MpernapaTsl U (hapMarieBTUIECKUE
cyOCTaHIINH, co/leprKallie HApKOTUYECKHUE CPENICTBA U BKIIOUEHHBIE B [lepedeHh HApKOTUUYECKUX CPECTB,
MICUXOTPOIHBIX BEHIECTB M HMX MPEKYpPCOPOB, MOMJIEKAIMX KOHTposito B Poccuiickoit denepaunu, B
COOTBETCTBHHU C 3aKOHOJATeNbCTBOM Poccuiickoit denepannu, MeKIyHapOIHBIMU J0roBopaMu Poccuiickoit
®enepanyn, B TOM ynciie EqnHONM KOHBEHIIMEW O HAPKOTHYECKUX cpeacTBax 1961 roxa;

9) mcuxoTpoONHbBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MIpemaparsl U (hapMaieBTHIeCKue
cyOcTaHIINH, COepKAIIIE TICHXOTPOITHBIE BEIIECTBA U BKIIOYCHHBIC B [lepeueHh HApKOTHIECKHUX CPENICTB,
MICUXOTPOIHBIX BEHIECTB M HMX MPEKYpPCOPOB, MOMISKAIMX KOHTposito B Poccuiickoit denepaunu, B
COOTBETCTBHHU C 3aKOHOJATeNbCTBOM Poccuiickoit denepannu, MeKIyHapOIHBIMU TOoroBopaMu Poccuiickoit
®enepanyn, B ToM unciie KoHBeHIIMEH 0 NCUXOTPOINHBIX BemecTBax 1971 roga;

10) paaguodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - JEKAPCTBEHHBIE CPEJICTBA, KOTOPHIE
coliep>kaT B TOTOBOHM JJIsi MCHOJB30BaHHS (POopME ONMH PAJAMOHYKIIW] WM HECKOJIBKO PaTuOHYKIHIOB
(pazMOaKTUBHBIX H30TOIIOB);

Unpopmayus 06 usmeHnenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Cmamuws 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dexaops 2019 e. No
475-D3

10.1) opuruHaJbHBIH JIeKAPCTBEHHBI Npenapar - JCKapCTBEHHBIM IMpernapar ¢ HOBBIM
JICHCTBYIOIUM BEIIECTBOM, KOTOPBIM IEpBBIM 3aperucrpupoBaH B Poccuiickoin ®Penepauuu wiv B
MHOCTPAHHBIX TOCYAapCTBaX Ha OCHOBAHWUU PE3YJIbTATOB JOKIMHUYECKHUX HCCIECIOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIIEJOBAHUN JIEKAPCTBEHHBIX IPENapaToB, MOATBEPKIAAIOIIMX €r0 KayecTBO,
3(hPEeKTUBHOCTD U OE30MACHOCTH;

Unghopmayus 06 usmenenusx:

Ilynxkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvruiii 3axon om 27 dexkadps 2019 2. No 475-D3

Cum. npedvioywyio pedakyuio

11) pedepeHTHBIN JeKapCTBEHHbIN Mpenapar - JIGKAPCTBEHHBIM Ipemnapar, KOTOPbIH
UCIONIB3yeTCS JJIi OLUEHKH OMOAKBHBAJIEHTHOCTH WM TEpPANeBTHUECKOM HSKBHBAJIEHTHOCTH, Ka4yecTBa,
3 PEeKTUBHOCTH M OE30MaCHOCTH BOCIIPOM3BEACHHOTO JIEKAPCTBEHHOTO Mpernapara Win OHOaHAJIOTOBOTO
(buomomoOHOr0) JeKapCTBEHHOTO Mpemnapara (OmoaHanora). B kauecTtBe pedepeHTHOTO JIEKApCTBEHHOTO
npernapara Jjisi MEAUIIMHCKOTO MTPUMEHEHHS UCTIONb3YETCsl OPUTHHAIIBHBIHN JIEKapCTBEHHBIN Mpenapar Jmoo,
€CJIM OPUTHHAIIbHBIM JIeKapCTBEHHBIM Mpernapar He 3aperucTpUpOBaH WM HE HAaXOAHUTCS B 00OpoTe B
Poccuiickoii @enepanuu 1 He HAXOAUTCSA B 000pOTE€ B MHOCTPAHHBIX TOCYAAapPCTBAX, BOCHPOM3BEICHHBIN
JIEKapCTBEHHBIN Tpernapar Wik OMOoaHaJoroBbIi (OMOIOMOOHBIN) JIEKAPCTBEHHBIN IMpenapar (OnoaHaior),
KOTOPBIA TIEPBBIM 3apErUCTPUPOBAH M3 4YMCIAa Haxomamuxcs B obopore B Poccuiickoit deneparum,
OMOSKBUBAJICHTHOCTD UJIM T€PAIEBTUYECKAsl IKBUBAJICHTHOCTh, Ka4eCTBO, 3((HEeKTUBHOCTH U 0€30MaCHOCTh
KOTOPOTO OIEHUBAJIMCH M0 OTHOIIEHHIO K OPUTHHAILHOMY JICKAPCTBEHHOMY IIpErapary, a Takke KadecTBo,
3¢ (deKTUBHOCTh M OE€30MaCHOCTh KOTOPOTO MOATBEPKIAIOTCS pe3yabraraMu (papMakoHaa30pa U MPOBEPOK
COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB, HAXOAIIMXCS B TPAXKIAHCKOM 000pOTEe, YCTAaHOBJICHHBIM
TpeOOBaHUSAM K UX KauecTBy. B xauecTBe pedepeHTHOro JeKapCTBEHHOTO Mpernapara Juisi BETepHHAPHOTO
NPUMEHEHHUS  WCHOJB3YeTCs  JIGKAPCTBEHHBIM  mpemapar il BETEPHUHAPHOTO  IPUMEHEHHH,
3aperucTpupoBanHbiii B Poccuiickoit @Denmepannu Ha OCHOBAaHUHM PE3YJIBTaTOB  JOKIMHUYECKUX
UCCIICIOBAHUN JICKQPCTBEHHBIX CPEICTB W KIMHUYECKHX HCCIICAOBAHHUH JIEKAPCTBEHHBIX MPENaparos,
HOATBEPKIAIOIIUX €r0 KauecTBO, 3PPEKTUBHOCTh U OE30IIaCHOCTH;

Ungpopmayus 06 usmenenusix:

Ilynxkm 12 uzmenen ¢ 1 mapma 2020 . - @edepanvusiii 3axkon om 27 oexkadpsa 2019 2. Ne 475-D3

Cm. npedvioyuyro pedaxyuio

12) Bocmpou3sBeleHHbIN JIeKAPCTBEHHbIN Mpenapar - JEKapCTBEHHBIM mpemapar ais
MEIUIIMHCKOTO MMPUMEHEHHUSI, KOTOPBI NMEeT SKBUBAJIICHTHBIA pe)epeHTHOMY JIEKAPCTBEHHOMY Mpenapary
KAYECTBEHHBII COCTAaB M KOJMYECTBEHHBIM COCTaB JIEWCTBYIOIIMX BEHIECTB B JKBUBAJICHTHOMN
JIeKapCTBEHHOH (opme, MO0 JTeKapCTBEHHBIN Mpernapar Jjisl BETEpUHAPHOTO MPUMEHEHHU S, KOTOPBI UMeeT
TaKue ke, YTO U pePEepeHTHBIN JIEKAPCTBEHHBIHN Mpernapar, KaueCTBEHHBIN COCTaB U KOJTUYECTBEHHBIN COCTaB
JEHCTBYIONINX BEUIECTB B TAKOW K€ JIEKapCTBEHHOU (hopMe, OMOAKBUBAIEHTHOCTh UM TepaneBTUYECKas
SKBUBAJIEHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY  pedepeHTHOMY  JICKapCTBEHHOMY  IIpemnapary
MOATBEPKAEHA COOTBETCTBYIOIIUMHU UCCIIEIOBAHUSAMY;

Unpopmayus 06 usmeHnenusix:

Ilynkm 12.1 usmenen ¢ 1 mapma 2020 e. - @edepanvhwiii 3akon om 27 dexabps 2019 2. Ne 475-D3

Cm. npedvioywyto peoakyuio

12.1) TepameBTMYecKasi JKBHBAJIEHTHOCTb JEKAPCTBEHHBIX NpenaparoB - JIOCTH)KEHHE
KJIIMHUYECKH COMOCTAaBUMBIX TeparneBThuueckoro 3ddexra u nokazareneit 3¢hekTuBHOCTH U 0€30MaCHOCTH
Opyd TMPUMEHEHHM JIEKApCTBEHHBIX IMPENapaToB JUIsl METUIMHCKOTO MPHUMEHEHMs, HMEIOIIUX OJHO
MEXIYHApOIHOE HEMAaTeHTOBaHHOE (WM XHMHYECKOe, WJIH TPYNIUPOBOYHOE) HaWMEHOBaHHE, B
9KBHBAJICHTHBIX JIO3UPOBKAX IO OJHUM U T€M e IMOKa3aHUsIM K IPUMEHEHHIO U IPH OJIMHAKOBOM CIIoco0e
BBEJICHUS Y OJTHOM M TOM e TPYIIBl OOJBHBIX;

Hll(i)()[l’l'l(llﬂl}l 00 UZMEHeHUsIX:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosweco PedepanbHoco 3aKoHA
odononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

12.2) OuoaHajioroBblii (0MOMOMOOHBIN) JieKAapCTBeHHBI mnpenapar (0OHoaHaJjior) -
OMOJIOTUYECKH JICKApCTBEHHBIM Tpenapar, CXOXHH M0 mnapamerpaMm KadecTBa, 3(PQGEKTUBHOCTH U
0e30MmacHOCTH ¢ peepeHTHBIM OMOIOTUYECKUM JIEKAPCTBEHHBIM MPENapaToM B TAKOW )K€ JIEKapCTBEHHON
dbopMe 1 UM UICHTUYHBIN CIIOCOO BBEICHUS;

Unpopmayus 06 usmeHenusix:

Dedepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamos 4 nacmoaweco PedepanbHo2o 3aKoHA
oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3aumMo3aMeHsieMblii JIeKapCTBEHHBII Mpenapar - JeKapCTBEHHBIN Mpenapar ¢ JoKazaHHOU
TEpareBTUYECKON OKBHUBAJCHTHOCTHIO WM OWODKBHUBAJECHTHOCTHIO B OTHOUICHHH pPedEepeHTHOro
JIEKAPCTBEHHOIO Ipenapara, UMEIIINNA SKBUBAICHTHBIE €My Ka4€CTBEHHBIM COCTAB UM KOJIMYECTBEHHBIN
COCTaB JIEHUCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTATENbHBIX BELIECTB, JIEKAPCTBEHHYIO (GopMy U crocod
BBCJICHUS;

Hughopmayusi 06 usmenenusix:

Cmamus 4 oononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 doexaops 2019 o. Ne
475-D3

12.4) 0MO3KBHBAJIEHTHOCTH JIEKAPCTBEHHBIX MPeENapaToB - JOCTH)KEHUE COINOCTaBUMBIX
nokaszareyieii CKOPOCTH BCAChIBaHMSI, CTENEHU TMOCTYIUICHUS K MECTy JIEHCTBUS U CKOPOCTU BBIBEICHUSA
OJTHOTO WJIM HECKOJBKHX 00Jamaronmx (papMakoJIOrHUECKOH aKTHBHOCTBIO JEHCTBYIOIIMX BEIIECTB NPH
NPUMEHEHUN JICKQpCTBEHHBIX IMpemaparoB Ui MEIUIMHCKOTO MPUMEHEHUS, HWMEIOIUX OJHO
MEXIYHApOIHOE HEMaTeHTOBaHHOE (WIM XHMMHYECKOe, WM TPYNIUPOBOYHOE) HAMMEHOBaHHUE, B
SKBUBAJICHTHBIX JI03UPOBKAX U MPU OJUHAKOBOM CIIOCO0E BBEICHMUS,

13) lekapcTBeHHOE PACTUTEIbHOE ChIPhe - CBEKHE HIIM BHICYIICHHBIC PACTCHUS JTMOO UX YacTH,
UCIIONB3yeMbIE JUISI TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJACTB OPraHU3alUsMU - [POU3BOAUTEISIMU
JIEKapCTBEHHBIX CPEACTB WJIM W3TOTOBJIEHUS JICKAPCTBEHHBIX IMPENaparoB anTEUHBIMU OpPraHU3ALMIMH,
BETEPUHAPHBIMU AaITEUHBIMH OPTraHU3AIMAMHU, HHAWBHUIYATbHBIMH MPEANPUHUMATEISIMH, HUMEIOIIMMHU
JUIEH3UIO Ha (papMalieBTHUECKYIO e TEIbHOCTD;

14) nekapcTBeHHBII pacTUTEIbHBII Mpenapar - JIeKapcTBeHHBIN Mpenapar, MPOU3BEACHHbBIN HIIN
M3TOTOBJICHHBIM U3 OJHOTO BHJIA JICKAPCTBEHHOTO PACTUTENILHOTO CHIPhSI MJIM HECKOJIBKUX BHJIOB TAKOTO
CBIPBS U peaj3yeMblil B pachacOBaHHOM BHUJI€ BO BTOPHUHOM (MOTPEOUTETHCKOM) YIIAKOBKE;

Unpopmayus 06 usmenenusix:

DedepanvHuim 3akonom om 22 dekabps 2014 2. Ne 429-D3 nynxkm 15 cmamou 4 Hacmosawezo @edepanviozo
3AKOHA U3N0JHCEH 8 HOBOU pedakyuu, ecmynaroujel 6 cuny ¢ 1 urona 2015 a.

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

15) romeonaTuyeckuii JeKapCTBeHHBIH NMpenapar - JeKapCTBEHHbII Mpenapar, Ipou3BeIeHHBIN
WIM W3TOTOBIIEHHBIM U3 (apmaneBTUYECKOW CyOCTaHIMM WM (papMalleBTUYECKUX CYOCTaHIMHA B
COOTBETCTBUM C TpeOOBaHMAMHU OOIMX (hapMakONEHHBIX CTaTel K TOMEONaTHYECKUM JIEKapCTBEHHBIM
npernaparaM MWIM B COOTBETCTBUU C TpeOoBaHMSIMHM (DapMakonen CTpaHbl TNPOU3BOJUTEINS TaKOTO
JIEKapCTBEHHOTO Mpenapara;

Unpopmayus 06 usmenenusix:

Deodepanvhvim 3akonom om 22 Oekabps 2014 o. Ne 429-D3 ¢ nynkm 16 cmamwvu 4 Hacmoswezo
DedepanbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHkma 6 npeovloyujetl pedaxKyuu

16) MmexIyHapoaHOe HeENMATEHTOBAHHOE HANMMEHOBAHHE JIEKAPCTBEHHOI0 CpeAcCTBa -
HAaUMEHOBaHHUeE JCHCTBYIOIIETO BEeNIECTBa (hapMalleBTUIECKON CyOCTaHIIUU, PeKOMEHI0BaHHOE BeemupHoii
OpraHu3aIen 31paBOOXPaHEHUS;

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3akoHom om 22 Oekaops 2014 2. Noe 429-d3 6 nywkm 17 cmamvu 4 nacmoswezo
DedepanbHo2o 3aKOHA BHECeHbl UsMeHeHus, ecmynaroujue 6 cuny ¢ 1 uronsa 2015 e.
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM
Cm. mexcm nyHkma 6 npeovloyujeti pedaxKyuu

17) ToproBoe HamMeHOBAaHHE JIEKAPCTBEHHOr0 CPEICTBA - HAMMEHOBAaHWE JIEKAPCTBEHHOTO
CpeiCTBa, TPUCBOCHHOE €ro pa3pabdOTUMKOM, JIep)KareleM WM BIAJACIbIIEM PETUCTPAIIIOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O Mperapara;

Unpopmayus 06 usmeHenusix:

Dedepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmoaweco PedepanbHo2o 3aKOHA
oononnena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HAMMEHOBAHHE JIEKAPCTBEHHOr0 TMpemapara - HauMEHOBAaHHE
JICKapCTBEHHOTO Mpernapara, He HMMEIOIIEro MeEXAyHapOJHOTO HEMaTeHTOBAHHOTO HAWMEHOBAHMS, WU
KOMOWHAIINH JIEKAPCTBEHHBIX MIPEMapaToB, UCTIOIH3yEeMOE B IENISIX OObETUHCHHSI KX B TPYIITY O] €AUHBIM
HAaUMEHOBAaHHUEM UCXOs U3 OJMHAKOBOTO COCTaBa JIEHCTBYIOIIUX BELIECTB;

Unghopmayus 06 usmenenusx:

Ilynkm 18 usmenen ¢ 30 ausaps 2024 2. - @edepanvusiii 3akon om 30 auseaps 2024 2. Ne [-D3

Cum. npedvioywyio pedakyuio

18) o0mas papmakoneiinas cTaThbs - JOKYMEHT, yTBEPKICHHBIA YITOJTHOMOYEHHBIM (heepabHbIM
OpPraHOM MCIIOJTHUTEIbHON BJIACTH U COJAEpKAIlMM IepedeHb MoKa3arenaed kayecTBa M (MJIM) METOIOB
KOHTPOJII KauyecTBa KOHKPETHOH JIEKApCTBEHHOH (OPMBI, JIEKAPCTBEHHOTO PACTHUTEIBHOTO CHIPHS,
BCIIOMOT'aTeJIbHBIX BEIECTB, ONUCAHUs OMOJIOTHYECKUX, OMOXMMUYECKHX, MUKPOOUOJIOIHUECKUX, (PU3UKO-
XUMHYECKUX, PU3NICCKUX, XUMHUUYECKUX U JPYTHX METOJOB aHAJIM3a JIEKAPCTBEHHOTO CPE/ICTBA, a TaKXkKe
TpeOOBaHUS K MCIIOJb3yEMBIM B LIEJISIX IPOBEACHUS JAaHHOTO aHaJIM3a PeakTUBaM, THTPOBAHHBIM PACTBOpaM,
UHIMKATOpaM;

Hngpopmayus 06 usmenenusx:
Ilynkm 19 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 aueaps 2024 2. Ne [-D3

Cm. npedvioyuyio pedakyuio

19) ¢papmakoneiiHasi cTaTbsi - JOKyMEHT, YTBEPXJCHHBII YIOJIHOMOYEHHBIM (enepanbHbIM
OpPraHOM HCIIOJIHUTENIFHON BJIACTHU U COJEpIKallluil IepedeHb NoKa3aresiell KayecTBa U METO/I0B KOHTPOJIS
KauecTBa JIEKapCTBEHHOTO CPEJICTBA, JIEKAPCTBEHHOI'O PACTUTENILHOIO ChIPbs, BCIOMOTaTEJIbHBIX BELIECTB;

Hnghopmayust 06 usmenenusix:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosweco PedepanbHo2o 3aKoHA
Ooononnena nynkmom 19.1, ecmynarowum 6 cuny c¢ 1 urona 2015 a.

19.1) crangapTHbIe 00pa3ubl - BEIMIECTBA, TOCPEICTBOM CPABHEHHS C KOTOPHIMH OCYIIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEIYyEMBIX JIEKAPCTBEHHBIX CPEICTB C TOMOLIbIO (U3UKO-XMMHUYECKUX U
OMOJIOTHYECKHX METONOB B IENSAX TOATBEPIKACHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM
HOPMAaTUBHOM JOKYMEHTAIlMH, YCTAHOBJICHHBIM MPU OCYIIECTBICHUU TOCYIApPCTBEHHON pErucTpanuu, u
KOTOPBIE MPHUMEHSIOTCS IS KATMOPOBKU CTaHIAPTHBIX 00Pa3IloB MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB,
UCIIONIB3YyEeMBIX ISl KOHTPOJISI KaueCcTBa U MHBIX IIeTIei mpu oOpallleHu! JIeKapCTBEHHBIX CPE/ICTB;

Ungpopmayus 06 usmenenusix:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosuieco PedepanbHoco 3aKoHA
odononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

19.2) ¢dapmakoneiiHblii cTaHIapTHbII o0pa3el - CTaHIApTHBIA oOpasel, NMPOM3BEIEHHBIA B
COOTBETCTBHH C (papMaKONEeHHON CTaThel;

20) HopMaTMBHAs JOKYMEHTALMS - JIOKyMEHT, COJAEP)KAIUN IE€PEUEHb ONpPEENSIEMbIX IIO
pe3yaprataM COOTBETCTBYIOLIMX OKCIEPTU3 IIOKazaresled KadecTBa JIEKAPCTBEHHOIO CpEACTBA  JUIsS
MEIUIMHCKOTO MPUMEHEHHNS, METOAOB KOHTPOJIS €70 KAYECTBA U YCTAHOBJIEHHBIN €0 IPOU3BOAUTEIIEM;

21) HopMaTHBHBIH JOKYMEHT - JOKyMEHT, COIep Kallliii IIepevueHb ONpeAeieMBbIX 110 pe3yJibTaTaM
COOTBETCTBYIOIIMX IKCIIEPTU3 MOKa3aTeIel KauecTBa U (UIM) METOIOB KOHTPOJISl KauecTBa JICKapCTBEHHOM
dbopMbI, omucCaHUS OWOJOTUYECKUX, OMOXMMHYECKHUX, MHUKPOOHMOIOTHUECKUX, (U3UKO-XUMHUECKHUX,
(GU3NUEeCKUX, XUMHUYECKUX M JAPYTMX METOJOB aHalIM3a JIEKApCTBEHHBIX CPEJCTB ISl BETEPHUHAPHOTO
NPUMEHEHHUs, TpeOOBaHUS K MHCIONb3YyeMbIM B II€NX IPOBEACHUS [AaHHOTO aHallu3a peaKTHBaM,
TUTPOBAHHBIM pacTBOpaM, NHAUKATOPAM U YCTaHOBJIEHHBIHN €ro IPOU3BOIUTENEM;

Cucrema TAPAHT 7/
17¢


http://ivo.garant.ru/document/redirect/57503072/4017
http://ivo.garant.ru/document/redirect/70826338/1111
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/408457419/10303
http://ivo.garant.ru/document/redirect/76829762/4018
http://ivo.garant.ru/document/redirect/408457419/1034
http://ivo.garant.ru/document/redirect/76829762/4019
http://ivo.garant.ru/document/redirect/70826338/1114
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1114
http://ivo.garant.ru/document/redirect/70826338/41

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

Hngopmayusi 06 uzmenenusix:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamovs 4 nacmosweco PedepanbHoco 3aKoHA
odononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

21.1) oOmmii TeXHUYECKUH JTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTrepuajioB, COCTOSIIUN W3
HECKOJIbKHUX PA3/IEeIOB - JOKYMEHTAIMU aJIMHHICTPATUBHOTO XapaKTepa, XUMHIECKOH, papMarieBTHIeCKOMI
1 OMOJIOTHYECKOI JOKyMEHTAINH, (hapMaKOJIOTrH4eCKOM, TOKCUKOJIOTHYECKOH JOKYMEHTAINH, KITUMHUYECKOU
JIOKYMEHTAIlUU W TPEACTABISEMbI OJHOBPEMEHHO C 3asBICHHUEM O TOCYAapCTBEHHOW pErucTparuu
JICKapCTBEHHOTO  Mpemapara JAis  MEAMIMHCKOTO TNpUMEHeHHss B  ¢opmare, YCTaHOBICHHOM
YIOJTHOMOYEHHBIM (hefiepaTbHBIM OPTaHOM HCIIOIHUTEIHHON BIIACTH;

22) kayecTBO JeKAPCTBEHHOI0 CPe/ICTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPEJICTBA TPEOOBAHUAM
dbapMakoreitHoi cTarbu IHOO0 B Cllydae €€ OTCYTCTBHS HOPMATUBHOHM JOKYMEHTAllUU WJIH HOPMATHBHOTO
JTIOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOIO CPeACTBA - XapaKTEPHUCTHKA JIEKAPCTBEHHOTO CPEJCTBA,
OCHOBaHHAasl HAa CPAaBHUTEIHHOM aHalIn3€e ero 3PPEeKTUBHOCTH U PUCKA MPUUUHEHUS Bpeia 3/J0POBbBIO;

24) 3(p(peKTUBHOCTH JIEKAPCTBEHHOT0 NMpeNnapara - XapakTepUCTUKa CTETICHH MOJOKUTEILHOTO
BIMSHUS JICKQPCTBEHHOTO TIperapara Ha TeYeHUE, MPOAOIDKUTENBHOCTh 3a00JieBaHUsS WU €ro
MpeIoTBpalICHUE, peadMINTAIMIO, HA COXpaHEHUE, MPEIOTBPAIlEHNE WU IIPEephIBAaHUE OEPEMEHHOCTH;

25) cepusi J1eKaPCTBEHHOI'0 CPeCTBA - KOJMYECTBO JIEKAPCTBEHHOTO CPEACTBA, MPOU3BEICHHOE B
pe3yJibTare OAHOTO TEXHOJIOTUUECKOTO IIUKJIIA €r0 IPOU3BOIUTENIEM;

Hngpopmayus 06 usmenenusx:
Ilynkm 26 usmenen c 1 aneapsa 2025 2. - @edepanvruiil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyo pedakyuio

26) perucTpanHoOHHOE YIO0CTOBEPEHHE JeKAPCTBEHHOI'0 NMpenapara - 3aich B rocyapCTBEHHOM
peecTpe JIEKapCTBCHHBIX CPECTB, TOATBEPKAatomas (pakT roCy1apCcTBEHHON PErUCTPAIMH JIEKAPCTBEHHOTO
npenapara, ¥ (W) ITOKYMEHT, TOATBEPKIAIIUN (AaKT TOCYIapCTBEHHON perucTpanuu (perucTpaium)
JIEKapCTBEHHOTO Tperapara;

Hngpopmayus 06 usmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosweco PedepanbHoco 3aKoHA
Odononnena nynkmom 26.1, ecmynarowum 6 cuny ¢ 1 uona 2015 2.

26.1) nepakarejib WM BJajesiel] PerucTPAlMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapara - pa3padOT4HK JIEKAPCTBEHHOTO CPEACTBA, MPOU3BOJUTENb JIEKAPCTBEHHBIX CPEICTB WIM MHOE
IOPHINIECKOE JINII0, 00J1aIatolee MPaBoM BIIJCHUS PETUCTPAIIMOHHBIM YIOCTOBEpEHHEM, KOTOPBIE HECYT
OTBETCTBEHHOCTD 32 KaueCTBO, 3()(heKTUBHOCTH U 0€30MMaCHOCTh JIEKAPCTBEHHOTO Mpenapara;

Ungpopmayus 06 usmenenusix:

Ilynxkm 27 uzmenen ¢ 30 sngaps 2024 2. - @edepanvhuiii 3akon om 30 ansaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio
27) perucTpauMoOHHBINH HOMeP - KOZI0BO€ 0003HAYEHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY ITpenapary
IIPU €70 TOCYIAPCTBEHHOMN PETUCTPAIIIH UITH PETUCTPAIIHH;

Ungpopmayus 06 usmenenusix:
Ilynkm 28 usmenen c 30 aneaps 2024 2. - @edepanvusiii 3akon om 30 aneapa 2024 2. Ne [-D3

Cm. npedvioywyto pedakyuio

28) oOpauleHue JeKapCTBEHHBIX CPeACTB - pPa3paboOTKa, JIOKIMHUYECKHE HCCIEI0BaHMS,
KIMHUYECKHE  HUCCIEIOBaHMs, JKCHEpTU3a, TOCyJapCTBEHHAs perucTpanuss WM  perucrparus,
CTaHJapTU3alUsl U KOHTPOJIb KauyecTBa, NPOU3BOJACTBO, HM3TOTOBIECHHME, XPAHEHHE, NEPEBO3KA, BBO3 B
Poccuiickyro @enepanmio, BeiBo3 U3 Poccuiickoit denepannn, pekiiama, OTIYCK, pean3anus, nepeaaya,
IPUMEHEHNE, YHUUTO)KEHUE JIEKAPCTBEHHBIX CPENICTB;

29) cyObekThl OOpalleHHs] JIEKAPCTBEHHBIX CpPeACTB - (QU3WYECKHE JIMLa, B TOM 4YHCIIE
VWHAVBHUAYaJIbHBIE MPEANPUHUMATENN, W IOPUAUYECKHE JIMIA, OCYIIECTBISIOIME JEATENbHOCTh IpHU
oOpallleHUH JIEKApCTBEHHBIX CPE/ICTB;

Hnpopmayus 06 uzmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM

Deoepanvrovim 3akonom om 22 Oekaops 2014 2. No 429-d3 6 nynkm 30 cmamvu 4 nacmoswezo
DedepanvbHo2o 3aKOHA BHECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujetl pedaKyuu

30) pa3paloTYMK JIEeKAPCTBEHHOIO CPeACTBA - OpraHu3anys, oOiajaronias mpaBaMH Ha
pe3yabTaThl JOKIUHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHOTO CPEICTBA, KIMHUYECKUX WCCICIOBAHUI
JIEKapCTBEHHOTO TIpernapara 1 (MjIK) Ha TEXHOJOTHIO MPOU3BOJICTBA JIEKAPCTBEHHOTO CPE/ICTBA;

31) Npou3BOACTBO J1eKAPCTBEHHBIX CPEACTB - JCATEIHHOCTh 1O MPOHU3BOJCTBY JICKAPCTBEHHBIX
CpPE/ICTB OPraHU3aLUsIMU - IIPOU3BOIUTEIISIMU JICKAPCTBEHHBIX CPEIICTB HA OHOM CTaJMU, HECKOJIBKUX TN
BCEX CTQJMSIX TEXHOJOTHYECKOTO IMpoIecca, a TakKKe MO0 XPAaHCHHWIO U peaju3allid MPOW3BEICHHBIX
JICKapCTBEHHBIX CPEIICTB;

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. No 429-D3 cmamws 4 nacmosweco PedepanbHoco 3aKoHA
odononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

31.1) npou3BoaCTBEeHHAS MJIOLIAKA - TEPPUTOPUATIEHO 000COOIEHHBII KOMITJIEKC TPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB, TMPEAHA3HAYCHHBIA JJIi  BBIMOJHEHUS BCEro Ipoliecca IMPOU3BOACTBA
JICKapCTBEHHBIX CPEJICTB HIIM €r0 OMPEICICHHON CTaIuu;

32) npou3BoOaAUTEb JEKAPCTBEHHBIX CPEACTB - OPraHU3alNsl, OCYIIECTBISAIONIAs MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU € TpeOoBaHUsIMH HacTosmero deaepaibHOro 3aK0Ha;

HUnghopmayus 06 uzmenenusx:
Ilynkm 33 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 e. Ne 105-D3

Cm. npedvioyuyio pedakyuio

33) papmaneBTHUECKAS 1eATETBHOCTD - JICATCILHOCTD, BKJIFOUAIOIAasi B Ce0sl ONTOBYIO TOPTOBIIIO
JICKApCTBEHHBIMH CPEJICTBAMH, UX XpaHEHHUE, TIEPEBO3KY M (W) POSHUYHYIO TOPTOBIIO JIEKAPCTBCHHBIMU
npernaparaMy, B TOM YUCJIC TUCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK, XpaHEHHE, IIEPEBO3KY, N3TOTOBJICHUE
JICKapCTBEHHBIX MPEIapaToB;

34) opraHu3amusi ONTOBOl TOPrOBJH JIEKAPCTBEHHBIMH CPEJICTBAMH - OpraHU3aIus,
OCYIICCTBIISIONIAS ONTOBYI0 TOPTOBIIIO JICKAPCTBEHHBIMU CPEJICTBAMH, HMX XpaHEHHE, TEPEBO3KY B
COOTBETCTBHH ¢ TpeOoBaHUSMU HacTosmero deaepanbHOro 3aK0Ha;

Hnghopmayust 06 usmenenusix:
Ilynxkm 35 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 e. Ne 105-D3

Cm. npedvioyuyro pedaxyuio

35) anTeuHasmi OpraHu3alMsi - OpTraHU3aIMs, CTPYKTYPHOE TIOApA3JeIeHNue METUIIMHCKON
OpraHu3alliK, OCYLIECTBISIONUINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU IperapaTramMH, B TOM 4YHCIeE
JMICTaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBIIEHHE M OTITYCK JICKAPCTBEHHBIX IPETapaToB
JUIS. METMIITHCKOTO IPUMEHEHHUSI B COOTBETCTBHHU € TpeOOBaHUAMHU HacToslero denepaibHOTO 3aKOHA;

Ungpopmayus 06 usmenenusix:
Ilynxkm 36 uzmenen ¢ 3 anpens 2020 a. - @edepanvhuiii 3axon om 3 anpensa 2020 2. Ne 105-D3

Cm. npedvioyuyro pedaxkyuio

36) BeTepHHapHasi anTe4yHash OPraHM3aNMs - OPraHW3AIUs, CTPYKTYpPHOE TIO/pa3/ieieHue
BETEpUHAPHON OpraHM3aLUHU, OCYIIECTBISAIONINE POSHUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMU ITperapaTamMH, B
TOM YHCJIe IUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHUE, U3TOTOBIICHHE H OTITYCK JIEKAPCTBEHHBIX NIPEMapaToB IS
BETEPUHAPHOTO PUMEHEHUS B COOTBETCTBUHU C TpeOoBaHUAMU HacTosiero deaepaibHOro 3aKoHa;

37) danbcuduupoBaHHOe JIEKAPCTBEHHOE CPEICTBO -  JICKAPCTBEHHOE  CPEICTBO,
COTPOBOXKIaEMOE JIOKHOM MH(pOpMaIelt o ero coctaBe u (HJIK) MPOU3BOTUTENE;
38) HenoOpokavyecTBEHHOE JIeKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEICTBO, HE

COOTBETCTBYIOIIee TpeOOBaHUAM (papMakoneilHOW cTaTbu JIMOO B Ciy4yae €€ OTCYTCTBUS TpeOOBaHUAM
HOPMAaTHBHOH TOKYMEHTAIINU FJTH HOPMAaTUBHOTO JTOKYMEHTA;

39) koHTpadaKkTHOe JieKAPCTBEHHOE CPeICTBO - JIEKAPCTBEHHOE CPEACTBO, Haxonsuieecs B
000poTe ¢ HapyIIEHHEM TPaKJAHCKOTO 3aKOHO/IATEIbCTRA;
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

40) [MOKJIMHUYECKOEe HCCIe0BaHHE JIEKAPCTBEHHOI0 CpeAcTBa -  OHOJOTHYECKHE,
MUKpPOOHOJIOTUYECKNE, HMMYHOJOTUYECKUE, TOKCHKOJIOTHYECKHEe, (apMaKoJIOTHYecKue, (Hu3ndeckue,
XUMHYECKUE U JPYTUe UCCICNOBAHUS JICKAPCTBEHHOTO CPEACTBA ITyTEM NMPHUMEHEHUS HAyYHBIX METOJIOB
OLICHOK B IIEJISAX TOJIy4EHHS J0Ka3aTeJIbCTB 0€30MacHOCTH, KayecTBa M 3()(HEKTUBHOCTU JIEKAPCTBEHHOTO
Cpe/CTBa;

41) KINHUYECKOe HCC/IeJ0BAHUE JIEKAPCTBEHHOI0 NMpenapara - W3yYeHUe JMarHOCTHUYECKHUX,
Je4eOHBIX, MPOMUITAKTUICCKHX, (PapMAKOIOTHUECKHUX CBOMCTB JICKAPCTBEHHOTO Mperapara B MPOIECCe ero
IMPUMCHCHUA Y YCJIIOBCKA, JKUBOTHOI'O, B TOM YHUCJIC IIPOLCCCOB BCACBIBAHUS, paCIPCACIICHUA, U3BMCHCHUA U
BBIBEJICHUS, ITyTEeM NPUMEHCHHsS HAay4YHBIX METOJOB OICHOK B IEJSX TOJYYEHUS J0Ka3aTelIbCTB
0e30macHOCTH, KadecTBa W A(PPEKTUBHOCTH JIGKAPCTBEHHOIO TNIperapara, JaHHBIX O HEXellaTeIbHBIX
peaKIusIX OpraHu3Ma 4eJ0BeKa, )KHBOTHOTO Ha MMPUMEHEHHE JICKapCTBEHHOTO Tpernapara u 00 3ddekre ero
B3aMMOJIEUCTBHUS C APYTUMHU JIEKAPCTBEHHBIMU IIPENaparaMu U (UJIu) MUIIEBBIMU IPOAYKTAMHU, KOPMAMHU;

42) MHOTOLIEHTPOBOE KJIMHHYECKOe WCCIe0BaHUEe JIEKAPCTBEHHOI0 mpemapara [Jisi
MEIUIIUHCKOI0 TPHUMeHeHHsl - KIMHUYECKOEC WCCIeOBaHNE JIEKAPCTBEHHOTO TMpemnapara Jyis
MEIUIIUHCKOTO TPUMEHEHHUS, TIPOBOAUMOE Pa3pabdOTYMKOM JIGKAPCTBEHHOIO IMpernapara B JByX U Oolee
MCIWIUHCKUX OpraHu3aiuiax M0 C€AHMHOMY IIPOTOKOJIY KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O
npernapara,

43) MeXKIYHAPOJAHOe MHOTOIEHTPOBOE KJIHHUYECKOE HCCJIeJ0BAHHE JIEKAPCTBEHHOIO
npenapara Jjsi MeIUIIHHCKOT0 MMPUMeHEeHHsI - KIIMHUYECKOE MCCIIeI0OBaHNE JICKAPCTBEHHOTO Mperapara
AJi1 MCIAUIHUHCKOr0 NpuMEHCHUA, IIPOBOANMOC pa3pa6OT‘-II/IKOM JICKAPCTBCHHOI'O Ipfcriapara B pa3jJInYHbIX
CTpaHax 1Mo €IMHOMY MTPOTOKOJY KIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO MpErapara;

HUnghopmayus 06 uzmenenusx:
Ilynkm 44 usmenen ¢ 30 susaps 2024 2. - @edepanvusiii 3akon om 30 sueaps 2024 2. Ne 1-D3

Cm. npedvioyuyyio pedakyuio

44) MOCTPerucTPpalMOHHOE KJINHMYECKOe HCC/Ie0BaHNEe JIEKAPCTBEHHOr0 mpemnapara Jis
MEIMIHHCKOT0 TPHMEHeHUsl - KIMHUYECKOE HCCIIC0BaHUE JICKAPCTBEHHOTO —IMperapara s
MEIMIIMHCKOTO TIPUMEHEHUS, MMPOBOJAMMOE IMPOHM3BOJUTEIIEM JICKAPCTBEHHOTO Ipernapara, I'paXkIaHCKHA
000pOT KOTOPOTO OCYIIECTBISIETCS MOCIE TOCYHapCTBEHHOW PETUCTPAlMU WIM PETUCTPALMU, B LETSAX
JIOTIOJTHATEIHPHOTO cOOpa JaHHBIX O ero Oe3omacHoCcTH W 3(PPEKTUBHOCTH, PACHIMPEHUS TOKA3aHWH K
NPUMEHEHUI0 JaHHOTO JIEKaPCTBEHHOTO TMpernapara, a TaKXKe BBISBICHHS HEXeNaTeNbHBIX peaKIIHii
MaIeHTOB Ha €T0 JICHCTBHE;

Hnghopmayust 06 usmenenusix:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 nynkm 45 cmamvu 4 nacmosueco @edepanbrhoco
3aKOHA U3N0J4HCEH 8 HOBOU pedakyuu, acmynaroujeli 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nyHKma 6 npeovloyujell peoaKyuu

45) uccienoBaHue OMOIKBHBAJEHTHOCTH JI€KAPCTBEHHOIO0 Mpenapara - BHJ KIUHUYECKOTO
UCCIIEJIOBaHUS JIEKAPCTBEHHOTO Tperapara, MPOBEACHHE KOTOPOTrO OCYIIECTBISETCS JUIS OIMpeNeTIeHUs
CKOPOCTH BCAChIBAaHWS ¥ BBIBEJCHUS OJHOTO WM HECKOJIBKHX O0JaJafomuX (HapMaKoIOTHIECKOM
AKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO TIperapara, JOCTHUTAIOIIEeTo
CHUCTEMHOTO KPOBOTOKAa, M PE3YJIBTAaThl KOTOPOTO TO3BOJISIOT CJENaTh BBIBOJ O OMOIKBHBAJICHTHOCTH
BOCTIPOU3BEJICHHOTO JIEKAPCTBEHHOTO Tpenapara B OMpPEEeNICHHBIX JIEKAPCTBEHHON (opMe U JT03UPOBKE,
COOTBETCTBYIOIIUX (OpME M TO3UPOBKE PePEePEHTHOTO JIEKAPCTBEHHOTO TIpernapara;

46) ucciieoBaHUe TePaneBTHYECKOH YKBHBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENaparoB - BUJ
KIIMHUYECKOTO WCCIICIOBAHUS JICKAPCTBEHHBIX ITPENapaToB, MPOBEICHUE KOTOPOTO OCYIICCTBIIICTCS IS
BBISIBJICHUS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IMPEMapaToB OMpPEIEICHHON JIEKapCTBEHHOH (OpMBI, a
TaK)Ke HAJMYKS OIMHAKOBBIX MOKa3areliel 0e30macHOCTH M 3(()EKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
OJTMHAKOBBIX KIIMHUYECKUX A((HEKTOB pU UX IPUMEHEHUH;

47) IPOTOKOJ KJIMHUYECKOT0 HCCJIeTOBAHMS JIEKAPCTBEHHOT0 MPenapara - TOKYMEHT, B KOTOPOM
OTIPEICTISAIOTCS 1eTH, (OPMBbI OpPTaHU3AlMU M METOMOJIOTUS TPOBENCHHUS KIMHUYECKOTO HCCIIEeTOBAHMS,
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C

U3MEHEHUSIM. ..

CTaTUCTHYECKUE METOIbI O00pabOTKH pe3ybTaTOB TAaKOrO HCCIECIOBAHUS W MEPhl 10 00eCIeUeHHIO

6€3OHaCHOCTI/I (1)H3PI‘-I€CKI/IX JInI, y4aCTBYIOIIHX B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOT'O IpCIiapara,
48) Opouropa nccjie0BaTesisi - CBOIHOE U3JIOKCHUE PE3yIbTaTOB JOKIMHUYCCKOTO UCCIICIOBAHHUS

JIEKapCTBEHHOTO CPEJCTBA U KIMHHUUYECKOTO MCCIIeIOBAHMUS JIEKAPCTBEHHOTO MpernapaTa sl MEIUIIMHCKOTO

NPUMEHCHHS;

HUngpopmayust 06 usmenenusix:
Ilynkm 49 usmenen ¢ 28 oexaops 2025 e. - @edepanvhwiii 3akon om 28 oexaobps 2025 2. Ne 504-D3

Cm. npedwioywyio pedakyuio

49) nHpopMaAHOHHBIH JHCTOK MAIMEHTA - JOKYMEHT, KOTOPBIA 0(hOpMIIIETCS B BHJIE TOKYMEHTA
Ha OyMaXHOM HOCHUTENe, IOJMMCAHHOIO MAIMEHTOM MM €ro 3aKOHHBIM IpeICTaBUTENEM, JHOO
dopmupyercst B GopMe DIEKTPOHHOTO JOKYMEHTa, MOANKUCAHHOTO MAIlMEeHTOM WJIM €ro 3aKOHHBIM
IPEACTABUTENIEM C HCIOJIB30BAaHUEM YCHJIEHHOW KBaJIM(PULUUPOBAHHON SIEKTPOHHOW MOANUCH, WIH
YCUJICHHON HEKBaJM(PULIMUPOBAHHON 3JIEKTPOHHOW MOANWCH, WIM MPOCTOH 3SJIEKTPOHHOW MOANHCH
HOCPEJICTBOM IPUMEHEHUS €JUHON CUCTEMBbl HACHTU(DUKALIMY 1 ay TEHTU(PUKALIUH, K B KOTOPOM COAEPIKATCsI
B JIOCTYIIHOM (popMe CBe/IeHUs, Kacaroluecs IPOBOANMOI0 KIMHUYECKOTO HCCIIE0BaH U JIEKAPCTBEHHOTIO
npernapara, U BbIpR)KEHHOE B INHUCBMEHHOH (opMe N0OpOBOJIbHOE COIVIacMe NalMeHTa Ha ydacTHE B
KJIMHAYECKOM HCCJIEIOBAaHUM JIEKAPCTBEHHOIO IIpenapara il MEIWLIHMHCKOIO IPUMEHEHHs I0CIe
O3HAKOMJICHMs NAlMEeHTa WM €ro 3aKOHHOTO IPEJCTaBUTEN C OCOOCHHOCTSMH KJIMHUYECKOrO
VCCJIEI0BAHUsSI, UIMEIOIMMH 3HAYECHUE JIJIS BBIPAKEHHSI TAKOTO COIVIACHS;

50) mnoOouHoe jeiicTBHe - peakiMs OpraHu3Ma, BO3HUKIIAs B CBA3M C IPUMEHEHHEM
JIEKapCTBEHHOI'O IIpenapara B [J03aX, PEKOMEHIYEMbIX B HMHCTPYKLUMH II0 €ro NPUMEHEHMIO, UL
IpOopUIAKTUKY, TUArHOCTUKY, JIeUeHHsI 3a00J1€BaHUs WK JIJIsl peaOuiIuTaum;

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamovs 4 nacmosueco PedepanbHoco 3aKoHA
oononnena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

50.1) HekejaTe/bHAsl peaKkuusi - HEMpeJHAMEpEHHas HeOJarompusiTHas peakius OpraHu3Ma,
KOTOpasi MOXKET OBITh CBA3aHa C MPUMEHEHHEM JICKAPCTBEHHOTO IMpernapara;

51) cepbe3nasi He:xelaTelbHAasi peaKklHsi - HeXelaTelbHas peaklUs OpPraHMW3Ma, CBs3aHHAs C
MpUMEHEHHEM JIEKAPCTBEHHOTO TIpenapara, MpuBeIIias K CMEpTH, BPOXKIEHHBIM aHOMAJIUSIM WJIH TIOpOKaM
pa3BuUTHs JH0O0 MpeACTaBIsAomas co00il yrpo3y >Ku3HH, TpeOyromias TOCIUTATH3AIMN WK TPUBEIIas K
CTOMKOM yTpare TPYIOCIOCOOHOCTH U (UJTH) MHBATUIHOCTH;

Hngpopmayus 06 usmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 nynkm 52 cmamwu 4 nacmosueco @edepanbrhoco
3aKOHA U3N0J4CEH 8 HOBOU pedakyuu, cmynaroujeli 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nyHKma 6 npeovloyujell peoaKyuu

52) HempeaABUAeHHAsI HeKeJIaTeIbHAs PeaKklMs - HeXelaTelbHas peakius OpraHu3Ma, Koropas
CBSi3aHA C TPHMEHEHHEM JIEKapCTBEHHOTO IMIperapara B J103aX, PEKOMEHIYEMBIX B IIPOTOKOJE €ro
KIIMHUYECKOTO MCCIe0BaHUs, OPOIIIOpE UCCIIE0BATENS, UIH C MPUMEHEHUEM JIEKAPCTBEHHOTO MIpernapara
B J103aX, PCKOMECHIYEMbBIX B HHCTPYKIIUHU IO €r0 MPUMEHEHHIO I PO HIIAaKTUKH, TUATHOCTUKH, JICICHHS
3a005eBaHUsl WM MEIUIIMHCKON peadMIuTalliy MalleHTa, U CYIHOCTb, TSHKECTh MIIM MCXOJA KOTOpOil He
COOTBETCTBYET WH(POPMAIINH O JIEKAPCTBEHHOM IIperapare, CoIepKaileicsi B MPOTOKOJIE €ro KIIMHUIECKOTO
MCCIIEZIOBAHUS, OPOIIIIOpE HUCCIENOBATENS IIM B MHCTPYKIIUU 110 TIPUMEHEHUIO JICKApCTBEHHOTO TIperapara;

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosweco PedepanbHoco 3aKoHA
oononnena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

52.1) ¢rapmakoHaa30p - BUJ JIEATEIHHOCTH N0 MOHHTOPUHTY A(PGHEKTUBHOCTH M O€30MaCHOCTHU
JIEKapCTBEHHBIX MPENaparoB, HANPABICHHBIN Ha BBIABICHHUE, OIICHKY M MPEIOTBPAIICHUE HEKEIaTeIbHBIX
MOCJIE/ICTBUI MPUMEHEHHS JICKAPCTBEHHBIX IIPENapaToB;

Unpopmayus 06 usmeHnenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosweco PedepanbHoco 3aKoHA
odononnena nynkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

52.2) njaH ynpapjeHHs] PUCKAMH - OJPOOHOE ONMHCAaHWE MEPONpPUITUN MO (papmMakoHAA30pY,
HaIMpaBJICHHBIX Ha BBISBJICHUE, OLIEHKY W MPEJOTBPAILECHUE WIM MHUHHUMH3ALUIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMHU IMpenapaTamMu, BKJII0Yas OLEeHKY 2(PEeKTUBHOCTH JaHHBIX MEPOTIPUSTUH;

HUngpopmayust 06 usmenenusix:
Ilynkm 53 usmenen ¢ 1 mapma 2025 2. - @edepanvruiii 3axon om 30 dexabps 2021 2. No 463-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 53 cmamou 4 (8 pedaxyuu Pedepanvrozo 3axona om 29 uwons 2017 2. Ne 242-D3) ¢
yacmu, Kacaouwenucs GopmMuposanus u 6bloauU peyenmos Ha 1eKapCmeeHHble NPenapamuvl, cooepircaujue
HAa3HAYeHue HapKOMUYecKux cpeocms il NCUXOmpOnHsIX eeujecms, 8 popme 371eKMpOHHbIX OOKYMEHMO8,
npumensitomest ¢ 1 saneaps 2019 .

53) peuenTt Ha JleKAPCTBEHHbIH NMpenapar - MEIUIMHCKANA JOKYMEHT YCTaHOBJIEHHON (OpPMBI,
collepKallluii Ha3HauYeHWEe JICKApCTBEHHOTO Ipernapara Jyisi MEIUIMHCKOTO MPUMEHEHUs, BbIIAHHBIN
MEIMIIMHCKUM PaOOTHUKOM B LIEJISX OTIYCKA JIGKAPCTBEHHOTO Mperapara WK €ro U3rOTOBICHUS U OTITyCcKa
Ha OyMa)XHOM HOCHUTEJE€ WM C COINlacus IalMeHTa WIM €ro 3aKOHHOIo IpeACTaBUTENs B (opme
ANIEKTPOHHOTO  JIOKYMEHTa, TOAMMCAHHOTO C UCIHOJb30BAaHHEM YCHJICHHON KBaTU()HUIMPOBAHHOMN
AIIEKTPOHHOH IMOJITUCU MEIUITMHCKOTO PabOTHHKA, JIMOO JOKYMEHT YCTAHOBJICHHON (POPMBI, COMEPIKAIITHIA
Ha3HauY€HHUE JICKAPCTBEHHOIO Mperapara A BeTePUHAPHOTO MPUMEHEHHUS, BBIIAHHBIM CIEUATNCTOM B
00J1aCTH BETEpUHAPUHU B IIEJISIX OTITYCKA JICKAPCTBEHHOTO Iperapara Wid ero U3roTOBJIEHUS U OTIyCKa Ha
OyMa)KHOM HOCHTEJIE WJIHM C COIVIacHs BIAJeNblia )KMBOTHOTO WJIM 3aKOHHOTO MPEICTaBUTENS BiaJleiblla
JKUBOTHOTO, O(DOPMJICHHBIA B 3JICKTPOHHOW (OpME ¢ HCIOIb30BaHUEM (heepanbHOi TOCYyIapCTBEHHOM
UH(OPMAIIMOHHON CHCTEMBI B 00J1aCTH BETEPUHAPUU;

HUnghopmayus 06 uzmenenusx:
Ilynkm 54 usmenen ¢ 1 mapma 2025 2. - @edepanvhuiii 3axon om 30 dexabps 2021 2. No 463-D3

Cm. npedvioyuyro pedaxyuio

54) TpeboBaHHe METUIIMHCKOMH OPraHU3aIM, BeTEePUHAPHOMH OPraHU3aluy UJIH OPraHu3alun
(MHAUBUAYAJBHOTO TMPeANPUHUMATENSA), OCYLIeCTBJAAIOIEH (0CYylIeCTBJIANIIEI0) pa3BeleHue,
BbIPALIUBAHUE U COJEpP/KaAHUE KMBOTHBIX, - JIOKYMEHT YCTaHOBJIEHHOH (OPMBI, KOTOPBII BbINHMCAH
MEIMIMHCKUM PAaOOTHUKOM WJIM CHEIHAJIMNCTOM B 00JacTW BETEPUHAPUH, UMEIOIIMMHU Ha 3TO MpaBo, U
COIEP)KUT B IHUCBMEHHOM (opMe yKa3zaHHMe alnTeYHOW OpraHu3alMM WIM BETEPUHApPHON anTedHoi
OopraHM3anuu 00 OTIyCKE JIEKApCTBEHHOIO Ipernapara WM O €ro HM3rOTOBJICHHMM U 00 OTIyCKe JUIs
o0ecriedeHus1 JIeueOHOro mpolecca B MEIUIIMHCKOM OpraHu3aliy, BETEPUHAPHOM OpraHu3aluy Wi B
OopraHuM3aiuy  (MHOUBUAYAJIbHBIM  IpEINpUHHUMATENEM),  OCYIIECTBISIOMEH  (OCYIIECTBISIONINM)
pa3BeZIcHME, BBIPALIMBAHKUE U COACPKAHUE )KUBOTHBIX;

Ungpopmayus 06 usmenenusix:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamows 4 nacmosueco PedepaibHoco 3aKoHA
oononnena nynkmom 55, ecmynarowum 6 cuny c¢ 1 urona 2015 2.

55) KOMIUJIEKCHas OIIeHKa JIEKQpCTBEHHOTO IIpemapara - OLEHKa 3aperucTpupOBaHHOTO
JIEKapCTBEHHOTO Tpernapara, BKItouaromas B ce0s aHann3 HHGOPMAIlUA O CPABHUTEIHHOW KIMHUYECKON
3¢ (eKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOTO Mperapara, OleHKY SKOHOMHUYECKHX IMOCIEICTBHI ero
MPUMEHEHU S, U3yUeHHE TOTIOTHUTEIBHBIX MOCIEACTBUN MPUMEHEHHUS JICKAPCTBEHHOTO Tperapara B IMelsx
NPUHATUS PEIIEHUA O BO3MOXKHOCTHU BKIIIOUEHHUS JIEKAPCTBEHHOTO Ipenapara B MEpeYeHb >KHU3HEHHO
HEOOXOMMMBIX W BAXHEHITUX JIEKAPCTBEHHBIX MPEMapaToB, HOPMATHBHBIC IPABOBBIC aKThl W HWHBIC
JIOKYMEHTBI, ONPEIEISIONIME MOPSAJOK OKa3aHWs MEIUUMHCKON TMOMOIIM, WM MCKIIOYEHHS €ro u3
yKa3aHHBIX MIEPEUHs, aKTOB U JOKYMEHTOB;

Ungpopmayus 06 uzmenenusix:
Cmamuws 4 dononnena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3axkon om 28 dexabps 2017 2. Ne 425-
D3
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U3MEHEHUSIM. ..

56) CUCTEMA MOHHUTOPHUHIAa ABUKCHUA JICKAPCTBCHHBLIX IIpemaparoB AJsA MEAUIUHCKOIO
npuMeHeHus - ¢enepanpbHas TOCyIapcTBeHHas WH(OpPMAIMOHHAS CHCTEMa MOHUTOPWHTA JIBUKCHHS
JICKAPCTBEHHBIX MpPENapaToB Ui MEAHMIIMHCKOTO TPUMEHEHHUsT OT MPOU3BOMUTENS 10 KOHEYHOTO
HOTpe6I/ITCJI$I C HUCIOJB30BAHMEM B OTHOIICHHU JICKAPCTBCHHBLIX IMPCIIAPaTOB IAJId MCAULUHCKOI'O
NPUMEHEHHS CPECTB UACHTU(DUKAIINH;

Unghopmayus 06 usmenenusx:

Cmamus 4 oononnena nyukmom 57 ¢ 28 dexaops 2025 2. - @edepanvhuiii 3akon om 28 oexaops 2025 e.
Ne 514-D3

57) kon MAapKUPOBKU - YHUKajJbHas TIOCJIEI0BATEIbHOCTh CHUMBOJIOB, COCTOSIIAs M3 Kola
UACHTU(DHUKAIIMH ¥ KOAa TIPOBEPKH, OMIPEIEISIEMBIX B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 28 1ekadpst
2009 roma N 381-®3 "OO6 ocHOBax TOCYIapCTBEHHOTO pETyJIMPOBAaHUSI TOPTOBOW JACSATEIBHOCTH B
Poccuiickoit @enepanun’.
TAPAHT:

Cn. KOMMmeHnmapuu K cmambuve 4 HacmosAuweco @eéepaﬂbnoeo 3dKOHA

Hngpopmayus 06 usmenenusx:
Haumenosanue usmeneno c 19 ascycma 2024 2. - @edepanvhuiii 3akon om 8 ageycma 2024 2. Ne 232-D3

Cm. npedvioyuyio peoakyuio

I'naBa 2. [loxHoMo4us denepaibHBIX OPraHOB UCIOJHUTEIbHON BJIACTH, HCHTOJTHUTEIbHBIX
opraHoB cy0bekToB Poccuiickoii @enepanuu npu o0pameHnu JJeKaAPCTBEHHBIX CPEICTB

Crarbsa 5. ITlonmHomouns QenepanbHbIX OPraHOB HCIOJIHUTEIBHOW BIACTH MpU OOpalleHUU
JICKapCTBEHHBIX CPEJICTB
K nonnomounsim enepanbHbIX OPraHOB UCTIOTHUTEIBHOM BIACTH MPH OOPAIEHUH JIEKAPCTBEHHBIX
CPEICTB OTHOCSITCS:
Hnghopmayust 06 usmenenusix:
Deoepanvrvim 3akonom om 22 Oexkabpsa 2014 . Ne 429-d3 6 nywkm [ cmamvu 5 Hacmoswe2o
DedepanbHo20 3aKOHA 8HeceHbl usmeHenus, ecmynaowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nyHKma 6 npeovloyujell peoaKyuu
1) nposenenune B Poccuiickoit ®denepauuu eIMHOM TOCYIapCTBEHHOW MOJIMTUKM B 0OnacTu
oOecriedeHus JIeKapcTBEHHBIMU NpenaparamMu rpaxaan B Poccuiickoit @enepanum;

Ungpopmayus 06 usmenenusix:

DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. Ne 429-D3 @ nywkm 2 cmamvu 5 HACMOAUE20
DedepanbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHKkma 6 npeovloyujeti pedaxKyuu
2) yTBepkIeHue oOmux (papmakonmedHBIX crTaTei, (apMakomeiHbIX CcTaTei, u3JaHue
roCyIapCTBEHHOU (hapMaKoIeH, CO3aHue U BeJICHUE peecTpa papMaKOIIEHHBIX CTaHIAPTHBIX 00Pa3IloB;

Ungpopmayus 06 uzmenenusix:
Ilynxkm 3 usmenen ¢ 1 urons 2021 e. - @edepanvuwiti 3akon om 11 uronsn 2021 2. Ne 170-D3

Cm. npedvloywyro pedaxyuro
3) ocymiecTBiaeHue ¢eaepaabHOTO TOCYIapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB;

Unpopmayus 06 usmenenusix:
Ilynkm 4 usmenen c 1 uona 2021 2. - @edepanvhviii 3akon om 11 urons 2021 2. Ne 170-D3
Cm. npedvloywyro pedaxyuro

4) nWIEH3UpPOBAaHWE TPOM3BOACTBA JICKAPCTBEHHBIX CPEICTB, B TOM 4YHCIE (QeaepaabHblil
TOCYAapCTBEHHBIA JIMIEH3UOHHBIN KOHTPOJIb AEATEIBHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB,
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U3MEHEHUSIM. ..

NEPUOINYECKOE TOATBEPKACHUE COOTBETCTBHS JIMIICH3UATa, MMEIOIIErO JIMLEH3UI0O Ha MPOU3BOJCTBO
JICKApPCTBEHHBIX CPEICTB, U (apMalleBTUYCCKON ICSITEILHOCTH B COOTBETCTBHHM C 3aKOHOAATEIHCTBOM
Poccuiickoit @eneparuu;

TAPAHT:

Cm. [lonojcenue o UYEH3UPOBAHUU NPOU3BOOCMBA  EKAPCMBEHHBIX CPEeOCms,  YMBEPI’COCHHOe
nocmanoenenuem Ilpasumenvcmea P® om 6 uwona 2012 2. N 686

Unpopmayus 06 usmeHenusix:
Ilynkm 5 usmenen ¢ 30 ansapsa 2024 2. - @edepanvroiil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio

5) opraHu3anus SKCHEpPTH3bl JIEKAPCTBEHHBIX CPEACTB, ATHUYECKON OHKCIEPTH3bl BO3MOXHOCTHU
MPOBEJICHUSI KIIMHUYECKOTO MCCIEAOBaHUS JIEKAPCTBEHHOIO IMperapara Juisi MEIUIIMHCKOTO MPUMEHEHHUS,
SKCIEPTU3bl  JOKYMEHTOB, NPEACTABICHHBIX JJI  ONpPENEJCHUS BO3MOXXHOCTH  pacCMaTpUBaTh
JICKQpCTBEHHBIN Mpenapar Il MEIUIIMHCKOrO TPUMEHEHHUS B KauecTBe Op(aHHOTO JIEKapCTBEHHOTO
npenapara;

HUnghopmayus 06 uzmenenusix:
Deoepanvrvim 3axkonom om 22 dexabps 2014 2. No 429-D3 cmamovs 5 nacmosueco PedepanbHoco 3aKoHA
oononuena nynkmom 3.1, scmynarowum 6 cuny ¢ 1 urons 2015 e.

5.1) opranuzanus mpoBeACHUS KOMIUJIEKCHOM OIIEHKH JICKQPCTBEHHOTO IIpernapara B e sX MPUHATUS
pelieHnit 0 BO3MOXXHOCTH BKJIFOUEHUS JICKAPCTBEHHOTO Mpernapara B MepedyeHb KU3HEHHO HeOOXOIUMBIX U
BOXHEUIIUX JICKAPCTBEHHBIX MpENapaToB, HOPMATHBHBIC MPABOBBIE aKThl W HMHBIE JIOKYMEHTHI,
ONpeIeAIoNIe NOPAI0K OKa3aHUsI MEIUIIMHCKON IMOMOIIY WM UCKIIFOUYEHHUS €r0 U3 YKa3aHHBIX [EepPEeyHs,
aKTOB U JJOKyMEHTOB;

6) BblJa4ya pa3peuieHuil Ha MPOBeIeHNE KIMHUYECKUX HCCIEI0BAaHUI JIeKapCTBEHHBIX MPENapaTos,
BEJICHUE PEeCTpa BBIAAHHBIX PAa3pEIICHUM Ha MPOBEICHUE KIMHUYECKHX HCCIICIOBAHUN JIEKAPCTBEHHBIX
Mpenaparos;

7) rocygapcTBEHHAs! pErUCTpalHs JIEKapCTBEHHBIX MIPENapaToB, BeJCHIE TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEICTB;

Hnpopmayus 06 usmenenusx:

Cmamus 5 dononnena nynkmom 7.1 ¢ 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 anseaps 2024 2. Ne -
D3

7.1) peructparusi, MOATBEPKICHUE PETUCTpalUu (TepeperucTpanus), BHECEHHEe H3MEHEHH B
PETUCTPAIIMOHHOE J0ChE, a TaKXKe MPOBEACHUE MPOLIEAYP, CBI3AHHBIX C PETUCTpaIleld, B COOTBETCTBUU C
YTBEPKJICHHbIMU EBpa3uiickoil SKOHOMHUYECKOM KOMHMCCHEW MpaBUJIaMU PErUCTPALMH U SKCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB [UII MEIUIIMHCKOTO TPUMEHEHHUS M TPaBWIAMHU PETYIUPOBAHUS OOpaIICHHS
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TAaMOXEHHOM TeppuUTOpHHM EBpa3smiickoro 3KOHOMHYECKOTO
CO1032;

Ungpopmayus 06 usmenenusix:

Cmamws 5 dononnena nynkmom 7.2 ¢ 30 angaps 2024 2. - @edepanvhuiti 3akon om 30 aneaps 2024 2. Ne 1-
D3

7.2) npexacraBneHue  UHGOPMAIMM O  PErUCTpallMd, MOATBEPXKACHUU  pErucTpanuu
(mepeperucTpaiyu), BHECEHUHM N3MEHEHUH B PETUCTPAIIMOHHOE JI0ChE, a TAKXKe O IMPOIeypax, CBsI3aHHbBIX
C peructpanueid, B EBpa3sHilCKyl0 3KOHOMHYECKYIO KOMHUCCHIO C HCHOJIb30BAHUEM HHTErPUPOBAHHOMN
UH(POPMAILIMOHHON crcTeMbl EBpa3niiCKOro SKOHOMHYECKOTO COI03a B COOTBETCTBHM C YTBEPXKIECHHBIMHU
EBpasuiickoli SKOHOMHYECKOM KOMHUCCHEH NopsakoM (GOPMUPOBAaHUS W BEICHHUS EIWHOTO peecTpa
3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3suMiiCKOro SKOHOMUYECKOIO COK03a U IIPABUIAMHU
perynupoBaHus OOpaleHHs BETEpPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha TaMOXEHHOW TEpPpUTOPUHU
EBpa3uiickoro 3KOHOMHUYECKOIO COK033;

Unpopmayus 06 usmenenusix:
Cmamuwsa 5 oononnena nynkmom 7.3 ¢ 1 cenmabpsa 2024 2. - @eoepanvhuiii 3akon om 30 saneaps 2024 2. Ne
1-D3
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7.3) yTBEpXJACHUE TMOpSAIKAa NPUOCTAHOBICHHUS ICHCTBUS PETHCTPALMOHHOTO YIOCTOBEPEHUS
JICKAPCTBCHHOTO MpCIiapara Uik OrpaHUdYCHUS MPUMCHCHU A JICKAPCTBCHHOT'O ITpCriapara JJIis1 MCAUIIUHCKOI'O
NPUMEHEHHS B CIIyYasx, MPEAYCMOTPEHHBIX YTBEP)KICHHBIMH EBpa3suiicKON SKOHOMHUYECKON KOMHUCCHEH
mpaBujIiaMM PCrucTpanu M SKCICPTU3BI JICKAPCTBCHHBIX CPCACTB IAJId MCAWLUHCKOIO NPUMCHCHHA, U
BO300HOBJICHHUSI JICHCTBHS PETHCTPAIIMOHHOTO YIOCTOBEPEHHS JICKAPCTBCHHOTO Tpenapara WM CHATHS
OrpaHu4YCHUA IIPUMCHCHHA JICKAPCTBCHHOTI'O MpCIiapara Ajid MCAUIIUHCKOIO IPUMCHCHU,

Unpopmayus 06 usmeHenusix:
Ilynkm 8 usmenen ¢ 30 ansapsa 2024 2. - @edepanvrviil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio

8) opranuzauusi U (WIM) NPOBEACHUE WHCIEKTUPOBAHUS CYOBEKTOB OOpAalICHHs JIEKaPCTBEHHBIX
CPEACTB Ha COOTBETCTBUE YTBEPKACHHBIM EBpa3suiCKOM HSKOHOMHYECKOM KOMMCCUEH IpaBHIAM
HaJJIexKaleld 1a0opaTopHON MPaKTUKU, MpaBWIaM HaJUIekKalled KIMHUYECKOW MPaKTUKU, IpaBHiIaM
Ha/JIeXKAIIEH JUCTPUOBIOTOPCKOM MPAKTUKH, ITPaBUIIaM Ha/JIeXKAIIeH IPAaKTHKU (papMaKOHAI30pa, a TAaKKe
YTBEPKACHHBIM YIOJIHOMOYEHHBIMU (peepanbHBIMM OpPraHaMU HCIIOJHUTENBHON BIACTH IMpaBUIIaM
HaJIJIeKAUIEH allTeYHOM MTPAKTUKH, IPaBUJIaM XPAHEHUS JICKAPCTBEHHBIX CPEJICTB;

Hngpopmayus 06 usmenenusx:
Ilynkm 8.1 usmenen ¢ 1 mapma 2026 2. - @edepanvhuiii 3axon om 31 utons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

8.1) oprammsamus u (W) mpoBeneHUE (HAPMANEBTUICCKUX HWHCICKIMHA MPOU3BOJCTBA
JICKApPCTBEHHBIX CPEACTB Il BETEPHHAPHOTO MPUMEHEHHS Ha COOTBETCTBHE TPeOOBAaHUSM MPaBHI
HaJUIe)Kalled  IIPOM3BOACTBEHHOW  IPAaKTHKU  EBpa3MiCKOro  SKOHOMHYECKOIO  COK03a,  BbLAAYa,
MPUOCTAHOBIIEHHWE, BO300OHOBIECHUE WJIM MpEKpalleHHe JeHCTBUS CEepTU(UKATOB  (3AKITHOYCHHIN)
COOTBETCTBHSI IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB I BETEPUHAPHOTO NPUMEHEHHUS TpeOOBAHUIM
NpaBUJl HaJJIeKallell TPOU3BOJICTBEHHOW MPAKTUKU EBpa3uiicCKOro 3KOHOMHUYECKOTO COK03a, BHECEHUE
U3MEHEHUH B TaKHE CEPTHU(HUKATHI (3aKITIOYCHHNS);

HUnghopmayus 06 uzmenenusx:

Cmamuws 5 oononnena nynkmom 8.1-1 ¢ 1 mapma 2026 2. - @edepanvhwiii 3axon om 31 utons 2025 2. Ne 304-
D3

8.1-1) opranmzamus wu (Wid) TmpoBeAcHUE (ApMANEBTUUECKUX HWHCIEKIMA TPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO NPUMEHEHHs Ha COOTBETCTBHE TPEOOBAaHHSIM IpPaBUII
HaJUIe)Kalled  ITPOM3BOJACTBEHHOW IPAaKTHKM  EBpa3MiCKOro  SKOHOMHYECKOIO  CO03a,  BbIAAYa,
NPUOCTAHOBIIEHHE, BO300HOBJIEHME WM IpeKpalleHue JeHCTBUS CepTU(UKATOB COOTBETCTBHS
IIPOU3BO/CTBA JIEKAPCTBEHHBIX CPEJICTB JJS MEIUIUHCKOTO TPUMEHEHHs] TpeOOBaHUSAM IpaBUIl
HaJJIeXallel MPOU3BOJCTBEHHON NMPAKTUKU EBPa3suilCKOro SKOHOMHUYECKOIO COX03a, BHECEHNE U3MEHEHUN
B TaKHe cepTU(UKaTHI;

Hnpopmayus 06 usmenenusx:
Ilynxkm 8.2 uzmenen ¢ 1 mapma 2026 2. - @edepanvuwiii 3akon om 31 urons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

8.2) ycTaHOBIEHHE TMOpSJIKa BEICHUS M BEACHHE TOCYIapCTBEHHOTO peecTpa CepTU(UKATOB
(3aKJTFOUEHUI) COOTBETCTBHSI TIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM IPABHII HaJICkKaIIeh
MIPOM3BOICTBEHHOM MpakTUku EBpa3uiickoro S3KOHOMUYECKOTO COK03a;

Unpopmayus 06 usmeHnenusix:
Ilynkm 9 usmenen ¢ 7 utons 2019 2. - @edepanvhviii 3akon om 6 utons 2019 2. Ne 134-D3

Cm. npedvloywyro pedaxyuro

9) rocymapcTBeHHASI pETUCTPAITUS TPEACITBHBIX OTITYCKHBIX IISH IIPOU3BOINTENICH Ha JIEKapCTBEHHBIE
npenaparbl, BKJIIOUEHHbIE B IEPEUECHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIIINX JIEKAPCTBEHHBIX IPENapaTos,
U BEJICHHE TOCYJapCTBEHHOTO peecTpa MpeIeIbHBIX OTITYCKHBIX II€H MPOU3BOANUTEICH Ha JIEKapCTBEHHBIE
npenaparbl, BKJIIOUEHHbIE B IEPEUECHb )KU3HEHHO HEOOX0IMMBIX U BXKHEHIIINX JIEKapCTBEHHBIX IPENapaToB;

Unpopmayus 06 usmeHnenusix:

Cucrema TAPAHT 15/
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Ilynxkm 9.1 uszmenen c 19 aseycma 2024 2. - @edepanvhuiil 3axon om 8 aseycma 2024 2. Ne 232-D3

Cum. npedvioywyio pedakyuio

9.1) cormacoBaHne TMPOEKTOB PEIICHUI HCIOIHUTENBHBIX OpraHoB CyOBekTOB Poccuiickoit
Oenepan 00 ycTaHOBJICHMM | (WJIM) HM3MEHEHHHM NPEACIbHBIX Pa3MEpPOB OINTOBBIX HAJI0ABOK U
IPEEIbHBIX Pa3MEPOB PO3HUYHBIX HAJA0aBOK K (DAKTUYCCKUM OTITYCKHBIM II€HaM, YCTaHOBIICHHBIM
NPOM3BOJUTEISIMU JICKAPCTBEHHBIX TPENaparoB, Ha JIGKAPCTBEHHBIC MPENapaThl, BKIIIOYEHHBIC B IIEPEYCHb
YKU3HEHHO HEOOXOIMMBIX M BOKHEHIIINX JICKAPCTBECHHBIX MMPENapaToB;

Unghopmayus 06 usmenenusx:
Ilynkm 10 uszmenen ¢ 13 ageycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedwioywyto peoakyuio
10) Bplaua, yCTAHOBJEHME MOpsAKAa BBIJAYM pPa3pelIEHUs Ha BBO3 KOHKPETHOM MapTUU
JIeKapCTBEHHOTO cpeficTBa B Poccuiickyro denepaiuio;

Unghopmayus 06 usmenenusx:
Ilynxkm 10.1 uzmenen c 13 aseycma 2019 2. - @edepanvuviii 3axon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvloyuyro pedaxyuio

10.1) Bblgaya, ycTaHOBJIEHHE NOPSAJKA BbIAAYM U (OPMBI TOKYMEHTA, KOTOPBIA MOATBEPAKIAET, YTO
MIPOM3BOICTBO JICKAPCTBEHHOTO Iperapara Jjisi MEAUIIMHCKOTO MPUMEHEHUS OCYIIECTBICHO B COOTBETCTBUH
¢ TpeOOBaHMSMHU TMPABHUJI HAJUIEKAIIEH MPOU3BOACTBEHHON MPAKTHUKU MM YTO JICKAPCTBEHHBIM IMperapar
JUIsl BETEPUHAPHOTO MpPUMEHEHUs JIomylieH K oOpamieHuto B Poccuiickoii Denepanuu, u MOIJICKUT
NPEACTaBICHHUIO 10 TPEOOBAHUIO YIIOJIHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN
npernapar;
TAPAHT:
Cm. Aomunucmpamugnuiii peciamenm DedepanvHoll CryxHcObl N0 8eMEPUHAPHOMY U (DUMOCAHUMAPHOMY
HA030py NO NPEOOCMABILEHUIO 20CYOaPCMBEHHOU YCyeU No 8bloaie 0OKYMeHmMA, KOmopbulil HOOmeepacoaent,
YUMo JieKapcmeenHulll npenapam OJisi emMepUHapHo20 NpuUMeHeHus oonyuwer Kk oobpawenuto 8 Poccutickou
Dedepayuu, u NOOIENHCUM NPEOCMABNEHUTIO NO MPEOOBAHUIO YNOTHOMOYEHHO20 OP2aHad CMPAHbL, 8 KOMOPYIO

66803UMCSl IEKAPCMBEHHLII npenapam, ymeepicoeHuviti npukazom Poccenvxo3nadzopa om 28 Oexabps
2020 2. Ne 1402

Cm. Aomunucmpamugnwviii pecnamenm no npeocmasnenuio Munnpommopeom Poccuu cocyoapcmeennotu
yenyeu no  vloaye OOKYMEHmA, KOMOpblll noomeepicoaem, 4mo Hnpou3eoocmeo JeKapCmeeHHo20
npenapama 0Onsi MEOUYUHCKO20 NPUMEHEHUS OCYWeCMELeHO 8 COOMBEMCMEUU ¢ mpebosanusmMu npau
Haonedxcawjell NPOU3800CMBEHHOU NPAKMUKY, U  NOOJeNHCUM  NpeoCmasieHur0 no  mpebo8aHuro
VNONHOMOYEHHO20 OpP2aHa CMPAHbl, 8 KOMOPYIO 6603UMCS NEeKAPCMEEHHbIN NPEenapam, YmeepiHcOeHHbll
npuxasom Munnpommopea Poccuu om 31 dexabps 2015 2. Ne 4369

Ungpopmayus 06 usmenenusix:

Deoepanvnvim 3akonom om 13 wuwona 20152 Ne 241-DP3 ¢ nynkm 10.2 cmamvu 5 Hacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUS

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

10.2) BBIgaua, yCTaHOBJIGHUE TOPSIIKA BBIIAYM U (DOPMBI JOKYMEHTA, COAEPIKAIIETO CBEIACHHS O
CTausIX TEXHOJIOTMYECKOrO IIpoliecca MPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBA ISl MEAUIIMHCKOTO
MIPUMEHEHUS, OCYIIECTBIISIEMBIX HA TEPPUTOPUH EBpazniickoro SJKOHOMHYECKOTO COI03a;
TAPAHT:

Cm. Aomunucmpamugnuiii peenamenm Munnpommopea Poccuu no npedocmasnenuro 20cyoapcmeeHHou
yenyeu no evioave OOKYMEHmd, Ccooepicaujec0 C8e0eHus 0 Cmaousx MmexHOLO2ULecKo20 npoyeccd
npou3BO0CmMea J1eKApCmMEeHHO20 CpeoCmea Ons MEeOUYUHCKO20 NPUMEHEHUs, OCYWeCmBIseMblX Ha
meppumopuu Eeépasuiickoeco skonomuyecko2o corsa, ymeepaicoenHlll npuxkazom Munnpommopea Poccuu
om 31 oexabps 2015 e. Ne 4368

11) co3nanue COBETOB MO BOMPOCAM, CBSI3aHHBIM C 00palleHneM JIEKAPCTBEHHBIX CPE/ICTB;

12) arrectarus U cepTUUKALNS CTICIIHATICTOB;

Cucrema TAPAHT 16/
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U3MEHEHUSIM. ..
13) yrparun cuiy;

Ungopmayus 06 uzmenenusx:

Cm. mexkem nynkma 13 cmamou 5

HUngpopmayust 06 usmenenusix:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. Ne 429-D3 nynkm 14 cmamvu 5 nacmosueco @edepanbroco
3aKOHA U3N0JHCEH 8 HOBOU pedakyuu, ecmynaroujen 6 cuny ¢ 1 urona 2015 a.

Cm. mexcm nyHKkma 6 npeovloyujetl peoaKyuu
14) ocymectBienue hapMakoHaA30pa;
15) yuactue B MEKIyHApOAHOM COTPYTHUYECTBE;

Unpopmayus 06 usmeHenusix:
Ilynkm 16 usmenen c 19 ageycma 2024 2. - @edepanvhuiii 3akon om 8 ageycma 2024 2. Ne 232-D3

Cum. npedvioywyio pedakyuio

16) moy4enue mo 3ampocam yrnoJIHOMOUEHHOTO (peepaabHOro opraHa UCIOIHUTEIBHOMN BIIACTH OT
UCIIOJTHUTENBHBIX OpraHoB cyObekToB Poccuiickoit denepainu, a Takke OT CyOBEKTOB OOpalleHUS
JICKQpPCTBEHHBIX CPEICTB JJI MEAWIIMHCKOTO MPUMEHEHHsSI MH()OPMAIMK MO BOMPOCAM YCTAHOBICHUS U
MPUMEHEHHUS 1IeH Ha JICKapCTBEHHBIE MpenapaTsl U Ha10aBOK K HUM;

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapylIeHUe 3akoHoaarenbcTBa Poccuiickoit denepanuu;

Hughopmayusi 06 usmenenusix:
Ilynkm 18 usmenen c 1 cenmsabps 2024 e. - @edepanvuuiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyo pedakyuio

18) yTBepkaeHHe MpaBUJI HaJUIekKAIIeW anTeyHOW MPAKTHKH, MPABUJ XPAHEHUS JEKapCTBEHHBIX
CPEICTB;
Hughopmayusi 06 usmenenusix:

Ilynkm 19 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 auseaps 2024 2. Ne [-D3

Cm. npedwioywyto pedakyuio

19) ycranoBneHue nopsaka GpopMUpOBaHUS PErHCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIN Mpenapar
JUIs BETEPUHAPHOTO MPUMEHEHUS U TpeOOBaHUI K JOKYMEHTaM B €I0 COCTaBe;

20) yrparuia cuiy ¢ 30 ssaBaps 2024 r. - denepanbHblii 3akoH oT 30 stHBaps 2024 1. Ne 1-D3

Ungpopmayus 06 usmenenusix:

Cm. npedvioyuyro pedaxyuio
21) yrparun cuiy ¢ 30 suBapst 2024 r. - ®enepanbHblii 3akoH 0T 30 siHBaps 2024 . Ne 1-03

Ungpopmayus 06 usmenenusix:

Cm. npedvioyuyro pedaxyuio
22) yrparuia cuiy ¢ 1 mapra 2020 r. - denepanbHblii 3akoH oT 27 nekadpst 2019 r. Ne 475-03

Hnghopmayust 06 usmenenusix:

Cm. npedvioywyto pedakyuio

Hnghopmayust 06 usmenenusix:
Ilynxkm 23 uzmenen ¢ 30 snsaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyto peoakyuio

23) yTBepxkaeHUEe TpeOOBaHUN K MHCTPYKIMU 1O BETEPUHAPHOMY MPUMEHEHHUIO JIEKAPCTBEHHBIX
MPeraparos;
Ungpopmayus 06 uzmenenusix:

Ilynxkm 24 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 e. Ne 105-D3

Cm. npedvloywyro pedaxyuro
24) mpuHATHE pEIICHUH, SBISIFOIINXCS OCHOBAHUSMH JIJISl BKJIFOYCHUS JOMEHHBIX UMEH W (WIJIH)
yKaszarenel CTpaHHUI] CaliTOB B HMH(OPMALMOHHO-TEIEKOMMYHHUKALMOHHOW ceTn "WHTepHer", a Tarxke
CETEeBBIX aJpPECOB B EOUHYIO aBTOMATH3UPOBaHHYIO HH(pOpMamoHHYI0 cucreMy "EnumHbidi peectp
JIOMEHHBIX HMMEH, YyKa3aresjedl CTpaHMll CaiToOB B HH(POPMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHONW CeTH
Cuctema TAPAHT 17/
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"UHTepHeT" W CETEBBIX aJIpEeCcOB, IMO3BOJSIOMUX HWIASHTU(UIMPOBATh CAWThI B WH()OPMAIIMOHHO-
TEJIGKOMMYHUKAIIMOHHOU cetn "WHTepHer", conepkamiye MHGPOPMAIUIO, PaclpoCTpaHEHUEe KOTOPOW B
Poccuiickoit ®enepanmu 3ampenieHo", B OTHONIEHWHW HWHQPOPMAIIUU, COACpIXKAIICH MPEeaIOKeHHE O
PO3HUYHOH TOPTOBJIE JICKAPCTBEHHBIMHU TIpEiaparaMu, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOO0M, pO3ZHUYHAS
TOPTOBJIsI KOTOPHIMU OTpaHUYEHA UJTH 3alpelieHa B COOTBETCTBUU C HacTOSAIUM DeepanbHbIM 3aKOHOM, U
(unm) nHpOpMAaLIKHU, CoAepKaIIeH PEUIOKEHNE O POSHIUYHOMN TOProBJIe JIEKAPCTBCHHBIMU IIperaparaMu, B
TOM 4YHCJI€ JUCTAHIIMOHHBIM CIIOCOOOM, JHMIIAMHM, HE HWMEIOUMMH JIMIEH3UW U pa3pelieHus Ha
OCYILIECTBIICHUE TAaKOW JEATEIbHOCTH, €CIM TMOJIyYCHHE JIMIICH3UW W pa3pelieHusi MpeayCMOTPEHO
3aKOHOZATEIbCTBOM 00 0OpaIeHNH JIEKAPCTBEHHBIX CPEJICTB;

Unghopmayus 06 usmenenusx:

Cmamus 5 0ononnena nynkmom 25 ¢ 29 nosopsa 2019 e. - @edepanvubiii 3akon om 28 nosopsa 2018 2. Ne
449-D3

25) Bblaua pa3pelieHuid Ha BBOJ B IPAXKAAHCKUI 000pOT MMMYHOOHOJIOTHYECKUX JEKApCTBEHHBIX
MIPEraparos;
Hnpopmayus 06 usmenenusx:

Cmamusa 5 oononanena nynkmom 26 ¢ 1 auneapsa 2024 2. - @edepanvuwiii 3akon om 19 oxmsaops 2023 2. Ne
503-@3

26) peryiMpoBaHH€ BOIPOCOB, CBS3aHHBIX C B3aMMO3aMEHSEMOCTBHIO JICKAPCTBEHHBIX MPENapaToB
JUTS. METUITUHCKOTO IPUMEHCHHS;

HUnghopmayus 06 uzmenenusx:

Cmamus 5 oonoanena nynkmom 27 ¢ 1 mapma 2026 e. - @edepanvhuiii 3akon om 31 uwons 2025 2. Ne 304-
D3

27) yTBepKaeHHE MOPsiIKa aTTecTanuu (papMaleBTUYECKUX HHCIIEKTOPOB.
TAPAHT:

Cwm. KOvMMeHnmapuu K cmamose 5 HacmoAuwezo ®€C)€paﬂbH020 3AKOHA

Hnghopmayust 06 usmenenusix:
Cmamuws 5.1 usmenena c 19 aseycma 2024 2. - @edepanvroiii 3axon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenusa cmamou 5.1 pacnpocmpanaiomes Ha NOTHOMOYUS PeOepanbHblX OP2AHO8 UCNOTHUMENbHOU
enacmu, Komopule He nepeoarsl 0Jisi OCYWeCmeleHUsi OP2anam 20Cy0apCmeeHHoll 61acmu cyovekmos PP u
Op2aHaAM MECMHO20 CaMOYNPABLEHUS. COOMBEMCMBYIOUWUMU (PedepanbHbIMU 3AKOHAMU
Crarbsa 5.1. Ilepenaua ocyuiecTBiIeHHsS NOJTHOMOUMH (eepanbHbIX OPraHOB HMCIOJHUTEIbHON
BJIACTU NMpHU OOpalllEeHUU JIEKAPCTBEHHBIX CPEACTB MCIOIHUTEIbHBIM OpraHaM CyObEKTOB
Poccuiickon ®@enepanuu
[TonmHOMOuus (henepanbHBIX OPraHOB HCIIOJHUTENBHON BIIACTU NMpPU OOpaIleHUH JIEKapCTBEHHBIX
CPEICTB, IPELYyCMOTPEHHBIE HAacTOSIINUM DenepaabHbIM 3aKOHOM, MOTYT IT€pPEaBaThCs IS OCYILECTBICHMUS
UCIIOJTHUTENbHBIM oOpraHaMm cyObekToB Poccuiickoit ®denepanuu mnocraHoBineHusiMu IlpaBurtenbcTBa
Poccuiickoii denepaunu B nopsijake, ycraHoBieHHOM dDenepanbHbIM 3akoHOM oT 21 nekabpst 2021 roga
N 414-®3 "O06 o61mux NpUHIMIIAX OpraHU3ay MyOInYHON BIacTH B cyObekTax Poccuiickoit denepanuu’.
TAPAHT:

Cm. kommenmapuu k cmamowe 5.1 nacmosawe2o DedepanbHo2o 3aKoHa

Hngopmayus 06 uzmenenusix:
Cmamus 6 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedvloywyro pedaxyuro
Crarbsa 6. IlomHOMOYMS HCIONHUTENBHBIX OpraHoB cyObekra Poccuiickoit denepauuu npu
0OpalIeHNH JIEKAPCTBEHHBIX CPEJICTB
Cuctema TAPAHT 18/
17¢


http://ivo.garant.ru/document/redirect/72114308/31
http://ivo.garant.ru/document/redirect/407845991/2101
http://ivo.garant.ru/document/redirect/412424148/5221
http://ivo.garant.ru/document/redirect/409493579/4903
http://ivo.garant.ru/document/redirect/76839233/50100
http://ivo.garant.ru/document/redirect/71127964/36
http://ivo.garant.ru/document/redirect/403266160/0
http://ivo.garant.ru/document/redirect/57344188/50100
http://ivo.garant.ru/document/redirect/409493579/4915
http://ivo.garant.ru/document/redirect/76839233/6

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

K monHOMOUMSM HMCTIOTHUTENBHBIX OpraHoB cyOownekTra Poccumiickoit deneparnuu mpu oOpamieHun
JIEKaPCTBEHHBIX CPEACTB OTHOCSTCS:

1) pa3zpaboTka 1 peanuzanus peruoHaIbHBIX MPOrpaMM OOeCIIeUeHUsI HACEICHUS JIEKAPCTBEHHBIMU
npenaparamu;

2) ycTaHOBIIEHUE MPEAETbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M MPEIECIBbHBIX Pa3MEPOB POZHHUUHBIX
HaI[6aBOK K q)aKTI/I‘-IGCKI/IM OTIIYCKHBIM I[I€HaM, YCTAHOBJICHHBIM IPOU3BOAUTCIAMHA JICKAPCTBCHHBIX
IpernaparoB, Ha JIEKapCTBEHHbIE IMpernaparbl, BKIIOYEHHbIE B IEpPEUCHb >KU3HEHHO HEOOXOAUMBIX U
BaKHEHIINX JICKAPCTBEHHBIX IIPENApaToB;

Unpopmayus 06 usmeHenusix:
Ilynkm 3 usmenen c 1 cenmaops 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 323-D3

Cm. npedwioywyto peoakyuio

3) OCyIIECTBICHHWE PETHOHAIBHOTO TOCYIapCTBEHHOTO KOHTPOJIA 3a IMPUMEHEHWEM IIeH Ha
JICKApCTBEHHBIC TIpemaparbl, BKIIOUEHHBIE B TEPEUCHb JKU3HEHHO HEOOXOMUMBIX W BaXKHEHIIMX
JICKapCTBEHHBIX IPENaparoB, OpPraHMU3AlUsSIMU OITOBOM TOPIOBIM JICKAPCTBEHHBIMU CPEICTBAMH,
aNTCYHBIMA OpPTAaHHU3AIMSAMHU, HWHIUBUAYATHHBIMU TPEANPUHAMATEISIMA, HWMCIOIIMMH JIMIICH3WIO Ha
(apMaleBTHYECKYI0 JIeATSILHOCTh, MEAMIMHCKUMH OpPraHM3alUsMH, HWMEIOIIMMHU JIMICH3UIO Ha
(dapMaIeBTHYECKYI0 JIeATEIBbHOCTh, M HMX O0O0OCOOJCHHBIMH TOAPA3ICICHUSIMHU, PACIOIOKCHHBIMU B
CEJIbCKUX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIC OPraHU3aINH;

HUnghopmayus 06 uzmenenusx:

Cmamuws 6 dononnena nynkmom 4 ¢ 1 smnsaps 2018 2. - @edepanvruiii 3axon om 29 uions 2017 2. Ne 242-D3
TAPAHT:

Tonooicenuss nynkma 4 cmamou 6 (8 pedaxyuu Peoepanvroeco 3axkona om 29 uions 2017 2. Ne 242-D3) ¢
yacmu, Kacaroujeucs hopmuposanus u 8vl0a4u peyenmos Ha J1eKapCmeeHHble Npenapamol, cooepicauyue
HA3HAYEeHUe HaAPKOMUYECKUX CpeoCcmes Ul NCUXOMPONHBIX 8eujecms, 8 popme 71eKmMpPOHHLIX OOKYMEHMOS,
npumensitomes ¢ 1 saneaps 2019 e.

4) npuHsTHE peieHus 00 UCIIOIb30BaHUU HA TEPPUTOpHH cyObekTa Poccuiickoit @enepanyu HapsLy
C pelenTaMu Ha JIEKAPCTBEHHBIE Tpemnaparhl, 0(GOPMIECHHBIMH Ha OyMa)kHOM HOCHUTENE, PEIENTOB Ha
JIeKapCTBEHHBIE MpenapaTsl, CGOPMUPOBAHHBIX B (JOPME IIMEKTPOHHBIX TOKYMEHTOB.
TAPAHT:

Cwm. KOMMeHnmapuu K cmamose 6 HacmoAuweco (De()epafleoeo 3AKOHA

I'maBa 3. I'ocynapcrBennas ¢papmakones

Crarbs 7. PazpaboTka 1 n3JaHue TOCYJapCTBEHHOM (papMakorien, pa3MelieHle JaHHbIX 0 Hel
1. Tlon rocymapcTBeHHOU ¢apmakorieeld MOHUMAETCS CBOJ OOIMMX (apMaKONIEWHBIX CTaTed U
(apMaKkomnelHbIX cTaTel.

Ungpopmayus 06 usmenenusix:

Deoepanvhvim 3akonom om 22 Oexabpsa 2014 2. Ne 429-D3 6 uacmv 2 cmamvu 7 HaAcmoswezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem wacmu 8 npedvioyujell peoaxkyuu

2. Pa3paborka oO0mux QapmakoneidHbIXx cTaTei M (papMakonelHbIX cTaTei, B TOM YHUCIE
(dapMakoneHbIX cTarel Ha (hapMaKoNeHble CTaHapTHbIE 00paslibl, U BKIIIOYEHHE UX B TOCYIapCTBEHHYIO
(dapmaKonero OCyIIECTBISIOTCS B IMOPAIKE, YCTAHOBIEHHOM YIIOJTHOMOYEHHBIM (pefepanbHbIM OpraHOM
VICITOJIHUTEIIbHOM BJIACTH.

Ungpopmayus 06 uzmenenusix:

@eodepanvrvim 3akonom om 22 Oekabps 2014 o. Ne 429-d3 ¢ uacme 3 cmamvu 7 HaAcmoswe2o
DedepanbHo2o 3aKOHA BHECeHbl UsMeHeHus, ecmynaroujue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovloyuyeti pedaKyuu
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3. Pa3pabotka (papmakoneitHoi cTaTbu Ha peepeHTHBIHN JIEKapCTBEHHBIH Mpernapar U BKIIOUEHUE €€
B TOCYIapCTBEHHYIO (hapMakomerd B TEYECHHWE CpOKa JEHCTBUS 3allUThl HCKIIOYUTEIHLHOTO IIpaBa,
YIOCTOBEPEHHOTO IMaTEHTOM Ha pedepeHTHBIH JIEKapCTBEHHBIN Mpernapar, OCyIECTBIISIOTCS C COTJIACHUS €ro
paspaboTduka.

4. TocymapctBeHHass (apmaxomess H3[aeTCs  YIOJIHOMOUYEHHBIM (efepaibHbIM  OpPraHoM
UCTIOJIHUTENILHOW BJIACTH 3a CYET CPENCTB (heaepaibHOro OIO/KETa U IMOICKHUT IEPEH3IaHUsAM He PEXKe ueM
OJIUH pa3 B IATh JIET, B IEPUOJT MEXK/Ty KOTOPHIMU U3AIOTCS MPUIIOKEHHUS K TOCYyAapCTBEHHOU (hapmakoree,
copeprkaiue obuue ¢apmakoneinple cratbil U (WIM) dapMaKoNeWHble CTaTbU, YTBEPXKACHHBIC IOCIE
W3JIaHUS WU TIepen3IaHusl ToCyJapCTBEHHOM papmakoreu.

5. YnomHoMoueHHBIH (enepanbHblii OpraH HUCHOJTHUTEIBHOM BIACTH pa3MENIaeT JaHHBIE O
roCyJIapCTBEHHOU (hapMakoriee U MPUIIOKEHUAX K Hel Ha cBoeM opHUIIMaIbLHOM caiite B cetu "MuTepHeT" B
YCTaHOBJIEHHOM MM IOPSIJIKE.

TAPAHT:

Cn. KOMMmeHnmapuu K cmamause 7 HacmosAaueco @edepaﬂbﬂoeo 3dKOHA

Hngpopmayus 06 usmenenusx:
Haumenosanue usmeneno c 1 urons 2021 2. - @edepanvhuiii 3akon om 11 uronsn 2021 2. Ne 170-D3

Cm. npedwioywyto pedakyuio

I'maBa 4. JInueH3npoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M (papManeBTHYECKOM
AeAITeIbHOCTH, TOCYAaAPCTBEHHBIN KOHTPOJIb (HA/A30p) B c(pepe o0palieHHs JTeKAPCTBEHHBIX CPeACTB

Crarbsa 8. JluneHsupoBaHue MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M  (hapMaleBTUUECKON
JIeSITEIIbHOCTU
1. JIuueH3upoBaHue MPOU3BOACTBA JIGKAPCTBEHHBIX CPEACTB U (papMalieBTUUECKON J1eATEIbHOCTH
OCYLIECTBIIIETCS B COOTBETCTBUU C 3aKOoHO/aTenbcTBOM Poccuiickoit denepanun.

Ungpopmayus 06 usmenenusix:
Yacmo 2 usmenena ¢ 1 mapma 2026 2. - @edepanvruiii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

2. O0s13aTenbHBIM YCIIOBUEM MIPEAOCTABICHUS JTUIIEH3UN Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB
ABJISIETCS YKa3aHHME CBEICHUN O JIEKapCTBEHHBIX (popMax M (uim) BUJAX (hapMalleBTUUECKUX CyOCTaHIU,
KOTOPBIE NPOU3BOAUTEND JIEKAPCTBEHHBIX CPENCTB HAMEPEH IPOU3BOAMTH, B 3asBICHUH, HAIPABICHHOM
MOCpeNCTBOM  (peiepalibHOM  TOCYAapCTBEHHOM  HMHGOPMAaMOHHON  cuctembl "EnuHbld  mopTan
rOCY/IapCTBEHHBIX U MYHUIMIAIBHBIX YCIyT (GyHKUIMN)" (1anee - eAUHBIN mopTain).

Ungpopmayus 06 usmenenusix:
Yacmw 3 usmenena ¢ 1 mapma 2022 2. - @edepanvuviii 3axon om 11 urons 2021 2. Ne 170-D3

Cm. npedvioyuyro pedaxyuio

3. B ciiygae HeoOXOMUMOCTH PaCIIUPEHHS MPOU3BOJICTBA JICKAPCTBEHHBIX CPEIICTB 33 CUYET HOBBIX
JIEKapCTBEHHBIX (OPM U BUAOB (hapMalleBTUIECKUX CYOCTaHIIMI MPOU3BOAUTENh JTEKAPCTBEHHBIX CPEACTB
JIOJDKCH T10/IaTh B JIUIICH3UPYIONIMH OpPraH 3asBICHWE O BHECCHWW HM3MCHCHHWU B PEeCTp JIMIICH3WH Ha
MPOU3BOJICTBO JIGKAPCTBEHHBIX CPE/ICTB.

Unpopmayus 06 usmeHnenusix:

Cmamusa 8 oononnena yacmoio 4 ¢ 29 oexabpa 2020 . - Dedepanvhuiii 3akon om 27 dexkabps 2019 2. Ne
481-D3

4. JIuueH3usi Ha MPOM3BOACTBO JICKAPCTBEHHBIX CpenCcTB ((hapMareBTUYeCcKoil cyOCTaHIIMU CIIUpTa
STHJIOBOTO (3TaHOJIa) BBIJAETCS MPH YCIOBUU HAJIM4YMsA Y OpraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3SHCTBEHHOTO BEJIEHHS WJIM OINEPATHBHOTO YIPaBIEHUS OCHOBHOTO TEXHOJIOTMYECKOTO 00OpYAOBaHMS
I TIPOM3BOJACTBA JTUJIOBOTO CIHUPTA, 3apErMCTPUPOBAHHOIO B COOTBETCTBHM €O cTarbeil 14.1
@enepanbHoro 3akoHa oTr 22 HoAOpa 1995 roma N 171-®3 "O rocynapcTBEHHOM perylupOBaHHUU
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MPOU3BOACTBA M 000pOTa ATHJIOBOTO CHHUPTA, AJIKOTOJIBHOM M CHHMPTOCOIEpsKallel MmpoayKuud u o0
OTpaHUYEHUU MOTPEOICHNUS (PaCIUTHS) aTKOTOIBHON MPOAYKIUHU".

TAPAHT:

Cn. KOMMmeHnmapuu K cmambuve 8 HacmosAuweco @eéepaﬂbﬂoeo 3dKOHA

Unpopmayus 06 usmeHenusix:

DedepanvHulil 3akoH donoanen cmamvell 8.1 ¢ 29 dexabps 2020 e. - @edepanvhviii 3akon om 27 dexabps
2019 2. Ne 481-D3
Crarbst  8.1. OcoOeHHOCTH JIMIIEH3UPOBAHHUS IPOM3BOACTBA  JICKAPCTBEHHBIX  CPEJICTB
(bapmareBTHYECKON CyOCTaHIIMKM CIIMPTA STUIOBOTO (3TaHOJIA)

1. JleiicTBHE THMIIEH3UN HA TPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((papManeBTHUECKON CyOCTaHIIUU
CIUpTa TUJIOBOTO (3TaHOJa) MPUOCTAHABIMBAETCA B YaCTH IpaBa Ha MPOU3BOACTBO (papmalieBTUYECKOM
CyOCTaHIIMM CHUPTA ATUIOBOIO (3TaHOJIA) JULEH3UPYIOLUIUM OPraHOM B CIIy4asx, OIPEIEICHHBIX CTaTbel
20 ®enepanbHoro 3akoHa oT 4 wmas 2011 roma N 99-®3 "O nuneH3UpOBaHUU OTACIBHBIX BHUIOB
JESATENIbHOCTH", @ TaK)Ke Ha CPOK IPHOCTAHOBJIEHUS JEHCTBUS JIMLEH3UU Ha MPOU3BOACTBO ATHIIOBOTO
crupTa Juis MPOU3BOACTBA (hapMaleBTUUECKON CyOCTaHIIMM CIHUPTa 3TUJIOBOTO (9TaHOIA), BBIAAHHOW B
cooTBeTcTBUM € DenepanbHbIM 3aKkoHOM OT 22 Hosi0ps 1995 roma N 171-®3 "O rocynapcTBeHHOM
pEeryaupoBaHUU TMPOHM3BOJACTBA M 000pPOTa 3TUJIOBOTO CIHMPTA, AaJKOTOIBHOW M CIHUPTOCOAEpKaIIei
IPOAYKLMHU U 00 OrpaHUYEHUH NOTPEOSIeHUs (PaCIUTH) aJIKOTOJIbHON IPOTyKIuu".

2. JlelicTBUE TUIIEH3UU HA IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB ((hapmarieBTUUECKOM CyOCTaHIIUN
CIHpTa ATHJIOBOTO (3TaHOJA) B YaCTH IpaBa Ha MPOHM3BOACTBO (hapMaIeBTUYECKOH CyOCTaHIIMU CHUpPTA
STUJIOBOTO (3TaHONA) MpeKpalaeTcs JUIEH3UPYIOUIMM OpPraHOM B CIIydYasX, ONpeleleHHBIX crarbed 20
®enepanbHoro 3akoHa oT 4 mast 2011 roga N 99-®3 "O nuueH3upoBaHUU OTAEIbHBIX BUJIOB AESITEIBHOCTH",
a TaKXKe C JaThl MPEKpaIleHUs WM aHHYJIMPOBAHMS JCUCTBUS JHUICH3UU HA MPOU3BOACTBO ATHIOBOTO
criipTa JJis MPOM3BOJACTBA (DapMaleBTUYECKON CyOCTaHIIMM CHHUpPTA 3TUIIOBOTO (3TAHOJA), BBIIAHHOW B
cootBeTcTBUM ¢ DenepanbHbiM 3aKOHOM OT 22 HOs0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM
pEryJIMpOBaHUU TPOU3BOJACTBA M 000pPOTa ASTHIOBOTO CHHUPTA, AJIKOTOJIBHONH W CIIMPTOCOAEpIKaIIeH
MPOAYKIUU U 00 OTPaHUYCHHUH MOTPeOIeHUs (PACITUTHS) aJIKOTOIBHON MPOTYKIUHU".

Hnghopmayust 06 usmenenusix:

DedepanvHulii 3axkon dononnen cmamvell 8.2 ¢ 1 cenmsabps 2023 . - DedepanvHuili 3akon om 4 aseycma
2023 2. No 428-D3
TAPAHT:

Tonoowcenuss cmamou 8.2 na meppumopusix JIHP, JIHP, 3anopoaicckoti obnacmu, Xepconckot obnacmu
npumensitomest ¢ 1 cenmsops 2024 2.

Crarba 8.2. OcoOE€HHOCTH JMILEH3UPOBAHUA (DapMalleBTUYECKOW JESATEIbHOCTH B 4YacTH

OCYUIECTBJIEHUS ONITOBOM TOPrOBJIH JIEKAPCTBEHHBIMH CPENCTBAMU

1. JleiicTBue JMIIEH3UM Ha (PapMalleBTUUECKYIO NIEATEbHOCTh B YaCTU OCYIIECTBIICHUS] ONMTOBOMU
TOPTOBJIH JIEKapCTBEHHBIMH CPEACTBAMH ISl MEAUIIMHCKOTO IPUMEHEHHMSI TPEKPALLAETCS JTULEH3UPYOLUM
OpraHoOM B Ciyd4asix, onpeneneHHslx crarber 20 @enepanbHoro 3akoHa ot 4 masg 2011 roma N 99-®3 "O
JUILEH3UPOBAaHUHU OTIEJIBHBIX BHUJIOB JEATEIBHOCTU", a TAKXKe M0 PEIICHHIO JIMIEH3UPYIOIIEro OpraHa,
IOPUHITOMY B COOTBETCTBHM C HAacTosiled dacTeio. B ciydyae BBISBICHHMS MPH OCYIIECTBICHUU
deneparbHOTO TOCYIapCTBEHHOTO KOHTPOJA (Ham3opa) B cdepe oOpaimieHHsl JEKapCTBEHHBIX CPEICTB
HapyILIeHUs OpraHu3alliell ONTOBOI TOPIOBIM JICKAPCTBEHHBIMM CpeAcTBaMHU TpeOoBaHuN yacteil 1 - 3
ctarbu 53 HacTosuiero deepanbHOro 3aKOHa JAeMCTBHE JTUIIEH3UN Ha (DapMalleBTUYECKYIO 1€ATEIbHOCTD B
YaCTU OCYILECTBIEHUS ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMH CPEACTBAMH JJI1 MEIULIMHCKOTO IPUMEHEHHUS
IPUOCTAaHABIMBACTCS B TEUEHUE NECATH pabouux JHEW CO JHS BBISBICHUS YKAa3aHHOTO HapyLIEHUS.
JeiicTBue nueH3Un Ha (papManeBTUUYECKYIO JEATENbHOCTh B YaCTU OCYIIECTBJICHHS ONTOBOW TOPTOBIU
JIEKapCTBEHHBIMH CPEICTBAMH JUIsI MEAUIIMHCKOTO MPUMEHEHUS! NMPUOCTAHABIUBAETCS Ha CPOK, KOTOPBII
OIpEAEIAETCS JIMLUEH3UPYIOIUM OpPraHoOM (HO HE MEHEE€ YeM Ha OJUH MECHIl), IO UCTEUEHUU KOTOPOro

Cucrema TAPAHT 21/
17¢


http://ivo.garant.ru/document/redirect/73355353/22
http://ivo.garant.ru/document/redirect/12185475/20
http://ivo.garant.ru/document/redirect/12185475/20
http://ivo.garant.ru/document/redirect/10105489/19
http://ivo.garant.ru/document/redirect/12185475/20
http://ivo.garant.ru/document/redirect/10105489/19
http://ivo.garant.ru/document/redirect/407483231/12
http://ivo.garant.ru/document/redirect/407483231/33
http://ivo.garant.ru/document/redirect/12185475/20

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

JeCTBUE NaHHOM JIMLIEH3UU MOJIIEKUT MPEKPALICHUI0 HA OCHOBAHUU PEILIEHUs JUIICH3UPYIOIIEeTo opraHa,
3a UCKIIFOUCHHUEM ClIydasd, YKa3aHHOTO B 4aCTH 2 HaCTOSIH_[efI CTaTbH.

2. JlelicTBue NuUEH3UU Ha (hapMalleBTUYECKYIO JESTEIbHOCTh B YaCTU OCYIIECTBIICHHUS ONTOBOM
TOProBJIM JICKAPCTBCHHBIMU  CpCACTBAMHU  JII MCAUIHWHCKOrO HNPHUMCHCHUA, I[CFICTBHG KOTOpOﬁ
MPUOCTAHOBIIEHO B COOTBETCTBUU C YACThIO | HACTOAMIECH CTaThbu, MOIJIEKUT BO3OOHOBICHHIO B CIyyae,
€CJIn B ICpUOA HNPHUOCTAHOBJIICHUA I[CflCTBPISI I[aHHOf/'I JIMICH3UHU B pPaMKax I[OCYI[CGHOI‘O 00KaJIOBaHUSI
peleHrne KOHTPOJIBHOTO (HaI30pHOr0) OpraHa B YacTH BBISBICHHOTO HapylleHUus TpeboBaHui yacrei 1 - 3
cratbu 53 Hactosero denepaabHOrO 3aKOHAa OTMEHEHO. B ykazaHHOM cilydae JeHCTBHE JUIEH3UU Ha
(dapMaleBTHUECKYI0 JESTEJbHOCTh B YaCTU OCYIIECTBICHHUS ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU
CPEICTBAMH JIJIsi MEAMIIMHCKOTO MPUMEHEHHS BO30OHOBIISICTCS HE MO3JHEE OIHOTO pabodvero THS CO JIHS
OTMEHBI pelIeHUs KOHTPOJIBHOTO (HaJA30pHOT0) OpraHa.

Unpopmayus 06 usmeHenusix:
Cmamus 9 usmenena c 1 urons 2021 e. - @edepanvhuiii 3akon om 11 uronsn 2021 2. Ne 170-D3

Cm. npedwioywyto pedakyuio

Crarbs 9. ['ocynapcTBeHHbII KOHTPOIIb (Ha130p) B chepe oOpalieHust JeKapCTBEHHBIX CPENICTB

1. TocymapcTBeHHBI KOHTpOJdb (Ham30p) B cdepe oOpameHuss JEKapCTBEHHBIX CPENCTB
OCYILECTBIISETCS MOCPEACTBOM (heiepalIbHOrO TOCYJapCTBEHHOTO KOHTPOJIs (Haa3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB U (hefiepaIbHOrO roCy1apCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS JESATEIbHOCTH 10
IPOM3BOJICTBY JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIIAEMBIX (elepaJbHbIMU OpraHaMH HCIIOJHUTEIbHON
BJIACTH, YIIOJIHOMO4YeHHbIMU [IpaBurenscTtBoM Poccuiickont denepanum.

2. IlpenmeroM (denepanbHOr0 TOCYIapCTBEHHOIO KOHTposs (Hag3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB SIBIISIFOTCS:

1) coGmronenue o0s3aTenbHBIX TpeOoBaHUH B cepe oOpalleHus JICKapCTBEHHBIX CPEACTB, B TOM
YHClIe:

a) TpeOOBaHMH K JOKIMHUYECKUM HCCIICAOBAaHUAM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM
UCCJIEZIOBAHUSAM JIEKAPCTBEHHBIX IIPENAapaTroB, U3rOTOBICHNIO, XPAHEHNUIO, IEPEBO3KE, BBO3Y B Poccuiickyro
denepanuio, OTIYCKY, pealu3allud, Iepeaade, TMPoAaXe JEKAPCTBEHHBIX CPEICTB, MPUMEHEHHIO
JIEKapCTBEHHBIX IMPENapaToB, YHUUTOKEHHUIO JEKapCTBEHHBIX CPEJCTB, YCTAHOBICHUIO IIPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IPENaparoB IIEH Ha JIEKapCTBEHHBIE Iperaparhl, BKJIIOYEHHBIE B IEPEUYeHb >KU3HEHHO
HEOOXOIMMBIX 1 BaKHEHIIINX JIEKAPCTBEHHBIX MPETIaparos;

0) TpeGOBaHUI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPECTB, HAXOASIIUXCS B 00pallleHUH, TOKa3aTesIsIM
KauecTBa, 3PPEKTUBHOCTH U OE30MTaCHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUHU C HAacTosIUM DenepanbHbIM
3aKOHOM;

B) TpeOOBaHMUI K COOMIONEHUIO CyObeKTaMH OOpalleHMs JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIX B
yacTu 1 craren 67.1 Hacrosmero denepanbHOro 3aK0Ha, OrPaHUYEHHH, HAJlaraeMbIX cTarbsaMu 67.1 u 67.2
HacTosero denepanbHOro 3aKOHa;

2) cobmro/ieHHe JTMLIEH3MOHHBIX TPeOOBaHUHN K OCYIIECTBICHUIO (papMalieBTUUECKOH J1eITeTbHOCTH;

Ungpopmayus 06 usmenenusix:
Ilynxm 3 usmenen ¢ 30 ausaps 2024 2. - @edepanvuuiil 3axon om 30 ausaps 2024 2. No 1-D3

Cm. npedvloywyro pedaxyuro

3) coGmronenne TpeOOBaHUN K MPETOCTABICHUIO CYObEKTaMU OOpaIleHHsI JTEKapCTBEHHBIX CPEICTB
UHPOPMAIIUM O JIEKAPCTBEHHBIX CPEICTBaX M (MJIM) JIEKapCTBEHHBIX IIpernaparax, MperyCMOTPEeHHOM
crarbsimu 9.1, 52.1, 52.2 u 64 nacrosuiero @enepaabHOrO 3aKOHA;

4) ne npumensiercs ¢ 1 mapra 2026 . - @enepanbHblii 3akoH 0T 20 okTa6pst 2022 1. Ne 405-D3

Hucpopmayun o6 uzvienenus:

Cm. npedvloywyro pedaxyuro

Yacmw 2 oononnena nynkmom 5 ¢ 1 cenmsabopsa 2026 . - @edepanvhviil 3axon om 2 mas 2026 2. Ne 125-D3
Cm. 6yoywyo peoaxkyuro

Hugpopmanusi 06 usmenenusix:
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Cmamus 9 oonoanena wacmoito 2.1 ¢ 30 saneaps 2024 2. - @edepanvuwiii 3akon om 30 ausaps 2024 2. Ne -
D3

2.1. B mensx oOecreyeHusi TOCYIapCTBEHHOTO KOHTpoJsi (Haa3opa) B cdepe oOpamieHus
JEKapCTBEHHBIX  CpeACTB  (eAepalibHBId  OpraH  WCIOJHUTENBHOW  BJIACTH,  OCYLIECTBISIONIMNA
rOCyAapCTBEHHYIO PETrUCTPAIMI0 JIEKAPCTBEHHBIX IPEraparoB, MPEAOCTaBiseT (eaepaabHOMy OpraHy
UCTIOJIHUTENIHOW  BJACTH, OCYIIECTBISIONIEMY (YHKIMH 10 KOHTPOJIIO U Hau3opy B cdepe
3PaBOOXPAHEHUS, 110 €T0 3aIpPOCy B paMKax MEXBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aUMOJICHCTBUS B
MOPSIIKE, YCTAHOBIIEHHOM yKa3aHHBIMH (pellepalbHBIMU OpTaHaMu UCTIOJHUTEILHOW BIIACTH, CIICIYIOIIHE
CBEICHUSA O JIEKapCTBEHHBIX CPEICTBaX, B TOM YHUCJIE B Ciy4yae, €CJIM TaKue CBEICHHS COCTABIISIOT
KOMMEPUYECKYIO TalHY:

1) cBenenus o hapmMareBTHICCKON CyOCTaHITUN:

a) HauMeHOBaHue (papMarieBTHUECKOM CyOCTaHIINH, €€ CTPYKTypa, 00IIre CBOHCTRA;

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) CBOICTBA U CTPYKTypa JICUCTBYIOIIUX BEIIECTB;

T') XapaKkTepUCTHUKA IPUMECEi;

n) crienuukanys Ha papMaIeBTHICCKYI0 CyOCTaHIUIO U €¢ 000CHOBAHMCE,

€) aHaNUTHYEeCKHE METOAMKH, WCIOJIb3yeMble IPH OCYIIECTBICHUU KOHTPOJS KauecTBa
(apmarneBTH4ECKOI CyOCTaHINH;

) pe3yJIbTaThl aHAIM30B CepHil (papMalleBTHUECKOI cyOCcTaHIInu;

3) MepeYeHb CTaHAAPTHBIX 00PA3I0B MIIM BEIIECTB, UCTIOIB3YEMbIX MPH OCYIIECTBICHUH KOHTPOJIS
KauecTBa (hapMalleBTUYECKON CyOCTaHIINM;

1) OMMCAaHUE XapaKTEPUCTHK M CBOMCTB YITAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOYHBIX CPEICTB;

K) JaHHBIE O CTaOUIBbHOCTH (PapMaleBTUYECKON CYyOCTaHIINM;

J1) CPOK TOAHOCTH;

2) cBeieHUs O JIEKApCTBEHHOM IIperapare JJisi MEAUIIUHCKOTO TPUMEHEHHUS

a) OMMCaHUE U COCTaB JICKAPCTBEHHOTO Tpenapara JAJisi METUIIMHCKOTO IIPUMEHEHUS;

0) omwmcanue dapmareBTHYCCKOW pa3paboTku (0OOCHOBaHME BBIOOpA COCTaBa, IEPBUYHOU
YIaKOBKH);

B) HAMMEHOBaHUE U aJpec MecTa OCYIIECTBICHUS MPOU3BOJCTBA JIEKAPCTBEHHOTO Mpemapara Jiist
MEIMIIMHCKOTO TIPUMEHEHUs (B CiIy4ae HaJU4Ms HECKOJbKHMX YYACTHUKOB IIpOIlecca TPOU3BOJICTBA
HEOOXOAMMO yKa3aTh HAUMEHOBAHHE U aJpec KaXJA0ro U3 HUX);

') MUKpOOMOJIOTHYECKHE XapaKTEPUCTUKH;

1) ONUCaHNe XapaKTePUCTUK M CBOMCTB YIIaKOBOYHBIX MAaTePUAJIOB U YKYTIOPOUHBIX CPEICTB;

€) TpeOOBaHUs K Ka4eCTBY BCIIOMOTATEIILHBIX BEIIECTB;

’K) aHAJUTHYECKHEe METOAMKH, WCIOIb3yeMble TMpPU OCYIIECTBICHUH KOHTPOJIS KadecTBa
BCIIOMOTaTEJIbHBIX BEUIECTB;

3) cBeleHUsT 00 WCHOIb30BAaHUHM BCIIOMOTATENbHBIX BEIIECTB YEIOBEUECKOTO M KUBOTHOTO
MIPOUCXOKICHHS,

1) CBEJICHUS 00 MCIOIh30BAHUH HOBBIX BCTIOMOTATENIbHBIX BEIIECTB;

K) TpeOOBaHWS K Ka4eCTBY JICKQPCTBEHHOTO TIperapara Uil MEIUIIMHCKOTO TPUMEHEHUs
(cepruukar, cnenndukanus Ha JeKapCTBEHHBIN Npenapar U uX 000CHOBaHUE),

) aHAINTHYECKHE METOJUKH, WCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Mpenapara Jiisl MeIUIIMHCKOTO IPUMEHEHUS;

M) pe3yJIbTaThl aHAJIM30B CEPHIA JIEKAPCTBEHHOTO TIpernapara JJisi METUIIHHCKOTO TIPUMEHEHUS;

H) XapaKTepUCTHKA MPUMECEH;

0) TIepeYeHb CTaHIAPTHBIX OOPA3IOB, MCIOIB3YEMBIX NPU OCYIIECTBICHHH KOHTPOJS KayecTBa
JIEKapCTBEHHOTO Mpenapara Jijisi MeIUIIMHCKOTO IPUMEHEHUS;

1) IaHHBIC O CTA0MJIBHOCTH JICKAPCTBEHHOTO TIperapara sk MEeAUIIMHCKOTO TPUMEHCHHS,

3) OTYETHI O AOKIMHUYECKUX UCCIICIOBAHUIX;

4) OTUeTHI O KIIMHUYECKUX HCCIEIOBAHUSIX;

5) macrep-daiin cucremsl papMakoHaA30PA;
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6) TUIaH ynpaBieHUs] pUCKaAMHU.

3. Ilpu ocymecTBneHUH (peaepanbHOTo TOCYIaPCTBEHHOTO KOHTPOJIS (Hai30pa) B cdepe oOpaiieHus
JICKapCTBEHHBIX CPEJCTB MPOBOISATCS CIEAYIONINE BUABI KOHTPOIbHBIX (HAA30PHBIX) MEPOTIPUATHI:

1) noxymeHTapHasi MPOBEPKA;

2) Bble3/1HAs IPOBEPKA;

3) BEIOOPOYHBII KOHTPOJIb KAYECTBA;

4) KOHTpOJIbHAS 3aKYIIKa;

5) UHCTIEKITMOHHBIN BHU3UT;

6) HaOmroAcHUE 3a COOIOJCHUEM O00S3aTeNbHBIX TpeOOBaHWK (MOHHUTOPHHI O€30TacHOCTH)
(papmakonanzop).

4. Opranuzanus U ocyliecTBiIeHue (peaepaabHOro rocyJapcTBEHHOT0 KOHTPOIIs (Haa30pa) B cdepe
oOpaleHus JJeKapCTBEHHBIX CPelICTB perynupytorcs DeaepanbubiM 3akoHOM OT 31 utonst 2020 roga N 248-
®3 "O rocymapcTBEHHOM KOHTpOJIE (HaA30pe) U MyHHUITUTIIAIbHOM KOHTpoJie B Poccuiickoit deneparun’.

5. BHeruiaHoBBIi BBIOOPOYHBIN KOHTPOJIb KayecTBAa MPOBOAMTCS B TOM YHCIE HAa OCHOBAaHUH
POrpaMMBbI IPOBEPOK.

6. I1maHOBBII BEIOOPOYHBIN KOHTPOJIH Ka4€CTBA HE TIPOBOIAUTCSI.

Hughopmayusi 06 usmenenusix:
Yacms 7 usmenena c 1 cenmsaops 2024 e. - @edepanvusiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyo pedakyuio

7. Ilo pesynpraraMm (enepanbHOTO rocyJapCTBEHHOTO KOHTpoua (Haa3opa) B cdepe oOpaieHus
JICKQpPCTBEHHBIX CPEJICTB HAPSAIY C PEIICHUSMH, MPEAyCMOTpeHHBIMU DenepanbHbiM 3aKOHOM OT 31 Hromst
2020 rona N 248-®3 "O rocynapcCTBEHHOM KOHTpoJIe (HaA30pe) M MyHHUIIMIIaTbHOM KOHTpouie B Poccuiickoii
Oenepanun”, GpenepaibHBIMI OpraHaMU HUCIIOTHUTEIFHON BIACTH, YIIOJTHOMOYCHHBIMH HA OCYIIECTBICHHE
denepanbHOrO TOCYIapCTBEHHOTO KOHTPOJS (Hag3opa) B cdepe oOpalleHus JTeKapCTBEHHBIX CPEICTB,
MPUHUMAIOTCS CIICYIOIINE PEIICHUS:

1) o nmanmpHeleM Trpa)XAaHCKOM O0OpOTE CepHUM, MAPTUU COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO
CPEICTBa B Clydae TMOATBEPIKICHUS IO pe3yjbraTaM IMPOBEICHHBIX HCIBITAHUH COOTBETCTBHUS KadyecTBa
JIEKapCTBEHHOTO CPE/ICTBA YCTAHOBICHHBIM TPEOOBAHUSM;

2) 00 M3BATHH M3 TPAXKIAHCKOIO 000pOTa CEpUH, MAapTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeICTBa B CIIy4ae BBISBICHHUS MO pe3yjibTaTaM MPOBEACHHBIX HCIBITAHUNM HECOOTBETCTBHUS KadyecTBa
JICKApCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSM;

3) o mepeBoie JEKAPCTBEHHOTO CPEJCTBA Ha IMOCEPUMHBIN BBIOOPOYHBIH KOHTPOJIH KadyecTBa
JICKApCTBEHHBIX CPEJACTB B Clydae IMOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KAdeCTBa JICKAPCTBEHHOTO
CpEICTBa YCTAHOBJICHHBIM TpeOoBaHUSM U (MPU HEOOXOJUMOCTH) O TMpOBEpKe CyOBeKTa OOpalieHHs
JICKApCTBEHHBIX CPEJICTB. Pacxoibl, CBA3aHHBIE C MPOBEICHUEM IMOCEPUWHOTO BBEIOOPOYHOTO KOHTPOJIS,
OIJIAUYMBAIOTCSA TPOU3BOAMUTENIEM JIEKAPCTBEHHOTO CpelncTBa JHOO Jep)kKareieM WU  BiaJelbleM
PETHCTPAIIIOHHOTO YIOCTOBEPEHHUS JICKApPCTBEHHOTO Mpernapara;

Hnpopmayus 06 usmenenusx:

Yacms 7 oononnena nynkmom 4 ¢ 1 cenmsaops 2024 2. - @edepanvuwiii 3akon om 30 sineaps 2024 2. Ne 1-D3

4) 0 CHATUM JIEKApCTBEHHOTO CPEJACTBA C IOCEPUHHOrO0 BHIOOPOYHOIO KOHTPOJS KauecTBa
JIEKapCTBEHHBIX CpPEACTB Ha OCHOBAaHWH IIOJNIOKUTEIBHBIX OJKCIEPTHBIX 3aKIIOYCHUH, BBIJAHHBIX
(benepaabHBIM roCyIapCTBEHHBIM OIO/DKETHBIM YUPEXKICHUEM, TT0/IBEOMCTBEHHBIM (heiepaIbHOMY OpraHy
UCTIOJIHUTENIHOW  BJAaCTH, OCYIIECTBISIONIEMY (YHKIIMM TI0 KOHTPOJIIO U Ham3opy B cdepe
3paBOOXPaHEHUs, U (peJiepalbHOMY OpraHy MUCIOJIHUTENBHON BIACTH, OCYIIECTBIIONEMY (QYHKIIUU IO
KOHTPOJTIO ¥ HAA30pY B cepe oOpamieHus JIeKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO TIPUMEHEHUS, Ha
OCHOBaHMU MPOTOKOJIAa HUCHBITAHUN JIEKAPCTBEHHOTO CPEACTBA, IMPOBEACHHBIX IO BCEM IOKA3aTelsiM
YTBEP)KJICHHOH HOPMAaTHBHOH JOKyMEHTAllMd (HOPMAaTHBHOTO JOKYMEHTAa) B OTHOIICHWH TPEX Cepuit
JIEKapCTBEHHOTO CPECTBA.

8. denepanbHbIl TOCYIapCTBEHHBIN JIMIIEH3UOHHBIM KOHTPOJIb JIEATEIBHOCTH IO IPOU3BOACTBY
JIEKapCTBEHHBIX CPEJICTB OCYLIECTBIISIETCS B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickoii deneparui.
TAPAHT:
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Cwm. KomMmenmapuu K cmamauve 9 Hacmo:Aaueco (De()epaﬂbuoeo 3dKOHA

Unghopmayus 06 usmenenusx:

Iasa 4 oononnena cmamoeti 9.1 ¢ 1 urons 2021 e. - @edepanvuwiii 3akon om 11 urons 2021 2. Ne 170-D3

Crarpbsa 9.1. [IporpamMmma npoBepok

1. B nenax opranu3anu BEIOOPOYHOTO KOHTPOJISI Ka4€CTBa JIEKapCTBEHHBIX CPeNICTB (hopMupyercs
IporpaMMa MpoBEPOK.

2. Jlna uenel peanu3aluu MPOrpaMMbl IIPOBEPOK MPOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYLIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro ®Penepauuio,
IPENOCTABIAIOT B OTHOIICHWHM JIEKAPCTBEHHBIX CPEACTB JUIsI MEAMIMHCKOTO TPUMEHEHUS B
YIOJTHOMOYEHHBIH (peepanbHblii OpraH HCIOJHUTEIBHON BIACTH, OCYHICCTBISIOMNNA (QYHKIHUU IO
KOHTPOJII0O W Haa30opy B cdepe 3ApaBOOXpaHEHHUS, B OTHOIIEHUHU JIEKAPCTBEHHBIX CPEICTB s
BETEPUHAPHOTO TIPUMEHEHHUS B YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHHUTEIBHOM BIAcTH,
OCYUIECTBIIAIOMNN (PYHKIIUU O KOHTPOJIO U HAaA30py B chepe oOpaieHus JIeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO NPUMEHEHUSI, CBECHUS O CEpUsAX, NApTUAX JIEKAPCTBEHHBIX CPEICTB, MOCTYHAIOIIUX B
rpaxaanckuii obopor B Poccuiickoit ®Denepanuu, B MOPSAIKE, COCTaBe M O0bEeMe, YCTAaHOBIECHHBIX
yYKa3aHHBIMH (pe/iepaJIbHbIMH OpraHaMU MCIOJHUTEIbHOM BJIACTH B OTHOILEHUU JIEKAPCTBEHHBIX CPEACTB
JUTSl MEAULIMHCKOTO IPUMEHEHHUSI U B OTHOILIEHUH JIEKAPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOTO IPUMEHEHHUS
COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢GopMupyeTcss Ha KaJdeHAapHbId ron B cpok a0 30 nexabps roxa,
IPEIIECTBYIOLIETO FOAY MPOBEAECHNS BHIOOPOYHOTIO KOHTPOJISL.

4. B cnyuyae HacTymieHUs COOBITMH, yKa3aHHbIX B moAamyHkTtax "0" m "B" myHkra 2 yactu 6
HACTOSIIIEH CTaThy, (efepaibHbIM OPraHOM HCIOJHUTEIbHOW BIIACTH, OCYIIECTBISIOLUM (YHKIUHU IO
KOHTPOIIIO M Haa3opy B cdepe 3apaBooxpaHeHwus, ¢enepaibHbIM OPraHOM HCIIOJIHUTEIBHONW BIIACTH,
OCYIIECTBIAIOMUM (PYHKIIMH IO KOHTPOJIIO M HAA30py B cepe oOpaiieHus JeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHHUSI, TIPU HEOOXOTUMOCTHU BHOCSTCSI COOTBETCTBYIOIINE U3MEHEHHS B MPOTPaMMy
IIPOBEPOK.

5. B nporpamMMmy npoBEpOK MOTYT BKJIFOYAaThCs MEPOIIPUATHS C YUETOM HAPYILIEHUH, BBIBIECHHBIX B
paMKax KOHTPOJIbHBIX (Ha/J30pHBIX) MEPOIIPUATHH 3a NpeAbIAY LN KaleHIapHbIi ro.

6. IIporpamMmmMa poBEPOK CONEPKNUT:

1) mepeudeHb JIEKapCTBEHHBIX CPEJICTB, OTOOP 0OPa3I0B KOTOPHIX Oy/IET OCYLIECTBISTHCS B paMKax
BBIOOPOYHOTO KOHTPOJISL, (POPMUPYEMBIH C yUETOM PE3YJIbTaTOB IOCYIapCTBEHHOIO KOHTPOJIs (Hazn30pa) B
cdepe oOpalleHUs JEKapCTBEHHBIX CPEACTB 3a KaJeHAApHBIA ToJl, MPEALIECTBYIOUUN oIy MPOBEICHUS
BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUICHHE KOTOPOTO SBIISIETCSI OCHOBAaHUEM JUIsI OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJISL:

Ungpopmayus 06 usmenenusix:

Tloonynxm "a" usmenen ¢ 30 sineaps 2024 2. - @edepanvuwiii 3akon om 30 sineaps 2024 2. Ne 1-D3

Cm. npedvioyuyyio pedakyuio

a) MOJIy4eHUE CBEIECHUH, MPEACTABISEMBIX B COCTaBe U 00bEeMe, YCTaHOBJIEHHBIX (eaepaibHbIM
OpPraHOM HCIIOJHUTEIBHON BIACTH, OCYIIECTBISIOIMM (YyHKIMM 1O KOHTPOJIO M Haa30py B chepe
3/IpaBOOXpaHeHUs, (eepaabHbIM OPraHOM HCIOJHUTENBHOM BIIACTH, OCYIIECTBISIONIMM (QYHKIHUU IO
KOHTPOJIIO U HAA30py B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO MPUMEHEHHS, O
CepusiX, MApPTUAX JIEKAPCTBEHHBIX CPEJICTB, IMOCTYMAIOMMX B TpaXTaHCKUM o0opoT B Poccwuiickoii
®denepanny, yka3aHHbIX B TyHKTE | HacTOsIIIEN YaCTH, OpPraHU3alUsAMHU, OCYIIECTBISIFOIIMMH IPOU3BOJICTBO
JIEKapCTBEHHBIX cpenctB B Poccmiickorr denepanuy M BBO3 JIEKAPCTBEHHBIX CpPEACTB B Poccuiickyro
@enepanmio, 3a UCKIOUYEHUEM CEpUM WM NApTHI JIEKAPCTBEHHBIX NPENaparoB, YKa3aHHBIX B 4acTu 4
crarbu 52.1 u yactu 6 crarbu 52.2 Hactosmero denepanbHOrO 3aKOHA;

0) moxy4eHue MocTynarolel B MopsaKe, yCTaHOBICHHOM cTaThel 64 Hacrosuiero denepanbHOro
3aKOHa, MHPOpPMALUU O TOOOYHBIX JEUCTBUSAX, HEKEIATENbHBIX PEAKIUIX, CEPbEe3HBIX HEKeIaTeabHbIX
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peakuusx, HETPEIBUICHHBIX HEXKEIATENbHBIX PEaKIUsIX MPU MPUMEHEHUH JIEKapCTBEHHBIX MIPernaparon, 00
WHAWBUIYyAIbHON HETIEPEHOCHMOCTH, OTCYTCTBHH 3(D(PEKTHBHOCTH JIEKApPCTBEHHBIX MPEMAparoB, a TaKKe
00 MHBIX (hakTax M OOCTOSTENbCTBAX, MPEICTABISIONINX yrpo3y KH3HU WM 30OPOBBIO YelIOBEKa JIHOO
YKUBOTHOT'O IpU IPUMEHEHUU JIEKAPCTBEHHBIX MPENapaToB M BBIABICHHBIX HA BCEX 3Talax OOpalieHUs
JIeKapCTBEHHBIX IpenaparoB B Poccuiickoit dexepaiu 1 pyrux rocylapcTBax;

B) noayuyeHue B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM oT 31 urona 2020 roma N 248-®d3 "O
rOCyJIapCTBEHHOM KOHTpOJIe (HaA30pe) U MyHHUITUIIATILHOM KOHTpoJie B Poccuiickoit denepanuu’ cBeaeHUi
0 MIPUYMHEHUH Bpe/ia WK 00 yrpo3e MpUYHMHEHUS Bpeia )KU3HH, 30POBBIO TPAKIAH WM )KUBOTHBIX.

Unpopmayus 06 usmeHenusix:
Haumenosanue uzmeneno c 19 agzycma 2024 2. - @edepanvusiii 3akon om 8 agzycma 2024 2. Ne 232-D3

Cm. npedwioywyto peoakyuio
Cratbs 9.2. TocynapcTBeHHBIH KOHTPOJIb (HAA30p) 3a pealn3aueil HCIOTHUTEIbHBIMH OpraHaMu
cyonsexToB Poccuiickoit dexepanny moIHOMOUMH B cdepe OOpamieHus JIeKapCTBEHHBIX
CPEICTB AJISl MEIULIUHCKOTO TPUMEHEHUS

HUnghopmayus 06 uzmenenusx:
Yacmw [ usmenena c 19 aseycma 2024 2. - @eoepanvhuiii 3axon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedvioyuyio pedakyuio

1. TocymapcTBeHHBIN KOHTPOJIb (Haa30p) 3a peaiau3anueil UCTIOTHUTENbHBIMUA OpraHaMi CyObeKTOB
Poccwuiickoii @enepanuy MoJTHOMOUYUH B cdepe oOpalieHus JICKAPCTBCHHBIX CPEACTB IS METUITTHCKOTO
NPUMEHEHUs OCYIIECTBIIsAeTCS ynojiHoMoueHHbIM [IpaBurensctBoM Poccuiickoit @enepauuu opraHoM
WCTIOJTHUTEJIBHOM BJIACTH.

Hngpopmayus 06 usmenenusx:
Yacms 2 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedwioywyo pedakyuio

2. IlpenmeroM rocynapCTBEHHOTO KOHTposid (Haa30pa) 3a peanu3anueldl HCHOIHUTENbHBIMU
opranamu cyowrekToB Poccuiickoit @enepanny noiHoMounii B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB
JUIS. METUITUHCKOTO MTPUMEHEHHUS ABJISIETCS COOJIOIEHUE YIIOTHOMOUYEHHBIMU HCTIOTHUTEIBHBIMU OpraHaMu
cyobextoB Poccuiickoit deaepanuu METOAUKHN YCTAHOBIIEHUS IIPEEIIbHBIX Pa3MEPOB ONTOBBIX Ha/10aBOK U
NpeAeTbHBIX pPa3MEPOB PO3HUUYHBIX HaI0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIECHHBIM
IPOU3BOAMUTENSAMH JIEKAPCTBEHHBIX MPENapaToB, Ha JEKapCTBEHHBIE Mpenaparkl, BKJIOUYEHHbIE B MIEpEeUYEHb
AKHU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIHNX JIEKAPCTBEHHBIX MPENapaToB.

Ungpopmayus 06 usmenenusix:
Yacmo 3 usmenena c 19 aseycma 2024 2. - @edepanvhsiii 3axkon om 8 ageycma 2024 2. No 232-D3

Cm. npedvioyuyro pedaxyuio

3. IIpu ocyuiecTBIEHNN rOCyJapCTBEHHOTO KOHTPOJIS (Ha130pa) 3a peaan3alnnen HCTIOIHUTENbHBIMU
opranamu cyonbekToB Poccuiickoit @eneparuy moJHoMouHi B cepe oOpalieHust IeKapCTBEHHBIX CPEICTB
JUTSL METTUITMHCKOTO IIPUMEHEHUS! IIPOBOASTCS CIEAYIOLINE BUIbI MEPOTIPUSATHH:

1) nokymMeHTapHbIE IPOBEPKH;

2) BBIC3/IHBIE TTPOBEPKH.

Ungpopmayus 06 uzmenenusix:
Yacmo 4 usmenena c 19 aseycma 2024 2. - @edepanvhuiii 3axkon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedvioywyto pedakyuio

4. OpraHuzanysi ¥ OCYIIECTBICHHE TOCYIapCTBEHHOTO KOHTpOJIsA (Ham3opa) 3a peaju3amuen
UCTIOJIHUTENFHBIMU OpraHamu cyObekToB Poccuiickoit ®denepanmu momHomounit B cepe obOparieHus
JIEKapCTBEHHBIX CPEJCTB IS MEAMIMHCKOTO TIPUMEHEHUsT peryiaupyrorcss demepanbHbIM 3aKOHOM OT 21
nexa0pst 2021 roga N 414-03 "O6 o0muMX NPUHIMIAX OpPraHU3alUKM IMyOJMYHOW BIACTH B CYOBEKTax
Poccuiickoit @enepanun.
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Ungpopmayus 06 uzmenenusix:

Yacmo 5 usmenena c 19 aseycma 2024 2. - @edepanvhuiii 3axkon om 8 aseycma 2024 2. Ne 232-D3

Cum. npedvioywyio pedakyuio

5. IlonoxeHue O TrocylapcTBEHHOM KOHTposie (Haa30pe) 3a peanu3alueil HMCIOIHUTEIbHBIMU
opranamu cyowsekToB Poccuiickoit @enepanuy noJHoMo4YHi B chepe oOpaleHust JIEKapCTBEHHbBIX CPEJICTB
JUIsL MEMLIMHCKOTO ITpUMeHeHus yTBepxkaaercs [IpasurensctBoM Pocculickont @enepannn.

Unghopmayus 06 usmenenusx:

Iasa 4 oononnena cmamoeti 9.3 ¢ 1 urons 2021 e. - @edepanvuwiii 3akon om 11 urons 2021 2. Ne 170-D3
Crarbsi 9.3. PervmoHalIbHBIA TOCYHApCTBEHHBIM KOHTPOJIb (HAA30p) 3a NMPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOMUMBIX U
BXHEHIIUX JIEKAPCTBEHHBIX MPENApaTOB

Unpopmayus 06 usmeHenusix:
Yacms 1 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 ageycma 2024 2. Ne 232-D3

Cm. npedwioywyo pedakyuio

1. PernonanbHbIi TOCYIapCTBEHHBIN KOHTPOJH (HAA30p) 32 MPUMEHEHUEM II€H Ha JIEKApCTBEHHbBIC
Ipernaparbl, BKIIOYCHHBIE B TIEPEUYeHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENaparos,
OCYIICCTBIIICTCS HCIIOJIHUTEIBHBIM OpraHoM cyObekra Poccuiickoii ®epepanuu, YIOJIHOMOYCHHBIM
BBICIIIMM UCIIOJIHUTENBHBIM OpraHoM cyobekTa Poccuiickoit denepanuu.

Hngpopmayus 06 usmenenusx:
Yacms 2 usmenena c 1 cenmaops 2024 e. - @edepanvusiii 3akon om 8§ aszycma 2024 2. Ne 323-D3

Cm. npedvioyuyio pedakyuio

2. IIpenMeToM peruoHaIbHOTO T'OCYIapCTBEHHOIO KOHTPOJIS (HaA30pa) 3a MPUMEHEHHEM LIEH Ha
JIeKapCTBEHHbIE Ipenaparbl, BKJIIOUCHHbIE B IIEpEUeHb HKU3HEHHO HEOOXOIMMBIX U BaKHEMIIMX
JIEKapCTBEHHBIX MPETAapaToOB, SBISIETCS COONIOACHNE OPTaHU3aMSIME ONITOBOW TOPTOBIIM JIEKAPCTBEHHBIMU
CpEACTBaMM, AaNTE€YHbIMM OpTraHU3aLMAMM, HHIUBUAYAJIbHBIMU IPEIIPUHUMATENAMH, HMEIOIUMHI
JUIEH3UIO Ha (DapMalleBTUYECKYIO JIEATENbHOCTh, MEAUIIMHCKUMU OpraHu3alusIMy, UMEIOIIUMU JINLEH3UIO
Ha (hapMalleBTUYECKYIO JEATEIBHOCTh, U MX 00O0COOJIEHHBIMHU IMOJpPA3ENCHUSIMU, PACIIOIIOKEHHBIMU B
CEJIbCKUX HACEJEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHble OpPraHU3allv{, MPH peau3aluu
JIEKapCTBEHHBIX MpenaparoB TpeOOBaHUN K NPUMEHEHHUIO II€H, YPOBEHb KOTOPHIX HE JIOJDKEH MPEBBILIATH
CYMMY (paKTUYECKON OTIYCKHOW ILI€HBI, YCTAHOBJICHHON MPOU3BOIUTENIEM JIEKAPCTBEHHBIX MpPENaparoB, U
KOTOpBbIE HE TMPEBBIMAIOT 3aPETUCTPUPOBAHHBIX IPEENIBHBIX OTIYCKHBIX ILIEH, M Pa3MEPOB ONTOBBIX
Haa0aBOK M (WMJIM) pa3MepoB PO3HUYHBIX Ha/J0aBOK, HE MPEBBIIMIAIONIMX COOTBETCTBEHHO pa3MeEpoOB
IpeAebHBIX ONTOBBIX Ha/10aBOK M (WJIM) pa3MEpOB MpeeNbHbIX POSHUYHBIX HA10aBOK, YCTAaHOBJIECHHBIX B
cyobexre Poccuiickoit denepanun.

3. OpraHuzanusi ¥ OCYUIECTBICHHE DPErMOHAJIBHOIO TOCYJAapCTBEHHOTO KOHTPOJIsS (Haja3opa) 3a
IPUMEHEHHUEM LI€H Ha JIEKApCTBEHHBIE MPENaparhbl, BKIOUYEHHbIE B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BaXHEWILINX JIEKAPCTBEHHBIX NPENApaToB, peryaupyrorcss PenepanbHbiM 3akoHoM oT 31 urons 2020 roga
N 248-®3 "O rocygapcTBEeHHOM KOHTpoje (Haa30pe) M MyHHUIUNAJIbHOM KOHTposie B Poccuiickoit
Oenepauun".

Unpopmayus 06 usmenenusix:
Yacmo 4 usmenena c 19 ageycma 2024 2. - @edepanvhwiii 3akon om 8 aszycma 2024 2. Ne 232-D3

Cm. npedvloywyro pedaxyuro

4. TlonoxxeHHe O PETMOHAIBLHOM TOCYIApCTBEHHOM KOHTpoOIse (Haa30pe) 3a MPUMEHEHHEM IIeH Ha
JIeKapCTBEHHbIE Tpenaparbl, BKJIIOUCHHbIE B TepeueHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIINX
JIEKapCTBEHHBIX IPETaparoB, YTBEPKIAETCsl BBICIIUM HCIOJIHUTEIEHBIM OpraHoM cyObekra Poccuiickoit
®denepanuu.

Hll(i)()[l’l'l(llﬂl}l 00 UZMEHeHUsIX:
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[ hasa 4 oononnena cmamvett 9.4 ¢ 1 urona 2021 a. - @edepanvuviii 3axkon om 11 utons 2021 2. Ne 170-D3
Crarba 9.4. @enepasibHbI TOCYAAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJb JEATENBHOCTU 110
IPOM3BOJICTBY JIEKAPCTBEHHBIX CPENICTB

1. ®enepanpHblii TOCYAapCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb JESATEIBHOCTH IO IMPOU3BOACTBY
JIEKapCTBEHHBIX CPEICTB OCYLIECTBIsAETCS (efepaJbHbIMU OpraHaMU HCIOJHUTENIHOW  BIAcTH,
ynosHomoueHHbIMU [IpaButensctBoM Poccniickoit @enepanuu.

2. depepaibHblii TOCYAAPCTBEHHBIA JIMIIEH3MOHHBI KOHTPOJIb AEATENBHOCTU IO INPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJCTB OCYILECTBISETCS B COOTBETCTBUM ¢ PenepanbHbIM 3akoHOM OT 4 mast 2011 rona
N 99-®3 "O nuieH3UpOBaHUN OTAECIBHBIX BHJOB ACATEIbHOCTH" U DenepaibHbIM 3aKOHOM OT 31 urois
2020 rona N 248-®3 "O rocynapcTBEHHOM KOHTpoJIE (HaA30p€e) U MyHUIIMIIaJIbHOM KOHTpouie B Poccuiickoii
@enepanuu". B pamkax ¢enepanbHOro rocyJapCTBEHHOIO JMIIEH3MOHHOTO KOHTPOJIS JESTEIbHOCTH 10
IIPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIBHBIE (HAJ30pHBIE) MEPOIPUSATUS HE
IOPOBOAATCSA, IPU 3STOM IPOBOAUTCS TMEPUOAMUYECKOE IOATBEP)KICHUE COOTBETCTBUS JIMLEH3UATOB
JULEH3UOHHBIM TpeOOBaHUAM B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roma N 99-@3 "O
JIMLIEH3UPOBAaHUM OTAEIbHBIX BUJIOB JACATEIBHOCTH" .

I'maBa 5. Pa3pa0orka, 10KJIMHIYECKNE UCCIeI0BAHNS JIEKAPCTBEHHBIX CPEIACTB, a TAKIKe
KJIMHUYEeCKHEe UCCIeJ0BAHMS JIEKAPCTBEHHbIX MPeNnaparos /sl BeTePUHAPHOIO NIPUMEHEeHU

Crarsbs 10. Pa3paboTka 1eKapCTBEHHBIX CPENICTB

1. Pa3paboTka JI€KapCTBEHHBIX CpEACTB BKJIIOYaeT B ce0s MOMCK HOBBIX (hapMaKOJIOIMUECKU
AKTUBHBIX BEIIECTB, [TOCIEIYIOIIEE U3yUEHUE UX JIEKAPCTBEHHBIX CBOMCTB, TOKJIMHUYECKHE UCCIIEJOBaHMS,
pa3paboTKy TEXHOJOIMH MPOM3BOACTBA (apMalleBTUYECKUX CyOcTaHIMH, pa3paboOTKy COCTaBOB U
TEXHOJIOTMH MTPOU3BOACTBA JIEKAPCTBEHHBIX IIPENaparoB.

2. @uHaHCOBOE 0OecneueHre pa3paboTKH JIEKApCTBEHHBIX CPEICTB OCYILECTBIIAETCS 3a CUET:

1) cpenctB enepanbHOTO OOIKETA;

2) cpencTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEJCTB IIPH BHINOJIHEHUU HAyYHO-UCCIIEA0BAaTEIbCKUX
paboT Mo JJOrOBOpY MEXIY pa3padOTUYHMKOM JIEKAPCTBEHHBIX CPEJCTB M MPOU3BOIUTENEM JIEKApPCTBEHHbIX
CPEICTB;

4) uHBIX He 3ampelleHHbIX 3aKkoHo1aTeabcTBOM Poccuiickoit denepanii HCTOUHUKOB.

3. IIpaBa pa3zpaboTunKa JEKapCTBEHHOTO CPECTBA OXPAHSAIOTCS IPaXTaHCKUM 3aKOHOJATEIbCTBOM.
TAPAHT:

Cm. kommenmapuu k cmamowe 10 nacmosweco PedepanvbHo2o 3aKOHA

Crarpa 11. I[OKJ'II/IHI/IIIGCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CpEeACTBA JIsI MCEAULIMHCKOI'O
MMPUMCHCHUA
1. I[OKJ'II/IHI/I‘-ICCKOC HUCCIICAOBAHUC JICKAPCTBCHHOI'O CPEACTBAa IJId MCAUIHWHCKOTO ITPUMCHCHUA
MMPOBOAUTCA MYTEM IMPUMCHCHUA HAYYHBIX METOAOB OHLCHOK B IMNEIAX IIOJIYYCHHA O0Ka3arcIbCTB
6C3OHaCHOCTI/I, Kady€CTBa U B(I)(I)CKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPEACTBA.

Unpopmayus 06 usmeHnenusix:
Yacms 2 usmenena c 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro

2. JIOKJIMHUYECKOE HWCCIEAOBAaHKE JIEKAPCTBEHHOTO CPEACTBA JISi MEIMIIMHCKOTO TPUMEHEHUS
NPOBOAMUTCA B COOTBETCTBUHM C MpaBUJIAMM HaJuIeXkalleidl 1abopaTopHON NPaKTHKH, YTBEPKIECHHBIMHU
EBpazniickoli 5KOHOMUYECKON KOMUCCHEN.

Ungpopmayus 06 uzmenenusix:
Yacmo 3 usmenena ¢ 30 ausaps 2024 2. - @edepanvuwiii 3akon om 30 aneaps 2024 2. Ne 1-D3
Cm. npedvloywyro pedaxyuro
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3. JIns opraHu3aiyy U NpOBEICHHS TOKIMHUYECKOTO UCCIIEIOBAHNUS JIEKAPCTBEHHOTO CPE/ICTBA JIJIs
MCIUIUHCKOIO IMPUMCHCHUA paSPaGOTqHKH JICKAPCTBCHHBIX CPCACTB BIIPABC TPHUBJICKATL HAYYHBIC
OpraHu3aiy, o0pa3oBaTeIbHBIC OPraHWU3allMU BBICIIETO OOPa30BaHMs W MHBIC OPraHU3alluU, UMEIOIIHE
HEOOXOMUMYI0  MaTepHAIbHO-TEXHHYECKYyl0  0aly H  KBAIM(UIMPOBAHHBIX  CHEIHMAINCTOB B
COOTBETCTBYIOIICH 00JIACTH UCCIICTOBAHHS.

4. JIOKITMHUYECKOE HCCICIOBAHKME JICKAPCTBEHHOTO CPEACTBA JJISI MEAUIIMHCKOTO MPUMEHCHUS
MPOBOAMTCS O YTBEPKICHHOMY pa3pabOTYMKOM JICKAPCTBEHHOTO CPENICTBA IUIAHY C BEJICHUEM IPOTOKOJIA
ATOTO UCCIIEOBAHUS M COCTABICHUEM OTYETa, B KOTOPOM CONEPKATCsl Pe3yJbTaThl 3TOTO UCCIEJOBAHUS U
3aKITIOUYCHHE O BO3MO)KHOCTH IMPOBEICHUS KIMHHMYECKOTO HCCIICIOBaHUS JIGKAPCTBEHHOTO Tpernapara Juist
MCIULUHCKOI'O ITPUMCHCHMU.

Unpopmayus 06 usmeHenusix:

Dedepanvrovim 3akoHom om 22 Oexabpa 2014 2. Ne 429-D3 6 uwacms 5 cmamvu 11 nHacmosawezo
DedepanbHo20 3aKOHA BHECeHbL UMeHeHUs1, ecmynaiowue 6 cuny ¢ 1 uons 2015 2.

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

5. IlpoBenenue npoBepok cOOMIOAEHUS MPaBUIl Ha/IIEKaIIEH J1abopaTOpHOI NPAKTUKH U IPABOBBIX
HOPM HCII0JIb30BaHUS )KUBOTHBIX IIPU IIPOBEICHUH JOKIMHUYECKUX UCCIIEA0BAaHUM JIEKApPCTBEHHBIX CPEJICTB
JUIE  MEIUIIMHCKOTO TPHMEHEHHsS] OCYIIECTBISACTCS  YIOJTHOMOUYEHHBIM (efepalibHbIM — OpraHoM
UCIIOJIHUTENILHON BIIACTH.

HUnghopmayus 06 uzmenenusx:
Yacmw 6 usmenena ¢ 30 susaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio

6. Pe3ynbrarhl JOKJIMHUYECKOTO HMCCIIEIOBAaHUS JICKAPCTBEHHOTO CPEACTBA IS MEIUIIMHCKOTO
NPUMEHECHUS MOTYT OBITH IPEACTABICHBI B YIOJHOMOYCHHBIN (efepanbHbIi OpraH HCHOTHUTEIHHOU
BJIACTH B YCTAHOBIICHHOM ITOPSIJIKE B LIEJSIX PETUCTPAIIUH JISKAPCTBECHHOTO MTperapara.
TAPAHT:

Cm. kommenmapuu k cmamoe 11 nacmosueco PedepanbHo2o 3aKOHA

Crarbs  12. JIOKIMHUYECKOE MCCIIEIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA W KIMHHUYECKOE
HCCIIEIOBAHKE JIEKAPCTBEHHOTO Ipenapara JJisi BETEpUHAPHOIO PUMEHEHHUS
1. JIOKIMHHWYECKOE HMCCIEAOBAHUE JIEKAPCTBEHHOTO CPEACTBA U1 BETEPUHAPHOIO MPUMEHECHUS
MPOBOJMUTCS IIyT€M I[PUMEHEHHUS HAyuyHbIX METOAOB OLEHOK B LEIAX IOJYYEHHs J0Ka3arelbCTB
0€30MacHOCTH, KauecTBa U 3(PPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, B TOM YHCIIE ONPEEIIEHUS CPOKa ETO
BBIBE/ICHUSI M3 OpraHu3Ma >KMBOTHOTO, B IIENAX oOecredeHusl Oe30MacHOCTH MPOAYKIMH KHBOTHOTO
MPOUCXOXKACHUS MMOCII€ MPUMEHEHUS] COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mpernapara.

Hnghopmayust 06 usmenenusix:
Yacms 2 usmenena c¢ 1 mapma 2026 2. - @edepanvruiii 3axkon om 31 urons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

2. JIOKIIMHUYECKOe HCCIIeOBaHNE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIeI0BaHUE
JICKApCTBEHHOTO TIperapara JUisi BETEPHUHAPHOTO TPUMEHEHHS, HCCIICOBaHUE OHO3KBHUBAJICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOTO TIperapara MpOBOAATCS B COOTBETCTBUM C TPaBOM EBpa3wiickoro
SKOHOMHUYECKOTO CO03a.
TAPAHT:

Cm. Memoouueckue ykaszanus "lIpogedenue KauecmeeHHbIX UCCIE008AHUL OUOIKEUBATEHMHOCTIU
Jekapcmeennvlx cpeocmas”, ymeepoicoennvie Munzopascoypassumus Poccuu om 30 aseycma 2004 2.

3. JIOKIMHUYECKOEe HCCe0BaHUE JIEKAPCTBEHHOIO CpPEICTBA U KIMHUYECKOE MCCIIeI0BaHUE
JIEKapCTBEHHOTO Ipenapara JUisli BETEPUHAPHOTO IPUMEHEHMSI IPOBOAATCA II0 YTBEPKICHHOMY
pa3paboTUYMKOM JIEKapCTBEHHOTO CpEACTBA IUIAHY C BEJEHUEM IPOTOKOJIOB ATHX HCCIEAOBaHUNH U
COCTABJICHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YJIBTAThl 3TUX UCCIEA0BAHUM.
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4. Jlns opraHM3alyy U TPOBEICHHUS TOKIMHUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOTO CPEJCTBA U
KIIMHUYECKOTO HCCIIEIOBAHUS JIGKAPCTBEHHOTO Tperapara JJisi BETEPHHAPHOTO MPUMEHEHHS pa3paboTunk
JICKAPCTBEHHOTO CPEIICTBA MOXKET IMPUBJICKATh OPraHU3AlMU, MMEIOIIHE HEOOXOIMMYIO0 MaTepHaIbHO-
TEXHUUYECKYIO 0a3y U KBaTHU(PUIIMPOBAHHBIX CIICIIUATNCTOB B COOTBETCTBYIOICH 00IACTH HCCIICIOBAHUS.

5. KimHMYecKHe HCCIe0oBaHus JICKApPCTBEHHBIX MpPENapaToB Uil BETCPUHAPHOTO NPUMEHECHUS
MMPOBOIAATCA B BCTCPUHAPHLIX OpraHU3alluAX W B OpraHu3anusax, OCYHICCTBIAIOMIUX pa3BCACHUC,
BBIPAIIIMBAHKE U COJICPIKAHKUE KUBOTHBIX, B IIEIIAX:

1) ycraHOBJICHUS TTEPEHOCUMOCTH JIEKAPCTBEHHBIX MTPETApaTOB 3/JOPOBBIMU KHUBOTHBIMH,

2) monOopa ONTUMAIBHBIX JI03UPOBOK JICKAPCTBEHHBIX MPETIAPATOB M Kypca JICUCHUS Ha KOHKPETHOU
IpyIIIe )KUBOTHBIX C ONPEIEICHHBIM 3a00I€BaHUEM;

3) ycraHoBieHus 6e30macHOCTH ¥ 3(Q(EKTUBHOCTH JICKAPCTBEHHOTO ITperapara, IpeaHa3HaY9eHHOTO
JUTSI JIGUCHUS OTIPEJICIICHHBIX 3a00JIeBaHNU JKUBOTHBIX, WK 3PPEKTUBHOCTH JIEKAPCTBEHHOTO IIperapara Jijist
PO HIAKTUKY 3a00JIEBaHHI 37I0POBBIX )KUBOTHBIX;

4) u3ydeHUss BO3MOXKHOCTEH pacIIMpeHHs] MOKa3aHWH K MPUMEHCHHIO 3aperHCTPUPOBAHHOTO
JICKApCTBEHHOTO TIperapaTa 1 BbISBICHUS PaHEE HEU3BECTHBIX MOOOUHBIX JICHCTBUN.

6. Kimaudeckoe wuccienoBaHue JEKapCTBEHHOTO Tpemnapara Jjisi BETepPUHAPHOTO NPUMEHEHUS
OCYILIECTBIISIETCS 32 CYCT CPEACTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPEIICTBA.

7. Otyersl 0 pe3ynbTarax JOKIMHUYECKOTO WCCIEJOBAaHUS JIEKAPCTBEHHOTO CPEIACTBa U
KJIMHUYECKOTO UCCIICAOBAHMS JICKAPCTBEHHOTO IMperapara Jijlsi BETEPUHAPHOTO MPUMEHEHHSI COCTABIISIOTCS
pa3paboOTIUKOM JIEKAPCTBEHHOTO CPEJICTBA C YUSTOM 3aKJIFOUCHUI OpraHU3aIMi, MPUHIMABIINX y4acTUE B
OpraHu3alluy U IPOBEICHUH YTHX UCCIICIOBAHHIMA.

8. KoHTpomb 3a TpOBeNCHHEM IOKIMHUYECKUX HCCICIOBAHUI JICKAPCTBEHHBIX CPEICTB H
KJIMHUYECKUX  UCCICIOBAHUW  JIGKAPCTBEHHBIX  MPENApaToB Uil BETCPUHAPHOTO  MPUMEHEHUS
OCYILECTBIIACTCS YIIOJTHOMOUEHHBIM (heZIepaIbHbIM OPTaHOM HCTIOTHUTEILHON BIIACTH.

IAPAHT:

Cm. kommenmapuu k cmamoe 12 nacmosaweco PedepanvbHo2o 3aKOHA

Hnghopmayust 06 usmenenusix:
Haumenosanue usmeneno ¢ 30 ansaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio

I'maBa 6. OcymecTBieHNe rOCYyIapCTBEHHON PerucTpanum, perucTpauuu JeKapcTBeHHbIX
NnpenaparoB

Ungpopmayus 06 usmenenusix:
Haumenosanue usmerneno ¢ 30 sneaps 2024 2. - @edepanvhwiii 3akon om 30 sineaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
Crarbs 13. [ocynapcTBeHHas perUCTpallis, PETUCTPaIUs JIEKapCTBEHHBIX MPEnaparoB

Unpopmayus 06 usmenenusix:
Yacmo 1 usmenena c 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro

1. B Poccuiickoit ®enepanuu AOMYCKAIOTCS MPOU3BOACTBO, XpAaHEHUE, MEPEeBO3Ka, BBO3 B
Poccuiickyro @enepannto, BeiBo3 u3 Poccuiickoit denepanyy, pexinama, OTIYCK, peanu3anus, nepeaaqa,
PUMEHEHUE JIeKapCTBEHHBIX MPENaparoB, €CIM OHU 3apEruCTPUPOBAHBI YIIOJTHOMOYEHHBIM (heiepaibHbIM
OpraHOM HCHOJHMUTENBHOM BIACTH B COOTBETCTBMM € HacTosmuM @DenepanbHbIM 3aKOHOM JHOO B
COOTBETCTBHH C aKTaMH, COCTaBIs0IUME MpaBo Coro3a.

2. T'ocynapcTBEHHOM perucTparum noasesxar:

1) Bce nexkapcTBEHHBbIE Ipenaparbl, BIEpBbIE MOAJEXKalue BBOAY B oOpamienue B Poccuiickoit
®denepauny;
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2) nekapCTBEHHbIE IIpenaparbl, 3aperucTPUPOBAaHHBIE paHee, HO IPOU3BEAECHHBIE B JAPYIHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHU C NEpPEYHEM HAWMEHOBAHHWH JIEKapCTBEHHBIX (OpPM, B HOBOU
JI03UPOBKE IIPU J0KA3aTEIbCTBE €€ KIMHUYECKON 3HAaYMMOCTH U 3(PPEKTUBHOCTH;

3) HOBBIE KOMOMHALIMY 3aPETUCTPUPOBAHHBIX PAHEE JIEKAPCTBEHHBIX IIPENApPaTOB.

Unpopmayus 06 usmeHenusix:
Yacms 3 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyto peoakyuio
3. TocynapcTBeHHast perucTpaiys JIEKapCTBEHHBIX IPENaparoB OCYIIECTBISICTCS 1O pe3yJibTaram
OKCIIEPTHU3HI JIGKAPCTBECHHBIX CPEJICTB.

Unpopmayus 06 usmeHenusix:
Yacms 4 usmenena c¢ 1 mapma 2026 2. - @edepanvruiii 3akon om 31 utons 2025 2. Ne 304-D3

Cm. npedwioywyto peoakyuio

4. TocynapcTBeHHasi perucTpanus JeKapCTBEHHOTO Mpernapara OCyIIEeCTBISAETCS COOTBETCTBYIOIINUM
YIOJTHOMOYEHHBIM (peiepalbHbBIM OPraHOM HCIOJIHHUTEIHHOW BIIACTH B CPOK, HE MPEBBIMIAIOMIMKA CTa
HIECTUACCATA pPadouux JHEW CO JHSA TNPUHIATHS 3asBJICHUS O TOCYJAapCTBEHHOM pErucTpaluu
JICKapCTBEHHOTO Mperapara i MEAUIIMHCKOTO MIPUMEHEHHUsS, U B CPOK, HE INMPEBBIMIAIONINN CTa BOCBMHU
pabouux JHEH CO IHSA MPUHATHS 3asBJICHUS O TOCYAAPCTBEHHON PETUCTpAIlMU JIEKAPCTBEHHOTO Mpenapara
JUISL BETEPUHAPHOTO MPUMEHEHUs. B yKka3aHHBIN CPOK BKIIIOYAETCS BpeMsi, HEOOXOAMMOE sl IOBTOPHOTO
MIPOBEJICHUSI IKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHUHM CO CTaTbedl 25 HACTOSIIETO
®enepanbHOTO 3aKk0Ha. CPOK TOCYIaPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO Mpernapara UCUUCISIETCS CO
JTHSI TIPUHSTHSI COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (peiepaibHbIM OpraHOM HCIHOJHUTEIBLHON BIACTH
COOTBETCTBYIOILIIETO 3asBICHUS O TOCYJAapPCTBEHHOH pErucTpaluu JIEKAPCTBEHHOTo TIperapara c
MPWIOKEHUEM HEOOXOAMMBIX JIOKYMEHTOB II0 J€Hb BBIIaYM PETUCTPALMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO Tpernapara. Bpems, HeoOxomumoe A HalpaBlIEHUs YHOJHOMOUYEHHBIM (eepaibHbIM
OpPTraHOM HMCIIOJIHUTEIHFHON BIIACTH 3alIpoca O MPEICTABICHHH HEOOXOJUMBIX MaTePHAIIOB U IPEICTABICHUS
3asBUTEJIEM OTBETA Ha JJAHHBIN 3aIPOC B COOTBETCTBUHM CO CTaThaMU 16, 19 u 23 Hactosiero denepanbHOTo
3aKOHA, HE YYHUTBIBACTCS TPH HCUUCIEHHWH CpPOKa TOCYJapCTBEHHOW PpErHUCTpaIliu JIEKapCTBEHHOTO
npenapara.

5. TocynapCTBEHHOU perucTpaluy He MOAJIeKAT:

Ungpopmayus 06 usmenenusix:
Ilynkm 1 usmenen ¢ 1 mapma 2025 2. - @edepanvuwiii 3akon om 30 oexabps 2021 2. Ne 463-D3

Cm. npedwioywyto pedakyuio

1) nmexkapcTBEHHBIE Mpemaparbl, M3TOTOBICHHBIE AaNTEYHBIMH OPraHU3aAlUSIMH, BETEPUHAPHBIMU
anTEYHBIMU OPTaHU3alUAMH, WHIUBUIYAIBHBIMUA TPEANPUHUMATEIISIMH, KOTOPbIE MMEIOT JUIEH3UI0 Ha
dbapMaleBTHYECKYI0 JesITeNbHOCTh, IO peleNnTaM Ha JEKapCTBEHHBIE Tpenaparbl U TpeOOBaHUIM
MEIUIIMHCKUX OpTraHu3alui, BETEPUHAPHBIX OpraHU3alMi WIA OpraHu3anuil (MHIUBUAYaTIbHBIX
mpeanpuHUMAaTeNei ), OCYIECTRISIIONINX pa3BeIeHNe, BRIPAIIMBAHNE U COAECPKAHUE KUBOTHBIX;

2) JNeKapCTBEHHBIE MpeTnapaTsl, MPUOOpEeTeHHbIE (PU3NYECKUMU JTUIaMU 3a TipenenaMu Poccuiickoii
®denepannu U NpeAHa3HAYCHHbIE AJI1 TUYHOTO UCTIOIb30BaHNUS;

3) nexkapcTBEHHBIE TIpenaparsl, BBo3uMbIe B Poccuiickyro deaepanuio 1yisi OKa3aHUs MEIUIIMTHCKOM
MOMOIIM [0 U3HEHHBIM IOKAa3aHUSM KOHKPETHOIO MallMeHTa Ha OCHOBAHWM pPa3pelIeHHs], BBIIAHHOTO
YIOJIHOMOYEHHBIM (eiepalbHBIM OPTraHOM MCTIOTHUTEIHPHOU BIIACTH;

4) nexkapcCTBEHHbIE CpelCTBa, BBO3MMbIe B Poccuiickyto denepaiuio Ha OCHOBaHMHM BBIIAHHOTO
YIOJIHOMOYEHHBIM (eiepaTbHBIM OPTaHOM UCTIOTHUTEIFHON BIIACTH PAa3pEIICHUs] U peIHA3HAYCHHBIC TSI
MPOBEJICHUS KIIMHUYECKUX HMCCIIEOBAaHUM JIEKAPCTBEHHBIX MPENapaToB M (WJIM) MPOBEAEHUS SKCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB ISl OCYIIECTBICHUSI TOCYIAPCTBEHHOM PETUCTPAINH JICKAPCTBEHHBIX MPETapaToB;

5) dbapmarieBTHYECKUE CYOCTAHIINM;

6) pamnodapmalieBTUUECKHE JICKApCTBEHHBIC IIpenaparbl, M3TOTOBJICHHBIE HEMOCPEICTBEHHO B
MEIMIIMHCKUX OPTraHM3alUsIX B TOPSAKE, YCTAHOBICHHOM YIOJTHOMOYEHHBIM (eAepatbHbIM OpPTaHOM
WCITOJITHUTEIILHOMN BJIACTH;
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7) eKapCTBEHHBIE MTPETaparhl, MPOU3BOAUMBIC ISl IKCIIOPTA;

Ungpopmayus 06 uzmenenusix:

Yacmo 5 oononnena nynkmom 8 ¢ 1 cenmsops 2024 e. - @edepanvuwiii 3akon om 30 ausaps 2024 2. Ne [-D3

8) OMOTEXHOJOrMYECKHE JIEKApCTBEHHBIE IIpenaparbl, IpPEIHAa3HAYEHHbIE JUIsI TPUMEHEHHUS B
COOTBETCTBUM C HHJAWBHUIYaJbHBIM MEIUIIMHCKUM HA3HAY€HHWEM U CHEIHAIbHO W3TOTOBJICHHBIC IS
KOHKPETHOTO MallMeHTa HEMOCPEICTBEHHO B MEIUIIMHCKOW OpraHU3alliy, B KOTOPON MPUMEHSETCS TaKou
OMOTEXHOJIOTUYECKUN  JICKApCTBEHHBIM  Mpemapar, HUMEIoUMe B CBOEM COCTaBe COEIUHEHMS,
CHUHTE3UPOBAHHBIC IO PE3yJIbTaTaM T'€HETHUYECKUX HCCIIEIOBAaHUN MaTepuasa, MOJy4eHHOro OT IMallueHTa,
JUISL KOTOPOTO M3TOTOBJIEH TaKOM OMOTEXHOJIOTMYECKUI JIeKapCTBEHHBIN Mpenapar. [lepedeHb MeAUIIMHCKUX
OpTraHU3aIi, IMEIOIINX MPABO U3TOTABIUBATh M MPUMEHSTH TaKHEe OMOTEXHOJIOTUICCKUE JICKAPCTBEHHBIC
npenaparsl, yreepxkaaercs [IpaButensctBoM Poccuiickoit @enepanun. PazpelieHre Ha TpUMEHEHUE TaKUX
OMOTEXHOJIOTUYECKUX JICKAPCTBEHHBIX MPENapaToB BHIIACTCS YIOJIHOMOYCHHBIM (peiepabHBIM OPraHOM
UCIIOJIHUTENIbHOM BJIAacTH B MOpsAke, ycraHaBiauBaeMoM IIpaBurenbctBoMm Poccuiickoit denepanumu.
[Mopsimox oOpareHusi Takux OMOTEXHOJOTHMYECKHX JIEKAPCTBEHHBIX MPENaparoB, BKIIOYAs MOPSIOK UX
W3TOTOBIICHUS, MPOBEICHUS SIKCIIEPTU3HI, OCYIIECTBICHHS KOHTPOJISI KAYeCTBA TaKUX OMOTEXHOJIOTHYECKUX
JIEKapCTBEHHBIX IpENaparoB, MPUMEHEHHUS, XPAaHCHHS, TPAHCIOPTHUPOBKM ¢ YTUJIU3AIMH TaKUX
OMOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMaparoB, a Takke TPeOOBaHHUS K TaKUM OHMOTEXHOJIOTHUYECKUM
JIEKapCTBEHHBIM IperaparaM U MEIUIIMHCKUM OpraHU3alMsIM, WX HU3TOTABIMBAIONIAM M MPUMEHSIOIINM,
ycranasnuarorcs [IpasurensctBom Pocculickont denepannu.

HUnghopmayus 06 uzmenenusx:

Cmamus 13 dononnena uacmoto 5.1 ¢ 1 cenmsops 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. No
1-D3

5.1. 3asBieHuE 0 pEruCTpaluy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO ITpenapara i MEAULUHCKOTO
NPUMECHCHUS MOXKET OBITh IOJIaHO B YIOJTHOMOYCHHBIN (hefepanbHbIi OpraH HCIOTHUTEIBHOW BIACTH,
OCYUIECTBIISIOIINUNA TOCYITaPCTBEHHYIO PETHUCTPAIUIO JIEKAPCTBEHHBIX MPEMaparoB, 0 UCTEUCHUH YEThIPEX
JIET ¢ JaThl TOCYAAPCTBEHHOW PETUCTPAIIMH WIIH PETUCTPAMH PEPEPEHTHOTO JICKApPCTBEHHOTO Iperapara
JUTSE MEIIUITMHCKOTO MpuMeHeHus B Poccuiickoii @enepanuu.

Ungpopmayus 06 usmenenusix:

Cmamuws 13 dononnena uacmoto 5.2 ¢ 1 cenmsops 2024 2. - @edepanvuwiii 3akon om 30 sineaps 2024 2. No
1-D3

5.2. 3asBIeHHWE O perucTpanuu OHOaHAIOroBOro (OMOMOJOOHOr0) JIEKAPCTBEHHOTO Mpenapara
(Ouoanamnora) 1yl MEAMIIMHCKOTO TPUMEHEHHUS MOXKET OBITh TMOJAaHO B YMOJHOMOYEHHBIN (hemepabHbIN
OpraH HCIIOJIHUTEIbHON BJIACTH, OCYUIECTBISIOIIMNA TOCYJapCTBEHHYIO PErMCTPALMIO JEKAPCTBEHHBIX
npenaparoB JUisi MEAMIIMHCKOTO TMPUMEHEHHUs, 10 HCTEYCHHH TpeX JET C JaThl TOCYIapCTBEHHOU
PETUCTpaLMK UIIH pEerucTpaiuy pe)epeHTHOro JIeKapcTBEHHOTo Mpemnapara B Poccuiickoit deneparuu.

Ungpopmayus 06 usmenenusix:

Cmamuws 13 donoanena uacmoto 5.3 ¢ 1 cenmsops 2024 2. - @edepanvuwiii 3akon om 30 sineaps 2024 2. No
1-D3

5.3. He nomyckaeTcss HCIONBb30BaHHE B KOMMEpPUECKHX IeNIX HH(POpPMAlMU O pe3ylbTarax
JOKJTMHUYECKUX HMCCIICOBAHUI JICKAPCTBEHHBIX CPEIACTB M KIMHUYECKUX HCCIICOBAaHUHN JIEKaPCTBEHHBIX
npenaparoB Il MEIUWLHUHCKOTO TMPUMEHEHMs, NPEICTABICHHON 3asBHUTENIEM Jisi TOCYAapCTBEHHOU
pEerucTpaIy Wik PeTUCTpaIliy JICKApCTBEHHOTO TIpemnapara, 0e3 ero coriacus B TCUSHUE MIECTH JIET C AaThl
TOCYIapCTBEHHOW pEerucTpaluy WIH perucTpanuu pedepeHTHOro JEeKapCTBEHHOTO TMpernapara B
Poccuiickoit @enepanuu.

6. He nomyckaercst rocygapcTBeHHasi perucTpanus:

1) nexkapCTBEHHBIX TIPEMapaToB, OTIMYAIOIIMXCS APYr OT Jpyra KaueCTBEHHBIM COCTaBOM
JENCTBYIOLIUX BEIIECTB, O] OJUHAKOBBIM TOPTOBBIM HAMMEHOBAHUEM;

Unpopmayus 06 usmenenusix:

Ilynkm 2 usmenen ¢ 15 urons 2018 e. - Dedepanvhutii 3akon om 4 urons 2018 2. Ne 140-D3
Cm. npedvloywyro pedaxyuro
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2) OHOTO JICKApCTBEHHOTO Iperapara, MPEICTaBICHHOTO Ha TOCYIapCTBEHHYIO PETHUCTPAIUIO B
OTHOIICHHWK OAHOTO W TOro 3XKC JCpKATCIA WKW BJIaACIblIa PCruCTpaiuOHHOTO YAOCTOBCPCHUA
JIEKapCTBEHHOTO Iperapara B BUJIE IBYX U 00Jiee JIeKapCTBEHHBIX MIPENapaToB MOl Pa3INYHBIMH TOPTOBBIMH
HaAauMCHOBAaHUSAMMU.

Unpopmayus 06 usmeHenusix:
Yacms 7 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyto peoakyuio

7. Tlo 3ampocy B 3JeKTpOHHOW (opme cyObekTa OOpamieHHs JIEKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIIUM  YIIOJIHOMOYEHHBIM  (peiepallbHBIM ~ OpPraHOM  HWCIOJHHUTEIBHOW  BIACTH,
OCYIIIECTBIISIIOIIUM TOCYIApPCTBEHHYIO PErHCTPAIIMIO JIGKAPCTBEHHBIX MPENapaToB, B YCTAaHOBICHHOM UM
MOPSIIKE OCYIISCTBIISICTCS HAyYHOE KOHCYJIBTUPOBAHHE IO BOIMPOCAaM, CBS3aHHBIM C MPOBEICHHEM
JOKITIMHUYECKUX HCCICAOBAHUM, KIMHHYECKUX HCCIICOBAHUN JICKAPCTBEHHBIX TPENaparoB, SKCIEPTH3BI
KaueCTBa JIEKAPCTBEHHBIX CPEACTB, 3PPEKTUBHOCTH U O€30MaCHOCTH, C OCYIIECTBICHUEM TOCYIapCTBEHHON
perucTpalyy JICKapCTBEHHBIX TpenaparoB. KOHCYIbTHpPOBaHHE OCYIIECTBISETCS C IPHUBICUYCHHEM
(denepantbHBIX TOCYIAPCTBCHHBIX OIOKETHBIX YUPEIKICHHH, TIOBEIOMCTBCHHBIX JAHHOMY (eIepaTbHOMY
OpraHy HCIIOJHHUTEIBHOM BJIACTH M HE YYaCTBYIOIIMX B OPraHU3aIlMH MPOBEACHUS AKCIICPTU3bI Ka4eCTBa
JICKQpPCTBEHHBIX CPEICTB B ICIISAX OCYIICCTBICHHUS MX TOCYIaPCTBEHHON PErHCTPAIlMU B COOTBETCTBHH CO
cratbeil 16 Hactosimero deepanbHOrO 3aKOHA, B BUJE OTBETAa B MUCHbMEHHOW (hOpME YIIOITHOMOUEHHOTO
(denepaabHOrO OpraHa HMCIOJHUTENFHOW BIACTH Ha 3ampoc. Pa3sMep B3uMaeMoil C 3asBUTEINS ILUIATHI
OTpeNeNIIeTCST B COOTBETCTBUM C 3aKOHOAATEeNbCTBOM Poccuiickoit ®exepanmu 00 opraHu3anuu
MPEIOCTABIICHHUS TOCYIAPCTBCHHBIX M MYHUIIUIIAIBHBIX yCIIyT. MHpOpManus 00 0CyIIecTBICHIN HAYYHOTO
KOHCYJIFTHPOBaHUSl, B TOM YHCJI€ CTaThbd, O030pBI, CIIPABOYHBIC Marepwalbl U HHAs WHpoOpManus 00
OCYIICCTBIICHUN HAYyYHOTO KOHCYJIBTHPOBAHHUS, pa3MeIiaeTcs Ha o(UIIMaTIbHOM CaHTe YIOJIHOMOYEHHOTO
(denepaabHOrO OpraHa HCIONHHUTEIbHON Biaacth B ceTu "MHTepHeT" C COONIOIEHUEM OrpaHUYCHUH,
YCTaHOBJICHHBIX 3aKOHOJATEIHCTBOM O MEPCOHAIBHBIX JAHHBIX, KOMMEPUYECKOW U (WJIH) TOCYIapCTBCHHON
TaiHe.

HUnghopmayus 06 uzmenenusx:
Yacmw 8 usmernena ¢ 8§ mapma 2022 2. - @edepanvuviii 3axon om 8 mapma 2022 2. Ne 46-D3

Cm. npedvioyuyio pedakyuio

8. TocymapcTBeHHass perucTpanusl JIEKAPCTBEHHBIX IPENApaToB, KOTOPHIE IMPEIHA3HAYECHBI JUIS
IIPUMEHEHUS B YCIIOBHUSX BOCHHBIX JE€HCTBHN, YPE3BBIYAHBIX CUTYALUN, TPEAYIIPEKICHNS YPE3BbIYANHBIX
cuTyauui, nNpoUIAKTUKU W JIe4eHUs 3a00JIeBaHMUM, MPEICTABISAIOUIMX OMACHOCTh IS OKPY)KAIOILIUX,
3a00J€BaHUN U TOPAKEHUH, MOJYYEHHBIX B PE3YJbTaTe BO3ACUCTBHUS HEOIArONPUATHBIX XMMUYECKHX,
OMOJIOrMYECKUX, paJualMOHHBIX (AKTOPOB, M KOTOpbIE pa3pabOTaHbl B TOM YHCIIE IO 3aJaHUIO
(denepanabHBIX OPraHOB HCHOJIHUTENBHOM BJIACTH, YIOJIHOMOYEHHBIX B 00JacTH OOOPOHBI CTpaHbl U
0€30MacHOCTH TOCydapcTBa, a TaKXe JIEKApCTBEHHBIX CPEACTB B Cllydae UX ACPEKTYphl WIM pPHUCKa
BO3HUKHOBEHUS 1e(DeKTYypHI B CBSA3H C BBEJICHHEM B OTHOIIeHUH Poccuiickoit denepanny orpaHnYUTENbHBIX
Mep HKOHOMHYECKOTO XapakTepa OCYILIECTBISIETCS B MOpsAKe, YyCTaHOBIEHHOM IIpaBuTenbcTBOM
Poccuiickont @enepannu.
TAPAHT:

Cm. kommenmapuu k cmamoe 13 nacmosaweco PedepanvbHo2o 3aKOHA

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. Ne 429-D3 cmamws 14 nacmosuweco PedepanvHozo 3aKoHA
U3n0dICeHa 8 HoBouU pedaxyuu, scmynarouei 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm cmamou 6 npedbioyujel pedaKyuu

Crarbs 14. [IprHIMNIBI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

1. DkcnepTr3a JEKapCTBEHHBIX CPEICTB OCHOBBIBAETCS HA MPUHIUMAX 3aKOHHOCTH, COONIOACHUS
npaB M CcBOOOJI 4YelOBEKa M TpaxkJaHWHA, NpPaB IOPUIWYECKOrO JIUIa, HE3aBUCUMOCTH DJKCIIEepTa,
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U3MEHEHUSIM. ..
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TIOJIHOTHI ~HCCJICIOBaHWUH, WPOBOAUMBIX C HCHOJIH30BAHUEM
COBPCMCHHBIX ,Z[OCTI/I)KCHI/II\/'I HayKh W TCXHUKH, OTBCTCTBCHHOCTU (bez[epanLHoro TroCyaapCTBCHHOT'O
OFO/DKETHOTO YYPEKICHHUS MO MPOBEICHUIO OSKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB M HKCIEPTOB 32
MPOBECHHUE U Ka4eCTBO IKCIICPTH3HI.

2. DkcnepTH3a JISKApCTBECHHBIX NPENnapaTroB JIIsl MEAUIIMHCKOTO TPUMEHEHHSI BKITIOYAET B Ce0s:

HUngpopmayust 06 usmenenusix:
Ilynkm 1 usmenen ¢ 30 ausaps 2024 2. - @edepanvruiil 3axon om 30 ausaps 2024 2. No [-D3

Cm. npedwioywyio pedakyuio

1) SKCIICPTU3Y AOKYMCHTOB, MNPCACTABJICHHLIX IJId OIPCACICHUA BO3MOKHOCTHU pacCMarpuBaThb
J'ICKapCTBeHHHﬁ npenapar il MEAUIUHCKOIO IIPUMCHCHHSA B Kad€CTBEC Op(l)aHHOl"O JICKaApCTBCHHOI'O
Impemapara,
Unpopmayus 06 usmeHenusix:

Ilynkm 2 usmenen ¢ 30 aneapsa 2024 2. - @edepanvrviil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyo pedakyuio

2) sKcnepTuly MNPEIIOKEHHBIX METOJOB KOHTPOJIS KauecTBa JICKAPCTBEHHOTO CpeAcCTBa U (WIJIM)
Ka4CCTBa IMPCACTABIICHHBIX 06pa3u0B JICKAaPCTBCHHOI'O CPpE€ACTBA C UCIIOJIb30OBAHUECM 3TUX MCTOI0B (,uanee -
OKCIICPTH3a Ka4CCTBA JICKAPCTBCHHOTO CpCILCTBa);

3) IKCIICPTU3Y OTHOLLICHUSA O)KHﬂaCMOﬁ ITOJIB3bI K BO3BMOXKXHOMY PUCKY IIPUMCHCHUS JICKAPCTBECHHOTO
Iperapara,
Hngpopmayus 06 usmenenusx:

Yacms 2 oononnena nynkmom 4 ¢ 1 mapma 2020 a. - @edepanvhwiii 3akon om 27 oekaops 2019 2. Ne 475-
D3

4) SKcIepTH3y PETUCTPAIMOHHOTO JOChe HA JICKAPCTBEHHBIH Nperapar B IEJSX OINpeIeTICHUS
B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MPETapaToB Il METUIIMHCKOTO TIPUMECHEHUSI.

3. DKcmepTHu3a JICKApCTBEHHBIX MPEMaparoB I BETEPHHAPHOTO MPUMEHEHHS BKIIOYACT B ceOs
IKCHEPTH3Yy Ka4yecTBa JICKAPCTBEHHOTO CPEIACTBA M OSKCIEPTH3Y OTHOIICHUS OXUAAEMOW TOJNB3bl K
BO3MOYKHOMY PUCKY MIPUMEHEHHUS JICKAPCTBCHHOTO TIperapara.

TAPAHT:

Cwm. Ilonoowcenue o nopsioke daKkCnepmu3bl, UCHLIMAHUS U Pe2UCMPayuu 6emepuHapHulx npenapamos 6 P,
ymeepacoentoe 1 1a8Hbim 20Cy0apcmeenHbiM 8emepuUHapHuviM uncnekmopom P@ 3 oxkmsabpsa 1995 e.

Cwm. KOMMeHmapuu Kk cmamose 14 HacmoAuwezco (De()epafleoeo 3AKOHA

Ungpopmayus 06 usmenenusix:
Cmamuws 15 usmenena c 30 sneaps 2024 2. - @edepanvhuiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio

Crarbsa 15. @enepanbHoe rocy1apcTBEHHOE OIOPKETHOE YUPEKICHHUE TI0 IIPOBEJCHUIO SKCTIEPTU3HI

JIEKapCTBEHHBIX CPEJICTB

DKcnepTu3a JeKapCTBEHHBIX CPEACTB MPOBOIUTCS (eiepalbHbIM IOCYIapCTBEHHBIM OHOIKETHBIM
YUPEXJICHNEM COOTBETCTBYIOUIETO YIOJHOMOYEHHOTO (hefepaIbHOTO OpraHa HCIONHUTEIBHOW BIACTH,
CO3JaHHBIM Ui OOECIeYeHHUs HCIOIHEHUS IOJHOMOYMHA 3TOro (heaepaqbHOrO OpraHa IO BblIaue
paspenieHnii Ha TPOBEACHWE KIMHUYECKHX WCCIECIOBAHUHN JIEKapPCTBEHHBIX IPErapaTtoB W (WJIH) IO
TOCYapCTBEHHOM perucTpauuu (perucTpalyu) JEeKapCTBEHHBIX MpernaparoB (Jlanee - 3KCIEpPTHOE
YUPEXKJIEHUE).
TAPAHT:

Cm. kommenmapuu k cmamoe 15 nacmoswezo PedepanvHo2o 3aKOHA

Hnpopmayus 06 uzmenenusix:
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NAMEHEeHUIM

Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. Ne 429-D3 naumenosanue cmamou 16 Hacmoswezo
DedepanbHo20 3aKOHA U3N0HCEHO 8 HOBOU pedakyuu, ecmynaroujei 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm HauMeH08aHUsl 8 npedblOyueli pedaKyuu

Crarbs 16. Opranu3zanusi IpoBEACHUS YKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

1. Dxkcmepruza JIEKapCTBEHHBIX CPEICTB MPOBOJUTCA KOMHUCCHUEH HKCHEPTOB SKCIEPTHOTO
yUpEeXKJIeHUs, HA3HAUEHHOW €ro pyKOBOAMUTEIEM, Ha OCHOBAaHMHU 3aJlaHUSl Ha MPOBEIECHUE IKCIEPTU3bI
JICKQpPCTBEHHOTO CPEJICTBA, BBIJAHHOTO YIOJTHOMOYECHHBIM (elepaIbHBIM OPTraHOM HCIIOIHUTEILHON
BiacTU. PykoBoauTenb 3KCHEPTHOrO yUpekIeHUs oOeclieunBaeT Hajyiexkallee MPOBEICHUE YKCIEePTH3bI
JICKQpPCTBEHHBIX CPEJCTB B COOTBETCTBHHM C 33JaHUEM, BBIJAHHBIM YIIOJHOMOYECHHBIM (elepaibHbIM
OpraHOM HCIOJHUTENIbHOM BIAaCcTH, U OPraHU3yeT MOATOTOBKY CBOJHOIO 3aKJIIOYEHHS ATOM komuccuu. B
COCTaB 3TOM KOMHUCCHH IO PEIICHUIO PYKOBOAUTENS KCIIEPTHOTO YUPEKICHHUS MOTYT OBITh BKJIFOYCHBI B
KauecTBE SKCIIEPTOB JIMI[a, HE paboTaroulie B JaHHOM SKCIEPTHOM YUYPEKICHHUH, €CITU UX CIEeIHUATbHBIC
3HAHUST HEOOXOIUMBI JIJISl TPOBEICHHUS IKCTIEPTU3BI U TAKUE IKCIIEPTHI OTCYTCTBYIOT B ITAHHOM 3KCIIEPTHOM
YUPEXKICHUU.

2. DKCHepToM MO TPOBEICHUIO JKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB SIBISETCA aTTECTOBAHHBIN
pabOTHHUK SKCIIEPTHOTO YUPEKICHHUS, KOTOPBI HMEET BhICIIEe MEIULUHCKOe, (apMaleBTHUECKOE,
OMOJIOTMYECKOe, BETEPHHAPHOE WIIM XMMHUYECKOe OOpa30BaHKME W MPOBOIUT IKCIEPTU3Y JICKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOIHEHUS CBOUX JOJDKHOCTHBIX 00sI3aHHOCTEH (J1ajiee - HKCIepT).

3. Ilpu npoBeneHNN SKCIEPTU3HI JIEKAPCTBEHHBIX CPEICTB HKCIIEPT HE MOKET HAXOIUTHCS B KAKOM-
1100 3aBUCUMOCTH OT JIUI[a, HA3HAYMBIIIETO 3Ty SKCIEPTHU3Y, pa3paboTunKa JeKapCTBEHHOTO CPEACTBA WU
JIPYTUX 3aWHTEPECOBAHHBIX B PE3yJIbTaTaxX dKCIEPTU3BI JIHII.

Hughopmayusi 06 usmenenusix:
Yacms 4 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 ansaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenus uacmu 4 (8 peoakyuu @Pedepanvrozo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX Cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 susaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, N0Omeepxcoaruue paxm
20CY0apCmeeHHol  pecucmpayuu, Ha OyMaxcHom Hocumene U OVOIUKAMbl  PecUCPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
6610AOMCsL

Tonoocenuss uacmu 4 (8 peoakyuu Pedepanvroeco 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHOSO
npumenenus nocpeocmeom EIIT'Y, npumensiomcs c¢ 1 auneaps 2026 2. [[yonuxamel pe2ucmpayuuonHulxX
YOOCmMOoBepeHUll 1eKapCmBEeHHbIX Npenapamos O0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 e. ue
6610AOMCsL

4. ITpu mpoBeIEHUH IKCTIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB HE JIOMYCKAETCS UCTPEOOBAHKE IKCIIEPTOM
y 3asgBUTENsS JUOO0 HMHBIX JIMI[ MaTepuajoB, HEOOXOAMMBIX ISl MPOBENEHHUs JKCHepTU3bl. B ciydae
HEJIOCTAaTOYHOCTH TPEACTABICHHBIX JKCIEPTY MaTepHajoB B JIMYHBIA KaOWHET 3asBUTENS B €IUHOUN
roCydapCTBEHHONW WH(POPMAIIMOHHON cucTeMe B cdepe 3ApaBOOXpaHeHUs (manee - eAuHas CUCTeMa)
SKCIIEPTHBIM  YUPEKJIECHUEM HaMpaBJSIETCs 3alMpoc O TPEACTaBIEHWH HEOOXOIUMBIX MaTepHasoB,
MOJITUCAaHHBIA PyKOBOAUTENEM (YIIOJTHOMOYEHHBIM JIUIIOM) SKCIIEPTHOTO YUPEXKICHUS C UCTIOIb30BAaHUEM
YCUJICHHOM KBaTU(UIIUPOBAHHON SJIEKTPOHHOM MTOIMHCH.

Hngopmayus 06 uzmenenusix:
Yacms 4.1 usmenena c 30 aneaps 2024 2. - @edepanvruiii 3axon om 30 aueaps 2024 2. No [-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Cucrema TAPAHT 35/
17¢


http://ivo.garant.ru/document/redirect/70826338/1801
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/16
http://ivo.garant.ru/document/redirect/408457419/112
http://ivo.garant.ru/document/redirect/76829762/164
http://ivo.garant.ru/document/redirect/408457419/112
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
http://ivo.garant.ru/document/redirect/408457419/112
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/46
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/408457419/112
http://ivo.garant.ru/document/redirect/76829762/1641

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM

Tonooicenusn uwacmu 4.1 (6 pedaxyuu Dedepanvrozo 3axona om 30 sneaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmagienus 20Cy0apCmeeHHbIX YCiye npu 00paueHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYOAPCMBEHHOU  pecucmpayuu, Ha OYMAXCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos O0Jisi MeOuyuHckoeo npumernenuss ¢ 1 saueaps 2026 o. ne
evl0aomcs

Tonooicenuss wacmu 4.1 (8 pedaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. No 1-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenernuss nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J[yonuxkamol pecucmpayuoHHbIX
Y0OCmogepeHuli 1eKapCmeeHHblX npenapamos 0Jisi eemepuHaproco npumeHenus ¢ 1 aumeapsa 2026 2. ne
8vl0aomcs

4.1. 3asBuTenh 00513aH HAMPABUTH B JIMYHBIA KAOWHET SKCIIEPTHOTO YUPEKICHUS B SAMHON CUCTEME
MOJITMCAaHHBIA YCHJIEHHON KBaJU(UUIHUPOBAHHOM 3JIEKTPOHHOM IMOMANKCHI0O OTBET Ha 3alpOC KCIIEPTHOTO
YUPEKICHUS B CPOK, HE TPEBBINIAIOIINN JEBIHOCTA Pa0OYMX ITHEH CO JHS IOJIyYCHHUS SKCIIEPTHBIM
YUPEXKIEHUEM IIEKTPOHHOTO YBEAOMIICHHUS O MOTYYSHHUH 3asBUTEIIEM 3aripoca. Bpemst co aHs HampaBiIeHUs
AKCIIEPTHBIM YUPEXKJICHUEM B JIMYHBIN KaOMHET 3asBUTEIS B €IUHOM CHCTEME 3ampoca O MPEACTaBICHUN
JOTIOIHUTEIBHBIX MaTepuaioB [0 [HS HAalpaBlICHUs 3asBUTEIEM B JIMYHBIA KaOWHET SKCIEPTHOTO
YUPESXKIICHUS B €UHON CUCTEME OTBETa Ha 3alpOC HE YYUTHIBACTCS MPH MCYUCICHUU CPOKa MPOBEICHHUS
9KCIIEPTHU3BI JIEKAPCTBEHHOTO CPEIICTBA.

HUnghopmayus 06 uzmenenusx:
Yacmo 4.2 uzmenena c 30 aunsaps 2024 2. - @edepanvhwiti 3axkon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvloyuyro pedaxyuio
TAPAHT:

Tonooicenuss wacmu 4.2 (8 pedaxyuu Pedepanvroeco saxona om 30 ausaps 2024 2. No 1-D3), kacarowuecs
npedocmagienus 20Cy0apCmeenHblX yCiy2 npu oopaweHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEeHeHUs, noomeepacoarowue haxm
20CY0apcmeentol  pecucmpayuy, Ha  OYMAadcHomM Hocumene U OYOIuKamel  pecUucmpayuoOHHbIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aueaps 2026 2. He
8b10A10MCSL

Tonoowcenusn uacmu 4.2 (6 pedaxyuu Dedepanvrozo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J{yonuxkamol pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepuHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. ne
evloalomcs

4.2. Ecnu 3asiBUTEJEM B COOTBETCTBUU C 4acThiO 1.1 cTarbu 30 nnu yacteio 2 crarbu 34 HACTOSILIETO
@enepallbHOTO 3aKOHA TPEACTABIEHA KOIMUS pELICHUS YIOJIHOMOYEHHOro (penepanbHOro opraHa
UCTIOTTHUTENFHON BIACTH O MPOBEACHHH (papMarleBTUUECKOM HWHCIEKIIMU MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB JUISl MEIUIIMHCKOTO MPUMEHEHHMs] Ha COOTBETCTBHME TpeOOBaHUSAM MpaBWJI HaaJexalei
NPOM3BOJICTBEHHONW TMpPaKTUKH EBpPa3suiCKOro 53KOHOMHMYECKOTO CO03a, OKCHEpTY 10 OhopMIIEHUS
PE3yaBTaTOB KCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA MPEACTABIAETCS KOMUS 3aKIIOUEHUS O COOTBETCTBUU
MPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHUSAM TMpaBWUI HAJIeKaIled MPOU3BOACTBEHHOMN
MPaKTUKH, BBIJAHHOTO YIOJTHOMOUYEHHBIM (heepaibHBIM OPTaHOM HCTOJHUTEIBLHOW BJIACTU, WM KOIHS
cepTtu(duKara COOTBETCTBHS MPOU3BOIAUTENS JICKAPCTBEHHBIX CPEACTB IS MEAMIIMHCKOTO MPUMEHEHUS
TpeOOBaHUAM MPaBUJI HaJUJIeKalIe MPOU3BOJCTBEHHON IPAKTUKK EBpazniickoro 3kKOHOMHUYECKOT0 COI03a.

Hngopmayus 06 uzmenenusix:
Yacms 4.3 usmenena c 30 aneaps 2024 2. - @edepanvhuiil 3axon om 30 aueaps 2024 2. No [-D3

Cm. npedwioywyto peoakyuio
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4.3. 3asBuTenb 00s3aH HAPABUTh B JTMYHBIA KAOWHET AKCIIEPTHOTO YUPEKIACHHUS B SAMHON CHCTEME
KOIMIO 3aKJIIOUCHMS WM KOMHUIO cepTu(uKaTa, yKa3aHHBIX B 4acTH 4.2 HAcTOAIIEeH CTaThbH, B CPOK, HE
MPEBBIIIAIONINNM CTa BOCBMUIECCATH pabouux [HEH €O JHS MOJYyYeHUS ODKCHEPTHBIM YUPEKICHUEM
AJIEKTPOHHOI'O YBEOMJIEHHSI O IIOJyUYEHUH 3asBUTENIEM ITOANMCAHHOIO PYKOBOAUTENEM (YIOJTHOMOUEHHBIM
JUIIOM) SKCIEPTHOTO YUYPEKICHHSI C HCIOJb30BAHUEM YCHJICHHOM KBaTH(PUIIMPOBAHHOW 3JIEKTPOHHOMN
HOJIIMCH 3aIpoca O MPEA0CTaBICHUH JOKyMEeHTa. BpeMs co 1Hs HallpaBlIeHUs SKCIIEPTHBIM YUPEKICHUEM
3arpoca B JUYHBIA KaOWHET 3asBUTENS B €IMHON CHUCTEME 0 JHS HalpaBiCHUs 3asiBUTEJIEM B JIMYHBIN
KaOMHET SKCHEPTHOTO YYPEKACHUS B €IUHOM CHUCTEME KOIUH 3aKJIIOYEHHUS WM KONMHU CepTH(UKara,
yKa3aHHbIX B 4YacTu 4.2 HacTosed CTarbyd, HE YYHUTHIBACTCS MPU HCUUCICHUM CPOKA IPOBEICHUS
AKCIEPTU3bI JIEKAPCTBEHHOI'O CPECTBA.

5. DkcmepT OpH NPOBEACHUU MOPYYEHHOH €My pYKOBOIUTENIEM OKCIEPTHOTO YUPEKICHUS
HKCTIEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA 00s3aH:

1) mpoBecTH TMONHOE HCCIEAOBaHUE TMPEACTABICHHBIX €My OOBEKTOB, MaTepuasoB, MAaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIFOUEHHUE IO TIOCTABICHHBIM MIEPE] HUM BOIIPOCAM HIIM MOTUBHUPOBAaHHOE
3aKJIIOYEHUE O HEBO3MOXXHOCTH TIPOBEACHHUS UM SKCIEPTU3bl JIEKAPCTBEHHOTO CPENICTBA, €CIHU
IIOCTABJIEHHBIE BOIIPOCHI BBIXOJAT 32 MPEJIEibl ClIEHUAIbHbIX 3HAaHUN SKCIEPTa, 0OBEKThI UCCIIEAOBAHUN U
MarepHuasibl HEMPUTOJHBI MIIM HEJOCTATOYHBI JAJISl MPOBEICHUS MCCICIOBAaHUM U J1aud 3aKIIOYeHUs: 0o
COBPEMEHHBIN ypOBEHb Pa3BUTHS HAYKU HE [TO3BOJIIET OTBETUTH HA OCTABJIEHHBIE BOIIPOCHI;

2) He pasryaimiarh CBEICHUS, KOTOPhIE CTAIM €My U3BECTHBHI B CBSA3HM C IMPOBEACHUEM SKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, a TAKXKE CBEACHMSI, COCTABISIOLIUE TOCYAAPCTBEHHYI0, KOMMEPUYECKYIO WIIU
MHYIO OXpaHsIEMYIO 3aKOHOM TaiHy;

3) obecrieunTh COXPAaHHOCTH MPEICTABICHHBIX OOBEKTOB MCCIICIOBAHUN U MaTepuasoB.

6. DKcnepT He BIpaBe:

1) mpoBOIUTE PKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOpAIIEHHMIO HETOCPEICTBEHHO K HEMY
OpraHu3anuil Ui GU3NYECKUX JIUIL;

2) caMOCTOSITENIbHO COOMPaTh MaTepHUaIbl JUIsl IPOBEIEHUS IKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA;

3) IpOBOIUTH SKCIIEPTHU3Y JIEKAPCTBEHHOTO CPEJICTBA B KAUYECTBE HETOCYJaPCTBEHHOTO IKCIIEPTa.

7. B cnyuae HEOOXOIMMOCTH 3KCIIEPT BIPABE XOJaTaliCTBOBATH ME€pel PYKOBOAUTEIEM IKCIIEPTHOTO
YUPEXKIEHUS O MIPUBJICUEHUH K IPOBEIECHUIO IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA APYTHUX 3KCIIEPTOB.

8. Kaxplii sKCriepT, BXOJAIIUN B COCTaB KOMHUCCHUU DKCIIEPTOB, KOTOPOW MOPYUEHO MPOBEICHUE
9KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOATEIBHO IIPOBOIUT HCCIENOBaHMS,
OLICHMBAET pE3YJbTaThl, MOIY4YEHHbIE MM JIMYHO U JPYTUMH 3KclepramMH, U (OpMYIHPYET BbHIBOIbI
OTHOCHUTEJIBHO MOCTABICHHBIX BOIIPOCOB B IPEJENIaX CBOMX CIIELUAIbHBIX 3HAHUM.

9. Pesynbrarbl SKCHEPTU3BI JIEKAPCTBEHHOTO CpeAcTBa O(OPMIISIIOTCS 3aKIIOUYEHHEM KOMHUCCUU
JKCHEepTOB. B 3akioueHHMM KOMHUCCHM SKCHEPTOB YKa3bIBAIOTCS IEpPEYeHb HCCIIEAOBaHUM, 00beM
IPOBEJACHHBIX Ka)KJbIM SKCIIEPTOM HUCCIIEI0BaHUM, YCTAaHOBICHHBIE KX /IbIM U3 HUX (aKThl U CAEaHHBIE B
pe3yibTare UCCIEAOBAaHUN BBIBOJBL. DKCIEPT, MHEHUE KOTOPOIO HE COBINAJAET C PELIEHUEM KOMHUCCUHU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHEHHME B MHUCbMEHHON (pOopMe, KOTOPOE MPHOOIIAETCS K 3aKIIOUEHUIO
KOMHUCCHUH 3KCIIEPTOB.

10. DOkcrmepTbl, BXOISIIME B COCTAaB KOMHUCCUH, NPEAYNPEXKIAOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHoAareiabcTBOM Poccuiickon ®enepaunu 3a Jady 3aKJIIOUEHHS, COIEPIKALIETO
HE00OCHOBaHHbIE WU (asIbCU(PUIIMPOBAHHBIE BHIBOJIBI, O YEM OHU JAIOT MOJAIHUCKY.

11. Onpenenenue ypoBHs mpodecCHOHATBFHOW MOATOTOBKHM KCIEPTOB M aTTECTAllUs MX Ha MPaBo
MPOBEACHMS] AKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIFOTCS SKCIEPTHO-KBATU(UKAINOHHBIMU
KOMHUCCHUSMHU B TIOPSIZIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YHOJIHOMOUEHHBIM (hefiepaibHbIM OpraHOM
UCIIOJTHUTENbHOM BIacTU. YpOBEHb NMpOo(ecCHOHATbHONU IMOATOTOBKH AKCIEPTOB MOMJIEKHUT MEPECMOTPY
yKa3aHHBIMH KOMHMCCHSMHU HE PEXKE YEM OAMH pa3 B IIATH JIET.

Ungpopmayus 06 uzmenenusix:

Deodepanvrvim 3akonom om 22 Oekaops 2014 2. Ne 429-D3 uacmo 12 cmamvu 16 Hacmosawezo
DedepanvbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynarouei 6 cuny ¢ 1 urons 2015 a.

Cm. mexem wacmu 8 npedvloyujell peoaxyuu
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12. IlpaBuima HpOBENECHUS SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH SKCIIEPTHU3BI
OTACTBHBIX BHUAOB JICKAPCTBEHHBIX IpernaparoB  (peepeHTHBIX JIEKapCTBEHHBIX  MpPEnaparos,
BOCIIPOM3BEJICHHBIX  JICKAPCTBEHHBIX IIPENapaToB, OWOJOrMYECKUX JIEKApCTBEHHBIX IIPENapaToB,
O0noaHanoroBbix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IHpenaparoB (OMOAHAIOrOB), TOMEONAaTHYECKHX
JIEKapCTBEHHBIX IPEIapaToB, JEKapPCTBEHHBIX PACTHUTEIBHBIX IMPErnaparoB, KOMOMHALMKA JE€KapCTBEHHBIX
npenaparoB), (GOpPMBI  3aKIIOYCHUH KOMHUCCHHM OKCIIEPTOB  YCTAHABIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJTHOMOUYCHHBIM (he/IepaIbHbIM OPraHOM MCIOJTHUTEIBHOM BIACTH.

TAPAHT:

Cwm. KOMMeHmapuu K cmamose 16 HacmoAuwezo @edepaﬂbﬂoeo 3AKOHA

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. No 429-D3 cmamos 17 nacmosueco PedepaivHoo 3aKOHA
U31024ceHa 8 HoB8oU pedaxkyuu, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmambou 8 npedvloyueli pedaKyuu
TAPAHT:

Ho 31 dexabps 2027 2. 0151 1eKapcmeeHHbIX NPenapamos 0iisi 6eMePUHAPHO20 NPUMEHEHUS, NPOU3EEOEHHbIX
Ha meppumopuu P® 6 yenax umnopmozameweHus, 6 MOM YUCLE OPUSUHANLHLIX JEKAPCMBEHHBIX
npenapamos, YCMAaHaeiuaemcs pexlcum YCKOPEHHOU Npoyeodypbl 20CYOapCMEEeHHOU pecucmpayuu, He
npesviuiarowuti 60 pabouux oueti
Crarss 17. [logaya u paccMOTpeHHUE 3asiBICHHS O TOCYIaPCTBEHHOW PErHMCTPAIIMU JICKAPCTBEHHOTO
nperapara it BEeTepHHAPHOTO TPUMCHCHHUS

Hngpopmayus 06 usmenenusx:
Yacms 1 usmenena c¢ 1 mapma 2026 2. - @edepanvruiii 3akon om 31 utons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

THonoowcenua yvacmu 1 (8 peoaxyuu Dedepanvrozo 3axkona om 30 aueapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J{yonuxkamol pe2ucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepurHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. He
evloalomcs

1. Jlns rocynapcTBEHHOM pPETMCTpAallMM JIEKAPCTBEHHOIO Ipenapara [uisl BETEPUHAPHOTO
IPUMEHEHUs pa3pa0OTYUK TaKOro JIEKApCTBEHHOIO IIpernapara WM YHOJHOMOYEHHOE UM JApYyroe
IOPUJINYECKOE JIULIO (J1ajiee B HACTOSILEH CTaThe - 3asiBUTEIb) HAIIPABJIseT OCPECTBOM €AMHOTO opTaja B
YIOJTHOMOYEHHBIH (enepanbHblii OpraH HUCHOJIHUTEIbHOM BIACTH 3asBICHHE O TOCYIapCTBEHHOI
pETUCTpallMM JIEKapCTBEHHOIO Ipenapara JUisi BETEPUHAPHOIO NPUMEHEHMS, MOANUCAHHOE YCHIIEHHOU
KBAJIM(ULIMPOBAHHON SJIEKTPOHHOM TMOANUCHIO, a TAaKKe JOKYMEHTBI, W3 KOTOPBIX (OpMUpPYETCs
PETUCTPALIMOHHOE AOChE Ha JIEKAPCTBEHHBIN Mpenapar sl BETEpUHAPHOIo MpUMeHeHus. B citydae, eciu oT
UMEHH 3asBUTENS ACUCTBYET €ro NpeicTaBUTeNb ((PU3NYECKOE JUI0), YIIOJIHOMOYEHHBIN 1eHCTBOBAaTh OT
UMEHU 3asBUTENII Ha OCHOBAaHMM JOBEPEHHOCTH B HJIEKTPOHHOH (opMe B MAIIMHOYUTAEMOM BHJIE,
3asiBJIEHHE O TOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHOTO Ipernapara /i BETEpUHAPHOTO PUMEHEHHS
MOXET OBbITh IMOIMUCAHO YCHJIEHHOW KBaJIM(PUUIUPOBAHHON HIEKTPOHHOHM IMOIMUCHIO JIMOO YCHUIIEHHOU
HEKBATHU(UIIMPOBAHHOM JJIEKTPOHHOM TOANMKUCHIO, CEepTU(UKAT KI0Ya IMPOBEPKH KOTOPOM CO37aH U
UCTIONIb3yeTcs B MHPPACTPYKType, oOecreunBaroliei nH(POpMallMOHHO-TEXHOJIOTHYECKOE B3aUMOJIeHiCTBHE
MH(OPMAIIMOHHBIX CHUCTEM, HCMOIb3YyEMbIX UIsl MPEAOCTaBICHUS TOCYIapCTBEHHBIX U MYHMIIMIIAIbHBIX
YCIIYT B 2JIEKTPOHHOM (hopme, B ycTaHoBIeHHOM [IpaButensctBoM Poccuiickoit denepannu nopsike u npu
YCIIOBUU OpraHU3alluy B3aUMOAECHCTBUS (PU3MUYECKOTO JIMIA C TaKoi MH(PACTPYKTYpOod ¢ MpUMEHEHHEM
IPOILEAIINX B YCTAHOBICHHOM IMOPSKE MPOLEAYPY OLIEHKH COOTBETCTBHUS CPEJCTB 3AILUTHI HH(OpMALIUU
(manee - ycuneHHasi HeKBaTUPUIIMPOBaAHHAS SIEKTPOHHAS MOAIHUCH).
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2. B 3asBJIeHHN O TOCYIAPCTBEHHON PETHCTPAIMU JICKAPCTBEHHOTO Tpernapara Jiuisi BETepUHAPHOTO
IMPUMCHCHUA YKa3bIBAKOTCA:

1) HauMeHOBaHUE M aJIpeC 3assBUTEINS, Pa3paOd0TUNKa U TPOU3BOAMUTEINS JICKAPCTBEHHOTO Mperapara
JUTSI BETEPUHAPHOTO IPUMEHEHUS U aJIpeC MECTa OCYIIECTBIICHHUS POU3BOJICTBA JICKAPCTBEHHOTO ITperapara
JUIL BETEPHUHAPHOTO MPHUMEHEHHs (B CIy4ae HaJM4YWsl HECKOJIBKHUX YYaCTHHUKOB MpOIecca MPOU3BOICTBA
HEOOXOMMO yKa3aTh KaXKJIOTO U3 HUX);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO TIpenapara Jjisi BETEPHHAPHOTO MPUMEHEHHS (MEXITyHApOIHOE
HCIMATCHTOBAHHOC, HJIU I'PYIIIIMPOBOYHOC, HJIM XUMHUYCCKOC U TOPIroBOC HaI/IMeHOBaHI/ISI);

3) mepeveHpb NEHCTBYIOMIMX W BCIIOMOTATEIbHBIX BEIECTB, BXOMSIIMX B COCTaB JICKAPCTBEHHOTO
npenapara ajid BETCpUuHapHOTO NPUMCHCHU, C YKAa3aHUECM KOJIMYCCTBA KaKA0I'0 U3 HUX;

4) nekapctBeHHass (opma, IO3MPOBKA, CIIOCOOBI BBEICHUS M NPUMEHEHHS, CPOK TOIHOCTH
JICKapCTBEHHOTO Mpenapara Jijisi BETepUHAPHOTO MPUMEHEHHUS;

5) papmakoTepaneBTHYECKAsI TPYIINA;

6) HEOOXOIUMOCTh MPUMEHEHHS YCKOPEHHOW MPOLEAYpPhl 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
IEJISAX TOCYIapCTBEHHON PErHCTPalliy JIEKAPCTBEHHOTO Mperapara;

7) KOIlMu JOKYMEHTOB, OATBEPKIAIOLIUX YIUIATy FOCYAapCTBEHHON MOIIIMHBIL:

a) 3a TPOBEICHHE DKCIIEPTU3bl Ka4eCTBA JICKAPCTBEHHOTO CPEICTBA W AKCHEPTH3bI OTHOILICHUS
O)KI/IZIaeMOI\/JI IMOJIB3bl K BO3MOXHOMY PUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O Ipfriapara JJI1 BETCPUHAPHOIO
NPUMEHECHHUS TIPU €T0 TOCYIaPCTBCHHOM PErUCTpaIlii;

0) 3a BeIJa4y PEruCTPAMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MPeTapara;

Hngpopmayus 06 usmenenusx:

@eoepanvrvim 3akonom om 13 uwons 2015 2. Ne 241-D3 ¢ nynkm 8 uacmu 2 cmamou 17 Hacmosawe2o
DedepanbHo20 3aKOHA BHECEeHbL USMEHEHUS.

Cm. mexcm nyHKkma 6 npeovloyujeti peoaxKyuu

8) HaiM4mWe commacusi, NPEAYCMOTPEHHOTO YacThiO 7 HACTOALICH CTaThbH, €CIM C MOMEHTa
peructpanuu peepeHTHOTO JIEKAPCTBEHHOTO Tpernapara JJisi BETSpUHAPHOTO MPUMEHEHHsI IPOIILIO MEHEee
YeM IIECTh JICT.

Hnpopmayus 06 usmenenusx:
Yacms 3 usmenena c 1 ansapsa 2021 2. - @edepanvhuiii 3axon om 27 dexkabps 2019 2. Ne 478-D3

Cm. npedwioywyto pedakyuio
3. PeructpamuonHoe A0Cke B MEJSAX AKCIEPTH3HI JIEKAPCTBEHHOTO Iperapara Jjisi BEeTePHHAPHOTO
npUMeHEeHUs (POPMUPYETCS U3 CIECAYIOIUX TOKYMEHTOB U CBEICHMUIA:

Hnpopmayus 06 usmenenusx:
Ilynxkm 1 usmenen c 1 aneapsa 2021 2. - @edepanvruiii 3axkon om 27 oexadps 2019 2. No 478-D3

Cm. npedvioyuyro pedaxyuio

1) cBeneHHs O Jare MPEIOCTABICHUS W PETUCTPANMOHHOM HOMEpE JIMIIEH3WHM Ha MPOU3BOJICTBO
JICKapCTBEHHBIX CPEICTB, MPEAOCTABICHHOW MPOU3BOAUTENIO PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
nperapara Juisi BETepHHAPHOTO MPUMEHECHHSI, TSI POCCUMCKHIX TTPOU3BOIUTEIICH;

Hnpopmayus 06 usmenenusx:
Ilynkm 2 usmenen c 1 ansaps 2021 e. - @edepanvhubiii 3axkon om 27 dexabps 2019 o. Ne 478-D3

Cm. npedvioywyto peoakyuio

2) cBefieHHsI O Jare MPEJOCTAaBIEHUS W PETUCTPALMOHHOM HOMEpE JIMIEH3MHU Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEICTB, PEI0CTABICHHON PONU3BOIUTEINO (DapMaIleBTUYECKOM CYOCTaHIINH, BXOSIICH B
COCTaB PETUCTPUPYEMOTrO JIEKAPCTBEHHOTO Mpemnapara Jyisi BETEpPHHAPHOTO TPUMEHEHUS, i1 POCCUUCKUX
MIPOU3BOJIUTEIICH;

Hngopmayus 06 uzmenenusx:

Yacmwv 3 oononnena nynkmom 2.1 ¢ 15 urons 2018 . - @edepanvuviii 3axon om 4 utons 2018 2. Ne 140-D3
2.1) Komus TOKYMEHTA, BBIIAHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTPaHbI IPOU3BOAUTEIS IS KOXKIOU
MPOU3BOJICTBEHHOW TUIOMIAJAKA PETUCTPUPYEMOTO JIGKAPCTBEHHOTO TIpemapara Hjisi BETEPUHAPHOTO
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NPUMEHEHNUS W TOATBEPXKJAIOIIET0 COOTBETCTBHE ITPOM3BOAMTEINS JIEKAPCTBEHHOIO Ipernapara
TpeOOBaHUSAM TMpaBWJI HaJJIeKalled MPOU3BOACTBEHHOM NPAKTHKH, W €ro MEepeBOj] Ha PYCCKHM S3BIK,
3aBEpECHHbIC B YCTAHOBJIICHHOM IOPSAJKE, a TAaK)KE KONUS 3aKJIIOYEHHUS O COOTBETCTBUU MPOU3BOAUTEIS
JIEKapCTBEHHBIX CPENICTB TPEOOBAaHMAM IPaBWII HAIJIEKAIIeH MPOM3BOACTBEHHON MPAKTUKHU, BBIIAHHOTO
YIOJHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIIOJIHUTENBHON BIACTH Ui KaXKJ10M MPOU3BOACTBEHHOI
IUIOLIAJIKK PErUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIperapara JUisi BETEpUHAPHOIO MPUMEHEHHUs], TUOO0 KOMMSI
pEelIeHUs] O MPOBEACHUU HWHCIEKTUPOBAHUS NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, IPUHATOIO
YIOJIHOMOYEHHBIM (peIepabHBIM OpPraHOM HCIIOMHUTEIBHON BIACTH Ui KaXAOH HPOM3BOACTBEHHOU
IUIOLIAJKH PErUCTPUPYEMOIO JIEKAPCTBEHHOT'O IMpernapara il BETEPUHAPHOIO NPUMEHEHUs. YKa3aHHbIE
JIOKYMEHTBI IIPEJCTABIIAIOTCS B CIIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOI'O Mpenapara OCyleCTBIAETCS
3a npenenamu Poccuiickoit denepanyu;

Unghopmayus 06 usmenenusx:

Yacmo 3 oononnena nynkmom 2.2 ¢ 15 uonsn 2018 a. - @edepanvuviii 3akon om 4 utons 2018 2. Ne 140-D3

2.2) Komusi JIOKYMEHTA, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl TMPOU3BOAUTEIIS
dbapManeBTHUECKO CyOCTaHIIMU U MOITBEPKIAIOIIET0 COOTBETCTBUE MPOU3BOAUTENS (hapMalleBTUUYECKON
cyOCTaHIIMM, BXOMSIICH B COCTAaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpemnapara Hjisi BETEPUHAPHOTO
MPUMEHEHHUs, TPeOOBaHUSM MPaBUIT HAJJIEKAIIECH TPOU3BOICTBEHHOM MIPAKTHKY, U €TO TIEPEBOJ] HA PyCCKUil
S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TIOPSJAKE, B Clydae, €CIH IPOHU3BOJCTBO (hapMaleBTUICCKON
cyOCcTaHIIMM OCYIIECTBIIsIETCS 3a npeaenamu Poccuiickoii @enepanuu;

3) TpOEKT HOPMAaTHUBHOTO JOKYMEHTa Ha JICKapCTBEHHBIM mpenapar [jsi BETEPUHAPHOTO
PUMEHEHUS;

4) MOKyMEHT, COAEpKalIMi CIERyIOIyl0 WHPOpPMAIuio o (apManeBTHYECKOH CyOCTaHIIMU WIIH
dapManeBTHUECKUX CyOCTaHIUSAX, BXOMAAIIUX B COCTaB JIGKAPCTBEHHOIO Mperapara AJii BEeTEPUHAPHOTO
MIPUMEHEHUS:

Hngpopmayus 06 usmenenusx:

Iloonynkm "a" usmenen c 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedwioywyo pedakyuio

a) HaMMEHOBaHHE (apMalleBTHUECKOH CyOCTaHIMM, €€ CTpPYKTypa, oOuiue cBoHcTBa (Tpu
TOCYIapCTBEHHON PETUCTPAIITH HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO
NPUMEHEHHs MpPEJCTABISAIOTCS CBEACHUS O IITaMMe, BKIOYas €ro HauMEeHOBaHHWE, WH(POpPMALHUIO O
MIPOMCXOXKICHNH, €70 CBOMCTBAX, XapaKTEPUCTHKAX U MECTE JACTIOHHUPOBAHUS);

0) HaMEHOBaHUE U AJAPEC MPOU3BOAUTEIS;

B) TEXHOJOTHS TPOM3BOCTBA C ONMHMCAHUEM CTaIUil MPOM3BOACTBA U METOJOB KOHTPOJS Ha BCEX
CTaJIUsIX IPOU3BOJICTBA;

Ungpopmayus 06 usmenenusix:

Iloonynkm "2" usmenen c 13 ageycma 2019 2. - @edepanvruiii 3akon om 2 aszycma 2019 2. Ne 297-D3

Cm. npedvioyuyro pedaxyuio
r) wuHbopMmalus O TMpuUMecsX (HE TPEACTaBIsIeTCs NpPU TOCYIAPCTBEHHON perucTpamuu
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB JjIsl BETEPUHAPHOTO TPUMEHEHHS );
Ungpopmayus 06 uzmenenusix:
Iloonynkm "0" usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 aseycma 2019 2. Ne 297-D3
Cm. npedvioywyto pedakyuio
n) cnenudukamys Ha papMareBTHUECKYI0 CyOCTaHIINIO (HE MPEICTaBISIeTCs PU TOCyAapCTBEHHOM
perucTpanuu *MMyHOOHOJIOTMYECKUX JICKAPCTBEHHBIX MTPENapaToB JJIsi BETEPUHAPHOTO MPUMEHECHHS);
€) OMHUCAHNE METOANK KOHTPOJISI KaueCTBa,
Unpopmayus 06 usmenenusix:

Toonynxkm "xc" usmenen c 13 aszycma 2019 2. - @edepanvuuiii 3akon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedvloywyro pedaxyuro

Cucrema TAPAHT 40/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

) pe3yabTarbl aHainu3a cepuil ¢dapMareBTHYECKOW CyOcTaHIMU (HE TPEACTABISIOTCS TIPH
TrOCyIapCTBEHHOW PETUCTPALMA UMMYHOOHOJIOTHUYECKUX JIEKAPCTBEHHBIX MPEMaparoB ISl BETEPUHAPHOTO
MIPUMEHEHUS);

3) MepeYeHb CTaHJIAPTHBIX 00PA3IOB WM BEIIECTB, UCIIOJIB3YEMBIX MPH OCYIICCTBICHUN KOHTPOJIS
KauecTBa,

1) OMUCAHUE XapPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOYHBIX CPEICTB;

Unpopmayus 06 usmeHenusix:
Hoonynkm "x" usmenen c 13 aseycma 2019 2. - @edepanvuviii 3akon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedwioywyto peoakyuio

K) JaHHbIE O CTa0WIBHOCTH (HE TPEACTaBISIFOTCS TPU TOCYIAPCTBEHHOH pEruCTpaifu
UMMYHOOHMOJIOTHYECKIX JICKAPCTBEHHBIX TPENapaToB JIJisl BETCPUHAPHOTO MPUMEHEHUS);

J) CPOK TOJTHOCTH, YCIIOBHS XPAaHCHHUS;

HUngpopmayust 06 usmenenusix:
Ilynxkm 5 usmenen c 13 aseycma 2019 e. - @edepanvhsiii 3akon om 2 aseycma 2019 e. Ne 297-D3

Cm. npedvioywyio pedakyuio

5) otuer o0 pe3yinpTarax JAOKIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CpEICTBA s
BETEPUHAPHOIO NPUMEHEHUS, BKJIOYAIOIIMN ONMCAHUE METOJIOB OIPENIEICHHS] OCTAaTOUHBIX KOJIMYECTB
JIEMCTBYIOLIET0 BELIECTBA (ICHCTBYIOIUX BELIECTB), JOCTUTAIOLIETO (JIOCTUTAIONIUX) CUCTEMHOTO
KPOBOTOKa, B MPOAYKIHMH >KMBOTHOTO NPOMCXOKJEHUS I0CHE€ IPUMEHEHHUS TAaKOIO0 JEKapCTBEHHOIO
CPEZCTBA, a TaK)Xe JOKYMEHTAJIIbHOE MOATBEPKICHHE (BaUAaLUs) YKa3aHHBIX METOJIOB;

6) oTuer o0 pe3yiabrarax KIMHUYECKOTO MCCIEI0BAaHUS JICKapCTBEHHOIO IIpernapara Juis
BETEPUHAPHOIO IPUMEHEHHUS y KaXJI0T0 BHUJA JKUBOTHBIX, YKAa3aHHBIX B MHCTPYKIHMH MO BETEPUHAPHOMY
IPUMEHEHUIO;

7) IPOEKT MHCTPYKLMH 110 BETEpUHAPHOMY ITPUMEHEHMIO JIEKAPCTBEHHOTO Mpenapara, cojeparei
CJIEAYIOLINE CBEICHUS:

a) HaUMEHOBAHUE JIGKAPCTBEHHOI'O Ipernapara Jjisi BETEPUHAPHOTO MPUMEHEHHs! (MEKIyHapOIHOE
HENaTeHTOBaHHOE, WJIM TPYIIIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAMEHOBAHU);

0) nexapcTBeHHas (hopMma C yKa3aHHEM HaMMEHOBAaHUI M KOJIMYECTBEHHOI'O COCTaBa JACHCTBYIOLIMX
BEIIECTB M KAYECTBEHHOI'O COCTAaBa BCIIOMOIaTeIbHBIX BEILIECTB;

B) ONMCAHNE BHEITHETO BUA JEKAPCTBEHHOTO Npenapara JJisi BETepUHAPHOTO IPUMEHEHUS;

) ¢papMakoTepaneBTUyYecKas rpymnmna JeKapCTBEHHOrO Mpenapara /i BETepUHAPHOTO IPUMEHEHUS
WIM yKa3aHUe "TOMEONaTH4YeCKUI JIEKapCTBEHHbIN Mpenapar’;

1) hapMakoHaMKKa U (papMaKOKMHETHKA (32 UCKIIOYEHNEM (PapMaKOKHMHETUKU TOMEONaTHYECKUX
JIEKapCTBEHHBIX MpEenapaTtoB M  pPACTUTENbHBIX JIEKAPCTBEHHBIX IPENaparoB) MJIM  ONUCAHUE
UMMYHOOHOJIOTMYECKUX CBOUCTB JIEKAPCTBEHHOT'O Mpernapara;

€) MOoKa3aHus /Ui IPUMEHEHUS,

) IPOTUBOIIOKA3aHUS JUIsl IPUMEHEHMUS;

3) MepbI IPEJOCTOPOXKHOCTH MPU TPUMEHEHUU;

1) yKa3aHHe BO3MOKHOCTU M OCOOCHHOCTEN MPUMEHEHUS Y OEpEMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
NepUOJ JaKTaIMH, Y TTOTOMCTBA )KUBOTHBIX;

K) pPeXHUM JI03UPOBAHMs, CIIOCOO BBEACHUS M MPUMEHEHMs, IpU HEOOXOAMMOCTH BpeMs IMpHueMa
JIEKapCTBEHHOTO Tpenapara Jijisi BETEpUHAPHOTO PUMEHEHU S, TPOJOKUTEIBHOCTD JICUEHUS;

J) BO3MOXKHbIE TOOOYHBIE JICHCTBUS, HEXeETaTeNIbHbIe PEaKIUU MPU NMPUMEHEHUH JIEKapCTBEHHOTO
npernapara /i BEeTepUHApHOTO IPUMEHEHNUS;

M) CUMIITOMBI NI€PEJO3UPOBKH, MEPHI 10 OKa3aHHIO MTOMOIIHU PH MEePeI03UPOBKE;

H) B3aUMOJICIICTBHE C APYTUMH JIEKapCTBEHHBIMHU IIpernaparaMy U (HJIn) KOpMaMu;

0) ¢opMBI BBIITYCKa JIEKAPCTBEHHOTO Tpenapara JJisi BETEPUHAPHOTO IPUMEHEHUS;

n) ykazaHue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEH NEeHCTBHUS JIEKapCTBEHHOTO Ipernapara s
BETEPUHAPHOTO NPUMEHEHNUS IIPU [IEPBOM IIPHUEME WIIH ITPH €TO0 OTMEHE;

Unpopmayus 06 usmeHnenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C

NRMEeHEeHUIM
"

Iloonynkm "p" usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 aseycma 2019 2. No 297-D3

Cum. npedvioywyio pedakyuio

p) omucanue (pu HEOOXOAMMOCTH) JCUCTBUIN CIICUATUCTa B 0OJACTH BETCPUHAPHH, BIIAJCINIbIIA
JKUBOTHOTO MpU MPOMYyCKe IpueMa OAHOM WJIM HECKOJIbKHX JI03 JIEKAPCTBEHHOIO IIpernapara Jyis
BETEPUHAPHOTO IIPUMEHEHUS;

C) CpPOK TOJHOCTH U YKa3aHHME Ha 3alpeT MPUMEHEHHsS JIEKapCTBEHHOIO Mpernapara ajis
BETEPUHAPHOIO IPUMEHEHUS 10 NCTEYEHUHU CPOKA IT'OJJHOCTH;

T) YCJIOBUS XpaHEHUS;

y) YKazaHue Ha HEOOXOAMMOCTb XpaHEHHUS JICKAPCTBEHHOTO Tpenapara Jajis BETEepUHAPHOTO
MPUMEHEHHUS B MECTaX, HEAOCTYIHbIX JUIsl IeTeHl;

¢) yxazanue (mpu HEOOXOJMMOCTH) CIEHUATBHBIX MEp IMPEJOCTOPONKHOCTH MPHU YHHUUTONKECHUU
HEHUCIOJIb30BAaHHBIX JIEKAPCTBEHHBIX MIPEMapaToB AJis BETEPUHAPHOTO MPUMEHEHUS;

X) CPOKHM BO3MOYKHOI'O HCIIOJIb30BaHUS MPOAYKIMH KUBOTHOTO IPOUCXOXAECHUS IOCIIE BBEACHUS
YKUBOTHOMY JIEKApCTBEHHOTO Iperapara i BETepUHAPHOTO IPUMEHEHNUS;

11) YCIIOBUS OTITYCKa;

Y) HAMMEHOBAaHUS U aJpeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara i BETepMHApHOTO IPUMEHEHNS;

II) HAUMEHOBaHHWE, aJpec OpraHu3alud, YHIOJIHOMOYEHHOW JepKaTelieM WU BIaJebleM
PEruCTPaIMOHHOIO YI0OCTOBEPEHUS JIEKAPCTBEHHOTO Npenapara Ha IPUHIATHE IPETEH3UI OT OTpeOuTeNs;

8) MPOEKThl MAKETOB MEPBUYHOMN YIIAKOBKU U BTOPUYHON YIAaKOBKH JIEKAPCTBEHHOTO Mpenapara Jijis
BETEPUHAPHOTO IIPUMEHEHUS;

9) crnenyromiye cBeIeHUs O IEKAPCTBEHHOM Ipernapare J1jisl BETepUHAPHOTO MPUMEHEHUSI:

a) OIIMCaHMUE U COCTaB JIEKAPCTBEHHOTO IIperapara JJii BETEpUHAPHOTO IPUMEHEHUS;

0) onucanue papMaleBTHUECKON pa3paboOTKH;

HUnghopmayus 06 uzmenenusx:

Iloonynxm "6" usmenen ¢ 13 aseycma 2019 2. - @edepanvhwiii 3akon om 2 ageycma 2019 e. Ne 297-D3

Cm. npedvioyuyio peoakyuio
B) OIMHMCAHME MPOIIeCCa MPOU3BOJICTBA U €r0 KOHTPOJIS, TIOAMMCAHHOE B MOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YacCThIO |1 HACTOSAIIEH CTaThy;

Ungpopmayus 06 usmenenusix:

THloonynkm "2" usmenen c 13 ageycma 2019 2. - @edepanvuuiii 3akon om 2 aszycma 2019 2. Ne 297-D3

Cm. npedwioywyto pedakyuio
I) ONUCaHWE KOHTPOIS KPUTUYECKUX CTaJUN TMPOU3BOJACTBA U MPOMEXKYTOUHON MPOAYKIIHH,
TIOJIITUCAaHHOE B TIOPSIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSAIICH CTAThU;

Hnpopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 13 utonsa 2015 2. Ne 241-D3 6 noonynkm "0" nynkma 9 vacmu 3 cmamou 17
Hacmoswe2o PedepanrbHo20 3aKOHA BHECeHbl USMEHEHUs]

Cm. mexcm noonynkma 6 npeovloyujel peoaKyuu

J) HauMEHOBaHWS W ajapeca pa3padoTymKa, JIep)KaTelss WIM BIaJelblla PEerucTPaliOHHOTO
YAOCTOBEPEHUsI  JIEKAPCTBEHHOIO  Iperapara,  I[POU3BOJICTBEHHBIX  IUIOMIAJIOK  MPOU3BOAUTENS
JIEKapCTBEHHOTO TIperapara JUisi BETEPUHAPHOTO MPUMEHEHHsI C yKa3aHWEM CTaJui TEXHOJIOTHYECKOTO
npolecca, OCYIIECTBISEMbIX Ha IPOM3BOACTBEHHBIX IUIOIIAAKAX MPOU3BOAMTENS JIEKAPCTBEHHOIO
npernapara Juisi BETepUHAPHOTO IPUMEHEHUS;

e) (hapmarieBTHYECKast COBMECTUMOCTB;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKH;

3) MaTepuanbHbIi OalaHC IS MPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTa;

1) OTIMCAaHUE XapaKTEePUCTHK U CBOMCTB YIAKOBOYHBIX MAaTEPUAIOB M YKYTIOPOYHBIX CPEICTB;

K) JOKYMEHTAJIbHOE MOATBEPKIeHUE (BaTUAAIINS ) TPOLIECCOB M (MJIH) UX OIECHKA;

J) TpeOoBaHMSI K KauecTBY BCIIOMOTaTeNIbHbIX BellecTB (cepTUdUKaAT, cHerupuKanus Ha
BCIIOMOTaTeNIbHbIE BEIIeCTBA U UX 0OOCHOBAaHUE);
Cucrema TAPAHT 42/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

M) aHaJUTHYECKHEe METOJUKH, UCIONb3yeMble IIPH OCYIIECTBICHUM KOHTPOJS KauecTBa
BCIIOMOTaTEJIbHBIX BEUIECTB;

H) JOKYMEHTaJIbHOE MOATBEPKJICHUE (BaluAallvs) aHAJTUTHUYECKHX METOJUK, MCIOIb3yEeMbIX MpHU
OCYILIECTBIICHUH KOHTPOJISl KaUeCTBA BCIIOMOTaTEIbHBIX BEIIECTB;

0) uHpopmanus 00 HCIOIb30BAHUM BCIIOMOTATEIbHBIX BEHIECTB YEJOBEUYECKOT0 M KUBOTHOTO
MIPOUCXOXKICHHUS;

) yrpatui cuity ¢ 13 aBrycra 2019 r. - ®denepanbublii 3akoH oT 2 aBrycta 2019 . Ne 297-D3

Unghopmayus 06 usmenenusx:

Cum. npedvioywyio pedakyuio

p) TpeboBaHUs K Ka4eCTBY JICKAPCTBEHHOTO TMpemnapara i BETEPHHAPHOTO MPUMCHCHHS
(ceprudukar, cnenuduKanyms Ha JICKapCTBEHHBIN Mpenapar U uX 000CHOBAHUE);

C) QaHAJUTHYECKUE METOJUKHU, WCIOJIb3YEMbIE TMPHU OCYUIECTBICHHUU KOHTPOJsSI KayecTBa
JIEKapCTBEHHOTO Mpenapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

T) ITOKYMEHTAJbHOE MOATBEPKACHHUE (BAIMIAINS) aHATUTHUYECKUX METOIUK, UCIOIb3yEeMbIX MPH
OCYIIECTBIICHUU KOHTPOJISI KA4ECTBA JIEKAPCTBEHHOTO Tperapara sl BETepUHAPHOTO IPUMEHEHUS;

y) JOKYMEHT, TTOJITBEPKAAOIINI Ka4eCTBO JIEKAPCTBEHHOTO Mperapara TpeX MPOMBIIIICHHBIX CEPUil
(mpoTokoJ aHanmu3a WK cepTUUKaT aHAIKM3a), OJJHA CepHUsi KOTOPOTO JOJHKHA COBMAAATh C cepueil oopasia
JIEKapCTBEHHOTO IIpenapara, MoJaHHOTO Ha PErUCTPALIHIO;

() XapakTepucTHKa MPUMEeCei;

X) MEpe4YeHb CTaHAAPTHBIX 00pa3IOB, UCIOIB3YEMBIX MPHU OCYIIECTBICHHUH KOHTPOJS KayecTBa
JICKapCTBEHHOTO Mpenapara Jijisl BETEpUHAPHOTO PUMEHEHUS;

I1) IaHHBIC O CTA0MJIBHOCTH JICKAPCTBEHHOTO TIperapara JJisi BETEPHHAPHOTO TPUMCHCHHST,

10) xomusi MOKyMEHTa, coiepKamiero MHGOpMaUil0 O HAIMYUM Wi 00 OTCYyTCTBHHM (DaKTOB
perucTpamuy JeKapCTBEHHOTO Mpernapara Jijisi BEeTepUHApPHOTO MpUMEHEHHs 3a mpenenamu Poccuiickoit
®eneparuu;

HUnghopmayus 06 uzmenenusx:
Deoepanvrvim 3akonom om 13 uiona 2015 o. Ne 241-D3 ¢ nynkm 11 yacmu 3 cmamou 17 Hacmoswezo
DedepanbHo20 3aKOHA HECEHbl USMEHEHUs]

Cm. mexcm nyHkma 6 npeovloyujeti pedaxKyuu

11) cornacue B MUCHhMEHHOU (hopMe, MPEeAyCMOTPEHHOE YacThio 7 HACTOSIIEW CTaTbd, B Cliydae
PETUCTpAIH BOCTIPOU3BEIECHHOTO JIEKAPCTBEHHOTO TpeTapara;

12) xomus JOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOT0 B YCTAHOBICHHOM TIOPSIKE U
MOJTBEPIKIAAFOIICTO MPABOMOYHOCTh 3asBICHUS O TOCYJapCTBEHHOW pErHCTpaAIlii JICKApCTBEHHOTO
mpernapara /s BEeTepHHAPHOTO MPUMEHEHHUsI (JOBEPEHHOCTD);

Ungpopmayus 06 usmenenusix:

Yacmo 3 dononnena nynkmom 13 ¢ 13 ageycma 2019 a. - Dedepanvhviii 3axon om 2 aseycma 2019 2. Ne 297-
D3

I'APAHT:

Poccuiickum npouzeooumensam umMmyHoOUOIO2UHECKUX IEKAPCMEEHHbIX Npenapamos paspeuiaemcst 00 31
Ooekaops 2030 2. ne npedcmasiams 6 coomeemcmeuu ¢ nyHkmom 13 ceedenuss o 20Cyo0apcmeeHHOU
pe2ucmpayuy  2eHHO-UHICEHEPHO-MOOUPUYUPOBAHHBIX OP2AHUIMO8, NPEOHA3HAYEHHBIX O]l BbINYCKA 8
OKpYIHCaAOwyl0  cpedy, npu 20CyO0apCMEEHHOU pecUcCmpayuu UMMYHOOUOLOSULECKUX NeKAPCMEEHHbIX
npenapamog O  8emepUHaApHO20 NPUMEHEHUs, NOIYYeHHbIX C NPUMEHeHUeM 2eHHO-UHICEeHEePHO-
MOOUDPUYUPOBAHHBIX OP2AHUIMOB UTIU COOEPAHCAUYUX MAKUE OPSAHUIMBL

13) cBemeHHMsT O TOCYIApCTBEHHOM pPEruCTpallMM Te€HHO-MHXKEHEPHO-MOAU(DUIIMPOBAHHBIX
OpPraHU3MOB, MTPEIHA3HAYEHHBIX JUIA BBIITYCKa B OKPY’KAIOIIYIO Cpeay (IIpH rocy1apCTBEHHON perucTpauuu
JIEKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO TPUMEHEHUS, TOIYYEHHBIX C TPUMEHEHHEM TeHHO-
UH)XEHEPHO-MOAM(PUIIMPOBAHHBIX OPTaHU3MOB MIJIH COAEPIKAILMX TAKHE OPTaHU3MBI).

Unpopmayus 06 usmeHnenusix:

Yacmo 4 usmenena c 1 cenmaopa 2023 . - @edepanvhwviii 3akon om 28 anpens 2023 2. Ne 171-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM
Cm. npedwioywyio pedakyuio

4. Tlpu npoBeAeHHH YCKOPEHHOW MPOIEAYpPhl JKCIEPTU3bl JIEKAPCTBEHHOTO TIperapara JJis
BETCPUHAPHOTO TPHUMEHEHHUS (32 MCKIIOUECHHEM JIEKapCTBEHHOTO IIperapara Uil BETEPHHAPHOTO
NPUMEHEHUS, YKa3aHHOTO B 4acTu 4.1 HacTosIed cTaThi) B IENAX €ro TOCYIapCTBEHHON pEerucTpariu
BMECTO OTYETa Pa3padOTUYHKa O Pe3yJbTaTax JOKIMHUYECKOTO NCCIICIOBAHUS JICKAPCTBEHHOTO CPEJICTRA JIJIS
BETEPUHAPHOTO TIPUMEHEHUS] MOXET OBITh TMpencTaBieH o0030p HaydHbIX paboT o pe3ynbrarax
JOKIIMHUYECKOTO HMCCIEOBaHUS pe(epEeHTHOr0 JICKApCTBEHHOTO TMperapara Ui BETCPUHAPHOTO
MPUMEHEHUS, 2 BMECTO OTUYETa O Pe3yJIbTarax KIMHUYSCKOTO NCCIICIOBAHMS JICKAPCTBEHHOTO Mpernapara s
BETCPUHAPHOTO  TNPUMEHEHUS  OTYET O  pe3yibTarax  HUCCICJAOBaHHA  OMO’KBUBAJICHTHOCTH
BOCIIPOU3BEJICHHOTO JICKAPCTBEHHOTO TIpernapara Jisi BETePUHAPHOTO MPUMCHECHHUS.

Unpopmayus 06 usmeHenusix:

Cmamws 17 dononnena uacmoio 4.1 ¢ 1 cenmsaops 2023 2. - @edepanvhwiii 3axkon om 28 anpens 2023 2. No
171-@3

4.1. Tlpu mpoBEeNEHUHM YCKOPEHHOW MPOLEAYPhl AKCIEPTU3BI JIGKAPCTBEHHOTO Mperapara Jyis
BETCPUHAPHOTO TPUMCHEHUS, MPEIHA3HAYCHHOTO ISl JICYCHUS JIOMAIIHUX >KUBOTHBIX, OMPEIEICHHBIX
®OenepanbHBIM 3ak0HOM 0T 27 nekabps 2018 roma N 498-D3 "OO6 oTBETCTBEHHOM OOpAIICHUH C )KUBOTHBIMU
U O BHECCHMM U3MEHCHHMH B OTIENIbHBIC 3aKOHOIATelbHbIC akThl Poccuiickoit ®Deneparnuu”, u
3apEruCTPUPOBAHHOTO B KAYECTBE JICKAPCTBEHHOTO IMpernapara Jijisi MEJIUIIMHCKOTO MPUMEHEHHUS, B IICIIAX
€ro TOCYIApCTBEHHON pETUCTpAIlMK BMECTO OTYeTa pa3paboTuhka O pe3yibTarax JOKIMHHYECKOTO
WCCJICJIOBAHUS JICKAPCTBCHHOTO CPEACTBA IS BETCPUHAPHOTO NMPHUMEHEHHUS MOTYT OBITh MPEICTABICHBI
pe3yJIbTaThl  JOKJIMHUYECKOTO HCCJICIOBAHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO CPEICTBA IS
MEIMIIMHCKOTO IIPUMEHEHUS, @ BMECTO OTYETa O PE3y/IbTaTaX KIMHHYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
npernapara i BETCPUHAPHOTO MPUMEHEHUs - 0030p Hay4yHBIX pabOT O pe3yibrarax KIMHUYECKHX
WCCJICJIOBAHUH JICKAPCTBEHHOTO Mpenapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS Ha BUaX KUBOTHBIX, KOTOPBIM
NpeHA3HAYACTCSI UCCIICAYEMbIH JISKApCTBEHHBIH Mperapar.

HUnghopmayus 06 uzmenenusx:
Yacmw 5 usmenena c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 e. Ne 297-D3

Cm. npedvioyuyyio pedakyuio

5. Ha skcniepTusy pa3ndHbIX JIEKAPCTBEHHBIX (JOPM OJHOTO U TOTO K€ JICKAPCTBEHHOTO Tperapara
JUISE BETEPUHAPHOTO TMPUMEHEHUS 3asBUTENb MPEICTABISIET OTAENbHBIC 3asABICHUS M PETHCTPAIMOHHBIE
JI0Che Ha KaXAyIo JieKapcTBeHHY0 (opmy. [lpn ycrnoBun ogHOBpEeMEHHON MOAAYM Ha SKCIEPTU3Y OIHOU
JIEKapCTBEHHOM (OPMBI C Pa3IMUYHBIMH J103UPOBKOH, KOHIIEHTpaIuell, 00beMOM 3asBUTENb MPEACTABISET
OJTHO 3asIBJICHUE W PETHCTPAIIMOHHOE JJOChE C MPIIOKEHUEM MaKeTOB ITEPBUYHON YIIAaKOBKH U BTOPUYHOU
ynakoBku. Ha MakeTax mepBUYHON YMAaKOBKM U BTOPUYHOW YMAKOBKU YKa3bIBAIOTCSA BCE MPOU3BOAMMBIE
JIO3UPOBKH, KOHIICHTPAIIUU, OOBEMBI M KOJMYECTBO 103 B YIAKOBKE JIEKAPCTBEHHOTO Iperapara Jyist
BETEPUHAPHOTO TPUMEHEHUSI.

Ungpopmayus 06 usmenenusix:
Yacmw 6 usmenena c 1 ausaps 2021 e. - Dedepanvusiii 3akon om 27 dexaops 2019 o. Ne 478-D3

Cm. npedvioyuyyio pedakyuio

6. B ciydae HenpencTaBiIeHUs C 3asBIECHUEM O IOCYAAPCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOIO
npenapara Juisi BETEpUHApPHOTO NMPUMEHEHHs JTOKYMEHTOB, MOATBEPKAAOIMIMX YIUIAaTy TOCYAapCTBEHHOU
NOLUIMHBI U YKa3aHHBIX B IIYHKT€ 7 4acTH 2 HACTOAILIEH CTaTbH, CBEICHUN O JIMLEH3UAX, YKa3aHHBIX B
nyHkTax | ¥ 2 yactu 3 HacTOAIIEH CTAaThH, a TAKXKE BbIJABAEMbIX (TIPEIOCTABISEMbIX) YIIOJTHOMOUYEHHBIMU
(denepaabHBIMH OpraHaMy HMCIIOJHUTEIBHOM BIIACTH JOKYMEHTOB (CBEICHMI), yKa3aHHBIX B MyHKTe 2.1
4yacTH 3 HACTOSIIEH CTaThbU, YIIOJTHOMOUEHHBIN (eiepalibHbII OpraH CIOJHUTENbHOM BIacTH 3alpalIuBacT
yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B MOPSIJIKE MEKBEIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aUMO/IEHCTBHUS.

7. He pomyckaercss HUCHOJIB30BaHME B KOMMEpPYECKHMX LEISIX HHPOPMALUU O pe3ysibTarax
JOKJIMHUYECKUX MCCIIEJOBAHUMN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HMCCIIEJOBAHUM JIEKAPCTBEHHBIX
IIpenaparoB JUisl BETEPHUHAPHOIO IPUMEHEHUs, IPEACTABICHHOW 3asBUTENEM JUIsl TOCYAApCTBEHHOU
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSM. ..

perucTpaiym JeKapCcTBEHHBIX MTPernaparoB, 0e3 ero coniacus B TEUEHUE IECTH JIET C 1aThl TOCYJapCTBEHHOM
perucTpanuu pegepeHTHOTo JeKapcTBeHHOTro npenapara B Poccuiickoit denepanuu.

Unpopmayus 06 usmeHenusix:

Cmamus 17 dononnena wacmoio 8 ¢ 13 aseycma 2019 e. - @edepanvruiii 3akon om 2 agcycma 2019 2. Ne
297-D3

8. Jlepkarenb WM BIAJeNel PeruCTPAlMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara Jyis
BETCPUHAPHOTO TPUMECHEHUS TPEJCTABISCT B YIOJTHOMOYCHHBIA (eiepabHbIi OpraH HCIOJHUTEIBHOM
BJIACTH OTYET IO pe3yibraraM (papmakoHaa30pa OAMH pa3 B IIECTh MECSIIEB B TEUCHHE JBYX JIET MOCIE
rOCYIapCTBEHHON PErrcTpaliuy JeKapcTBEeHHOTO mpemnapara B Poccuiickoit deneparnmu, 3aTeM eXEroaHo B
TEYEHUE TOCIEAYIONUX TPEX JIET U B TaJbHEHIIIeM OJUH pa3 B TPH roja.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 17 HacmosAuweco @eéepaﬂbyoeo 3dKOHA

Cratea 18. Yrparuna cuy ¢ 1 centsops 2024 . - @enepanbhbiil 3akoH ot 30 ssHBaps 2024 1. Ne 1-
o3

Hnghopmayusi 06 usmenenusix:

Cm. npedwioywyto pedakyuio

HUnghopmayus 06 uzmenenusx:

DedepanvHuim 3akoHom om 22 dekabps 2014 2. Ne 429-D3 cmamos 19 nacmosawezo Dedepanvriozo 3akoHa
U310J4CEHa 8 HOBOU pedaxkyuu, ecmynatoweti 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmambuu 8 npedvloyweli pedaKyuu
Crarbs 19. [lpuHsaTHE pelIeHUs O BbIJa4e SKCIIEPTHOMY YUPEKICHHUIO 3aJlaHUs Ha MPOBEICHUE
OKCTIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA

Hughopmayusi 06 usmenenusix:

Yacms 1 usmenena c 1 mapma 2026 2. - @edepanvhuiii 3akon om 31 utonsa 2025 e. Ne 304-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonoowcenua yvacmu 1 (8 peoakyuu Dedepanvrozo 3axkona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 o. Pecucmpayuonmvie
YOOCmoBepeHUsl 1eKapCmBEeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, N0Omeepxcoarouue gaxm
20CY0apCmeeHHol  pesucmpayuu, Ha OyMaxcHom Hocumene U OVOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenuss ¢ 1 sameaps 2026 e. ne
6610AOMCsL

Tonoorcenus vacmu 1 (8 peoakyuu Dedepanvrozo 3axkona om 30 aunseapa 2024 2. Ne 1-D3), kacarowuecs
npeoocmaegienus 20Cy0apCmeenHbIX YCy2 npu 00paujeHuy 1eKkapcmeeHHblX cpeocme 01 6emepUHAPHO20
npumenenus nocpeocmeom EII'Y, npumenstomca ¢ 1 auneaps 2026 2. [[yonuxamer pecucmpayuoHHbIx
YOOCmogepeHull 1eKapCmeeHHbIX npenapamos 0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 e. ue
8b10a10MCSL

1. B reuenue uetbipex pabouux AHEH co AHS MPUHSITUS 3asBIECHUS O TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO IIpernapara WM 3asBJICHHUS O NPU3HAHUM JIEKApCTBEHHOIO Ipemnapara ophaHHbIM
JIEKapCTBEHHBIM MPENapaToM COOTBETCTBYIOUINH yIOJTHOMOUEHHBIN (hefepanbHbIi OpraH UCIOTHUTENbHON
BJIACTH MPOBOJUT IMPOBEPKY MOJHOTHI, JOCTOBEPHOCTH W MPABMIBHOCTH O(GOPMIICHHUS MPEACTABIECHHBIX
JIOKYMEHTOB PEruCTPallMOHHOTO JOChe Ha JIEKapCTBEHHBIM Mpenapar ¥ NMPUHUMAET pelleHue O Bblaaye
3a/laHus Ha IPOBE/ICHNUE:!

Unpopmayus 06 usmenenusix:

Ilynkm I usmenen c 30 aunsapa 2024 . - @edepanvhwiii 3akon om 30 saneaps 2024 2. Ne 1-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Cm. npedvioywyio pedakyuio

TAPAHT:

Tonooicenuss nynkma 1 (6 peoakyuu @edepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaluue Gaxm
20CYOApPCMBEHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YOOCmMoGepeHUll J1eKAPCMEEHHbIX NPenapamos OJisi MeOuyuHckoeo npumernenuss ¢ 1 saumeaps 2026 e. ue
gvl0aomcs

1) sKcmepTH3bl JOKYMEHTOB, TPEICTABICHHBIX NJISi OMPEISICHHUS BO3MOXXHOCTH PacCMaTpHUBATh
JIEKapCTBEHHBIM Mpenapar s MEIUIMHCKOrO MpPHUMEHEHHUs B KauecTBe Op(aHHOTO JIEKapCTBEHHOIO
npemnapara;

2) yrparun cuiy ¢ 1 saBaps 2026 . - @enepanbabiii 3akoH oT 30 ssuBaps 2024 1. Ne 1-O3

HUngpopmayust 06 usmenenusix:

Cm. npedvloyuyro pedaxyuio
3) yrparun cuity ¢ 1 suBaps 2026 1. - denepanbubiii 3akoH oT 30 sstuBapst 2024 . No 1-D3

Hughopmayusi 06 usmenenusix:

Cm. npedwioywyto pedakyuio
4) oSKCHepTH3bl JIGKAPCTBEHHOTO CPEICTBA B OTHOIICHHH JICKAPCTBEHHOTO Tperapara Jyis
BETEPUHAPHOTO TPUMCHEHUSI.

Hughopmayusi 06 usmenenusix:

Yacms 2 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonooicenuss uacmu 2 (8 pedakyuu Pedepanvroeo 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 e. Pecucmpayuonmvie
YOOCmMoBepeHUsl 1eKapCmeeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, N0OmeEepxcoarouue gpaxm
20CY0apCmeeHHoU  pecucmpayuu, Ha OyMax)cHoM Hocumene U OVOIUKAMbL  PecUCMPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMBEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
evl0aomcs

Tonoorcenus vacmu 2 (8 peoakyuu Pedepanvrozo 3axkona om 30 auneapa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emMePUHAPHO2O
npumenenus nocpeocmeom EIIT'Y, npumensiomcs c¢ 1 auneaps 2026 2. [[yonuxamel pe2ucmpayuuonHulx
YO0OoCcmogepeHull 1eKapCcmeenHvlx npenapamos 01 eemepurapno2o npumenenus ¢ 1 aneapsa 2026 2. ne
evloaomcs

2. YrosiHOMOYEHHBIHN (enepaabHbIil OpraH UCIIOJTHUTEIHLHOM BIACTH HAPABIIAET B JIMYHBIN KAOWMHET
9KCIEPTHOTO YUPEXKJIeHHs B €AMHOM crcTeMe NOANNCAHHOE YCUIICHHON KBaIU(PUIIMPOBAHHOMN 371€KTPOHHON
MOAMUCHIO 33/IaHUE HA TIPOBEJICHUE IKCIIEPTHU3, TPEAYCMOTPEHHBIX YACThIO | HACTOSIIIEH CTAaThU, B TNYHBIN
KaOMHEeT 3asBUTENl B €IMHOW CHUCTEME - MOANKCAHHOE YCHUJICHHOM KBaTU(HUIIMPOBAHHOW 3JIEKTPOHHOMN
MOJIKCHIO YBEIOMJICHHE O NPHUHATOM PEHIEHMH O BblJaYe 3aJaHUs Ha IMPOBEICHHE OKCIIEPTHU3,
IPEAyCMOTPEHHBIX YaCThIO | HACTOAIIEH CTAaThU, U B ClIydae HEOOXOAMMOCTH O BbIIaue pa3pelieHus Ha BBO3
B Poccuiickyto  ®expepanuio  KOHKPETHOM  MHapTUH, CEpUM  3apETHUCTPUPOBAHHBIX U (WJIM)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MM 00 OTKa3e B TNPOBEACHUU TaKUX HKCIEPTU3 C
yKa3aHUEM IPUYHH OTKa3a.

Hngopmayus 06 uzmenenusix:

Yacms 3 usmenena c 30 ausaps 2024 2. - Dedepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM

Tonooscenusn wacmu 3 (8 pedaxyuu Dedepanvroco 3axona om 30 sausaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmagienus 20Cy0apCmeeHHbIX YCiye npu 00paueHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYy0apCcmeenHHou  pecucmpayuu, Ha OymaxcHom Hocumene U O0YOIUKAMbBL  PecUCMPAUUOHHBIX
YO0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos O0Jisi MeOuyuHckoeo npumernenuss ¢ 1 saueaps 2026 o. ne
8b10AOMCSL

Tonooicenuss uacmu 3 (8 pedakyuu @Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIII'Y, npumensiomca c¢ 1 ausaps 2026 2. /[yonuxamel pe2ucmpayuuonHbIX
Y0OCmogepeHuli 1eKapCmeeHHblX npenapamos 0Jisi eemepuHaproco npumeHenus ¢ 1 aumeapsa 2026 2. ne
8610AOMCSL

3. B ciydae BBISBICHHS OTCYTCTBUS WJIM HEAOCTOBEPHOCTH HH(OpPMAIUU, COAEpIKaiehcs B
MPEICTaBICHHBIX 3asgBUTENIEM JIOKyMEHTaX, YINOJHOMOYEHHBIH (defepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH HAIPABIISET 3asBHTEIIO MOCPEIACTBOM E€IMHOTO TOPTAJIa WM B €ro JUYHBIH KaOWHET B €IMHOMN
CUCTeME 3ampoc 00 YTOUHEHUHU 53TOM WHGOPMAIUU, TMOAMUCAHHBIA YCUJICHHOW KBaTU(pUIIMPOBAHHON
SNIEKTPOHHOHM TOAMUCHIO (Jajiee - 3ampoc YIMOJTHOMOYEHHOTO (heAepalibHOTO OpraHa HMCIIOMHUTEIbHON
BJIACTH ).

HUnghopmayus 06 uzmenenusix:

Yacmw 4 usmenena ¢ 1 mapma 2026 2. - @edepanvruiii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioyuyyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 4 (8 pedakyuu Peoepanvroeo 3axona om 30 aneaps 2024 e. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 e. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoO0meepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evl0aomcs

Tonoowcenua yvacmu 4 (8 peoaxyuu Dedepanvrozo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. [{yonuxkamel pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepurHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. He
evl0aomcs

4. 3asBuTenb 00s3aH HAMPABUTh TOCPEACTBOM €IUHOTO TOPTaia B yIIOJTHOMOYEHHBIHN (enepanbHbIii
OpraH HCIOJHUTEIHHOM BJIACTH WM B JIMYHBIA KaOWHET YMOJHOMOYEHHOTrO (¢eAepalbHOr0 OpraHa
UCTIOTHUTENFHOM BIACTH B €IMHON CHCTEME MOANMMCAHHBIN YCUIICHHON KBATH(PUIINPOBAHHON IEKTPOHHON
MOJIIMTUCHIO OTBET HA 3aMPOC YMOTHOMOYEHHOTO (peIepaJIbHOTO OpraHa MCIIOJIHUTENIbHON BIIACTH B CPOK, HE
MPEBBIIAIOIINNA EBIHOCTA pabOYMUX JAHEW CO JIHS MOJNyYeHUs YIOJIHOMOYEHHBIM (hefepaibHbIM OpraHOM
WCITOJTHUTEIILHON BJIACTH DJIEKTPOHHOTO YBEJIOMJICHHUS O MOJYYEHUU 3asBUTENIEM JaHHOTO 3ampoca. Cpok,
yKa3aHHBIN B 4acTH | HaCTOsIIEN CTaThH, IPUOCTAHABIMBAETCS CO JHS HAMPABIECHUS TOCPEICTBOM €IMHOTO
nopTasa Wid B JUYHBIA KAaOWMHET 3asiBUTENS B €IMHON CHCTEME 3alpoca yIOJIHOMOYEHHOTO (heepaibHOTO
OopraHa MCHOJHUTEIbHOM BJIACTU J0 JHS HANPABIEHUS 3asiBUTEJIEM MOCPEACTBOM €AMHOTO MOpTajia Wiu B
JUYHBIA KaOMHET YHMOJIHOMOYEHHOTO (hefepalbHOTO OpraHa MCIOJHUTEIHHON BIACTH B €IMHOW CHCTEME
oTBeTa. B cmydae, ecnm OT WMEHHM 3asBHTENS ACHCTBYeT €ro MpeacTaBuUTeNb ((PU3UUecKoe JIHII0),
YIIOJIHOMOYEHHBIN JCHCTBOBATh OT UMEHH 3asiBUTENSI HA OCHOBAHUU JIOBEPEHHOCTH B AJIEKTPOHHOHU (hopme
B MAaIllIMHOYMTAEMOM BHUJE, OTBET Ha 3alpPOC MOXKET OBITh MOMMUCAH yCHJICHHOW KBaTU(PHUIIMPOBAHHOU
AJIEKTPOHHOMN MOANKCHIO INOO0 yCUIIEHHOW HEKBATU(UIIMPOBAHHOM IEKTPOHHON MOAMNHCHIO.

5. OcHoBaHMEM ISl OTKa3a B OpPraHU3allMM SKCIEPTHU3, MPEAYCMOTPEHHBIX YacThio 1 Hacrosmiei
CTaThH, SBJSETCA TPEACTABICHUE HEOOXOMUMBIX [IJIi TPOBENCHUSI TMPETyCMOTPEHHBIX OSKCIIEPTHU3
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U3MEHEHUSIM. ..

JIOKYMEHTOB B HETIOJIHOM 00BbEMe WJIM HETPEICTABICHHE 3asBUTEJICM B YCTAHOBJICHHBIA CPOK OTBETa Ha
3aMmpoc yMOJHOMOYEHHOTO (eepalibHOTO OpraHa HWCIONHUTENILHON BIACTH, a TaKKe IMPEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKAIIUX UCUEPITHIBAIOIIETO MEPEUHsT HEOOXOUMBIX CBEICHUI.

HUngpopmayust 06 usmenenusix:
Yacmw 6 usmernena ¢ 1 mapma 2026 2. - @edepanvuviii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 6 (8 pedakyuu Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOoCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaluue Gaxm
20CYOApPCMBEeHHOU  pecucmpayuu, Ha OYMadCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YOOCmMoGepeHUll J1eKAPCMEEHHbIX NPenapamos O0Jisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
8v10aomcs

Tonooicenuss uacmu 6 (8 pedakyuu Pedepanvroeo 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jisl 6emMepUHAPHO20
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. [{yonuxamel pe2ucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX npenapamos 0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 2. ue
gvloalomcs

6. [Ipu oTkaze B OopraHU3allMU KCIEPTHU3BI, MPEIyCMOTPEHHON MyHKTOM 4 yactu | Hacrosien
CTaThH, JIOKyMEHTBI, BXOMASIIUE B COCTaB PETHUCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIM Mpemnapar s
BETEPUHAPHOTO TMPUMEHEHHUS, MOTYT OBITh BO3BpAIEHBI 3aSBUTEII0 Ha OCHOBAaHUHM €ro 3ampoca,
HNOANMCAaHHOTO YCUJICHHOW KBAJTM(UIIMPOBAHHON JIEKTPOHHON MOJMHUCHI0 M HAIIPABICHHOTO MTOCPEICTBOM
€IMHOTO MOpTaja B yIOJIHOMOYCHHBIN (e/iepalibHbIi OpraH UCIIOIHUTEIBHOMN BIACTH UM JTUYHbIN KaOUHET
YIIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIOTHUTEIBHON BIACTH B €IMHON CHCTEME, B TEUCHHUE TPUALIATH
pabounx THEH cO JHS MPUHATUS YINOTHOMOUEHHBIM (efepaibHbIM OPraHOM HCHOIHUTENIBHON BIacTu
pemieHus o0 OTKa3e B OpraHM3allMM TakoW SKCIEepPTHU3bl. YIOJIHOMOUYEHHBIM (enepanbHbI OpraH
WCTIOTHUTENFHOM BIACTH BO3BPAIIAET 3asSBUTENIO YKa3aHHbIC JOKYMEHTHI B TeUEHHE AECATH padounX JHEH
CO JIHS MOJIy4EeHHsI COOTBETCTBYIOIIETO 3arpoca 3asBuTels. B ciydae, eciiv oT uMeHH 3asBUTENS JEHCTBYET
€ro peacTaBuTelNb ((hU3nueckoe U0 ), YIOTHOMOYSHHBIN IEHCTBOBATh OT UMEHH 3asiBUTENISI HA OCHOBAHHUH
JIOBEPEHHOCTHU B AIEKTPOHHON (pOpME B MAIIIMHOUUTAEMOM BUJIE, 3aIIPOC MOXKET OBITH MOANNUCAH YCUICHHOMN
KBaNU(UIIMPOBAHHON SIEKTPOHHON MOAMHUCHIO JTUOO YCHUJICHHOW HEKBaTHU(PHUIIMPOBAHHOW HIEKTPOHHOM
HOJIHCBIO.
TAPAHT:

Cwm. KOMMeHmapuu K cmambuve 19 HacmoAuweco @8()€pafle020 3AKOHA

Hnghopmayust 06 usmenenusix:
Cmamus 20 usmenena c 1 cenmaops 2024 2. - @edepanvruiii 3axkon om 30 saneaps 2024 2. Ne 1-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonoowcenus cmamou 20 (6 pedaxyuu @edepanvroeo 3axona om 30 sneaps 2024 2. Ne [-D3), kacarowuecs
npedocmagienus 20Cy0apCmeenHblX YCiye npu 00paueHuu 1eKapCmeeHHblX cpeocme Ol MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 e. Pecucmpayuonuvie
YOOoCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaioujue Gaxm
20CY0apcmeenHou  pecucmpayuu, Ha OymaxcHom Hocumene U OYOIUKAMbl  PecUCMPAYUOHHBIX
YOOCmogepeHull 1eKapCMEeHHbIX Npenapamos 0 MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
8vl0aomcs

Cucrema TAPAHT 48/
17¢


http://ivo.garant.ru/document/redirect/412424148/5263
http://ivo.garant.ru/document/redirect/483407424/196
http://ivo.garant.ru/document/redirect/408457419/1153
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
http://ivo.garant.ru/document/redirect/408457419/1153
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/46
http://ivo.garant.ru/document/redirect/12184522/21
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/408457419/116
http://ivo.garant.ru/document/redirect/76822424/20
http://ivo.garant.ru/document/redirect/408457419/116
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

Crarba 20. Okcnepru3a JOKYMEHTOB, MPEICTABICHHBIX [JI1 ONPEACICHUS BO3MOXXHOCTH
paccMmarpuBarh JIEKAPCTBEHHBIN Tperapar JUisi MEIUIIMHCKOTO MPUMEHEHHUS B KaueCTBE
op(haHHOTO JIEKaPCTBEHHOT'O Mpernapara

1. Ilpouenypa ompezneneHuss BO3MOKHOCTH paccMarpuBaTh JIEKAPCTBEHHBIM Ipemnapar s
MEIMIIMHCKOTO MPUMEHEHHUS B KauecTBE Op(aHHOrO0 JIEKAPCTBEHHOT'O Mperapara MOXKeT IPOBOAUTHCS Kak B
OTHOIIEHUHU JIEKAPCTBEHHOIO IIpenapara, 3aperucTpUPOBAHHOIO B COOTBETCTBUM C HACTOSIIUM
@OenepalibHBIM 3aKOHOM JIMOO B COOTBETCTBHM C aKTaMM, cOcTapisiommmu mpaBo Coro3a, Tak U B
OTHOLIEHWH  HE3apETUCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  IIpemapara.  OJKCIepTH3a  JOKYMEHTOB,
MPEICTaBICHHBIX JUIsl OIpeneieHus] BO3MOXKHOCTH paccMaTpHUBaTh JICKApPCTBEHHBIM Mpemnapar uis
MEIUIITHCKOTO MMPUMEHEHHS B KauecTBE Op(haHHOTO JIEKAPCTBEHHOTO Ipernapara, COCTaBICHUEe KOMUCCUEH
9KCIIEPTOB 3aKJIIOYEHUS O BO3MOXKHOCTH WJIM HEBO3MO)XKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpernapar
JUIE MEIMIIMHCKOTO MPUMEHEHHS B KadyecTBE OpP(aHHOTO JICKAPCTBEHHOTO Mperapara U HalpaBieHHE B
JUYHBIN KaOMHET YIOJHOMOUYEHHOTO (pe/ilepalibHOTO OpraHa MCIOJHUTENBHON BIACTH B €AMHON CHUCTEME
JTAHHOTO 3aKJIFOUCHHSI B (JOPME IEKTPOHHOTO JIOKYMEHTA, MOJIMCAHHOTO YCHIICHHON KBaJIM(UIIMPOBAHHON
AIIEKTPOHHOMN MOJMUCHIO, OCYIIECTBISIIOTCS B CPOK, HE MPEBBIIIAIOIINNA TPUALATH pabouux AHEH co THS
HaIpaBJICHUS B IMYHbIN KaOWHET 3KCIIEPTHOIO YUPEXKACHUS B €AMHON CUCTEME 3aJJaHUs YIIOJIHOMOUYEHHOTO
denepanbHOro OpraHa UCHOIHUTENBFHOM BIACTH U CIEAYIOIIUX TOKyMEHTOB M CBEJICHHI:

1) 3asiBieHHE O MPU3HAHUM JIEKAPCTBEHHOTO Iperapara oppaHHbIM JICKApPCTBEHHBIM IPETaparoM,
cocTaBlieHHOE M0 (hopMe, YTBEP>KIECHHOU YIOJIHOMOUYEHHBIM (efepaibHbIM OPraHOM HCIOTHUTEIbHOM
BJIACTH, IOANHMCAHHOE YCHJIEHHOW KBaJU(UUIUPOBAHHON 3JIEKTPOHHON MOANUCHIO YIOJIHOMOYEHHOIO
MPEICTaBUTENS FOPUIUIECKOTO JIMIIA, JEHCTBYIONIET0 B COOCTBEHHBIX MHTEpECcax WM YIMOTHOMOYEHHOTO
IPEJICTAaBISTh UHTEPECHI APYTOro IOPUAUYECKOTO JIHIIA;

2) xomus JOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOT0 B YCTAHOBICHHOM TMOpAIKE U
HNOATBEPKAAIOIIET0 MPABOMOYHOCTh 3asiBUTEJNA I10/1aBaTh 3asBJICHME O IPU3HAHUU JIEKApPCTBEHHOTO
npemnapara op(aHHBIM JIEKAPCTBEHHBIM IIperaparoM (Ipu HeoOXOTUMOCTH);

3) obocHoBanue opdaHHOCTH 3a00JICBaHUS, HE OTHECEHHOTO B CcOOTBeTCTBHH ¢ DenepanbHbIM
3akoHOM OT 21 HOsiOps 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbI 370pPOBbs IpaxaaH B Poccuiickoit
®enepauun" k penkuM (ophaHHbIM) 3a00JI€BaHUSAM, B TOM UKCie MOApoOHas HHPOpMaLHsl O AUArHOCTUKE,
npoUTaAKTUKE WK JICYCHUH TAaKOTO 3a00JICBaHUS;

4) yTBep)KIeHHas MHCTPYKIHUS IO MEIUIIMHCKOMY IPHUMEHEHUIO JIEKApCTBEHHOI'O IIperapara,
3aperucTPUPOBAHHOTO B COOTBETCTBUU C HacToAMM DenepanbHbIM 3aKOHOM, HIIM 00I1asi XapaKTepUCTHKA
JIEKapCTBEHHOTO Iperapara, 3aperucTpUpOBAaHHOIO B COOTBETCTBUM C aKTaMM, COCTABIISIIOIIMMH IPaBO
Coro3a (TIpH HATUYKHN);

5) MHCTPYKUHUS MO METUIMHCKOMY MPUMEHEHMIO WJIM KpaTKas XapaKTepUCTHKa JIEKAPCTBEHHOI'O
mpernapara, yTBep:KJIeHHbIE B CTpaHe MPOU3BOAUTENS (TIPU HATUYUH ),

6) KONUM JOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM TOpPSAKE W IOATBEPXKIAIOUIMX (aKT
perucTpalMy JEeKapcTBEHHOTO Tperapara B MHOCTPAHHBIX TOCyJapcTBax B KauecTBe oOpdaHHOTO
JIEKapCTBEHHOTO Npenapara (Ipy HaTu4IHun);

7) TMPOEKT XapaKTepUCTUKU HE3aperHCTPUPOBAHHOTO JIEKAPCTBEHHOTO Iperapara, COAep Kallero
CJIeyI0Ile MUHUMAJIbHbIE CBEJACHHS O HE3apPETUCTPUPOBAHHOM JIEKAPCTBEHHOM Ipenapare (J1omycKaercs
MPEACTABICHUE TMPOEKTAa XapaKTEPUCTUKH HE3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO  Ipernapara,
COCTAaBJIEHHOTO B COOTBETCTBUU C JOCTYIHBIMU JAHHBIMU 10 TPOBEIECHHBIM KIMHUYECKUM HCCIIEJOBAHUAM
JIEKapCTBEHHOIO Mpenapara M JOKJIMHUYECKUM HCCIEIOBAaHUSAM JIEKAPCTBEHHOI'O CPEJICTBA HA MOMEHT
MOJJauy 3asBJICHMS O PU3HAHUHU JIEKapCTBEHHOTO Mpernapara op(aHHbIM JIEKapCTBEHHBIM MTPETIApaToM):

a) HAaMMEHOBAHME JIGKAPCTBEHHOTO Tmpemapara (MeXJIyHapOJHOE HEMaTeHTOBAaHHOE, WU
IrPYyNIUPOBOYHOE, MIIM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS );

0) nmexkapcTBeHHas popMa C yKa3aHUEM HAUMEHOBAHUU U KOJIMYECTBEHHOTO COCTaBa JACHCTBYIOIINX
BEIIECTB U KaYeCTBEHHOI'O COCTaBa BCIIOMOTATEIbHBIX BELIECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCTIOMOTATEIbHBIX BEIIECTB);

B) papMakogHaMuKa U (PapMaKOKMHETHKA;

T') IOKa3aHus JIJIs1 TPUMEHEHUS;
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1) IPOTUBOIIOKA3aHUSA ISl IPUMEHEHMS,

€) BO3MOXKHBIE TIOOOUHBIE JCHCTBUS U HEXKeNlaTeIbHbIE PeaKLUU PU IPUMEHEHUH JIEKapCTBEHHOTO
npernapara Juisi MEAULIMHCKOTO IPUMEHEHUS;

’K) HAMMEHOBAaHUS U ajpeca IMPOU3BOJACTBEHHBIX IUIOIIAJOK ITPOU3BOAMUTENS JIEKAPCTBEHHOIO
Ipernapara;

3) CcBelGHUS O pa3pabOTUMKe JIEKAPCTBEHHOTO CpeACTBA (Hepikareie PerucTpaluoHHOTO
YIIOCTOBEPEHUS );

8) cBeZleHUs O TEKYILEM CTaTyce pa3paboTKH He3aperUCTPUPOBAHHOTO JICKAPCTBEHHOTO Iperapara,
a TaKKe IJIaH ero pa3paboTKH;

9) 0030pBI JOKIIMHUYECKUX UCCIIEA0BAHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX MCCIIEI0BAaHUI
HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIPEnapara, JOCTyIHbIE Ha IeHb MIOAA4YH 3asiBJIICHNUS;

10) oT4ersl O MNPOBEACHHBIX JOKJIMHUYECKUX MCCIEIOBAHUAX JIEKAPCTBEHHOTO CpEACTBA U
KJIMHUYECKUX UCCIIEIOBAHUAX HE3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Ipenapara (Ipy HaJIM4um);

11) peKBU3UTHI TOKyMEHTA, IOATBEPAKAAIOIIETO YIJIATy TOCYIapCTBEHHOM MOIUINHBI.

2. B cimydae HEIOCTaTOUHOCTH MPEACTABIECHHBIX MATEPUAJIOB B LIEJIAX MPOBEACHUS DKCIIEPTU3BI AJIS
orpeziesieHUs] BO3MOXKHOCTH paccMaTpHUBarh JIEKAPCTBEHHBIN Mpenapar s MEJUIIMHCKOTO IPUMEHEHUS B
KayecTBe Op(haHHOIO JIEKAPCTBEHHOTI'O ITperapara 3KCIepTHOE YUpexk/IeHHe HapaBIseT B JIMYHbIN KaOMHET
3asgBUTENS B EAMHOM CHUCTEME 3alpoc O MPEACTABICHUU HEOOXOMUMBIX MAaTepHaioB, MOIIMMCAHHBIN
pykoBoauTeneM (YIMOJHOMOYEHHBIM JIMLOM) 3KCIEPTHOTO YUYPEXKJEHHs € HMCIOJb30BAaHUEM YCHIJIEHHOU
KBaJTM(UIUPOBAHHON DJICKTPOHHON TONNMUCH. 3asBUTENb OO0f3aH HANpPaBUTh B JIMYHBIA KaOWHET
9KCHEPTHOTO YUPEXAEHUS B €IUHOM CUCTeMe IOANMCAHHbBIM YCHJICHHOM KBaIU(pHUIMPOBAHHON
AJIEKTPOHHOM MOJNMCHIO OTBET HA 3aIIPOC B CPOK, HE MPEBBIIAIOLINI MIECTUIECATH pabounx AHEH co JHS
IIOJIyYEHUS SKCIEPTHBIM YUPEKICHUEM DJIEKTPOHHOIO YBEIOMJICHUS O IIOJYyYEHUU 3asBUTEIIEM 3alpoca.
Cpoxk, yka3zaHHbIM B yacTu | HacTosIIEeH CTaTby, NPUOCTAHABIMBAETCS CO JIHS HAIpPAaBJICHUS 3asBUTEIO B
€ro JMYHBbIA KaOMHET B €JUHOM CHUCTeME 3alpoca HKCIEPTHOTO YUPEXAEHHUS [0 JHsS HarpaBlICHUsS
3asBHUTEJIEM B JIMYHBIA KaOWHET SKCIEPTHOTO YUPEXKICHHs B €JHMHON CHCTEME OTBETa Ha 3alpoc U HE
YYUTBHIBACTCS IIPU HCUUCICHHHM CpOKa IPOBEIEHUS DSKCIEPTU3bl JTOKYMEHTOB, IPEICTABJICHHBIX U
orpezieNIeHUs] BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpernapar s MEJUIIMHCKOTO MPUMEHEHUS B
KayecTBe Op(haHHOTO JIEKApCTBEHHOTI'O Mpernapara.

3. B cpok, He MpeBbIIIAIOMMA MATH pado4yMX JHENW CO JHS HampaBleHUS B JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heiepaJbHOTO OpraHa HUCIOJHUTENBHON BIAacTH B €IMHON CHUCTEME 3aK/IIOYeHus,
YKa3aHHOTO B 4acTu 1 HacTodIIel cTaTby, YIIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCIIOJIHUTEIbHON BIACTH
OCYLIECTBIIIET OLEHKY 3aKJIIOUEHMsI AJI1 ONPENEIICHUs €ro COOTBETCTBHUSA 3aJaHMIO HAa IPOBEACHHE
SKCIIEPTU3bl M HAIpPaBIseT B JIMYHBIA KaOMHET 3asBUTENS B €IUHOM CHUCTEME IMOJIMCAHHOE YCHJIEHHOM
KBaJH(PHUIUPOBAHHON 3IEKTPOHHOIN MOAMUCHIO YBEJOMIIEHHE O pe3ysbTaTrax MPOBEAEHHONW 3KCHEPTH3BI €
INPUJIOKEHUEM KOIHUU 3KCIIEPTHOIO 3aKJIHOUEHUs (C cOXpaHEHHEM KOH(HIEHIMATbHOCTH MH(MOPMALUU O
COCTaBe€ KOMHCCHUHU JKCIIEPTOB) U BO3MOXKHOCTH WJIM HEBO3MOXKHOCTU PAacCMaTpHUBaTh JIEKapPCTBEHHBIN
npemnapar i MEAUIIMHCKOTO IPUMEHEHHS B KaueCTBE OpPaHHOTO JIEKapCTBEHHOTO Mpenapara.

TAPAHT:

Cm. kommenmapuu k cmamoe 20 nacmosaweco PedepanvbHo2o 3aKOHA

Crarsbs 21. YTparuna cuny ¢ 1 centsOpst 2024 . - @enepanbhblit 3akoH oT 30 suBapst 2024 1. Ne 1-
o3

Ungopmayus 06 usmenenusix:

Cm. npedvioywyto pedakyuio

Crarps 22. YTparuna cuny ¢ 1 nrons 2015 &

Unpopmayus 06 usmenenusix:

Cm. mexkem cmamou 22
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Hngopmayusi 06 uzmenenusix:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 cmamus 23 nacmosueco PedepaivHozo 3aKOHA
U3024ceHa 8 HoB8ou pedaxkyuu, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmambou 8 npedvloyuieli pedaKyuu
Crarbs 23. DKcniepTu3a KauecTBa JISKAPCTBEHHOTO CPEJICTBA M AKCIIEPTH3a OTHOIIICHHSI 0)KUIaeMON
MOJIB3BI K BO3MOKHOMY PUCKY IPUMEHEHUS JICKApCTBEHHOTO Tpernapara st METUITUHCKOTO
PUMEHCHHS

HUngpopmayust 06 usmenenusix:
Yacmo 1 usmenena c 30 sneaps 2024 2. - @edepanvruiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 1 (8 pedakyuu @Pedepanvroeo 3axkona om 30 saneaps 2024 e. Ne [-D3), kacarowuecs
npeoocmasienus 20cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIIT'Y, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonnsie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcHom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
gvloalomcs

1. DkcnepTH3a KayecTBa JEKapCTBEHHOTO CPENICTBA U HKCIIEPTU3a OTHOIICHUS OXKHIaeMOM MOJB3bI K
BO3MOKHOMY PHCKY TPUMEHEHHUs JICKapCTBEHHOTO TIpemapara il MEIUIMHCKOTO TPUMEHEHUS,
COCTaBIIEHHE KOMHCCHSIMH OKCIEPTOB 3aKIIOUEHUI 10 pe3yiabraTaM MPOBEAEHHBIX OKCIEPTU3 U
HAIpPAaBICHUE STUX 3aKIIOYCHUH, IMOIMUCAHHBIX YCHJICHHBIMU KBATH(PHUIIMPOBAHHBIMU JJICKTPOHHBIMU
MOJIUCSIMH, B JIMYHBIA KaOWHET YMOIHOMOUYEHHOTro (elepanibHOr0 OpraHa HCIIOIHUTENBHON BIAcTH B
€AMHOM CHUCTEME OCYIICCTBISIOTCS B CpPOK, HE IMPEBBIMIAIONIMN CTa JAEeCATH pabouux HHEH co JHA
HaIpaBJICHUS B JTMYHBIA KAOMHET HKCIIEPTHOTO YUPEKICHUSI B €IMHON CHCTEME COOTBETCTBYIOIIETO 33/IaHUS
YHIOJIHOMOYEHHOTO (heiepaibHOr0 OpraHa UCIOTHUTENLHOM BIACTH U HEOOXOAUMBIX TOKYMEHTOB.

Ungpopmayus 06 usmenenusix:
Yacmo 2 usmenena ¢ 30 susaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonoowcenua yvacmu 2 (8 peoaxyuu Dedepanvrozo 3axkona om 30 aueapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEeHeHUs, noomeepaicoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeOuyuHcko2o npumenenus ¢ 1 aueaps 2026 2. He
evloalomcs

2. B Teuyenue neBsHOCTA OHEH CO JHS TONYYEHHs] YHOTHOMOYEHHBIM (hefepaibHbIM OpraHOM
UCTIOJTHUTEIILHOW BIIACTH YBEIOMIICHUS B 3JICKTPOHHOW (hOpME O TIOMYyYEHUH 3asBUTEIIEM DPEIICHUS O
MPOBEACHUH DKCIEPTU3, MPEIYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThU, 3asSBUTENH IMPEICTABISICT B
IKCIIEPTHOE YUPEKICHHUE I MPOBEICHUS SKCIEPTHU3bl Ka4ecTBa JIGKAPCTBEHHOTO CPENCTBA OOpasIbl
JICKQpCTBEHHOTO TIperapara Juisi MEAUIUHCKOTO TMPUMEHEHHS, MPOU3BEICHHOTO B COOTBETCTBHH C
TpeOOBAaHUSMHU  OTBITHO-TTPOMBINUICHHOTO W (WJIM) TPOMBINIICHHOTO PEIaMEHTOB, YTBEPKICHHBIX
PYKOBOAMTENEM MTPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBYIOIIUX CIIy4asx 00pasiibl
(dapMareBTHIeCKON CyOCTaHIINHU, TeCT-IITaMMa MUKPOOPTaHU3MOB, KYJIBTYPBI KJIETOK, 00pa3Ilbl BEIIECCTB,
MPUMEHSIEMBIX JUISI KOHTPOJISl KaueCTBa JICKAPCTBEHHOTO CPEJICTBA MyTEM CPABHEHUS C HUMH HCCIIEyEeMOTO
JICKApCTBEHHOTO CPEACTBA, CHEIUPUICCKUE pPearcHThl, HEOOXOAMMBIC IS IPOBEICHHUS WCIBITAHUI
00pa3IoB JIEKapCTBEHHBIX MpEnapaToB, B KOIUYECTBAX, HEOOXOMUMBIX JUIsI BOCHPOU3BEICHHUS METOIOB
KOHTPOJIS KauecTBa.

Hnpopmayus 06 uzmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmo 3 usmenena ¢ 30 ausaps 2024 2. - @edepanvuwiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 3 (8 pedakyuu Pedepanvroeo 3axkona om 30 saneaps 2024 e. Ne [-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cCpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYOApPCMBEHHOU  pecucmpayuu, Ha OYMAMCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YOOCmMoGepeHUll J1eKAPCMEEHHbIX Npenapamos OJisi MeOuyuHckoeo npumernenuss ¢ 1 sawmeaps 2026 e. ne
8vl0aomcs

3. Ilpu momyueHUM OOpa3IOB JICKAPCTBEHHOTO TMpernapara U QGapMareBTHYEeCKON cyOcTaHIuu
9KCIIEPTHOE YUPEKIACHHE HAIPaBIIAECT B JUYHBIN KaOMHET 3asBUTENIA B €IUHOW CHCTEME YBEIOMJICHHE,
HOATBEPIKIAOIIEE MMOTyYeHHE YKa3aHHBIX 00Pa3IoB.

Unghopmayus 06 usmenenusx:
Yacms 4 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonooicenuss uacmu 4 (8 peoakyuu Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHtblX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHusi 1eKapCmEeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, Noomeepicoaruue Gaxm
20CY0apCmeenHHol  pecucmpayuu, Ha OyMax)cHoMm Hocumene U OVOIUKAMbBL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKAPCMEEHHbIX Npenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saumeaps 2026 o. ne
8v10aomcs

4. Vka3zaHHBI B 4YacTW 2 HACTOAILICH CTaThU CPOK JUIA NPEACTABICHUS 3asBUTENEM 00pas3IoB
JICKapCTBEHHOTO TMpenapara u (apMaleBTUUeCKO CyOCTaHIIMUM HE BKJIIOYACTCS B CPOK IPOBEICHHS
9KCTIEPTH3, PEAYCMOTPEHHBIX YaCThIO | HACTOSIICH CTAaThH.

5. Vrparuna cuiy ¢ 30 suBaps 2024 1. - @enepanbubiii 3akoH 0T 30 ssHBapst 2024 . Ne 1-03

Ungpopmayus 06 usmenenusix:

Cm. npedvloywyro pedaxyuio
TAPAHT:

Cwm. KOMMeHmapuu K cmambuve 23 HacmoAuwezco @6()€pafle020 3AKOHA

Crarbs 24. DKcniepTr3a KadecTBa JEKapCTBEHHOI'O CPEICTBA U OKCIIEPTHU3a OTHOLICHUSI 0’KUaeMOM
MOJB3bl K BO3MOKHOMY PpHCKY NPUMEHEHHUs JIEKapCTBEHHOIO IIpemapara Ul
BETEPUHAPHOTO TPUMEHEHUS

Hnghopmayust 06 usmenenusix:
Yacms 1 usmenena c 1 mapma 2026 2. - @edepanvhuiii 3akon om 31 utonsa 2025 e. Ne 304-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonooscenus yacmu 1 (8 pedaxyuu Dedepanvrozo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO2O
npumenenus nocpeocmeom EII'Y, npumensromca ¢ 1 samneaps 2026 2. /[yonuxamel pecucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHbIX npenapamos 0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 e. ne
8b10a10MCSL

1. DxcnepTr3a KauecTBa JEKapCTBEHHOTO CPEICTBA M DKCTIEPTH3a OTHOIICHUS 0’KHU1aeMOM TIOJTB3bI K
BO3MOXKHOMY pHCKYy TPUMEHEHHS JIEKapCTBEHHOTO TMpemnapara [Uisi BETEPUHAPHOTO TMPUMEHEHHS,
COCTaBJICHNE KOMHCCHSIMH 3KCIIEPTOB 3aKJITIOUCHUH 10 pe3y/ibTaTaM yKa3aHHBIX SKCIEPTH3 U HaIpaBlICHUE
TaKMX 3aKIIOYEHHH B DJIEKTPOHHOM (opMe B YIOIHOMOYEHHBIH (elepalbHbIl OpraH HCIOTHUTENBHOM
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

BJIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBINIAIONINI CTa pabOunX THEH CO JHS MOJTyYeHHs SKCICPTHBIM
YUPEKACHUEM B 3JICKTPOHHOM (popMe 3a1aHus yIIOIHOMOYEHHOTO (pesiepanbHOro opraHa UCTIOIHUTETbHON
BJIACTH C JOKYMEHTaMH, YKa3aHHBIMH B 4acTH 3 ctaThil 17 HacTosmiero denepaibHOTO 3aKOHA.

HUngpopmayust 06 usmenenusix:

Yacmo 2 usmenena c 30 saneaps 2024 2. - @edepanvruiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 2 (8 pedakyuu @Pedepanvroeo 3axkona om 30 saneaps 2024 e. Ne 1-D3), kacarowuecs
npedocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIII'Y, npumensiomca c¢ 1 ausaps 2026 2. /[yonuxamel pe2ucmpayuuonHuIxX
YO0OCmogepeHuli 1eKapCmeeHHblX npenapamos 0Jisl eemepuHaprhoco npumeHenus ¢ 1 aumeaps 2026 e. ne
8vl0aomcs

2. B Tedenue TpuanaTy pabounx IHEH CO AHS TOTYYCHHSI YIIOJIHOMOYCHHBIM (hefiepaibHbIM OPraHOM
UCIIOJTHUTENFHOM BIIACTH yBEIOMJICHUS B 3JIEKTPOHHOW (hopMe O MOJyYeHUH 3asBUTEIEM pELICHUS O
MPOBEJACHUH YKA3aHHBIX B YacTH | HACTOSIIEH CTaThU DKCIEPTU3 3asIBUTEIb MPEICTABISICT B AKCIEPTHOE
yUpeXJIEHUE JIJIsl POBEICHUS IKCIIEPTU3bl KaYeCTBA JIEKAPCTBEHHOTO CPEACTBA 00paslibl IEKAPCTBEHHOTO
mperapara Ui BETEPHHAPHOTO TPHMEHEHHUsS, TPOW3BEIACHHOTO B COOTBETCTBUU C TPEOOBaHUSIMU
TEXHOJIOTMYECKUX PEIIaMEHTOB, YTBEPKICHHBIX PYKOBOIUTEIIEM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB,
a TaKke B COOTBETCTBYIOIIMX CIydasX TECT-IITAMMBI MHKPOOPTAaHH3MOB, KYJIBTYpPHI KIJIETOK, 0Opa3Ilbl
dapManieBTHUECKOM  CyOCTaHIIMM, OOpa3lbl BEIIECTB, MPUMEHSEMbIE M KOHTPOJIA KayecTBa
JICKQpPCTBEHHOTO CPENICTBA, B KOJUYECTBAX, HEOOXOMUMBIX JUJISI BOCIPOHM3BEACHUS METOIOB KOHTPOJIS
KauecTBa.

HUnghopmayus 06 uzmenenusix:

Yacmw 3 usmenena ¢ 30 susaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyo pedakyuio
TAPAHT:

Tonoowcenua yvacmu 3 (8 peoakyuu Dedepanvrozo 3axkona om 30 aueapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0l 6emMepUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J{yonuxkamel pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepuHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. He
8v10aomcs

3. Ilpu monmyueHuM o0Opa3lOB JIEKAPCTBEHHOTO Mpemapara U QapMaleBTHUYECKON cyOcTaHIuu
AKCIIEPTHOE YUYPEXKJACHHE B JICHb INOJYYECHHs] OOpasIOB HAMpPAaBISIET B JJIEKTPOHHOU (hopMe 3asBUTEIIO
yBEIOMIIEHHUE, TOATBEPKAatoIIee MOTyYeHHE YKa3aHHbIX 00pa3IoB.

Ungpopmayus 06 usmenenusix:

Yacmw 4 usmenena ¢ 30 sneaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvloyuyro pedaxkyuio
TAPAHT:

Tonoocenus yacmu 4 (8 peoaxyuu Dedepanvrozo 3axkona om 30 aunseapa 2024 2. Ne 1-D3), kacarowuecs
npeoocmaegienus 20Cy0apCmeenHbIX YCay2 npu 00paujeHuu 1eKkapcmeeHHblx cpeocme 0 6emepUHAPHO20
npumenenus nocpeocmeom EII'Y, npumensromca ¢ 1 samneaps 2026 2. /[yonuxamel pe2ucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHbIX npenapamos 0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 e. ne
svioaromces

4. VxkazaHHBIA B 4YacTW 2 HACTOAIIEH CTaThbU CPOK JJIsi TIPEACTABIICHHS 3asBHUTENIEM OOpa3IoB
JIEKapCTBEHHOT0 Mpemnapara W ¢apMaleBTHUYECKOW CyOCTaHIIMM HE BKJIIOYAETCS B CPOK IPOBEACHUS
JKCIIEPTU3, IPENYCMOTPEHHBIX YACThIO | HACTOANIEN CTATHH.

5. Vrparuna cuny ¢ 30 suBaps 2024 1. - @enepanbublil 3akoH 0T 30 ssHBapst 2024 . Ne 1-D3

Unpopmayus 06 usmenenusix:

Cm. npedvloywyro pedaxyuro
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM
TAPAHT:

Cm. kommenmapuu k cmamue 24 nacmosueco PedepaivbHo2o 3aKOHA

HUngpopmayust 06 usmenenusix:

Deoepanvrovim 3akoHom om 22 Oexabps 2014 2. Ne 429-D3 naumenosanue cmamou 25 Hacmoswezo
DedepanbHo20 3aKOHA U3N0AHCEHO 8 HOBOU pedakyuu, ecmynaroujel 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm HauMeH08aHUsl 8 npedbloyueli pedaKyuu
Crarbs 25. [loBTOpHOE NMPOBEICHUE SKCIIEPTU3BI JTIEKAPCTBEHHBIX CPEIICTB

HUngpopmayust 06 usmenenusix:

Deodepanvrovim 3akonom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 1 cmamvu 25 nacmoswezo
DedepanbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

1. B cnyuasix HeOCTaTOYHONW 000CHOBAHHOCTH WJIM HEMOJIHOTHI 3aKITFOUEHUSI KOMUCCUU IKCIIEPTOB,
HQJIMYKMS B HEM NPOTHBOPEYMBBHIX JAHHBIX, (QalbCHU(PHUKAIMKA BBIBOJOB 3KCIEPTU3bI JIEKAPCTBEHHOTO
CPEICTBA, COKPBITHS OT YIOJTHOMOUEHHOTO ()eIepaTbHOTO OpraHa HCIIOJIHUTEIFHON BIIACTH OCHOBAHUH ISt
OTBOJIa JKCIIEPTa BCIICJCTBHE €r0 3aWHTEPECOBAHHOCTU B PE3yJIbTaraX COOTBETCTBYIOIICH IKCIIEPTH3HI,
HAJIMYUS JAHHBIX O MPSMOM JIHOO KOCBEHHOM BMEIIATEIBCTBE B MPOIIECC COOTBETCTBYIOMICH SKCIIEPTH3HI
JIWII, HE YYaCTBYIOUIHMX B €€ IPOBEICHUH, HO OKa3aBIINX BIMSHUE HA IIPOLIECC U PE3YIIBTaThl €€ IPOBEICHHUS,
YIOJTHOMOYEHHBIM (hefiepaibHBIM OPraHOM WCTIOHHUTEIBLHOW BIACTH HA3HAYAETCS MOBTOPHAS JKCIIEPTH3A
JICKAPCTBEHHOTO CPEICTBA M (MIIN) dTHYECKAs SKCIIEPTHU3A.

HUnghopmayus 06 uzmenenusx:
Yacmo 2 usmenena c 30 saneapsa 2024 2. - @edepanvhuiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioywyio peoakyuio
TAPAHT:

Tonooicenuss uacmu 2 (8 pedakyuu Pedepanvroeo 3axkona om 30 saneaps 2024 e. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX Cpeocma OJisi MEOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 o. Pecucmpayuonmvie
YOOCmMoBepeHUsl 1eKapCmBEeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue gaxm
20CY0apCmeeHHou  pecucmpayuu, Ha OyMaxcHoM Hocumene U OYOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
evl0aomcs

Tonoowcenus vacmu 2 (8 peoakyuu Pedepanvrozo 3axkona om 30 auneapa 2024 2. Ne 1-D3), kacarowuecs
npedocmagienus 2oCy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emepUHaApHO20
npumenenus nocpeocmeom EII'Y, npumensiomca ¢ 1 auneaps 2026 2. /[yonuxamer pecucmpayuoHHbix
Y0ocmosepeHuii 1eKapCmeeHnblx npenapamos Ois 6emepuHaprHo2o npumenenus ¢ 1 aneapsa 2026 2. ne
8b10a10MCSL

2. TloBTOpHas SKCHEPTU3a JIEKAPCTBEHHOI'O CPEJCTBA MPOBOAUTCSA C YUYETOM pE3YJIbTaToB paHee
IPOBEJICHHOM SKCHEepTH3bl B CPOK, YCTAHOBIICHHBIH YIOJIHOMOUYEHHBIM (hefepaibHbIM OpraHoM
VCIIOJTHUTENbHOM BJIACTH U HE MPEBBIIAIOMINNA TPUALIATH padOYuX AHEW CO JIHS MOJyYEHHUsS HKCIEPTHBIM
YUpEkKJACHUEM B JTMYHOM KaOWHETE B €IMHOW CHCTeME 3aJaHus Ha MPOBEACHUE MOBTOPHON SKCHEPTHU3BI
JIEKapCTBEHHOTO CPE/ICTBA, MOANMCAHHOTO YCHICHHON KBATM(PUIIMPOBAHHOMN AJIEKTPOHHOM MOANHUCHIO.

Hngopmayus 06 uzmenenusix:

DeodepanvHvim 3akoHom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 3 cmamvu 25 nHacmoswezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem wacmu 8 npedvloyujel peoaxkyuu

3. ®uHaHCOBOE oOOecCIeueHUe BBHIMONHEHUS 3a/laHds Ha TPOBEACHHE IMOBTOPHOW AKCHEPTU3HI
JIEKapCTBEHHOTO CPEICTBA HE OCYIIECTBIISIETCSI.
TAPAHT:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Cm. kommenmapuu k cmamue 25 nacmosueco PedepanvbHo2o 3aKOHA

Crarbs 26. YckopeHHas IpoLieypa 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPECTB

Unpopmayus 06 usmeHenusix:
Yacmo 1 usmenena c 1 cenmsabops 2023 2. - @edepanvhwiii 3akon om 28 anpens 2023 2. Ne 171-D3

Cm. npedwioywyto peoakyuio

1. VYckopeHHas mpoleaypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IEJSIX TOCYIapCTBEHHOU
pEerucTpalyy JIEKapCTBEHHBIX IPENapaTtoB MPUMEHSETCS B OTHOLIEHUH Op(aHHBIX JEKapCTBEHHBIX
[IpenaparoB, NEPBBIX TPEX JIEKAPCTBEHHBIX IPENaparoB, perucrpupyemsix B Pocculiickon Penepanuu B
Ka4eCTBE BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX IIPENaparoB, OUYEPEAHOCTb KOTOPBIX ONPEIEISIETCS B
COOTBETCTBUU C HOMEPOM M JIaTOM BXOASALIMX 3asIBJIEHUI O TOCYIAPCTBEHHOM PETMCTPALUU JIEKAPCTBEHHBIX
[IpenaparoB B paMKax OAHOTO MEXIYHapOJHOIO HENAaTeHTOBAHHOIO HAWMEHOBAHMS JIEKAPCTBEHHOI'O
rperapara Wik rpyrnnupoBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO MPENapara, JICKapCTBEHHBIX ITPENapaToB
JUISl BETEPUHAPHOTO MPUMEHEHHUSI, IPEIHA3HAUYECHHBIX JUISl JICYCHUS JOMAIIHUX JKUBOTHBIX, ONPEICIICHHBIX
®OenepabHBIM 3ak0HOM 0T 27 nekadps 2018 roma N 498-D3 "OO6 0TBETCTBEHHOM OOpAIICHUH C )KUBOTHBIMU
M O BHECCHHMM W3MEHEHHUH B OTAENbHBIC 3aKOHOAATelIbHbIE akThl Poccuiickoir @Denepanuu", u
3apETUCTPUPOBAHHBIX B KAueCTBE JIEKAPCTBEHHBIX NPENaparoB I MEIULUUHCKOTO NPUMEHEHUS, U
JIEKapCTBEHHBIX MIPEMapaToB, IPeIHa3HAYEHHBIX UCKIIOYUTEIIBHO JIJIsl IPUMEHEHHUS HECOBEPIIICHHOJICTHUMHU
rpakJaHaMU.

HUnghopmayus 06 uzmenenusx:

DeoepanvHvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 uacms 2 cmamou 26 nacmosujeco PedepaibHoco
3AKOHA U3NOJICEHA 8 HOBOU pedakyuu, scmynaroweli 6 cuny ¢ 1 urons 2015 .

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

2. VYckopeHHas Mpolenypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYAApCTBEHHOU
pPErucTpaly JEeKapCTBEHHBIX MIPENaparoB He MPUMEHSIETCS] B OTHOLICHUH:

1) 6uoaHanoroBeIX (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MpenaparoB (0M0aHaIoroB);

2) pedepeHTHBIX JEKapCTBEHHBIX MpENapaToB (3a HCKIOYEHHEM OpGaHHBIX JEKapCTBEHHBIX
IpenaparoB);
Hnghopmayust 06 usmenenusix:

Ilynxkm 3 usmenen ¢ 1 cenmsaops 2023 e. - @edepanvuuiii 3akon om 28 anpens 2023 2. Ne 171-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Mo 31 oexabps 2027 2. poccuiickum npou3eo0umensm i1eKkapCmeeHHblX npenapamos 0 6emepuHapHo2o
NpUMEHeHUs paszpeuiaemcss noodaeams pecUcmpayuoHHoe 00Cbe NO YCKOPeHHOU npoyedype 6e3 yuema
mpebosanuii nynkma 3 wacmu 2 cmamou 26 Dedepanvroeo 3axona "O6 obpawjeHuu 1eKapcmeeHHbixX
cpeocme

3) BOCHPOU3BENCHHBIX JICKAPCTBEHHBIX TMpenaparoB (3a HCKIOYEHHEM TIEPBBIX  Tpex
peructpupyemsix B Poccuiickoit @enepainy B KaueCTBE BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MTPENaparoB U
JIEKapCTBEHHBIX MPETapaToB, MPeIHa3HAYEHHBIX HCKIIOYUTEIIBHO JIJIsl TPUMEHEHHU ST HECOBEPIIIEHHOJICTHUMH
rpakJIlaHaMH, a TAKXKe JICKaPCTBEHHBIX MPENapaToB, IpeIHa3HAYEHHbIX JJIs JICUYEHUs JOMAITHUX KUBOTHBIX,
onpeneneHHbIX DenepanbHbIM 3akoHOM OT 27 naexabps 2018 roma N 498-®3 "OO6 OTBETCTBEHHOM
oOpallleHuu ¢ KUBOTHBIMH M O BHECEHHHM M3MEHEHHI B OT/ENbHBIE 3aKOHOMATENIbHbIE aKThl Poccuiickoi
Oenepanun'", W 3apETHCTPUPOBAHHBIX B KAYECTBE JICKAPCTBEHHBIX IMpENaparoB ISl MEIUIIHHCKOTO
NpPUMEHEHHUS);

4) HOBBIX KOMOWHAIINN 3apEeTUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPETaparos;

5) NexkapCTBEHHBIX MPENapaToB, 3aPETUCTPUPOBAHHBIX paHEE, HO MPOU3BEIECHHBIX B JAPYrUX
JIEKapCTBEHHBIX (DOpMax B COOTBETCTBHM C IMEPEYHEM HAMMEHOBAHHI JIEKAPCTBEHHBIX (DOPM M B HOBOM
JIO3UPOBKE;

Unpopmayus 06 usmeHnenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmw 2 oononnena nynkmom 6 ¢ 1 cenmsaops 2023 e. - @edepanvhuiii 3akon om 28 anpens 2023 2. Ne 171-
D3

6) JIeKapCTBEHHBIX IpErnaparoB A MEIUIUHCKOTO MPUMEHEHHS, TOCyAapCTBEHHAs perucTparus
KOTOPBIX OTMEHEHA, MPU UX PETUCTPALMU B KAYECTBE JIEKAPCTBEHHBIX IPENaparoB Il BETEPUHAPHOTO
MPUMEHEHHUS.

HUngpopmayust 06 usmenenusix:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 yacms 3 cmamou 26 nacmosujeco PedepaibHoco
3AKOHA U3N0JHCEHA 8 HOBOU pedarkyuu, ecmynarowel 6 cuny ¢ 1 utonsa 2015 e.

Cm. mexecm uacmu 8 npedvloyujel peoaKyuu

3. VYckopeHHas Tmpolenypa SKCHEPTH3bI JIGKAPCTBEHHBIX CPEACTB TPOBOAUTCS [0 PEIICHHIO
COOTBETCTBYIOIIETO YMOJHOMOYEHHOTO (eIepalbHOT0 OpraHa HMCIOJHHUTEIBHON BJIacTH Ha OCHOBAHUHU
3asBJICHUS 3asBUTEISI B CPOK, HE MPEBBIMIAIINN BOChMHIECATH pabounx mHeil. [Ipu stom skcneprusza
JIOKYMEHTOB, COACPKAIIUXCS B PETUCTPALMOHHOM JIOChE HA JICKAPCTBEHHBIN IIperapar, MpOBOIUTCS B CPOK,
HE MPEBBIAIONINNA AeCATH pabounX JHEU, SKCIEPTH3a Ka4eCcTBa JIEKAPCTBEHHOTO CPEJCTBA M AKCIEPTH3a
OTHOIICHUS OXUJIAEMOH TMOJIB3BI K BO3MOXXHOMY PHCKY TPHUMCHCHHS JICKQpPCTBEHHOTO IIperapara
IPOBOJASTCS B CPOK, HE TPEBBIIAOIIUI MECTHIECATH pabounX JHEH.

3.1. Yrparuna cuiy ¢ 30 ssuBapst 2024 r. - @eaepanbubiii 3akoH oT 30 stHBapst 2024 1. Ne 1-03

Hughopmayusi 06 usmenenusix:

Cm. npedwioywyto pedakyuio

Hughopmayusi 06 usmenenusix:
Yacms 4 usmenena c 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio

4. VYckopeHHas Tpoleaypa 53KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB MIPOBOAMUTCS B MOPSIKE,
yCTaHOBJIIEHHOM cTaTtbsiMu 17, 19, 20, 23 u 24 nacrosiuiero ®@enepaibHOro 3aK0Ha, U HE 03HAYAET CHUXKEHUS
TpeOoBaHUi K 0€301MacHOCTH, Ka4eCcTBY U 3(p(heKTHBHOCTH JIeKapCTBEHHBIX MTPETIAPaTOB.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 26 HacmosAueco @edepaﬂbuoeo 3dKOHA

Crarps 27. Pemenne o rocy1apcTBEHHON perucTpalnuy JIEKapCTBEHHOTO Ipenapara

Unpopmayus 06 usmenenusix:
Yacmw [ usmenena ¢ 1 mapma 2026 2. - @edepanvuuiii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioyuyro pedaxyuio

1. B cpok, He MpeBbILIAIOIINNA YeThIpeX pabounx JHEH co JHs MOJy4YeHHUs 3aKIFOUCHUH KOMHCCUU
9KCIEPTOB MO pe3yibTaraM 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOIO CPEJACTBA M SKCHEPTH3bl OTHOLICHHUS
OXXHMJIa€MOH TOJIB3bI K BO3MOKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO Mperapara, COOTBETCTBYIOIIHIA
YIOJIHOMOYEHHBIH (pesiepasibHbli OpraH UCTIONHUTEIbHOM BIACTH:

Ungpopmayus 06 usmenenusix:
Ilynxkm 1 usmenen c 30 aunsaps 2024 2. - @edepanvusiii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonoowcenua nynkma 1 (8 pedaxyuu @edepanvroeo 3axona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocms 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmMOBepeHUs IeKapCmEeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEeHeHUs, noomeepacoarowue haxm
20CY0apcmeenHou  pecucmpayuu, Ha OymaxcuHom Hocumene U OYOIUKAMbl  PecUCMPAYUOHHBIX
YOOCmogepeHuUll 1eKapCmMEeHHbIX Npenapamos 0 MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evl0aomcs
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Tonooswcenusn nynkma 1 (6 peoaxyuu @edepanvrozo 3axona om 30 sneaps 2024 2. No [1-D3), kacarowuecs
npedocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 ausaps 2026 2. /[yonuxamel pe2ucmpayuionHbIxX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0Jisl eemepuHaproco npumenenus ¢ 1 aumeapsa 2026 e. ne
8610AOMCSL

1) ocymiecTBISET OIEHKY 3aKIIOYCHUH KOMHCCHUU 3KCIIEPTOB ISl OMPEACTCHUS COOTBETCTBUS
3aJJaHUIO Ha MPOBEJICHUE ITUX IKCIIEPTU3;

2) IpUHUMAET pEIIeHHWE O TOCYIAPCTBEHHOHN pErHCTpalfyl JEKapCTBEHHOTO Mperapara wid o0
OTKa3€ B rOCYyJJapCTBEHHOM perucrpaium JeKapcTBEHHOTO Mpenapara;

HUngpopmayust 06 usmenenusix:
Ilynkm 3 usmenen ¢ 1 mapma 2026 e. - @edepanvhwiii 3akon om 31 uronsn 2025 2. Ne 304-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 3 (6 peoakyuu @edepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHvlX cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxm
20CY0apCmeeHHol  pecucmpayuu, Ha Oymax)cHom Hocumene U OYOIUKAMbBL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
8610AOMCSL

Tonooicenuss nynkma 3 (6 peoakyuu Dedepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. [yonuxkamel pe2ucmpayuoHHbIX
YOOCmoBepeHUll 1eKapCmeeHHbIX Npenapamos 0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 2. ue
gvloalomcs

3) BHOCHT INPH MPUHSATHH PELICHUS O TOCYJApPCTBEHHOM perucrpaiuu JeKapcTBEHHOIO Mpenapara
JAHHBIE O 3apEruCTPUPOBAHHOM JIEKAPCTBEHHOM TMperapare, B TOM 4YuciIe O (apMarieBTUIECKOM
cyOCTaHIINH, BXOAAIIEH B COCTAB JIGKAPCTBEHHOTO Mpernapara, B TOCyAapCTBEHHBINH PeecTp JeKapCTBEHHBIX
CPEICTB M BBIJIAET 3aSBUTEII0 PETHCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO IMperapara MmyTeM
HaMpPaBICHUS 3asSBUTENIO MOCPEACTBOM EAMHOTO MOpTalia WIM B JIMYHBIA KaOMHET 3asiBUTENs B €IUHOM
CHUCTEME BBIIMUCKU W3 TOCYIAPCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEACTB, MOMNMUCAHHOW YCUICHHOU
KBaNU(UIIMPOBAHHON AIEKTPOHHON TMOMAMUCKI0, (opMa KOTOPOM yTBEpKAAeTCS YIOIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTEIBHONW BIIACTH, COIVIACOBAaHHBIE HOPMATUBHYIO JIOKYMEHTAIIMIO,
HOPMAaTUBHBIN JOKYMEHT, MHCTPYKIIMIO 110 TPUMEHEHHIO JIEKAPCTBEHHOTO TIpernapara U MakeThl IEPBUYHOM
YIaKOBKM H BTOPHYHOM (TOTpPEOUTENHbCKON) YMAaKOBKM C YKa3aHHMEM Ha HHUX HOMepa 3alucH B
TOCYJIapCTBEHHOM PEECTpPE JIEKAPCTBEHHBIX CPENICTB M JAThl €ro TOCYJapCTBEHHON PETUCTpalMH WIH B
clly4yae TPUHSATUS pelieHus 00 OTKa3e B TOCYIapCTBEHHOW PETrHCTpallM JIEKapCTBEHHOTO IMperapara
HaIpaBJsIeT 3asABUTEII0 TOCPEICTBOM €IUHOTO TMOpTajia WM B JIMYHBIN KaOWHET 3asBUTENS] B €IMHOU
CUCTEME yBeJOMIIEHHEe 00 ATOM C yKa3aHMeM MPHYMH TaKOro OTKa3a. 3a BbIauy PErucTPariOHHOTO
YIOCTOBEPEHHUSI JICKAPCTBEHHOTO TMperapara B3UMAeTCs TOCYAapCTBEHHAs MOIUIMHA B COOTBETCTBUH C
3aKoHOJaTeIbCTBOM Poccuiickoit deneparinu o Hamorax u coopax.

Unpopmayus 06 usmenenusix:
Yacms 2 usmenena c 15 urons 2018 2. - @edepanvuviti 3akon om 4 utona 2018 2. Ne 140-D3

Cm. npedvioywyto pedakyuio

2. OcHoBaHHMeM MJi OTKa3a B TOCYAApCTBEHHOW PETUCTpPALMU JICKAPCTBEHHOTO TMperapara s
MEIMIIMHCKOTO TTPUMEHEHUS SBIISICTCS 3aKIIFOYCHHE COOTBETCTBYIOIIETO YITOJTHOMOYCHHOTO (hesiepaabHOro
OpraHa WCIOJTHHUTEIBHOW BIACTH O TOM, YTO KayecTBO M (Wiu) APPEKTUBHOCTH PETUCTPUPYEMOTO
JICKApCTBEHHOTO Tperapara s MEIUIIMHCKOTO TPUMEHEHHS HE TTOATBEPK/ICHBI TIOJTyYEeHHBIMA JTaHHBIMHU
WM YTO PUCK MIPUUMHEHUS Bpe/a 310pPOBbIO YelIOBEKa BCIEACTBHE MpHeMa JIEKapCTBEHHOTO Mpernapara s
MEIMIIMHCKOTO MPUMEHEHHUS MPeBbIMacT 3(h(HEKTHBHOCTD €ro IMPUMEHEHUS.
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

Ungpopmayus 06 uzmenenusix:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 yacms 3 cmamou 27 nacmosujeco PedepaibHoco
3AKOHA U3N0JHCEHA 8 HOBOU pedarkyuu, ecmynarowel 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexecm uacmu 8 npedvloyujeil peoaxkyuu

3. IloBTOpHOE TIpeACTaBIICHHE B COOTBETCTBYIONIWMH YIOJHOMOYCHHBIH (enepanbHblid OpraH
WCIIOJIHUTENIbHOM BJIACTU JICKAPCTBEHHOTO TIperapara, B OTHOILIEHWHM KOTOPOrO TIOJy4YeH OTKa3 B
rOCyAapCTBEHHOW PErHCTpalliid U KOTOPBIA BIOCIEACTBUM MOABEPICS M3MEHEHHIO B YACTH €ro COCTaBa,
paccMarpuBaceTCsl Kak IPEICTaBICHHE HOBOIO JIEKAPCTBEHHOIO IIperapara Ha €ro rocyJapCTBEHHYIO
PErUCTpalMI0 HE3aBUCUMO OT COXPAHEHUS €r0 MePBUYHOTO HAUMEHOBAHUSI.

Unghopmayus 06 usmenenusx:

Cmamus 27 oononnena yacmoio 4 ¢ 15 uronsn 2018 . - @edepanvusiii 3akon om 4 utons 2018 e. Ne 140-D3

4. Tlpu npenocTaBiIeHUM 3asABUTEIIEM B COCTABE PETUCTPAIMOHHOIO JOChE Ha JIEKApPCTBEHHBIM
npenapar A BETepUHApHOTO MPUMEHEHHUS KONHMHM PElIeHUS YHOJTHOMOYEHHOTro (enepalbHOro opraHa
MCIIOJIHUTENILHON BJIACTU O MPOBEICHUM WHCIIEKTUPOBAHUS MTPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEACTB CPOK
OPUHITUS PEUICHHs] O TOCYJapCTBEHHON PETHUCTpalliy JIEKAPCTBEHHOTO Mperapara Jijisi BeTEpPUHAPHOTO
MPUMEHEHHUS MPUOCTAHABIUBACTCS CO JHS TOJYYCHHUS 3aKIIOYCHHUH, YKa3aHHBIX B 4acTh | HacTosiein
CTaTbU, IO JIHS MPUHATHS YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM UCTHIOJIHUTEIHHON BIACTH PEUICHHS O
BbIJIaYe WM 00 OTKa3e B BbIJAu€ 3aKJIIOYEHUS O COOTBETCTBUU MPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MPaBUJI HAJJICKAIICH MTPOU3BOACTBEHHON MPAKTUKU, HO HE 0OJiee YeM Ha CTO BOCEMBIECST
paboumnx THEH.

Hngpopmayus 06 usmenenusx:

Cmamus 27 oonoanena yacmoio 5 ¢ 15 utonsn 2018 2. - @edepanvusiii 3akon om 4 utons 2018 e. Ne 140-D3
5. OcHoBaHueM [Jisi OTKa3a B TOCYIapCTBEHHOW PETHCTpAllMU JIEKAPCTBEHHOIO Mpernapara s
BETCPUHAPHOTO TIPUMEHEHUS  SBIISCTCS 3aKIIOUCHHUE  YIOJHOMOYEHHOTO (peiepaibHOr0  OpraHa
UCTIOJIHUTEIILHOW BJIACTH O TOM, YTO KaueCTBO U (HJH) 3PPEKTUBHOCTh PErHCTPHPYEMOTO JICKAPCTBEHHOTO
mperapara Jiisi BETCpUHAPHOTO MPUMEHECHUS HE TOJATBEPKACHBI MMOJYYCHHBIMH JAHHBIMH HJIM YTO PHUCK
NPUYMHEHUS Bpela 370pPOBBI0 JKMBOTHOTO BCJICJACTBHE MpHEMa JICKApPCTBEHHOTO Tpenapara Juis
BETCPUHAPHOTO MPUMEHEHHS TpeBbIiaeT 3()()EKTHBHOCTh €ro MPUMEHEHHS, OTKa3 YIOJHOMOYCHHOTO
denepanbHOrO OpraHa MCIOTHUTENHLHON BIACTU B BbIAAa4e 3aKIIIOYCHHS] O COOTBETCTBUU MPOU3BOAUTENS
JICKApCTBEHHBIX CPEACTB TPEOOBAHUSAM IMPABWII HAJICKAIIEH MPOU3BOJICTBEHHONW MPAKTUKH I KaXKIOH
MPOU3BOACTBEHHON IUIOMIAJIKM PETUCTPUPYEMOTO JIEKApCTBEHHOTO Tpernapara [Uisi BETEPHHAPHOTO
NMPUMEHEHHUS B CITydae, €CIIU MPOM3BOJCTBO JICKAPCTBEHHOTO TIperapara Jijisi BEeTePUHAPHOTO TPHUMCHCHHUS
ocyuiecTBiseTcs 3a npeneinamu Poccuiickoit @eneparuiv, Wik OTCYTCTBUE TAKOTO 3aKITIOUCHUS.
TAPAHT:

Cwm. KOMMeHnmapuu K cmamose 27 HacmoAuweco (De()epafleoeo 3AKOHA

Ungpopmayus 06 usmenenusix:
Cmamuws 27.1 usmenena c¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dexabps 2019 2. Ne 475-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Ynonnomouennwiii pedepanvuviii opean ucnornumenvuou enacmu 0o 1 sameaps 2021 2co0a onpedensiem
83AUMO3AMEHAEMOCHb  JIeKAPCMBEHHbIX —Npenapamos O0as MeOUYUHCKO20 NPUMEHEHUs, KOmopble
3ape2ucmpuposanvl 00 OHs cmynienusi 8 cuiny Dedepanvrozo 3axona om 27 dekabps 2019 2. No 475-D3 u
83AUMO3AMEHAEMOCHIb KOMOPLIX panee He Oblla onpedeiend, 8 nopsodKe, YCHMAHOBIEHHOM HACMOosWell
cmamueli, 3a UCKTIoYeHUeM 1eKAPCMBEHHbIX NPenapamos, yKa3anuvix 6 uacmu 4 cmamou 3 @edepanbHo2o
3axona om 27 dexabpa 2019 2. Ne 475-D3

Crarbs 27.1. B3auM03aMeHIeMOCTb JIEKaPCTBEHHBIX ITPENApATOB JJII MEAULINHCKOTO IPUMEHEHUS

Ungopmayus 06 uzmenenusx:

Yacms 1 usmenena c 1 ansaps 2024 2. - @edepanvruiii 3axon om 19 okmsaops 2023 2. Ne 503-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Cm. npedwioywyio pedakyuio

1. B3auMo3aMeHSEMOCTb JIEKAPCTBEHHBIX IMPENapaToB Il METUIMHCKOTO TMPUMEHEHUS
OIpeJIeNIAeTCsl YIIOJIHOMOYEHHBIM (peiepalbHbIM OPraHOM HCIOJHUTEIBHOW BIACTH, OCYIIECTBIISIIOIIUM
rOCyAapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MIPENApaToB JJIs MEAULMHCKOIO IPUMEHEHUS, B paMKax
OZJTHOTO MEXyHAPOAHOTO HEMAaTeHTOBAHHOIO (MJIM XUMHUYECKOI0, WM IPYNIIUPOBOYHOI0) HAMMEHOBAHUS
Ha OCHOBE 3aKJIIOUEHUS KOMHCCHM OJKCIEPTOB HKCIEPTHOIO YUYPEXKIEHUS O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHOIO Iperapara Uil MeIULUHCKOTO IPUMEHEHHsI 1100 O TOM, YTO JIEKApCTBEHHBIH Ipenapar
JUIsL  MEIUIMHCKOIO IIPUMEHEHUsT He sBisgeTcd B3auMmo3ameHsembIM. [lopanox — omnpeneneHus
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPENaparoB I MEAULIMHCKOTO IPUMEHEHMsI U (popMa 3aKITFOUeHUs
KOMHCCHUH 3KCIIEPTOB SKCIEPTHOIO YUPEKICHHS O B3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX IpENapaToB AJis
MEIUIUHCKOrO MPUMEHEHHUs JIMO0 O TOM, YTO JIEKApCTBEHHBIHM Ipenapar Ui MEIULMHCKOrO IPUMEHEHUS
HE SIBIIIETCSl B3aUMO3aMEHSEMbBIM, YCTaHABIMBAIOTCA (heAepaibHbIM OPraHOM HCIIOJHHUTEIBHON BIIACTH,
OCYILECTBIIAIOMUM (PYHKLIHHU 110 BbIpAOOTKE M pealu3alliy roCcylapCTBEHHOW MOJUTHKH U HOPMATHUBHO-
PaBOBOMY DETYJIMPOBAaHHIO B cepe 31paBOOXpaHEHHUs, 1O COMIACOBAHUIO C (elepajbHbBIM OpPraHOM
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYIIECTBISIIOIIMM  (YHKIMM [0  JIMIIEH3UPOBAHUIO  IPOM3BOACTBA
JIEKapCTBEHHBIX CPEJCTB.

2. KoMmuccus 3KCHepToB HKCIEPTHOTO YUPEKICHUS JaeT 3aKJIIOYEeHHE O B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHOTO Tperapara Uil MEAUIUHCKOTO MTPUMEHEHHsI TM00 O TOM, YTO JICKAPCTBEHHBIN IMperapar
JUI MEIMLIUHCKOTO TPUMEHEHHMsI HE SIBJISIETCS B3aMMO3aMEHsAEMbIM, HA OCHOBAHUM CIIEYIOIUX KPUTEPUEB
(XapaKTEepUCTHK):

1) »SKBHBaJICHTHOCTh (W11 OMOAHAIOTOBBIX (OMOMOMOOHBIX) JIGKAPCTBEHHBIX IpENaparoB
(6m0aHaIOrOB) - COMOCTABUMOCTb) Kaue€CTBEHHBIX U KOJMUYECTBEHHBIX XapaKTEPUCTUK (papMaleBTHUECKUX
CyOCTaHIIM MM CONOCTaBUMOCTh AHTUI€HHOI'O COCTaBa BaKUMH. lcronb3oBaHME Pa3IUYHBIX COJIEH,
3(pUpPOB, KOMILIEKCOB, U30MEPOB, KPUCTAIUIMUECKUX (OPM U JIPYTUX IMPOU3BOAHBIX OJHOIO U TOTO XKe
JCMCTBYIOLIETO BELIECTBA HE SBIAETCS NPENATCTBHEM JUIsL OIpeNesIeHUs] B3aWMO3aMEHSEMOCTU
JIEKapCTBEHHBIX MIPENapaToB, €CIIM MPU IPOBEACHUH UCCIIEI0BaHUS OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npernapara Wil UCCIeI0BaHUs TepareBTUUYECKON SKBUBAJIEHTHOCTH JICKAPCTBEHHOI'O Iperapara JJOKa3aHo
OTCYTCTBHE KIIMHUYECKH 3HAYUMBIX Pa3Inunil papMakOKMHETUKH U (UIH) 3PPEKTUBHOCTH U 0€3011aCHOCTH
JIEKapCTBEHHOTO Ipernapara /i MeIUIMHCKOTO IPUMEHEHNUS;

2) 5KBUBAJEHTHOCTh JIeKapcTBEHHON (Qopmbl. [lon SKBHUBaJEHTHBIMU JIEKAPCTBEHHBIMH (hOpMaMu
NOHUMAIOTCS pa3Hble JIEKapCTBEHHBbIE (OPMBI, MMEIOLINE OJMHAKOBBIE CHOCOO BBEIEHHS M CIOCOO
OPUMEHEHHs, O00JaJalllie  CONOCTaBUMBIMU  (PapMAaKOKMHETHMUECKMMM  XapaKTEepUCTUKaMU U
(bapMaKoIIOTH4eCKUM JEHCTBHEM M OOECIEUMBAIOLINE TAKKE JOCTHKEHHE HEOOXOIUMOIo KIMHHYECKOTO
a¢¢ekra. Paznuuus nekapcTBEeHHBIX (OpPM HE  SABISIOTCA  MPENSTCTBUEM U ONpeAeTeHUs
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IpernaparoB, €CIM TNpUd  [POBEIEHUH  HMCCIECJOBAHUS
OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHOT'O MIpenapara Win UCCIEOBAHNS TePaeBTUYECKONW SKBUBAJIEHTHOCTH
JIEKapCTBEHHOTO Tpenapara J0Ka3aHO OTCYTCTBUE KJIMHMYECKH 3HAUUMBIX pazIuunii (papMakOKMHETHKHU U
() 3¢ heKTUBHOCTH U 6€30MaCHOCTH JIEKAPCTBEHHOTO TIpenapara Jyisi MEAUIIMHCKOTO MPUMEHEHNS,

3) 9KBMBAJEHTHOCTb MJIM COIOCTaBUMOCTb COCTaBa BCIIOMOI'ATENbHBIX BEIIECTB JIEKAPCTBEHHOI'O
mpernapara s MEQUIIMHCKOTO MpUMeHeHHs. Pa3nuuus cocTaBa BCIIOMOTAaTelIbHBIX — BEILECTB
JIEKapCTBEHHOTO Tpenapara He SBJSIOTCS MPENMATCTBHEM IS ONpEAETeHHS B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPEeNapaToB, €CIH MPU MPOBEICHUH HCCIIeI0BaHUS OMOAKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npenapara Wil UCCIeI0BaHUs TepareBTUUYECKOW IKBUBAJIEHTHOCTH JICKAPCTBEHHOTO Mperapara JJOKa3aHo
OTCYTCTBHE KIIMHUYECKU 3HAYUMBIX pa3anuuil papMakoOKUHETHKH U (1n) 3¢ (HEeKTUBHOCTU U 6€30MaCHOCTH
JIEKapCTBEHHOT0 Tpernapara JUlsi MEIUIMHCKOro NpuMeHeHus. IIpu Hamuuuu KIMHUYECKU 3HAYMMBIX
paznuuuii papMakOKMHETUKH U (WiH) 3(PPEeKTUBHOCTU M OE30MACHOCTH JEKapCTBEHHOIO Iperapara Juis
MEIHUIMHCKOTO MPUMEHEHHUS B3aUMO3aMEHAEMOCTh ONIPEIENSIETCS C YKa3aHUEM Ha UCKIIFOUEHUE OTIEIbHBIX
TPy TAIHEeHTOB;

4) UAEHTUYHOCTD CrI0c00a BBEIEHUS U CII0C00a IPUMEHEHHUS;

5) COOTBETCTBHE NMPOU3BOAUTEINSL JICKAPCTBEHHOIO CPEJCTBA TPEOOBaHMSAM IMpPAaBUI HaJUlexKalei
IIPOU3BOACTBEHHOMN MPAKTUKH.
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
Hngopmayusi 06 uzmenenusix:

Yacmo 3 usmenena ¢ 30 susaps 2024 2. - @edepanvuwiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cum. npedvioywyio pedakyuio

3. be3 HEoOXOIUMOCTH JOKa3aTeNbCTBA OWOPKBUBAJICHTHOCTH OCYILECTBIISACTCS OIpENeICHUE
B3aMMO3aMEHAEMOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, KOTOPHIE:

1) mpenHa3zHaueHbl JUIsl MApEHTEPAIbHOrO (IOAKOXKHOIO, BHYTPHUMBIIIEYHOIO, BHYTPUBEHHOIO,
BHYTPHIJIA3HOTO, BHYTPHUIIOJIOCTHOIO, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAPHOI'0) BBEJICHUS U IPE/ICTABIISAIOT
co00i1 BOHBIE PACTBOPHI;

2) npeAcTaBIA0T COOOH pacTBOPHI sl IEPOPATBHOIO IPUMEHEHUS;

3) mpousBeaeHs! B pOpME MOPOIIKOB UITH JTHO(DUIN3ATOB IJIsl IPUTOTOBICHHS PACTBOPOB;

4) ABISIOTCA Ta3aMy;

5) ABJISIOTCS YUTHBIMHM WJIW TJIa3HBIMH JIEKAPCTBEHHBIMU IIpeTiapaTaMu, MPOU3BEeICHHBIMH B (hopme
BOJIHBIX PACTBOPOB;

6) mpeAHa3Ha4YeHBl Ui MECTHOTO W (WJIM) HApY>KHOTO NPHUMEHEHHsS M IPUTOTOBICHHI B (hopme
BOJIHBIX PACTBOPOB;

7) mpeAcTaBISIOT COO0M BOIHBIE PACTBOPHI ISl UCIOJIB30BaHUS B (DOPME MHTAJSIIUNA C TTOMOIIBIO
HeOynaiizepa WIM B KaueCTBE HA3aJbHBIX CIIPEEB, NPUMEHSIEMBIX C IOMOIIbIO CXOIHBIX (IIOXOXKHX,
AQHAJIOTMYHBIX) YCTPOUCTB (IIpuOOPOB, annaparos).

Hngpopmayus 06 usmenenusx:
Yacms 4 usmenena c 1 ansapsa 2024 2. - @edepanvruiii 3axon om 19 okmsaops 2023 2. Ne 503-D3

Cm. npedwioywyo pedakyuio

4. OcoOEeHHOCTH OIpeIeIeHUs] B3aUMO3aMEHEMOCTH OMOJIOTHUECKUX JIEKApCTBEHHBIX Ipenaparos,
KOMOMHHPOBaHHBIX JICKAPCTBEHHBIX MPENapaToB (CoAepKalnx KOMOMHAIMIO IByX U Ooee AeiCTBYONINX
BEILIECTB), JIEKAPCTBEHHBIX IPENapaToB i IapEHTEPaTbHOIO MUTAHUS U HE03UPOBAHHBIX JICKAPCTBEHHBIX
IIPENaparoB yCTAHABIMBAIOTCA (elepalbHbIM OpPraHOM HCIOJHUTEIBHOM BJIACTH, OCYLIECTBIISIFOIIUM
(GyHKUMM 10 BbIPAa0OTKE M pealu3alliyd TOCYIapCTBEHHOM MOJUTUKM M HOPMAaTUBHO-IIPABOBOMY
PETyIMpPOBaHUIO B chepe 3ApaBOOXPAHEHHS, IO COTTIACOBAHHIO C (DeepaIbHBIM OPTaHOM HCTIOHUTENbHOM
BJIACTH, OCYIIECTBIISIOIINM (PYHKIUH 10 JTUIIEH3UPOBAHHUIO MPOU3BO/ICTBA JICKAPCTBEHHBIX CPE/ICTB.

5. OmpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYLIECTBISETCS B OTHOLIEHUM JIEKapCTBEHHBIX
PaCTUTENBHBIX IIPENApATOB, TOMEONATHYECKUX JIEKAPCTBEHHBIX IIPENaparos.

6. ®opMuUpOBaHUE MEPEUHsI B3aUMO3aMEHIEMbIX JEKapCTBEHHBIX NMPEnapaToB A MEIUIIMHCKOTO
NPUMEHEHHS OCYLIECTBISETCS SKCIEPTHBIM YUPEXKJICHUEM IOCPEACTBOM OOBEAMHEHUS JEKAPCTBEHHBIX
IIpEnaparoB B OTAEIBHBIE TPYMIbl, B KaXIOH W3 KOTOPBIX JIEKAPCTBEHHBIC IIPENaparhl SIBISIOTCA
B3aUMO3aMEHSIEMBIMH.

7. B cnydae BKIIOUEHHS B HHCTPYKLHUIO [0 MEIWIHMHCKOMY IPUMEHEHMIO JIEKAPCTBEHHOIO
Ipernapara Ha OCHOBAaHHUM PE3YJIBTaTOB COOTBETCTBYIOLIUX MCCIICJOBAaHUN IOKAa3aHUM I NIPUMEHEHHS,
KOTOPBIE OTIIMYAOTCA OT IOKA3aHWM U1 NMPUMEHEHHMs JPYTHX JEKAPCTBEHHBIX INPENaparoB W3 IPYyIIIbI
B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX IIPENAparoB, B IIEPEYHE B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX
IIPenaparoB JJIsl MEIULIMHCKOTO IPUMEHEHHUS JJOJDKHA OBITh YKa3aHa COOTBETCTBYIOIAsl HH(OpMaIus.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENApaToB Ul MEIULUHCKOTO IPUMEHEHUS
pa3MeniaeTrcs yHoOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBISIOLIUM
TOCYIapCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX MPENAapaToB Ul MEAULMHCKOIO IIPUMEHEHUS, HA CBOEM
oduransHoM caiite B cetu "UHrepHer". MHpopmalus B nepeuHe B3auMO3aMEHSEMBIX JIEKaPCTBEHHBIX
npenaparoB Ui MEIUIUHCKOTO TPHUMEHEHHs OOHOBIAETCS YKa3aHHBIM (eepanbHbIM OpPraHoM
WCIIOJIHUTEIIbHOM BJIACTH C YYE€TOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB IS
MEIUIUHCKOTO IIPUMEHEHUS] U BHECEHHBIX U3MEHEHUM B IOKYMEHTBI, COACPKALIUECA B PETUCTPALIMOHHBIX
JIOChE Ha 3apErMCTPUPOBAHHBIE JICKAPCTBEHHBIE MTPENApaThl 111 MEAULMHCKOTO IPUMEHEHUSI.

Ungpopmayus 06 uzmenenusix:
Yacmo 9 usmenena c 1 ausaps 2024 2. - @edepanvusiii 3akon om 19 okmsaops 2023 2. Ne 503-D3
Cm. npedvioywyto pedakyuio
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

9. IMopsimok ucnoabp30BaHUST HH(MOPMAIIMK O B3aUMO3aMEHSIEMbIX JIGKAPCTBEHHBIX Iperaparax s
MCIOUIUHCKOIO MPHUMCHCHUA W TMOPAAOK Ja4u paS'LHCHeHI/Iﬁ o BOIpocaM B3aUMO3aMCHACMOCTHU
JICKApCTBEHHBIX MPENapaToB Ui MEAWIIMHCKOTO TPUMEHECHHUSI YCTaHABIMUBAIOTCS (elepaabHbIM OPraHOM
UCTIOJIHUTENIHOW BJIACTH, OCYIIECTBISIOIIMM (YHKIIMH IO BBIPAOOTKE M peajH3allH TOCYIapCTBEHHOMN
NOJMUTUKA U HOPMAaTHBHO-TIPABOBOMY DETYIMPOBAHHIO B Cepe 3ApaBOOXPAHEHHS, IO COIIACOBAHUIO C
q)ellepa.HBHLIM OopranomMm HUCIIOJIHUTEIBHOU BJIaCTH, OCYLICCTBIIAIOIIUM (bYHKLII/II/I 0 JIMICH3UPOBAHUIO
NIPOM3BOJICTBA JICKAPCTBEHHBIX CPEIICTB.

TAPAHT:

Cwm. kommenmapuu k cmamoe 27.1 Hacmoawe2o PedepaibHo20 3aKOHA

Crarba 28. PeructpaninoHHoe y10CTOBEPEHHE JIEKAPCTBEHHOTO Mpernapara
TAPAHT:

Ho 1 saneaps 2027 2. donyckaemcs obpawjeHue 1eKapCmeeHHbIX NPenapamos, 3apecucmpupo8aHtbix 6
coomeemcmesuu ¢ nacmosiuum DedepanvbHbim 3aKOHOM, 8 OmHoueHuu komopwvix 0o 31 dexabpsa 2025 2. ne
npeocmasnienvl 3as67eHUsl 0 NPUBEOCHUU PeSUCMPAYUOHHO20 00Cbe 6 COOMBemcmeue ¢ axKmami,
cocmasnsiowumu npaso EASC, u komopule no cocmosinuio Ha 1 dexabps 2025 2. 6600unuct 8 2paircoanckutl
000pom He meHee 3 NOCNIeOHUX KAleHOAPHbIX Jlem

1. PerucrpaiiioHHOEe yIOCTOBEPEHUE JIEKAPCTBEHHOTO Mperapara ¢ yKa3aHHEeM JIeKapCTBEHHBIX
dbopM © [IO3UPOBOK BBIAAETCS OECCPOYHO, 32 MCKIIOYCHHEM DPETHCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Tperapara, BbIaBaeMOro CO CPOKOM JICHCTBUS MATH JIET, HA BIIEPBbIE PETHCTPUPYEMBIEC B
Poccniickoit @enepannn J€KapCTBEHHBIE IIPEMIAPATHI.
TAPAHT:

Pezucmpayuonnsie yoocmosepenus 1eKkapCmeenHbiX npenapamos 0 MeOUYUHCKO20 NPUMEHEeHUsl, CPOKU
Oeticmaus komopulx ucmekarom 6 2025 e., npoonesaromces 0o 31 dexabps 2025 a.

Tocyoapcmeennas pecucmpayust 1ekapcmeeHHbIX npenapamos 0Jjisi 6emepuUHapHo20 NPUMEHeHUs, Oeticmaue
komopotu ucmexkaem 6 2025 2. npoonesaemces na 12 mecsyes

2. Tlo wucreyeHWW yKa3aHHOTO B 4YacTH | HACTOSIIEW CTaThu CpPOKa BBIIAETCS OECCPOYHOE
PETUCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO TIperapara MpH YCIOBUM TOATBEPKICHUS €ro
rOCYJIapCTBEHHOMN PETUCTpaLUN.

Hnghopmayusi 06 usmenenusix:
Deoepanvrvim 3akonom om 22 oexaops 2014 2. Ne 429-D3 cmamus 28 nacmosuweco PedepanvHoo 3aKoHA
OdononHena wacmoto 3, ecmynaroujeli 6 cuny ¢ 1 urons 2015 2.

3. B cnyudae BHeceHus B cooTrBeTcTBUU cO crarbsimu 30 u 31 nacrosmero denepanbHOro 3akoHa
U3MEHEHUN B COAEp)KAILMECS B PErHCTPAIMOHHOM JOCh€ Ha 3apeTrUCTPUPOBAHHBIN JIEKapCTBEHHBIM
nperapar JOKYMEHTBI, 3aTparvBalOIINX CBEACHHS, OTPAXCHHBIC B PETUCTPAMOHHOM YIOCTOBEPCHHH
JIEKapCTBEHHOTO Tpemnapara, yHOJTHOMOYEHHBIH (efepaibHbli OpraH HMCIONTHUTEIHHOW BIACTH BbIIAET
HOBOE PETHCTPALMOHHOE YIOCTOBEPEHME JICKAPCTBEHHOTO Tpemnapara, coieprKaliee BHECEHHBIE B HETO
U3MCHEHHUSI.

4. Ytparuna cuny ¢ 1 saBaps 2026 1. - @enepanbHbii 3akoH oT 30 ssHBapst 2024 . Ne 1-®3

Ungopmayus 06 uzmenenusx:

Cm. npedvioywyio pedakyuio
TAPAHT:

Cm. kommenmapuu k cmamoe 28 nacmosujeco PedepaivbHo2o 3aKOHA

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. Ne 429-D3 cmamus 29 nacmosweco PedepanvHozo 3aKoHA
U3N024CceHa 8 HOBOU pedaxyuu, ecmynaroweti 6 cuny ¢ 1 aueapsa 2017 2.
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NAMEHEeHUIM
Cm. mexcm cmamuu 8 npedvloyueli peoaKyuu

Crartbs 29. [lonTBeprkieHNE TOCY1apCTBEHHOMN pEerrucTpaluy JIEKAPCTBEHHOIO IIperapara

Unpopmayus 06 usmeHenusix:
Yacms 1 usmenena c 1 mapma 2026 2. - @edepanvruiii 3akon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioywyto peoakyuio
TAPAHT:

Tonoowcenus uacmu 1 (8 peoakyuu @edepanvroeo 3axkona om 30 aneaps 2024 2. Ne [-D3), kacarowuecs
npedocmasienus 20CyOapCmeeHHblX YCiye npu oopaweHuu 1eKapCmeeHHblX Cpeocma Ot MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 o. Pecucmpayuonnsie
YOOCMOoBepeHUsl 1eKapCMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoO0meepicoarouue paxm
20Cy0apCcmeenHHol  pecucmpayuy, Ha OyMaxchom Hocumene U OYOIUKAMbL  Pe2UCMPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evioaiomcs

Tonoowcenus uacmu 1 (8 peoakyuu @Pedepanvroeo 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmagienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIIIY, npumensitomcs ¢ 1 sineaps 2026 e. [[ybnukamvl pecucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX npenapamos 0Jisi eemepuHapro2o npumenenus ¢ 1 aumeaps 2026 2. ue
8610AOMCSL

1. IloaTBepkIeHUE TOCYIAPCTBEHHON PErHCTpaIMK JICKAPCTBEHHOTO TIperapara OCyIIeCTBISETCS
Opy BbIJa4e OECCPOYHOTO PErMCTPALMOHHOTO YIOCTOBEPEHHS JIGKAPCTBEHHOTO Iperapara B ciydae,
yKa3aHHOM B 4acTH 2 ctarbu 28 Hactosmero deaepasbHOro 3aKOHA, B CPOK, HE MPEBBIIIAIONINNA COPOKA
paboumx JHEH CO JTHS HAIpaBJICHUS MOCPEICTBOM €IMHOTO MOpTaja B YIOJIHOMOUCHHBIN (emepaibHbIi
OpraH WCIIOJIHUTEIPHON BJIACTH WJIM JIMYHBIA KAaOWHET YIOJHOMOYEHHOTO (eaepanpHOoro opraHa
UCTIOJIHUTEIILHOW BJIACTH B €IMHOW CUCTEME 3asIBJICHHS O TIOATBEPIKIACHUHU TOCYJapPCTBCHHOM PErucTpaluu
JICKApCTBEHHOTO IMpenapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS, U B CPOK, HE TTPEBBIIIAIOIINA TPUAIATH TPEX
paboumx JHEH CO JHS MPUHSATHS 3asSBJICHUS O TOCYJapCTBCHHOM PErHCTpalliy JIEKapCTBEHHOTO Mperapara
JUISE BETCPUHAPHOTO TPUMEHEHHS, ITOANMMCAHHOTO YCHJICHHOW KBATM(DHUIIMPOBAHHON JJICKTPOHHOMN
noanucelo. He ocymecTBisercs TMOATBEPKICHUE TOCYIAPCTBEHHON pPETUCTPAllMd B OTHOIICHHH
JICKQpCTBEHHOTO TIperapara Jyisi BETCPUHAPHOTO IMPUMEHEHWs, HE HAXOJWBIIETOCS B OOpalleHWH B
Poccuiickoit denepannu B TeueHUE Tpex U Oojee JeT, a TakKe B OTHOIICHUH JIEKAPCTBEHHOTO CPEICTBA,
MPOM3BEICHHOTO C HapyIICHHEM TpeOOBaHWs, YCTAHOBJICHHOTO 4YacThio 3.7 crtarbu 71 HacTosIero
®denepallbHOTO 3aKOHA. 3asiBIIEHHWE O TOATBEPIKICHUU TOCYJAapCTBEHHOM PETrHCTpalMy JIEKapCTBEHHOTO
mpernapara MOXeT OBbITh MOANMUCAHO YCUJICHHOW KBaNMU(DHUIIMPOBAHHON SJIEKTPOHHOW MOAMHCHIO JHOO
YCUJICHHOW HEKBaTU(PUITUPOBAHHOW 3JICKTPOHHOW TOANKUCHIO B Clydae, €CIM OT HWMEHU 3asBUTEIIS
JEHCTBYET ero npeacTaBuTenb (GU3NIECKoe JIUIIO0), YIIOJIHOMOYEHHBIH JeiCTBOBAaTh OT UMEHH 3asiBUTEIS Ha
OCHOBaHUWH JIOBEPCHHOCTH B AJIEKTPOHHOHN ()OpME B MATTHOYUTAEMOM BH/IC.

Hnghopmayust 06 usmenenusix:
Yacms 2 usmenena c 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuio
TAPAHT:

Tonoscenus yacmu 2 (8 pedaxyuu Dedepanvrozo 3axona om 30 aneaps 2024 2. Ne 1-@D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX cpeocma Ol MeOUYUHCKO20
npumenerus nocpeocmeom EI'MC3 u (unu) EIII'Y, npumenstomes ¢ 1 aneapsa 2026 e. Pecucmpayuontule
YOOCmMOoBepeHUsl 1eKapCMBeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue gpaxm
20Cy0apcmeenol  pecucmpayuy, Ha OYMaxdchom Hocumene U OYOIUKAMbL  PeUCMPAYUOHHBIX
YOOCmMOoBepeHUll JIeKAPCMEEHHbIX Npenapamos OJisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
evloaomces

Tonoacenus yacmu 2 (8 pedaxyuu Dedepanvrozo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO2O
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxkamol pecucmpayuoHHbIX
YOOCmMOoBepeHuUll 1eKapCmeeHHbIX Npenapamos 0 eemepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. ne
8b10AOMCSL

2. 3asBieHHE O MOJATBEPKICHHHM TOCYJapCTBEHHOM pErucTpanuu JIEKapCTBEHHOIO IIperapara
HaIpaBJISETCs MOCPEACTBOM E€AMHOTO MOpTaia B yHOIHOMOYEHHBIN (heepaabHblii OpraH UCIOTHUTEIbHOMN
BJIACTU WJIH JIMYHBIN KAOWHET YIOTHOMOYEHHOTO ()eIepaibHOTO OpTraHa UCIIOJTHUTEIHLHON BIACTH B CIUHOM
CHUCTEME HE paHee YeM 3a CTO BOCEMbJECAT JIHEW /10 MCTEUEHHUs CpoKa ACHCTBHS PEruCTPallMOHHOTO
YIIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Ipenapara U He MO3/JHEee OKOHYAHUs CPOKa €ro JIeUCTBHUS.

2.1. Yrparuna cuny ¢ 30 aaBapst 2024 1. - @enepanbubiii 3akoH oT 30 sstuBaps 2024 r. Ne 1-®3

HUngpopmayust 06 usmenenusix:

Cum. npedvioywyio pedakyuio

3. [loaTBepskaeHNE rOCYAapCTBEHHON PETUCTPALMH JIEKAPCTBEHHOTO Mpernapara OCyIIeCTBISIETCS 110
pes3ysbTataM SKCHEpTH3bl OTHOLICHMSI OXKUJAaeMOW TOJNb3bl K BO3MOXKHOMY PHCKY IPUMEHEHHUs
JIEKapCTBEHHOTO TIpernapara Ha OCHOBAHUHU PE3YNbTaTOB MOHUTOPHHTA (PPEKTUBHOCTH U 0€30MaCHOCTHU
JIEKapCTBEHHOI0  IIperapara, IPOBOJMMOIO  Jiep)KareleM WM  BJaJesIblieM PerucTpalioOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara 00 yIOJIHOMOYSHHBIM UMH IOPHINYECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOILIMM YIIOJIHOMOUYEHHBIM (peiepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH B COOTBETCTBHUHU C
TpeOoBaHUsIMH cTaThu 64 HacTosmero degepabHOTO 3aKOHA.

Hughopmayusi 06 usmenenusix:
Yacms 4 usmenena c 15 urons 2018 2. - @edepanvrviii 3axon om 4 utonsn 2018 2. Ne 140-D3

Cm. npedwioywyo pedakyuio

4. K 3as1BJICHHUIO O TIOATBEPIKACHUHU rOCYIapCTBEHHOW PErHCTPAIIUH JIEKAPCTBEHHOTO Iperapara Jyis
MEIMIIMHCKOTO MPUMEHECHHUS MTPIIATAF0TCS:

1) JOKYMEHTBI, coJepallie pe3yiabTarbl MOHUTOpPHHTa 3()(EKTUBHOCTH U OE30MaCHOCTH
JICKapCTBEHHOTO Iperapara Jyisi MeAUIIMHCKOTO MPUMEHEHHUSI, POBEICHHOTO JIepKaTeJIeM WM BIIaIeIbIIeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Mperapara il MEAMIIMHCKOTO MPUMEHEHHS JIN0O
YIOJTHOMOYEHHBIM UM IOPUANYECKHUM JIUIIOM, TT0 (hopMe, YTBEPIKICHHOUW YITOJTHOMOYECHHBIM (e/iepalbHbIM
OpTraHOM HCIIOJTHUTEIHHON BIACTH;

Ungpopmayus 06 usmenenusix:
Ilynxkm 2 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio
TAPAHT:

Tonoowcenusa nynkma 2 (8 pedaxyuu @edepanvroeo 3akona om 30 aueaps 2024 e. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEeHeHUs, noomeepaicoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aueaps 2026 2. He
gvloaomcs

Tonooicenus nynkma 2 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienis 20Cy0apCmeeHHbIX YCye npu 00paueHul 1eKapCmeeHHblX cpeocma OJisl 6emMePUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxamol pe2ucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHblX Npenapamos 0 emepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. He
8vl0aomcs

2) cBefeHMs O Jare MPEeJOCTaBJIEHUS U PETUCTPALIMOHHOM HOMEPE JIMLEH3MHM Ha IPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, WM CBEACHUS O AaTe MPeAOCTaBICHUS U PErHCTPAIMOHHOM HOMEPE 3aKIIOUEHUS
O COOTBETCTBHM IPOM3BOJUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBAHMSAM MpaBWI  HaJJEeKaIlen
MPOU3BOACTBEHHOIN MpPaKTHKH, WIM KOMHUS CepTH(UKATa COOTBETCTBHS IMPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB JUIS MEIUIIMHCKOTO MPUMEHEHUS TPeOOBaHUSAM MPaBUIT HAATIEKAIIEH TPOU3BOACTBEHHON MPAKTHKU
EBpasuiickoro 3KOHOMHYECKOTO CO¥03a, MPEIOCTABICHHBIX YIMOJHOMOYCHHBIM (eaepallbHbIM OpraHOM
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

MCIIOJTHUTENbHOM BJIACTH B OTHOILIEHUM MPOM3BOJICTBEHHOW IJIOUIAJKHM JIEKAPCTBEHHOTO Mperapara Ajis
MCIUIUHCKOIO MPUMCHCHUS, TOCYAAPCTBCHHAA PCTUCTPAllUd KOTOPOI0 MOATBCPKAACTCA B CilIydac, €CIIN
MIPOM3BOICTBO JICKAPCTBEHHOTO Mperapara Jisi MeIULIMHCKOTO MPUMEHEHHsI ocyIiecTBiseTcs B Poccuiickoit
®denepaunu;

Unpopmayus 06 usmeHenusix:
Ilynkm 3 usmenen ¢ 30 ansapsa 2024 2. - @edepanvrviil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus nynkma 3 (6 peoakyuu @edepanvroco 3akona om 30 aunsapsa 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasienus 20cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonnsie
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoO0meepicoarouue paxm
20CY0apCcmeen ol  pecucmpayuy, Ha OyMax)chom Hocumene U OYOIUKAMbL  Pe2UCMPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tonoowcenus nynkma 3 (6 peoakyuu Dedepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npedocmagienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumernenus nocpeocmeom EIIIY, npumensitomcs ¢ 1 sineaps 2026 e. [[ybnukamol pecucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX npenapamos 0Jisl 8emepuHaproco npumenenus ¢ 1 aumeaps 2026 2. ue
8610AOMCSL

3) Komus TPEJOCTABICHHOW YIOJHOMOYCHHBIM OPraHOM CTpPaHBI MPOW3BOIAUTEIIS JIMIICH3WH Ha
IPOM3BOJICTBO JICKAPCTBEHHOTO Mperapara JJisi MEMIIMHCKOTO IIPUMEHEHUS U €€ TIEPEBO/l Ha PYCCKUIL SA3BIK,
3aBEpEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TAKXKE KOIHUS 3aKJIIOUYCHHUS O COOTBETCTBHM IPOM3BOIUTEIS
JICKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM IPABHI HAIUICKAIIEH MPOU3BOJACTBEHHON NMPAKTHKH, WM KOS
cepruduKara COOTBETCTBHSI MPOM3BOIAUTEIS JICKAPCTBEHHBIX CPEJICTB IS MEAWIIMHCKOTO MPUMCHCHHUS
TpeOOBaHUSAM MPABHJI HAIJICKAIIEH TPOU3BOJICTBEHHOM MPAaKTUKU EBPa3uiickoro SKOHOMHUYECKOTO COH03a,
BBIIAHHBIX  yIIOJTHOMOYCHHBIM  ()efepabHBIM OpPraHOM WCIOJTHHUTEIBHOM BIACTH B OTHOIICHHUH
MPOU3BOACTBEHHON  IUIOMIAJIKK  JIGKAPCTBEHHOTO Mpemapara Ui  MEIUIMHCKOTO MPUMEHEHHS,
TOCyIapCTBEHHAS PETHUCTpAIMs KOTOPOTO TMOATBEPIKIAACTCS, WM KOIMUS PEHICHHUS YIIOJTHOMOYEHHOTO
denepanbHOrO oOpraHa UCHOJHUTENBHOM BIACTH O TMPOBEACHUH (hapMalleBTUYECKONW HHCIIEKIINU
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB JJIT METUITMHCKOTO MPHUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSIM
MPaBUII HaJJIeXkKAaIIel TPOU3BOACTBEHHOM MpakTUKU EBpazniickoro SKOHOMHUYECKOTO COI03a B cliydae, ecliu
MIPOM3BOICTBO JICKAPCTBEHHOTO Mpernapara Jijisi MeAUIIMHCKOTO IPUMEHEHUS OCYIIECTBISIETCS 3a peeIaMu
Poccuiickoit @enepanuu.

Hnghopmayust 06 usmenenusix:

Cmamus 29 oononnena yacmoio 4.1 ¢ 15 urona 2018 . - @edepanvuwiii 3akon om 4 utonsn 2018 2. Ne 140-
D3

4.1. B oTHOIIEHNH OMONOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS
3asBUTENb JIOMOJHUTEIBHO TIPEJICTABIACT pPEe3ylbTaThl MEPONPHUATUN, TMPETYCMOTPEHHBIX IUIAHOM
yOpaBIeHUS PUCKAMH, YTBEPKICHHBIM YIIOTHOMOYEHHBIM (peiepanbHBIM OPTaHOM HCIIOTHUTEIHHON BIAaCTH
MPU OCYIIECTBICHUH TOCYIapCTBEHHON PEruCTpali JIEKAPCTBEHHOTO Mperapara il MEIUIMHCKOTO
MPUMEHEHUS.

Hngopmayus 06 uzmenenusix:
Yacms 4.2 usmenena c 13 aseycma 2019 2. - @edepanvruiii 3axon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedvloywyro pedaxyuro

4.2. K 3asBleHHIO O OATBEPKIECHUH T'OCYAAPCTBEHHON PErMCTPALMM JIEKAPCTBEHHOTO Iperapara
JUIE BETEPUHAPHOTO TNPHUMEHEHHs IPUJIAraloTcsl JOKYMEHTBI, COAEpIKallhe pe3yJabTaTbl MOHHTOPUHIA
¢ ¢dexkTuBHOCTH UM 0€30MacHOCTH JIEKApCTBEHHOTO Ipernapara [Uisi BETEpUHAPHOIO MPUMEHEHUS,
OPOBOAMMOIO JiepKaTesieM WM BIAJAEiblIeM pPErHCTPAllMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO
npernapara JJisi BETepHHAPHOTO MTPUMEHEHHSI JTHO0 YITOJIHOMOYSHHBIM UM FOPUINYECKUM JIHIIOM, TI0 opMe,
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

YTBEPKACHHON YIOJHOMOYEHHBIM (e/lepaibHbIM OpPraHOM HCIIOJHUTENBHON BIACTH, M JOKYMEHTBI,
yKa3zaHHbIE B yHKTax 1, 2 - 2.2, moanyHkrax "a", "0", "k", "n" mynkra 4 yactu 3 ctarbu 17 HacToOSIIEro
@OenepalibHOTO 3aKoHAa. B OTHOIIEHMM HMMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IpenaparoB JUis
BETEPUHAPHOTO IIPUMEHEHUS HE IIPEJICTABIISIIOTCS CBEACHMS, yKa3aHHbIE B NOANYHKTe "K" MyHKTa 4 yacTtu 3
crarbu 17 Hacrosimero @PenepaqbHOr0 3akoHAa. B  OTHOIIEHMM JIEKAPCTBEHHBIX IpENapaToB IS
BETEPUHAPHOTO TPUMEHEHUS, IOJyYEHHBIX C MPUMEHEHHEM TI'e€HHO-MHKEHEPHO-MOAU(DUIIMPOBAHHBIX
OpPraHU3MOB HJIM COJEPIKAIIUX TaKUe OPraHU3MbI, JOMOJIHUTEIBHO MPEICTABIISIIOTCS CBEICHUS, YKa3aHHbIE
B nyHkTe 13 yactu 3 crareu 17 Hacrosero denepanbHOIO 3aKOHA.

Unghopmayus 06 usmenenusx:
Yacms 4.3 usmenena c 30 aneaps 2024 2. - @edepanvruiil 3axon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus wacmu 4.3 (8 pedakyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX cpeocma Ot MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapPCMBEHHbIX NPEnapamos 05k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20Cy0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMvl  PecUCMPAYUOHHBIX
YOOCMOoBepeHUll J1eKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tonoocenus wacmu 4.3 (8 pedakyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO20
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 aueaps 2026 2. [[yonuxamel pe2ucmpayuuonHuIxX
YOOCmoBepeHUll 1eKapCmeeHHbIX npenapamos 0Jisi 8emepunaproco npumenenus ¢ 1 aumeaps 2026 2. ne
8v10aomcs

4.3. 3asgBuTelnb BIpaBE MPEACTaBUTH C 3asiBICHUEM O TOATBEPXKACHUU TOCydapCTBEHHOU
perucTpalvy JIeKapCTBEHHOTO IIpermapara PEeKBU3UTHI JIOKYMEHTa, MOATBEPIKAAIONIEro  YIUIaTy
TOCYIapCTBEHHOM TIONUIMHBI 32 TIOATBEPXKACHHUE TOCYAAPCTBEHHOW PETHCTPAIMU JIEKAPCTBEHHOTO
npernapara, a TakXke BblJaBaeMble (IPEAOCTaBIIsIEMble) YIOJTHOMOYEHHBIMU (hefepaibHbIMU OpraHaMu
VCIIOJTHUTENIbHOM BIIACTH JTOKYMEHTHI (CBEICHUS ), YKa3aHHbIE B MyHKTaX 2 ¥ 3 yacTu 4 HACTOAIIEH cTaThy.
B cnyyae uxX HempeacTaBIEeHUS YIOJIHOMOYEHHBIM (QenepaibHbIii OpraH HCIOJHUTENBHON BIACTH
3arpammBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHs) B TMOPSAKE MEXBEJOMCTBEHHOTO WH(OPMAIMOHHOTO
B3aUMOJICHCTBUS.

Hnghopmayust 06 usmenenusix:
Yacms 5 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuio
TAPAHT:

Tonoorcenus yacmu 5 (8 peoakyuu Pedepanvrozo 3axkona om 30 auneapa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHbliX Yciye npu 0opaweHuu J1eKapCmeeHHblX cpeocma OJisi MEOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 o. Pecucmpayuonmvie
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxm
20Cy0apcmeenol  pecucmpayuy, Ha OYMaxdchom Hocumene U OYOIUKAMbL  PeUCMPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMEEHHbIX NPenapamos O0Jisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
8b10A10MCSL

Tonooscenus yacmu 5 (8 pedaxyuu Dedepanvrozo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO20
npumenenus nocpeocmeom EII'Y, npumenstomca ¢ 1 samneaps 2026 2. /[yonuxamel pecucmpayuoHHbIX
YOOCmosepeHull 1eKapCmeeHHbIX npenapamos 0Jisi 8emepunaproco npumenenus ¢ 1 aumeaps 2026 e. ne
evloaomcs
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
W3MCHCHHSIM. ..

5. B Teuenue mATM paboymx IHEW CO JHS HAmNpaBJICHHUs] TOCPEJACTBOM EIWHOTO IOpTajia B
YIOJIHOMOYEHHBIH (pefiepaibHbIi OpraH UCTIONHUTEIHHOMN BIACTH WM JIMYHBIN KAOMHET YITOJTHOMOYEHHOTO
deneparbHOTO OpraHa WCIOJHUTEIBHON BJIACTH B €IMHOW CHCTEME 3asBICHHUS O TOATBEPKICHUU
TOCYJIapCTBEHHON PErucTpaluy JICKapCTBEHHOro Mpernapara U JOKYMEHTOB, COIEpKaIMX pPe3yIbTarbl
MOHUTOpPUHTA 3(PPEKTUBHOCTH M O€30MaCHOCTH JICKAPCTBEHHOTO Iperapara, MpOBOAUMOTO JiepyKareiieM
WIH BJIAJICNBIIEM PETUCTPALIMOHHOTO YIOCTOBEPECHHUSI JICKAPCTBEHHOTO Tpernapara JTu00 YIOJIHOMOUYESHHBIM
MMU IOPUIAYECKHUM JIUIIOM, YITOJTHOMOYCHHBIN (he/iepalibHbI OpraH UCIIOJHUTEIIBHOW BIACTH:

1) mpoBOAMT MNpPOBEpPKY IIOJHOTHI CBEIEHUM, COAEPXKALIMXCA B IMPEACTABICHHBIX 3asBUTEIIEM
JIOKyMEHTaX;

2) mpUHMMAET pelIeHHEe O MPOBEIECHUH WM 00 OTKa3e B NMPOBEACHUHU AKCIIEPTU3BI OTHOUICHUS
OKHUJIAEMOHM TIOJIb3bI K BO3MOXKHOMY PHCKY NPHUMEHEHHS JICKapCTBEHHOTO Iperapara Ha OCHOBaHUU
pe3yabTaToOB MOHUTOPHHTA d(PPEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Ipemnapara, MPOBOAMMOIO
JepKaTeIeM WM BIIQJCIbIEM PETUCTPAIMOHHOTO YIAOCTOBEPEHHUsS JIGKAPCTBEHHOrO IIperapara Jnu0o
YHOJIHOMO‘ICHHBIM HnMHN IOpI/IZ[I/I‘-IGCKI/IM JIUIIOM, a TaK¥XKE @eaepaanHM OpFaHOM HCHOHHHTGHLHOﬁ BJIACTHU B
COOTBETCTBHUH C TPeOOBAaHUAMM CTaTbul 64 HacTosmero denepaabHOTO 3aKOHa;

HUnghopmayus 06 uzmenenusx:
Ilynkm 3 usmenen ¢ 30 ausaps 2024 2. - @edepanvuviil 3axon om 30 ausaps 2024 2. No [1-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 3 (6 peoaxyuu Dedepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu 0opawenuu 1eKapCmeeHHvlX cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxkm
20CY0apCmeeHHou  pecucmpayuu, Ha Oymax)cHom Hocumene U OYOIUKAMbBL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKAPCMEEHHbIX Npenapamos 0Jisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
8b10AOMCSL

Tonoscenus nynkma 3 (8 peoaxkyuu @edepanvroeo saxona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 auneapa 2026 2. J{yonuxkamel pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepuHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. He
evloalomcs

3) HampaBlseT B JUYHBIM KaOMHET SKCIEPTHOTO YUYPEKICHHS B €AMHOW CUCTEME MOAMHCAHHOE
YCUIIEHHOW KBamU(UIIMPOBAHHOW HIEKTPOHHOM TOAMKUCHIO 3a/JlaHWe Ha TMPOBEIEHUE OKCIEPTHU3HI,
MPETYCMOTPEHHON MyHKTOM 2 HACTOAIIEH YacTH, a TAaK)Ke HAIPABIIET 3asSBUTEIIO MOCPEACTBOM €IMHOTO
nopraia WM B JIMYHBIA KaOWHET 3asBUTENs] B €IWHOM cHUCTeMe TOANHCAHHOE YCHIICHHOM
KBATH(UITUPOBAHHON 3IEKTPOHHOM MOAMKUCHIO YBEOMJICHUE O TIPUHATOM PEIICHUU O BbIIAYE 3aIaHUS HA
MPOBEJCHNE YKa3aHHOUW AKCIEPTU3bI TMO0 00 OTKa3e B MPOBEACHUH YKa3aHHOM SKCIEPTU3BI C yKa3aHUEM
MPUYHH OTKa3a.

Hnghopmayust 06 usmenenusix:
Yacms 6 usmenena c 30 aunsaps 2024 2. - Dedepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro
TAPAHT:

Tonoowcenus yacmu 6 (6 peoakyuu Dedepanrvrozo 3axkona om 30 aunseapa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma Ol MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 o. Pecucmpayuonmvie
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, N0Omeepxcoarouue paxm
20CY0apCmeeHHoU  pecucmpayuu, Ha OYMAadCHOM Hocumele U  OVOIUKAmMbl  PecUCmpayuoOHHbIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
evloaomcs
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Tonooscenusn wacmu 6 (8 pedaxyuu Dedepanvroco 3axona om 30 suseaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 ausaps 2026 2. /[yonuxamel pe2ucmpayuionHbIxX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0Jisl eemepuHaproco npumenenus ¢ 1 aumeapsa 2026 e. ne
8610AOMCSL

6. B ciydae BBISIBJICHHSI HEJOCTOBEPHOCTH | (MJIM) HEOCTATOUHOCTH MH(OPMAIIUH, COIepIKaIehcs
B IIPE/ICTABICHHBIX 3asSBUTEJIEM JOKYMEHTaX, YHOJHOMOYEHHBIH (penepanbHblii OpraH UCHOIHUTEIbHOM
BJIACTH HAIMPABIISIET 3aBUTENIO TOCPEICTBOM €IUHOTO TIOPTAJIA HITU B JINYHBINA KAOWHET 3asIBUTEIIS B SAMHON
CUCTEeMeE 3ampoc 00 YTOUYHEHUH yKa3aHHOW MH(OpMalnu, MOAMUCAHHBIA YCHUIEHHOW KBaTU(PUIIMPOBAaHHON
AIIEKTPOHHOM MOANUCHIO.

Unpopmayus 06 usmeHenusix:
Yacms 7 usmenena c¢ 1 mapma 2026 2. - @edepanvruiii 3akon om 31 urons 2025 2. Ne 304-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus uacmu 7 (8 peoakyuu @edepanvrozco 3akona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu oopaujeruu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapCMBEeHHbIX NPEenapamos 0k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcHom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tonoowcenuss uacmu 7 (8 peoakyuu @Pedepanvroeco 3akona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emMePUHAPHO2O
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 aueaps 2026 2. /[yonuxamel pe2ucmpayuuonHuIxX
YOOCmogepeHull 1eKapCmeeHHbIX npenapamos 0Jisi 8emepuHaproco npumenenus ¢ 1 aumeaps 2026 2. ue
8610AOMCSL

7. 3asgBUTEND 00s513aH HAIIPaBUTh MOCPEICTBOM E€AMHOIO MOPTaJia B YIIOJIHOMOUEHHBIN (hefepanbHbIN
OpraH WCIIOJIIHUTENBHON BIIACTH WM JIMYHBIA KaOWHET YIMOIHOMOUYEHHOTo (eaepanbHOro opraHa
WCIIOJIHUTENILHON BJIACTH B €IMHOMN CHUCTEME MOANMUCAHHBIN YCUJIEHHON KBaTU(DUIIMPOBAHHOMN AJIEKTPOHHOMN
HOANMCBI0 OTBET Ha 3alpoC YHOJIHOMOUEHHOIo (eepanbHOro oOpraHa MCIOJHUTEIbHOM BIacTH,
YKa3aHHOTO B 4acTU 6 HACTOSIIEH CTaThb, B CPOK, HE MPEBBIMIAIOLINI AEBSIHOCTAa pabounx JAHEW co AHS
MONyYeHUsI YMOTHOMOUYEHHBIM (efepaibHbIM OpPraHOM HWCHOTHUTENBHOM BJIACTH  AIEKTPOHHOTO
YBEIOMJIEHHUS O TIOJYYEHHUH 3asiBUTEIEM Takoro 3ampoca. Cpok, yKa3aHHBII B 4aCTH 5 HACTOSIIEH CTaThU,
IIPUOCTAHABIMBACTCSA CO JIHA HANPABICHUs 3asABUTENIO MOCPEACTBOM €IMHOIO IMOPTAJA WIW B JUYHBIN
KaOMHET 3asBHUTENS B €JUHOM CHUCTEME TAaKOro 3alpoca J0 JHS HaMpaBlIeHUs 3asBUTEIEM MOCPEICTBOM
€IMHOTO TOpTaJia B YIIOJTHOMOUEHHBIN (efiepalbHbIi OPTaH UCIIOTHUTEILHON BJIACTH WIIN JIMYHBIN KAaOWMHET
YIOJTHOMOYEHHOTO (peiepalbHOTO OpraHa MCHOJHUTENHHOW BIACTH B €IUHOW CHCTEME OTBETa Ha TaKoi
3alpoc U HE YYMTHIBACTCS MPU MCUYUCIEHUU CpOKa IMOJITBEPKICHHUS TOCYyJapCTBEHHOM perucrpanuu
JIEKapCTBEHHOIo Ipemnapara. B ciydyae, ecim OT HMMEHM 3asBUTENS JCHCTBYET €ro IpeicTaBUTEIb
(¢puznueckoe IUI0), YIOJTHOMOUYEHHBIN 1€HCTBOBaTh OT UMEHU 3asBUTENSI HA OCHOBAHUU JIOBEPEHHOCTH B
ANIEKTPOHHON (opMe B MAITMHOYMTAEMOM BHJIE, OTBET Ha 3alpOC MOXET OBITh MOMANUCAH YCUJICHHOM
KBaJIM(UIMPOBAHHON SIEKTPOHHON MOAMMUCHIO JTMOO YCHUJICHHONW HEKBaIU(PHUIIMPOBAHHOW 3JIEKTPOHHOM
MOJIHUCHIO.

8. OcHOBaHMEM Uil OTKa3a B MPOBEACHUN DSKCHEPTHU3bl OTHOLIEHUS OXXHAAEMOW IOJB3bI K
BO3MOKHOMY PHUCKY HPUMEHEHUs JIEKapCTBEHHOrO IMpernapara SBIsSETCs MPEACTaBICHUE TOKYMEHTOB,
CoJiepKallliX pe3ybTaTbl MOHUTOPUHTA Y(PGEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOIO IMpenapara, u
(M) B OTHOLIEHWH OWMOJOTMYECKHX JIEKAPCTBEHHBIX TMPENapaToB PpPe3ylbTarOB OCYIIECTBICHUS
MEPONPUITUIA B COOTBETCTBHUM C IUIAHOM YIIPABJIEHUS PHUCKaMH, YTBEP)KIECHHBIM YIOJHOMOUYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTENBHON BIACTH MPU OCYIIECTBICHUHU TOCYJApPCTBEHHOW pErHCTpaliuu
JIEKapCTBEHHOTO Tpernapara, B HEMOJHOM 00beMe, OTCYTCTBUE HH(OpMAaIMH, MOATBEpKIaroIiei (axt
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

yIUIaThl TOCYIaPCTBEHHOH MOILIMHBI 32 MOATBEPXKICHHE TOCYJApPCTBEHHOW PETUCTPAIMH JICKAPCTBEHHOTO
npenapara, JIn00 HerpeICTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETA Ha yKa3aHHBIM B 4acTH 6
HACTOSIIECH CTAaThU 3allPOC YIOJIHOMOUEHHOTO (herepaibHOro OopraHa MCIIOJIHUTEILHOW BIIACTH, a TaKXkKe
OTCYTCTBHUE B YKa3aHHBIX JOKYMEHTaX HH(POPMAIIUH, KOTOpas JOJKHA ObITh B HUX OTpa)KeHa.

Unghopmayus 06 usmenenusx:
Yacms 9 usmenena c 1 mapma 2026 2. - @edepanvhuiti 3akon om 31 utonsa 2025 2. Ne 304-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenuss uacmu 9 (8 peoakyuu @Pedepanvrozo 3axkona om 30 aneaps 2024 2. Ne [-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonnsie
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoO0meepicoarouue paxm
20CY0apCcmeen ol  pecucmpayuy, Ha OyMax)chom Hocumene U OYOIUKAMbL  Pe2UCMPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tonoowcenus uacmu 9 (8 peoakyuu Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmagienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumernenus nocpeocmeom EIIIY, npumensitomcs ¢ 1 sineaps 2026 e. [[ybnukamol pecucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX npenapamos 0Jisl 8emepuHaproco npumenenus ¢ 1 aumeaps 2026 2. ue
8610AOMCSL

9. DKcnepTH3a OTHOMIEHUS 0’KUAeMOH IOJIB3BI K BOBMOKHOMY PUCKY TPHUMEHEHUS JIEKAPCTBEHHOTO
npenapara B IENIAX MOATBEPXKICHHUS TOCYIapCTBEHHOW PErHCTpallid JIGKAPCTBEHHOIO Iperapara
MIPOBOJIUTCS KOMHCCHEH 3KCIIEPTOB JKCIIEPTHOTO YUPEKICHUS B CPOK, HE MPEBBIMIAIONINA TPHIIATH
paboumx JHEH, MPH MOATBEPKICHUH TOCYIapPCTBEHHOW PErHCTPalliU JICKApCTBEHHOTO Iperapara s
MEIMIIMHCKOTO TIPUMEHEHUST W B CPOK, HE TPEBBINIAIONIMN JBAAaTH TpeX padouymx JHEH, Tpu
NOATBEPXKICHUM TOCYJapCTBCHHOW pETUCTpAIlMKM JICKAPCTBEHHOIO Tpernapara i BETePHHAPHOTO
IPUMCHCHHUS.

Ungpopmayus 06 usmenenusix:
Yacmo 10 usmenena c 30 ausapsa 2024 2. - @edepanvhviii 3akon om 30 saneaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenua wacmu 10 (8 pedaxyuu Pedepanvroeo 3axkona om 30 aueaps 2024 2. Ne [1-D3), kacarowuecs
npedocmagienus 20Cy0apCmeenHblX YCiye npu oopawjeHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 e. Pecucmpayuonusie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEeHeHUs, noomeepacoarowue haxm
20CY0apcmeentol  pecucmpayuy, Ha  OYMAadCHoM Hocumene U OYOIuKamel  pecucmpayuoOHHbIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
8b10A10MCSL

Tonoowcenus wacmu 10 (8 pedaxyuu Pedepanvroeo 3axkona om 30 aueaps 2024 2. Ne [1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX Yeaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxkamol pe2ucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX Npenapamos 0Jis emepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. He
8vl0aomcs

10. B ciiyyae HEIOCTaTOUHOCTH MPEACTABICHHBIX HKCIEPTY MAaTEpPHAJIOB JJIsl aud 3aKJIOYEHUS B
JUYHBIN KaOWHET 3asBUTENSI B €UHOW CHUCTEME HaIpaBIseTCs 3alIpoc O IMPECTAaBICHUH HEOOXOAMMBIX
MaTepuayioB, TMOAMHUCAHHBIN PYKOBOAUTENEM (YHOJTHOMOUYEHHBIM JIMIIOM) JKCHEPTHOTO YUPEKICHUS C
HCIIOJIb30BaHUEM YCHIJIEHHOM KBATHM(PUIIMPOBAHHOMN AJIEKTPOHHOMN MOATHCH.

Hngopmayusi 06 uzmenenusix:

Yacms 11 usmenena c 30 ansaps 2024 2. - @edepanvuwiii 3akon om 30 aneaps 2024 2. Ne 1-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Cm. npedvioywyio pedakyuio

TAPAHT:

Tonooicenuss yvacmu 11 (8 peoaxyuu @Pedepanvrozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaluue Gaxm
20CYOApPCMBEHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YOOCmMoGepeHUll J1eKApPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumenenus c¢ 1 saneaps 2026 e. ne
8vl0aomcs

Tonooicenuss wacmu 11 (8 pedaxyuu Pedepanvrozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenuss nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J[yonuxkamol pecucmpayuoHHbIX
YOOCmoGepeHull 1eKapCmeeHHbIX npenapamos 0Jisl eemepuHaproco npumeHenus ¢ 1 aumeapsa 2026 e. ne
evl0aomcs

11. 3asBuTENb 00S3aH HAIPABUTH B JINYHBIN KaOWHET SKCIEPTHOTO YUPEXKICHHS B €TUHON CHCTEME
MOJITUCAaHHBIA YCHJIEHHON KBaTU(UIMPOBAHHOW AJIEKTPOHHON IMOMAMUCHI0 OTBET Ha 3alpOC KCIIEPTHOTO
YUPEXKIIECHUSI B CPOK, HE MPEBBIIIAOIINNA MICCTHISCATH PabOYUX THEH CO JHS MONYYCHHS SKCIEPTHBIM
YUPEXKIEHUEM AIIEKTPOHHOTO YBEIOMJICHUS O TOTYYCHHUH 3asBUTEIEM YKa3aHHOTO 3arpoca. Bpems co qHs
HalpaBJICHUS B JIMYHBIN KaOWHET 3asBUTENS B €IMHOW CHCTEME 3aIpOCca SKCIEPTHOTO YUPEKICHHS 10 THS
HAMpaBJICHUS 3asSBUTEIEM B JIMYHBIA KAOMHET SKCIEPTHOTO YUPEXKICHHUS B €IUHOW CHUCTEME OTBETa Ha
yKa3aHHBII 3alpoC HE YYHUTHIBACTCS MPH HMCYHUCICHHU CPOKAa MPOBEIEHHS AKCIEPTU3bl OTHOIICHUS
OXKUJAEMON TOJb3bl K BO3MOXXKHOMY PHUCKY HPHUMEHEHHUs JIEKAPCTBEHHOIO IIperapara Ha OCHOBaHHUH
JIOKYMEHTa, COIEPKAIIETO Pe3yJIbTaThl MOHUTOPHUHTA (PPEKTHBHOCTH U OE30MaCHOCTH JIEKaPCTBEHHOTO
npemnapara.

HUnghopmayus 06 uzmenenusix:
Yacmo 12 uzmenena c 30 ansaps 2024 2. - @edepanvusiii 3axkon om 30 aueaps 2024 2. Ne [-D3

Cm. npedvloywyro pedaxyuro
TAPAHT:

Tonoorcenus wacmu 12 (8 peoaxyuu @edepanvroeo 3akona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npedocmagienus 20Cy0apCmeenHblX YCiye npu oopaueHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonusie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MeEOUYUHCKO20 NPUMEeHeHUs, noomeepaicoarowue haxm
20CY0apcmeentol  pecucmpayuy, Ha OYMAadcHoM Hocumene U OYOIuKamvl  pecucmpayuoOHHbIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aumeaps 2026 o. He
8b10A10MCSL

Tonoowcenusa wacmu 12 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne [1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 auneapa 2026 2. J[yonuxamol pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepuHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. ne
8vl0aomcs

12. B cpok, He MpeBbIIIAOMUN MATH paboyux JHEW CO JHS HalpaBlIeHUS B JUYHBIA KaOMHET
YIOJHOMOYEHHOTO (hefiepaabHOro opraHa HCIOJIHUTEIbHOW BIACTH B €IMHOM CHCTEME 3aKJIIOYEHHS
KOMHCCHHU 3KCIEPTOB 10 Pe3yJbTaTaM 3KCIEePTU3bl OTHOLICHUS 0XKUAEMOM MOJIb3bl K BO3MOXHOMY PHCKY
NPUMEHEHHS JIEKaPCTBEHHOTO IIperapara, COOTBETCTBYIOIIMI YIIOJHOMOYEHHBIH (eaepalbHblii OpraH
UCTIOJIHUTENIbHON BIIACTH:

1) ocymecTBisieT OLIEHKY 3TOrO 3aKJIIOYEHUS Ul OIpENeleHUs] ero COOTBETCTBUS 3aJaHMIO Ha
NpOBeJIeHHE YKa3aHHOM SKCIEPTHU3BL;

2) NpPUHHMMAET pEIIeHHWE O TIOATBEPKICHUU TOCYIapCTBEHHOW PETUCTPAIlUH JIEKapCTBEHHOTO
npenapara win 00 0TKase B MOATBEPKACHUHU TOCYyAapCTBEHHON PEerCcTpaluy JIEKapCTBEHHOIO Mpernapara;

Unpopmayus 06 usmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Ilynkm 3 uzmenen ¢ 30 sneaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 3 (6 peoakyuu @edepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cCpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYy0apCcmeenHHou  pecucmpayuu, Ha OymaxcHom Hocumene U O0YOIUKAMbBL  PecUCMPAYUOHHBIX
YOOCmMoGepeHUll J1eKAPCMEEHHbIX Npenapamos OJisi MeOuyuHckoeo npumernenuss ¢ 1 sawmeaps 2026 e. ne
evl0aomcs

Tonooicenuss nynkma 3 (6 peoakyuu @edepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO20
npumenenus nocpeocmeom EIITY, npumensiomcs ¢ 1 aueaps 2026 2. [[yonuxamel pecucmpayuonHbIxX
YOOCmMOoBepeHUll 1eKapCmMEeHHbIX Npenapamos 0/l 8emepunaproco npumenenus ¢ 1 aumeaps 2026 2. ue
svioalomcs

3) BHOCHUT TIpU TMPUHATUM PEIICHUS O TOATBEPKACHUH TOCYIapCTBEHHOW perucTpanuu
JICKapCTBEHHOTO Mpernapara CBEICHHS B TOCYIapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEACTB U BBIIACT
3agBUTENI0O OECCPOYHOE PETUCTPAMOHHOE YJOCTOBEPEHHE JICKAPCTBEHHOTO IIperapara IMOCPEICTBOM
HaMpaBJICHUS Yepe3 €AMHBINA MOopTall WM JUYHBINA KaOMHET 3asBUTENs B €AMHON CHUCTEME BBIITUCKU W3
TOCYIapCTBEHHOTO peecTpa JIEKAPCTBCHHBIX CPENICTB, MOANMMCAHHON YCWJICHHOH KBaIH(DHUIIMPOBAHHOMN
ANIEKTPOHHON MOAMKCHIO.

HUnghopmayus 06 uzmenenusix:
Yacmo 13 usmenena c 15 urons 2018 2. - @edepanvhwiii 3akon om 4 urons 2018 2. Ne 140-D3

Cm. npedwioywyto pedakyuio

13. OcHoBaHueM 17151 OTKa3a B MOATBEPKIACHUU TOCYAAPCTBEHHOW PETMCTpalUU JIEKApCTBEHHOTO
npenapara  SBJSETCS 3aKJIIOUYEHHUE COOTBETCTBYIOIIETO YHOJHOMOYEHHOro (hefepaabHOro opraHa
WCIIOJIHUTENIbHOM BJIACTM O TOM, YTO PUCK NPUYMHEHMS] Bpeda 3J0POBbIO YEJIOBEKa WM YKUBOTHOTO
BCJIE/ICTBHE TIPHEMa JIEKAPCTBEHHOTO TIpenapara rnpeBbIiaet 3pPeKTuBHOCTh €ro MPUMEHEHHS.

14. B mnepuox mpoBeneHHs MPOLEAYypbl MNOATBEPKICHUS TOCYJAPCTBEHHON pEerucTpalnuu
JIEKapCTBEHHOTO Tpenapara ero odpamienue B Poccuiickoit deneparum He MpUOCTaHABIUBACTCS.

Hnghopmayust 06 usmenenusix:
Yacms 15 usmenena c 13 aseycma 2019 2. - @edepanvruiii 3axon om 2 ageycma 2019 2. Ne 297-D3

Cm. npedwioywyto pedakyuio

15. [omyckaercsi oOpallieHue JIeKapCTBEHHBIX MpPernapaTtoB 10 HCTEYEHUS CpOKa TOIHOCTH,
IIPOM3BEJCHHBIX B TEYEHHE CTa BOCBMMJAECATH KaJ€HIAPHBIX JHEW IIOCIE JaThl IPUHATHUSA
YIOJIHOMOYEHHBIM (pefiepalbHbIM OpraHOM HCIOJHUTENBHOM BJIACTH pEIIEHUs O MOATBEPKICHUU
rOCydapCTBEHHOW PpETUCTpallii, B COOTBETCTBHUM ¢ HWH(pOpManuel, coaepkamieiics B JIOKyMEHTax
PErMCTPALIMOHHOIO J0ChE HA JIEKAPCTBEHHBIN IIPENapar A0 JaTbl IPUHATUS TAKOTO PELICHHUS.
TAPAHT:

Cm. kommenmapuu k cmamoe 29 nacmosaujeco PedepanvbHo2o 3aKoHA

Crarbs 30. Boecenne u3MeHEHUH B JOKYMCHTBI, COACPKAMUECCA B PCTUCTPALITMOHHOM NOCHEC HA
3aper HCTpHpOBaHHBIﬁ HeKapCTBCHHBIﬁ npenapar st MEAUIUHCKOTO IPUMCHCHU A

Unpopmayus 06 usmeHnenusix:
Yacmo 1 usmenena c 1 mapma 2026 2. - @edepanvuviti 3akon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioywyto peoakyuio
1. B mensix BHeCeHHUS W3MEHEHUU B JOKYMEHTBHI, COIEPIKAIUECS B PETUCTPALMOHHOM J0Che Ha
3apErUCTPUPOBAHHBIA JIEKAPCTBEHHBIN TIperapar JUisi MEIUIIMHCKOTO TPUMEHCHHS, Jep)KaTellb HITN
BJIaJIeJIel] PerUCTPAIMOHHOTO YIOCTOBEPEHUS IEKAPCTBEHHOTO MIperapara Win YIOJTHOMOUYEHHOE UM APYTroe
Cucrema TAPAHT 70/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MECHEHUSM. ..

IOPUJINYECKOE JIMLO (J1ajiee B HACTOSILEH CTaThe - 3assBUTEINb) HAIIPABIISET IOCPEICTBOM €AMHOIO OpTaja B
YIOJHOMOYCHHBIN  (efiepaldbHBIi  OpraH HCIOJHUTEIBHOM BJIACTH WIM B JIMYHBIA  KaOMHET
YIOJIHOMOYEHHOTO (pe/lepajbHOro OpraHa HUCIOJHUTENbHONW BJIACTH B €IUHON cHCTeMe IOANHUCAaHHOE
YCUJIGHHOUW KBaTU(UIIMPOBAHHOW JIEKTPOHHOUW TOAMKCHIO 3asBICHUE O BHECEHWW TAaKMX M3MEHEHHUU IO
(dopMe, YCTAaHOBJICHHOM YIOJIHOMOUYEHHBIM (eaepanbHbIM OpPraHOM HCIOJHMUTENbHOM BIAacTH, H
[IpUJIaracMble K HEMY WM3MEHEHHs B YKAa3aHHBbIE JOKYMEHTBI, & TaK)K€ JOKYMEHTHI, IOATBEPKIAOLINE
HEOOXOIUMOCTh BHECEHHUS TakUX H3MEHeHuWH. B ciyuae, ecim OT MMEHH 3asBUTENS JEUCTBYET €ro
npeAcTaBUTENb ((PU3NIECKOE JIMIIO), YIIOIHOMOYCHHBIM NeCTBOBATh OT MMEHHU 3asBUTEII HA OCHOBAHUH
JIOBEPEHHOCTH B 3JIEKTPOHHOW (pOopMe B MALIMHOYUTAEMOM BUJE, 3asBIECHUE O BHECEHUHM W3MEHEHUH B
JIOKYMEHTBI, COJEpP/KAIMECS B PETHCTPALIMOHHOM JIOChE€ Ha 3apETUCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar A MEIULUHCKOrO NMPUMEHEHUs, MOXKET ObITh IOANUCAHO YCHJICHHON KBaIM(pULUPOBAHHOM
AIIEKTPOHHOH MOINHUCHIO 100 YCHICHHON HEKBaTHU(PUIIMPOBAHHOMN 3JIEKTPOHHON MOATHUCHIO.

Unpopmayus 06 usmeHenusix:
Yacmes 1.1 usmenena c 30 aneaps 2024 2. - @edepanvruiil 3axon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwioywyo pedakyuio
TAPAHT:

Tonoowcenuss wacmu 1.1 (8 pedakyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonuvie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEenapamos 0k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
gvloalomcs

1.1. IIpu HEOOXOAUMOCTH BHECEHUS B JOKYMEHTHI, COIEPIKAIUECS B PETUCTPALIMOHHOM JOChE Ha
3apErHCTPUPOBAHHBIM  JICKAPCTBEHHBIN TIperapar Juis MEIUIIMHCKOrO TPHMEHCHHUsS, HW3MEHEHUI
OTHOCHUTEIIbHO MeCTa MPOM3BOJICTBA JIEKAPCTBEHHOIO IIpermapara s MEIUIIMHCKOTO TNPUMEHEHHS,
TPeOYIOINUX TPOBEICHUSI IKCIEPTH3bI KA4eCTBA JICKAPCTBEHHBIX CPEACTB, 3aSBUTENb JOMOIHUTECIHHO
HaMpaBJsSeT MOCPEICTBOM €IWHOTO TMOpTalia B YIOTHOMOUYEHHBINH (efepalbHbIil OpraH MCHOTHUTENbHOM
BJIACTH WJIH JIMYHBIN KaOWHET YIOTHOMOYEHHOTO ()e/IepaibHOTO OpTraHa UCIIOJTHUTEILHON BIACTH B SIMHOM
CUCTEME:

1) cBeneHHsT O Jare MPEIOCTABICHUS W PETUCTPANMOHHOM HOMEpE JIMIIEH3WHM Ha MPOU3BOJICTBO
JICKapCTBEHHBIX CPEACTB, a TAK)K€ KOMHIO 3aKIIOUEHUS O COOTBETCTBUU MPOM3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB I MEIHWIIMHCKOTO TPUMEHEHHsI TPEOOBAaHUSAM TPABWII HaJJIeXkalleld MPOU3BOJACTBEHHOM
NPAaKTUKU, WM KOMHIO CepTHU(HUKATa COOTBETCTBUS IMPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEMIIMHCKOTO TIPAMECHEHHUS TpeOOBAaHUSAM TPABUJI HAJJICKAIICH MPOU3BOJACTBCHHONH TPAKTUKH
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJIAHHBIX YIOJHOMOYEHHBIM (peiepaibHBIM  OpPraHOM
VCIIOJTHUTENbHOM BJIACTH B OTHOIIEHUU U3MEHEHHOW U (WJIM) AOMOJHEHHOW MTPOU3BOACTBEHHOH IUIOIIA KU
JICKapCTBEHHOTO Tpernapara JUisi MEIUIIMHCKOTO MPUMEHEHHs], WU KOMHIO PEIIeHHs YIOJIHOMOYEHHOTO
denepanbHOTO OpraHa WCHOJHUTEIHLHOW BJIACTH O TMPOBEIACHUHM (apMaIeBTUYCCKOW HHCIICKIINH
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB AJII MEIUIIMHCKOTO MPHUMEHEHUS Ha COOTBETCTBHE TPEOOBAHUIM
MpaBWJI HAJJIEKAIEH MPOU3BOICTBEHHON MPAKTUKU EBpa3zuiicKoro 3KOHOMHUYECKOTO COK03a B OTHOLIEHUH
W3MEHEHHOW ¥ (W) JOTOJTHEHHON MPOW3BOJICTBEHHOW TIUIOIMIAIKKA JIEKAPCTBEHHOTO Mperapara Jist
MEIMIIMHCKOTO MPUMEHEHHS B CIIy4ae, eCIu MPOU3BOJICTBO JIGKAPCTBEHHOTO Mperapara OCyIIeCcTBIsSETCS B
Poccuiickont @enepannu;

2) KOIUIO IMPEIOCTABICHHON YIOJIHOMOYCHHBIM OPraHOM CTpaHbl NMPOU3BOIUTEIIS JIUIICH3UW Ha
MIPOM3BOICTBO JIEKAPCTBEHHOTO Mperapara Jijisi MeAUIIMHCKOTO TPUMEHEHUS U €€ TIEPEBOJl Ha PyCCKUH S3BIK,
3aBepEHHBIC B YCTAHOBJICHHOM TOPSIKE, a TAK)KE KOIHIO 3aKJIFOUEHHUS O COOTBETCTBUHU TPOU3BOIAMTEIS
JICKapCTBEHHBIX CPEACTB TPEOOBAHUSM TPABUI HAJJICKAIICH MPOU3BOACTBEHHON MPAKTUKU, WU KOTHUIO
cepruduKara COOTBETCTBHS MPOM3BOIUTEINS JICKAPCTBEHHBIX CPEJCTB IS MEAWIIMHCKOTO MPUMECHCHHUS
TpeOOBaHUSM MPaBUI HAANEXKAIEH MPOU3BOJICTBEHHON MPAKTUKU EBpa3uiickoro "JKOHOMHUYECKOTO CO03a,
BBIJIAHHBIX YITOJITHOMOYECHHBIM (heiepabHBIM OPTAHOM HCITOJTHUTEIIBHOM BJIACTH B OTHOIIICHUU N3MEHEHHOM
Cucrema TAPAHT 71/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

U (WIM) OTOJHEHHON MPOM3BOACTBEHHOM IUIOIIAAKH JIEKAPCTBEHHOIO Ipernapara, WM KOMUIO PeIleHUs
YIOJIHOMOYEHHOTO (heiepabHOrO OpraHa HMCIOJHUTEIbHONH BIACTH O TPOBEIACHUU (apMaleBTHUECKON
MHCIICKIUU IIPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB JJII MEIULUHCKOIO IPUMEHEHUS Ha COOTBETCTBUE
TpeOOBaHUSAM MPABHUJI HAIEKAIICH MTPOU3BOJICTBEHHOM MPAaKTUKK EBpazniickoro SKOHOMHUYECKOTO COI03a B
cllydae, €Ciau IPOM3BOICTBO JICKAPCTBEHHOIO IIpenapara OCyLIECTBIIICTCA 3a Ipexnenamu Poccuiickoit
®denepanuu.

Unpopmayus 06 usmeHenusix:
Yacms 1.2 usmenena c 30 aneaps 2024 2. - @edepanvruiil 3axkon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus wacmu 1.2 (8 pedakyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIIT'Y, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonnsie
YOOCMOoBepeHUsl 1eKapCMBeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUs, No0meepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumenenus ¢ 1 saweaps 2026 e. ne
gvloalomcs

1.2. IIpu HEOOXOAUMOCTH BHECEHUS B JOKYMEHTHI, COIEPXKAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apErHCTPUPOBAHHBIM  JICKAPCTBEHHBIN TIperapar Juis MEIUIIMHCKOrO TPHMEHCHHWsS, W3MEHEHUI
OTHOCHUTEIIBHO MOKa3aTeNel KauecTBa JIeKapCTBEHHOTO Mpernapara Uit MeAUIIMHCKOTO MPUMEHEHUS U (1IN
METO/IOB KOHTPOJISi KauecTBa JICKAPCTBEHHOTO Tperapara i MEJIUIIMHCKOTO MPUMEHECHHUS, TPEOYIOMUX
MPOBEACHHS JKCIEPTH3bl KaueCcTBa JICKAPCTBEHHBIX CPEACTB, 3asABUTENb IOIMOJHUTEIBHO HampaBiseT
MIOCPENICTBOM €IMHOTO TOpTaia B YIOJIHOMOYCHHBIN (eepaabHbIii OpraH WCIOJHUTEIBHON BIACTH WU
JMYHBIN KaOWHET YIOJIHOMOUYEHHOTO (peiepaabHOro OpraHa UCIOIHUTEIBHOM BIACTH B €IMHOM CUCTEME:

1) cBeneHHs O Jare MPEIOCTABICHUS W PETUCTPANMOHHOM HOMEpE JIMIIEH3WHM Ha MPOU3BOICTBO
JICKapCTBEHHBIX CPENICTB UM CBEACHUS O JaTe MPEAOCTaBICHHS M PETUCTPALIMOHHOM HOMEPE 3aKIIFOUCHHS
O COOTBETCTBHHM TPOW3BOAMUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHHSM TMPABWI  HAJICKAIICH
MPOU3BOACTBEHHON MPAKTUKU WM KOMHUIO cepTHU(UKaTa COOTBETCTBHS MPOU3BOAMTENS JEKAPCTBEHHBIX
CPEICTB JUISI METUIIMHCKOTO IPUMEHEHUS TPEOOBAHUAM MTPABIIT HAJICIKAIICH TIPON3BOICTBEHHOM MPAKTUKH
EBpaszuiickoro 5KOHOMHUYECKOTO COI03a, BBIIAHHBIX (MIPEIOCTABICHHBIX) YIIOTHOMOYEHHBIM (e/iepalbHbIM
OpPTaHOM UCIOJHUTEIFHOW BJIACTH B OTHOUICHWH TIPOW3BOJCTBEHHOW IUIOMAJAKU JICKAPCTBEHHOTO
mpemnapara, B cliyuae, e€Cil MpPOU3BOJICTBO JIEKAPCTBEHHOTO Ipemapara ocyliecTBisieTcss B Poccuiickoii
®denepanuu;

2) KONUIO MPENOCTAaBICHHON YMOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS JHUIEH3UW Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO TIperapara Jijisi MeAWIIMHCKOTO TPUMEHEHUS U €€ TISPEBOJT Ha PyCCKUH SI3BIK,
3aBepEHHBIC B YCTAHOBJICHHOM MOPSIJIKE, a TaK)Ke CBEICHUS O JaTe MPeJOCTaBICHUS U PETUCTPAlMOHHOM
HOMEpE 3aKIIOYCHHUS O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBEHHBIX CPENICTB TPEOOBAHUSAM IPABUI
Ha/JIeXKalleld MPOU3BOJICTBEHHOW MPAKTHKHU, WIM KOMHIO CEePTH(HUKATa COOTBETCTBHUS MPOU3BOIUTEINS
JICKQpCTBEHHBIX CPENICTB JUISI MEIWUIMHCKOTO TMPUMEHEHHS TpPeOOBaHHUSM TIPaBHUI HaIeKaIeh
MPOU3BOACTBEHHON MpakTUKKU EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIJAHHBIX YIOJTHOMOUYEHHBIM
denepaibHBIM  OPraHOM HCIIOJTHUTEIBHOW BJIIACTA B OTHOIICHWW IPOW3BOJCTBEHHOW TUIOIIAIKH
JIEKapCTBEHHOTO Tpenapara, Uik CBEACHHS O JaTe MPEeJOCTaBICHUS U PETUCTPALIMOHHOM HOMEPE PeIIeHHs
YIIOJIHOMOYEHHOTO (heiepalIbHOTO OpraHa WCIIOJHUTEIBHONH BIACTH O TPOBEACHUU (apMaleBTHUECKOM
WHCIIEKIIUU TPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB /IS MEIUIIMHCKOTO MPUMEHEHHS Ha COOTBETCTBUE
TpeOOBaHUAM MpaBUI Ha/JIeXKallel MPOU3BOJCTBEHHON NMPaKTUKU EBpa3uiickoro sJKOHOMHUYECKOTO CO03a,
€CJIM MTPOU3BOJICTBO JIEKAPCTBEHHOTO TMpemnapara OCymecTBIsieTcs 3a npeaenamu Poccuiickoit deneparuu.

Unpopmayus 06 usmeHnenusix:
Yacms 1.3 usmenena c 30 ansapsa 2024 2. - @edepanvhuiii 3akon om 30 ausapsa 2024 2. Ne 1-D3
Cm. npedvloywyro pedaxyuro

TAPAHT:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Tonooswcenusn yvacmu 1.3 (8 pedaxyuu Dedepanvrozo 3akona om 30 sneaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmagienus 20Cy0apCmeeHHbIX YCiye npu 00paueHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYy0apCcmeenHHou  pecucmpayuu, Ha OymaxcHom Hocumene U O0YOIUKAMbBL  PecUCMPAUUOHHBIX
YO0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos O0Jisi MeOuyuHckoeo npumernenuss ¢ 1 saueaps 2026 o. ne
8b10AOMCSL

1.3. IlpunsiTue pemieHuss 0O BHECEHWHM HU3MEHEHUM WM 00 OTKa3e BO BHECEHWU W3MEHEHUU B
JOKYMEHTBI, COJIepKAlllMecss B PETrUCTPAllMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIA JIEKaPCTBEHHBIM
npernapar Juisi MeIUIIUHCKOTO TPUMEHEHUS, B Cllydae HEOOXOAMMOCTH MPOBEIACHHS SKCIIEPTH3bI Ka4eCTBa
JICKapCTBEHHBIX CPEACTB U (MJIM) SKCHEPTU3bl OTHOLICHHS OXXKHUIAeMOW TMOJb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara Jyuisi MEJAUIIMHCKOTO MPUMEHEHUsI OCYIIECTBISIETCS B CPOK, HE
MPEBBIIIAIOIINN MATUACCATH PaOOYNX THEH, a B OCTaJbHBIX CIy4asX B CPOK, HE MPEBBIMIAIOIINNA JECATH
pabounx THEH cO JHS HampaBlIEHUsS MMOCPEICTBOM E€IMHOTO MOpTaja B YIOJHOMOYCHHBIN (erepanbHbIN
OpraH WCIIOJIHUTENBHON BIIACTH WM JIMYHBIM KaOWHET YIOJHOMOUYEHHOro (eaepansHOro opraHa
WCTIOJTHUTEIILHOM BIIACTH B €IMHOW CUCTEME 3asIBJICHUS O BHCCCHUH TAaKMX U3MCHEHUH.

Hughopmayusi 06 usmenenusix:

Yacms 1.4 usmenena c 30 aneaps 2024 2. - @edepanvhuiil 3axon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenuss wacmu 1.4 (8 pedaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloaomcs

1.4. YnomHoMoueHHBIH (eaepanbHBI OpraH HCIOJTHUTEIBHONW BIACTH C YYETOM pe3ylbTaroB
dapMakoHa30pa W MPOBEPOK COOTBETCTBHUS JIEKAPCTBCHHBIX CPEICTB, HAXOAIIMXCS B TPaKIaHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBAHMSIM K HMX Ka4eCTBYy B TEUEHHE ACCATH pabouMx AHEH cO JHA
MOCTYIUICHHST COOTBETCTBYIOIIEH WH(OpPMANMK pa3MemaeT Ha CBOEM OQUIIMAIBHOM CalTeé B CETH
"NuTepHer" cBeneHUs O HEOOXOAMMOCTH BHECEHHS B WHCTPYKIMIO TIO MEIUIIMHCKOMY MPUMEHEHHIO
JICKQpCTBEHHOTO TIperapara W3MEHEHUH B OTHOIICHHWH CBEJCHUN O TIOKA3aHWSAX IS TPUMEHEHUS H
MPOTUBOIOKA3aHUSAX NIl IPUMEHEHHs JIEKapCTBEHHOTO Ipernapara, BbISIBICHHBIX MOOOYHBIX NEHCTBUSX,
HEKETIaTeIbHBIX PEaKIHAX MPU TPUMEHEHUH JICKApCTBEHHOTO Iperapara W HalpaBisieT MOIIHUCAHHOE
YCUIIEHHOHW KBAJIM(UIIMPOBAHHOM 3IEKTPOHHON MOAMKCHIO YBEIOMIICHHE B JIMYHBIA KaOMHET 3asBUTENS B
€IMHOH CHCTEME, a TAK)KE B JIMYHBIC KAOMHETHI 3asBUTEJICH B €IMHON CUCTEME, SIBJISIFOIIMXCS IePIKATSIISIMA
WIM BIAJENbIIaMU PErHCTPAIIMOHHBIX YIOCTOBEPEHHI B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMpenapaToB
(WM yIIOJTHOMOYECHHBIX UMU JAPYTUX FOPHIAICCKUX JIUIT).

Hnghopmayust 06 usmenenusix:
Yacms 1.5 usmenena c 1 mapma 2026 e. - @edepanvusiii 3akon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonooicenusn uacmu 1.5 (6 pedaxyuu Dedepanvrozo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHbliX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma Ol MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 e. Pecucmpayuonmvie
YOOCmMOoBepeHUsl 1eKapCMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoOmeepxcoarouue gpaxm
20CY0apCmeeHHoOU  pecucmpayuu, Ha OYMaxdcHoM Hocumene U  OVOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos O0Jisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
6610AOMCsL
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

1.5. Jepxarenp wiM BiaJesel] peruCTPallMOHHOTO yIOCTOBEPEHHUSI JIEKAPCTBEHHOIO Mpenapara, a
TaKXKe JepKaTeld WM BIAACIbIbl PETUCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MpEnapaToB (MIn
YIOJHOMOYEHHBIE UMU APYTUE IOPUAUYECKUE JIHUIA), KOTOPBIEC SBISIOTCS B3aUMO3aMEHIEMbIMHU, 00s3aHbI
HalNpaBUTh B JIMYHBIA KaOWHET YIOIHOMOYEHHOTO (elepaJbHOro OpraHa HCIOJHHUTEIBHON BIACTH
MOJITUCaHHbIE YCUJICHHBIMU KBATHU(QHUIIMPOBAHHBIMU DJIEKTPOHHBIMH TMOIIMUCSIMU 3asBJICHHUS O BHECCHHUHU
M3MEHEHUN B JOKYMEHTBI, COAEpXkallhecs B PErUCTPAllMOHHBIX JIOCE Ha 3aperucTpUpOBaHHBIE
JIEKapCTBEHHBIE Ipenaparbl ISl MEAUIMHCKOTO NPUMEHEHUs, B OTHOLICHUM CBEACHUM, YKa3aHHBIX B
MHCTPYKIIHUU 110 MEAMLMHCKOMY NMPHUMEHEHUIO JICKAPCTBEHHBIX MpENaparoB, B TEUCHHE COpOKa paboumx
JTHEH CO JTHS MOJTy4EeHUS YIIOTHOMOUEHHBIM (pe/iepaibHbIM OPraHOM UCTIOJTHUTENIbHOM BIaCTH AJIEKTPOHHOTO
YBEIOMIIEHUS O TIOJIYYEHUM JEp)KATeJeM WU BIAJENbIEM PErMCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO IMpernapara (Wi YIOJIHOMOYEHHBIM UM JPYTHMM IOPUAMYECKHUM JHUIOM) HH(OpManuwu,
yKa3aHHOM B yactu 1.4 HacTosel crarby. JJanHOe TpeOoBaHME HE paCIPOCTPAHSIETCS Ha CIyYau BHECEHUS
B MHCTPYKUHUIO N0 MEIUUMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOIO Ipenapara W3MEHEHUN B OTHOLUECHUU
HOBBIX IIOKa3aHUM [ NPUMEHEHUs JIEKAPCTBEHHOIO IIpernapara Ha OCHOBAHHUU pE3yJbTaTOB
COOTBETCTBYIOILIUX HMCCIEIOBaHUU. B ciyuae, eciiy OT MMEHM 3asBUTENs JEHCTBYET €ro IpeiCTaBUTEINb
(pusmueckoe nHII0), YIOTHOMOUEHHBIN JeCTBOBATh OT MMEHH 3asBUTEIS HA OCHOBAaHUH JIOBEPEHHOCTH B
JNIEKTPOHHON (opME B MAIIMHOYMTAEMOM BHJIE, 3asBJICHHE O BHECEHHMH WM3MEHEHHUH B JOKYMEHTHI,
cojiepXalliecss B PEruCTPAllMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npenapar ajs
MEIMIIMHCKOTO TPUMEHEHHS, MOXKET OBITh MOIMHCAHO YCHJIEHHOW KBAIU(UIIMPOBAHHON 3IIEKTPOHHOMN
HOATHCHIO JTNOO0 YCUIICHHOW HEKBAIU(DUITMPOBAHHOM AIIEKTPOHHOH MOIIHICHIO.

Hngpopmayus 06 usmenenusx:
Yacms 2 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoocenus uacmu 2 (8 peoakyuu @Pedepanvrozo 3akona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujenuu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepacoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. ne
evl0aomcs

2. Pemennie 0 mMpoBENEHUU IKCIEPTH3bI KaYeCTBa JIEKAPCTBEHHBIX CPEICTB U (MUIIH) SKCIEPTU3BI
OTHOIICHUS OXXKUIACMOW TOJB3bI K BO3MOXXHOMY PHCKY TPHUMEHEHHS JIGKAPCTBEHHOTO Tperapara Jyis
MEIMIIMHCKOTO TPUMEHEHHUs] TMPUHUMAETCS B COOTBETCTBUM C YTBEPKACHHOH YIOTHOMOUYEHHBIM
deneparbHBIM OpPraHOM HCITOJIHUTEIFHON BIACTH KiIacCH(HUKAIMeH N3MEHEHHH, BHOCHMBIX B IOKYMEHTBI,
coJiepKallnecs B peruCcTPaIlMOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIeKapCTBEHHBIH Mpemnapar.

Ungpopmayus 06 usmenenusix:
Yacmo 3 usmenena ¢ 30 susaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio
TAPAHT:

Tonoowcenus yvacmu 3 (8 peoakyuu Dedepanvrozo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocms 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCMOBepeHUs IeKapCmMBEeHHbIX NPenapamos 01 MEOUYUHCKO20 NPUMEHeHUs, noomeepacoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymaxcuHom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YOOCmogepeHull 1eKapCmMEeHHbIX Npenapamos 0 MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
8vl0aomcs

3. 3asBUTEND BIPaBE NPEACTaBUTH MO COOCTBEHHOW MHHUIIMATHBE BMECTE C 3asBJICHUEM O BHECEHHH
U3MEHEHUN B JIOKyMEHTBI, COJAEp)Kalluecs B PETUCTPALIMOHHOM JIOChE Ha 3aperucTPUpPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar JUisi MEAULUHCKOTO NPUMEHEHMSI, PEKBU3UTHI IOKYMEHTOB, TOATBEPAKAAIOIINX
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

yIUIaTy TOCYIapCTBEHHOM MOIUINHEI 32 BHECEHUE B JOKYMEHTBI, COACPKAIINUECA B PETUCTPALIMOHHOM JIOChE
Ha 3aperuMCTpUPOBAaHHBIA JIEKAPCTBEHHBIN Ipenapar il MEIULUHCKOIO IPUMEHEHUs, W3MEHEHU,
TpeOyIOIIMX IPOBEICHHUSI SKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B YAaCTH OSKCHEPTU3bl KadyecTBa
JIEKapCTBEHHOTO CpEACTBAa M (MJIM) 3KCIEPTU3bl OTHOIICHUS OKUIAEMOMN IOJb3bl K BO3MOXHOMY PHUCKY
IIPUMEHEHHUs JIEKapCTBEHHOTO Npenapara s MEAUIIMHCKOTO IPUMEHEHHU S, TOCYAAPCTBEHHON MOIIJIMHBI 3a
BHECEHHUE B JIOKYMEHTBI, COAEpXallMecs B PETUCTPALMOHHOM JIOCh€ Ha 3aperucTpUpOBaHHbBIN
JIEKapCTBEHHBIM Ipenapar Uil MEAMLMHCKOIO NMPUMEHEHUs, W3MEHEHUH, He TPeOYyIOIUMX MPOBEACHUs
AKCIEPTU3bI JIEKAPCTBEHHOI'O CPEICTBA, a TAKXKE BblJaBaeMble (IPEJOCTABISEMBIE) YIOJHOMOUEHHBIMU
(benepaabHBIMU OpraHaMu MCIIOJHUTEIbHOM BIACTHU JOKYMEHTHI (CBEACHNUS), yKa3aHHbIe B yacTsax 1.1 u 1.2
HacToAleH cTarhbu. B ciiydae wuX HeNpeacTaBIeHHS YINOJHOMOYEHHBIH (enepanbHblii  opra
UCIIOJIHUTENIHON BJIACTH 3alpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B TOPSAAKE MEKBEIOMCTBEHHOIO
UH(POPMAITMOHHOTO B3aUMOICHCTBHSL.

Unpopmayus 06 usmeHenusix:
Yacms 4 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyo pedakyuio
TAPAHT:

Tonoocenuss uacmu 4 (8 peoakyuu @Pedepanvrozo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonuvie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEenapamos 0k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
gvloalomcs

4. B teueHue naTH pabouux JHEH cO IHS MOCTYIUICHUS YKa3aHHOTO B 4acTW | HACTOAIIEH cTaTbu
3asIBJICHUS U HEOOXOMMBIX JOKYMEHTOB YIIOJTHOMOYCHHBIN ()eiepabHbI OPTaH NCIIOTHUTEILHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH CBEICHUH, CONEPIKALIUXCS B MPEICTaBICHHBIX
3asBHUTEJIEM MaTepuaax;

2) mpuUHHUMAET pelIeHHe O MPOBEICHNHN YKa3aHHBIX B YACTH 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIINX
IKCIIEPTU3 JISKAPCTBEHHOTO CPEJICTBA WIIH 00 OTKa3e B MX MPOBEIACHHH;

Hnghopmayust 06 usmenenusix:
Ilynxkm 3 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonoscenus nynkma 3 (8 pedaxkyuu @edepanvroeo saxona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHnblX Yciye npu 0opaweHuu 1eKapCmeeHHblX Cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sueaps 2026 e. Pecucmpayuonuvie
YOOCmoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, N0OmeEepxcoarouue gpaxm
20CY0apCmeeHHol  pecucmpayuu, Ha OyMaxcHoM Hocumene U OVOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMBEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 o. ne
6610AOMCsL

3) HampaBiseT B JIMYHBIA KAaOWHET 3asBUTEISI B CAWHOW CHUCTEME IOANMMUCAHHOE YCUJICHHON
KBaJU(UIIMPOBAHHOM ANIEKTPOHHOMN MOAMKCHIO YBEIOMIICHUE O TIPUHATOM PEIICHUN WITU B CITydae MPHHSITHS
penreHns 00 OTKa3e B MPOBEICHUN COOTBETCTBYIOIICH SKCIIEPTHU3HI C YKa3aHHEM IMPUYHH TAKOTO OTKAa3a.

Hngopmayus 06 uzmenenusix:
Yacms 4.1 usmenena c 30 aneaps 2024 2. - @edepanvhuiii 3axon om 30 aueapsa 2024 2. No [-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonoowcenusn uacmu 4.1 (8 pedaxyuu Dedepanvrozo 3axona om 30 sneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSM. ..
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOocmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaioujue Gaxm
20CY0apCcmeenHHou  pecucmpayuu, Ha OymaxcHom Hocumene U OYOIUKAMbBL  PecUCMPAUUOHHBIX
YO0OCmMOoGepeHUll J1eKApPCMEEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
8610AOMCSL

4.1. B cnyuyae BBISBICHUS HEJOCTOBEPHOCTH CBEICHHI, COJAEpPXKAIIMXCS B IPEICTaBICHHBIX
3asgBHUTENIEM MaTepualax, yIOJIHOMOYEHHbIN (eiepalibHbIil OpraH HCIOJIHUTEILHON BIACTH HANpaBISIeT B
JMYHBIA KaOMHET 3asBUTENS B €IMHOM CHCTEME 3a1poc 00 YTOUHEHUH YKa3aHHBIX CBEICHUH, MOANCAHHBIN
YCUJIEHHOM KBaIU(PUIIMPOBAHHOM 3JIEKTPOHHOM MOJITUCKIO.

HUngpopmayust 06 usmenenusix:

Yacmo 4.2 usmenena c 30 aunsaps 2024 . - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenus wacmu 4.2 (8 pedaxyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. No 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHvlX cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxm
20CY0apCmeeHHol  pecucmpayuu, Ha Oymax)cHom Hocumene U OYOIUKAMbBL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
8610AOMCSL

4.2. 3asBuTenb 00s3aH HANPABHUTH B JIMYHBIA KAOWHET YIOJHOMOYEHHOTO (henepaabHOro oprana
WCIIOJTHUTENLHOM BIACTH B €IMHON CHCTEME MOANMMCAHHBIN YCUICHHON KBATHU(PUIIMPOBAHHON IEKTPOHHON
MOJIITUCHIO OTBET HA 3aMPOC YIIOJIHOMOYEHHOTO (peIepaIbHOTO OpTaHa UCIIOTHUTEIILHOM BIIACTH B CPOK, HE
MPEBBIIAIOIINN EBIHOCTa pabOUYUX JAHEW CO JIHS MOMYUYEHUS YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM
UCTIOJTHUTEIILHOW BIACTH 3JICKTPOHHOTO YBEIOMIICHUS O MOJIYYCHUH 3asSBUTENIEM JaHHOTO 3arpoca. Cpox,
yKa3aHHBIM B 4acTH 4 HACTOSIIEH CTaThU, MPUOCTAHABIMBACTCS CO JHS HAIPABIICHUS B JIMYHBIA KaOMHET
3asIBUTEIISA B €IMHON CUCTEME 3aIpoca YIOJTHOMOUEHHOTO ()eIepalIbHOTO OpraHa MCIIOJIHUTEIHFHON BIACTH
JI0 JTHSI HAIIPaBJICHUS B INYHBINA KAOMHET YIIOJTHOMOYEHHOTO (eIepaibHOr0 OpraHa UCTIOTHUTEIbHON BIaCTH
B €TMHOM CHCTEME OTBETA Ha JAHHBIN 3aIPOC U HE YIUTHIBACTCS TIPHU HCYUCIICHUN CPOKA TIPUHSTHUS PEIICHUS
0 BHECEHUHU U3MEHEHH B IOKyMEHTHI, COJIepKallliecs B PErUCTPAIMOHHOM JJOChE Ha 3aperuCcTPUPOBAHHBIM
JICKapCTBEHHBIN Mpenapar JyIsl MEIUITUHCKOTO TIPUMEHEHHUS.

Hnghopmayust 06 usmenenusix:

Deodepanvrvim 3akoHom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 5 cmamwvu 30 nacmoswezo
DedepanbHoco 3aKOHA BHECeHbL UsMeHeHUs1, scmynaiowue 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm yacmu 6 npedvloyujell pedaKyuu

5. OcHoBaHMEM JI OTKa3a B NPOBEJCHUHU YKAa3aHHBIX B YaCTH 2 HACTOSALIEH CTAaTbU DKCIEPTH3
ABJISIETCSl IPEJCTABICHNE JOKYMEHTOB, IIEPEYUCIICHHBIX B YacTaX 1 u 3 HacTosel cTaTby, B HETIOJIHOM
o0beMe, HEMpe/ACTaBICHUE 3asBUTENEM B YCTAHOBJICHHBIM CPOK OTBeTa Ha YyKazaHHbIH B uactu 4.1
HACTOSIIEH CTaTbU 3ampoc YIMOJIHOMOYEHHOTO (hefepaabHOro OpraHa HCIOJIHUTEIbHOW BIIACTH, a TaKXke
OTCYTCTBHUE B IPEJCTABICHHBIX JOKYMEHTAX JOCTATOYHBIX CBEJICHUM, MONTBEPKAAIOUINX HEOOXOAMMOCTD
BHECEHHUS U3MEHEHUH, WM OTCYTCTBUE MH(OpPMaLIMH, MOATBEPKIAONIEH (aKT yIuiaThl rocyaapCTBEHHBIX
MOIUIVH, YKa3aHHBIX B 4YaCTU 3 HACTOAILIEHN CTAThU.

6. YKa3zaHHBIE B 4acCTH 2 HACTOSALIEH CTaTbW JKCIEPTHU3bI MPOBOAATCS B MOPSJIKE, YCTaHOBIEHHOM
crarbei 23 HacTosmero PenepajbHOro 3aKOHa.

Hngopmayus 06 uzmenenusix:
Yacms 7 usmenena c 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro
TAPAHT:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Tonooicenus yacmu 7 (8 peoakyuu Dedepanvrozo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmagienus 20Cy0apCmeeHHbIX YCiye npu 00paueHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYOAPCMBEHHOU  pecucmpayuu, Ha OYMAXCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos O0Jisi MeOuyuHckoeo npumernenuss ¢ 1 saueaps 2026 o. ne
8vl0aomcs

7. B cpok, HEe TPEBHIIAOIINN TATH PabouuX AHEW CO JHS HAMPABICHUS MOCPEICTBOM €IUHOTO
nopTraja B YIOJHOMOYEHHBIN (QenepanbHblii OpraH HCIOJHUTENBHON BIACTH WM JIMYHBIA KaOMHET
YIOJTHOMOYEHHOTO (heqepaabHOro OpraHa HMCIOJMHHUTEIBHOW BIACTH B C€IWHON CHCTEME MOIIMUCAHHBIX
YCUJIGHHBIMH KBaJIM(UIIMPOBAHHBIMH 3JEKTPOHHBIMU TOAMHUCIMH 3aKIIOUEHUN KOMHCCHM SKCIEPTOB IO
pe3yabpTaTtaM yKa3aHHBIX B 9aCTU 2 HACTOAIICH CTaThbH 3KCIIEPTH3, YIIOJTHOMOYCHHEIN (hefepanbHbId Opran
UCIIOJTHUTENbHOM BIIACTH:

1) npuHUMAET pelieHrne O BHECEHUH H3MEHEHHI B IOKYMEHTHI, COJIEPKAIINECs] B PETUCTPAIIMOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar A MEAUIIMHCKOTO IPUMEHEHUS, WId 00 0TKa3e
BO BHECCHHH TAKUX W3MCHEHUM;

Hughopmayusi 06 usmenenusix:

Ilynkm 2 usmenen ¢ 30 ansapsa 2024 2. - @edepanvruiil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenus nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloaomcs

2) BHOCHT B TOCYAapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB HA OCHOBAHUH PELICHUS O BHECEHUHU
U3MCHEHUH B JIOKYMCHTBI, COJACpIKAIIUECS B PETUCTPANMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapar sl MeIUIIUHCKOTO IPUMEHEHUs, HEOOX0IMMbIe H3MEHEHNUS,

Ungpopmayus 06 usmenenusix:

Ilynkm 3 usmenen ¢ 30 aunsapa 2024 2. - @edepanvhwviii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro
TAPAHT:

Tonoowcenua nynkma 3 (8 pedaxyuu @edepanvroeo 3akona om 30 aueaps 2024 o. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHuUs IeKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepaicoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymMaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YOOCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evl0aomcs

3) BBIDaeT 3asgBHUTENI0 HOBOE PETUCTPALMOHHOE YAOCTOBEPEHHE JIEKAapCTBEHHOIO Ipenapara B
cllydae W3MEHEHHs CBEJCHHW, COMCpPKAIINXCS B HEM, IIyTEM HAlpaBIICHUS 3asBHUTENIO TOCPEICTBOM
€IMHOTO TMOopTajia WM B JUYHBIA KaOWHET 3asABUTENS B €IMHOW CHUCTEME BBINHUCKU U3 TOCYIapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CpEACTB, MOAMMCAHHONM YCWJIEHHON KBaJIM(DUIMPOBAHHON 3IEKTPOHHON
HOATHUCHIO.

8. OcHoBaHHMEM Ui OTKa3a BO BHECEHHMH W3MEHEHHH B JOKYMEHTHI, COJEpiKallfecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM Npenapar Uil MEIUIIUHCKOTO
NPUMEHEHHUS, SBISIETCS 3aKII0OYCHUE YIIOJTHOMOYSHHOTO (e/lepaIbHOr0 OpraHa UCIIOIHUTEIFHON BIaCcTH O
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

BO3MO)KHOCTH CHIDKCHHUsI 0€301acHOCTH, KauecTBa, YPPEKTHBHOCTH JICKAPCTBEHHOTO CPEICTBA B Ciydae
BHECEHUS TaKUX U3MCHECHHUH.

Unpopmayus 06 usmeHenusix:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 uacmv 9 cmamou 30 nacmosaweco Pedepanbrhoco
3AKOHA U3N0JICEHA 8 HOBOU pedakyuu, scmynaroweli 8 cuiy ¢ 1 urons 2015 e.

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

9. HomyckaeTcs oOpailieHHue JCKapCTBEHHBIX MPEmaparoB JUisi MEIUIIMHCKOTO MPUMEHECHHS JI0
UCTEUYCHUsSI CPOKA TOTHOCTH, MPOU3BEICHHBIX B TEUEHUE CTa BOCBMHJIECATH JHEH MOCIE JaThl MPUHSATHSI
YIOJTHOMOYEHHBIM (heZiepaabHbIM OPTraHOM HCIOTHUTEIIBHOM BIIACTH PEIICHUS O BHECCCHHHM M3MEHCHUH B
JIOKYMEHTBI, COJICpIKAIINECs B PETUCTPAIIMOHHOM JIOChE, B COOTBETCTBUH C HH(OpMAIIHE, CoepIKaIiencs
B JIOKYMEHTAX PErUCTPAIMOHHOTO JOChE Ha JIGKAPCTBEHHBIN Mpenapar 10 JaThl MIPUHITHS TAKOTO PEIICHUS.

Unpopmayus 06 usmeHenusix:

Cmamuws 30 oonoanena wacmoio 10 ¢ 8§ mapma 2022 2. - @edepanvruiii 3akon om 8§ mapma 2022 2. Ne 46-
D3

10. IIpaButensctBo Poccuiickoit ®denepauuu BrnpaBe YCTAHOBUTh OCOOEHHOCTH BHECEHUS
U3MEHEHUN B JIOKyMEHTBI, COJAEpIKAIlMecs B PETUCTPALMOHHOM JIOChE Ha 3aperucTPUPOBAHHBIM
JCKapCTBEHHBI Tpenapar Ui METUIIMHCKOTO TIPUMEHEHHUs, B ciydae Jae(eKTypbl WIH pHUCKa
BO3HUKHOBEHUS JIe(heKTyphl JIEKApCTBEHHBIX MPEMapaToB B CBSA3M C BBEJCHHEM B OTHOLIEHUH Poccuiickoi
denepany OrpaHUYUTEIBHBIX MEp YKOHOMHUECKOTO XapaKTepa.
TAPAHT:

Cm. kommenmapuu k cmamoe 30 nacmosaweco PedepanvbHo2o 3aKOHA

TAPAHT:

o 31 oexabps 2027 2. 8Hecenue usmeHeHUll 8 pecucCmpayuoHHoe 00Cbe 1eKAPCMEEHHbIX NPenapamos OJis
6EMEPUHAPHO20 NPUMEHEHUsl, NPOU3BEOeHHbIX Ha meppumopuu PD 6 yenax umnopmoszameujenus,
ocyujecmensaemcs 8 y8e0OMUmenbHOM NopsaodKe ¢ NUCbMEHHbIM 00s3amenbcmeom 8 medenue 12 mecsayes
nocie 8HeceHuUs: UMeHeHUl npedcmasums 6ce HeoOXooumble omuyemsl
Crarba 31. BHeceHue n3MeHEHUN B JOKYMEHTBI, COACPKAIIUECS B PETUCTPALMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJisi BETepUHAPHOTO MPUMEHEHUS
Hnghopmayust 06 usmenenusix:

Yacms 1 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

THonoowcenua yvacmu 1 (8 peoaxyuu Dedepanvrozo 3axkona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0l 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J{yonuxkamel pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepuHapHo2o npumenenus ¢ 1 saneapsa 2026 2. He
evl0aomcs

1. B mensix BHeCEHHUS W3MEHEHUN B JOKYMEHTBHI, COIEPIKAIUECS B PETUCTPALMOHHOM J0ChE Ha
3apErHCTPUPOBAHHBIA JICKAPCTBEHHBIM TIpermapar JUisi BETEPHHAPHOTO TPHUMEHEHHS, AepkKareilb HITH
BJIaJIeJIel] PerUCTPAIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO MIperapara Wi YIOJTHOMOUYEHHOE UM JIPyTroe
IOPUAMYECKOE JIUIIO (J1ajiee B HACTOSIIIEN CTaThe - 3asiBUTENIb) HAMIPaBIISIET IOCPEICTBOM €JMHOTO TIopTalia B
YIOOTHOMOYEHHBIH  (eepanbHblii OpraH  HCIOJHUTENBHOW  BIACTH  MOMMHCAHHOE  YCUICHHOM
KBAJTM(DUIIUPOBAHHOW SJICKTPOHHOM TOANKCHIO 3asBIICHHE O BHECEHWW TaKMX H3MEHEHWH 1o ¢opme,
YCTaHOBJICHHOW YIIOJIHOMOUYEHHBIM (eiepatbHbIM OPraHOM HCIOTHUTENBHOM BIACTH, W MpHIaraeMble K
HEMY W3MCHCHHUS B yKa3aHHBIC JOKYMEHTBI, a TaKXe JOKYMEHTHI, MOITBEPXIAOIINE HEOOXOAMMOCTh
BHECEHHUS TakuX u3MeHeHUi. [Ipu HeoOXoaMMOCTH BHECEHUS U3MEHEHUN B JOKYMEHTBI, COJEpIKaIIHecs B
PETHCTPAIIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIM TIpermapar Jisg BETEPUHAPHOTO
NPUMEHEHHUS, B CIIyJasiX U3MEHEHHs U (MJIH) TOMOJHEHHs TPOU3BOACTBEHHOM IJIOMIAKH JEKapCTBEHHOTO
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MCHEHMSIM. ..

CpelcTBa, a Tak)kKe M3MEHEHHMS IOKa3aTelield KauyecTBa JICKapCTBEHHOTO Ipemnapara JJisi BETePUHAPHOTO
NpUMEHEeHUs W (WJIM) METOMOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO TMperapara i BEeTEPHHAPHOTO
MIPUMEHEHUS 3asiBUTENb JOTIOJHUTEIHLHO HAIIPABIISIET MTOCPEICTBOM €IMHOTO TOpTaja B YIIOJHOMOUYEHHBIN
denepanbHBIN OPraH UCTIOTHUTEILHOW BIACTH CIEIYIONINE TOKYMEHTHI (CBEICHNUS):

Unpopmayus 06 usmeHenusix:
Ilynxkm 1 usmenen c 1 saneaps 2021 2. - @edepanvuviii 3akon om 27 oexadps 2019 2. Ne 478-D3

Cm. npedwioywyto peoakyuio

1) cBenmeHHst O JaTe MPEJOCTABICHUS M PErMCTPAMOHHOM HOMEpE JIMIIEH3WU Ha MPOU3BOJCTBO
JEKapCTBEHHBIX CPEICTB, INPEAOCTABICHHONW IPOU3BOAUTENIO JIEKAPCTBEHHOTO Mperapara s
BETEPUHAPHOTO MIPUMEHEHUSI, IS POCCUICKIX TIPOU3BOIUTEIICH;

HUngpopmayust 06 usmenenusix:
Ilynxkm 2 usmenen c 1 aneaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 2. No 478-D3

Cm. npedwioywyio pedakyuio

2) cBeleHMs O JAaTe MPEeJOCTaBICHUS U PErMCTPAlMOHHOM HOMEpE JIMLEH3UU Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPECTB, MPEIOCTABICHHON MTPOU3BOIUTENIO (PapMarieBTUYECKOl CyOCTaHIINM, BXOSIIEH B
COCTaB JIEKApCTBEHHOI'O Mpernapara AJisi BETEpPUHAPHOTO IPUMEHEHNUS, AJI1 POCCUNCKUX IPOU3BOIUTENEH;

3) Konusl TOKyMEHTA, BBIIAHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTPAHbl POU3BOIUTEIS [ KaX101
IIPOM3BOACTBEHHON IIJIOLIAJIKM JIEKAPCTBEHHOIO IIpemnapara Uil BETEPUHAPHOIO INPUMEHEHUS H
HNOATBEPKAAIOIIETO0 COOTBETCTBUE IPOM3BOAUTEINS JIEKAPCTBEHHOIO Ipernapara TpeOOBaHUSIM IPaBUI
HaJUIeXKalleldl IMPOU3BOACTBEHHOM IIPAKTUKHU, M €0 IEPEeBOJ HAa pPYCCKUH A3BIK, 3aBEPCHHBIE B
YCTAHOBJICHHOM IIOPSAJIKE, a TAKXKE KONUS 3aKJIIOUEHUS O COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeAcTB TpeOOBaHUAM IPaBUI HAUIEKALIECH POU3BOACTBEHHON PAKTUKH, BBIJAHHOTO YIIOJTHOMOYEHHBIM
denepaabHBIM  OPraHOM HWCIOJHHUTENBHOM BIACTH ISl  KaXKIOW TPOW3BOACTBEHHOH  IUIOMIAJKH
JIEKapCTBEHHOI'0 Ipernapara JUlsi BETEPUHAPHOIO MPUMEHEHUs, JUO0 KONMsS pEelIeHHs O MPOBEICHUU
MHCIIEKTUPOBAHHS TIPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPENICTB, MPUHATOTO YIIOJIHOMOYEHHBIM (eiepabHbIM
OpPraHOM MCIOJHUTEIbHON BIACTH JUISl KaXKI0M MPOU3BOICTBEHHON IIJIOIIAAKH JIEKAPCTBEHHOIO IIpenapara
JUIsl BETEpUHAPHOTO IPUMEHEHUS. YKa3aHHBIE JOKYMEHTHI IIPEACTABISAIOTCA B ClIydae, €CIIA IMPOU3BOICTBO
JIEKapCTBEHHOTO IIpenapara Jiisi BETEpUHApHOI0 MPUMEHEHUS OCYILECTBIIIETCS 3a npeaenamu Poccuiickoit
®denepanuu;

4) xomMs JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPIaHOM CTPaHbl IMPOU3BOAUTEIS
(dapManieBTHUECKON CyOCTaHIIMU U MOJITBEPKIAIOIIET0 COOTBETCTBUE NMPOU3BOAUTENS (hapMalleBTUUECKON
cyOCTaHIIMM, BXOJfIIEH B COCTaB JIGKAPCTBEHHOIO Ipemapara Ui BeTEepUHAPHOIO IPUMEHEHUs,
TpeOOBaHUAM TMpaBWJI HaJJleKalllell MPOU3BOACTBEHHOM NPaKTHKH, W €ro MepeBOj] Ha PYCCKHUM S3bIK,
3aBEpEHHbIE B YCTAHOBJIEHHOM MOpPSAJKE, B CIy4yae, €CJIM MPOU3BOJICTBO (hapMalleBTUUECKON CyOCTaHIIUN
ocylecTBisAeTcs 3a npenenamu Pocculickoit denepanuu.

Ungpopmayus 06 usmenenusix:
Yacmo 1.1 usmenena c 1 mapma 2026 e. - @edepanvusiii 3akon om 31 uions 2025 2. Ne 304-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonooswcenusn yvacmu 1.1 (8 peoaxyuu Dedepanvrozo 3akona om 30 sneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienis 20Cy0apCmeeHHbIX YCye npu 00paueHul 1eKapCmeeHHblX cpeocma OJisl 6emMePUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxamol pe2ucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHblX Npenapamos 0 emepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. He
8vl0aomcs

1.1. B ciydyae m3MeHeHus u (WIn) JONOJHEHUS NMPOU3BOJICTBEHHOW IJIOLIAJKHU JIEKAPCTBEHHOIO
CpeICTBa JOKYMEHTHI, yKa3aHHbIE B UacTH | HacTosIIeN cTaThu, IPEICTABISIOTCS 3asiBUTENIEM B OTHOILIEHUU
U3MEHsIeMOM U (MJIM) TOTIOJIHAEMON MPOU3BOJCTBEHHON IJIOLIAIKU JIEKAPCTBEHHOTO cpesicTBa. Pemienue o
BHECEHUU U3MEHEHHUH B JOKYMEHTBI, CO/IEPKalIUecs] B PETUCTPALlMOHHOM JTOChE Ha 3aperucTPUpPOBAHHBIN
JIeKapCTBEHHBIN IpernapaT Ui BETEpUHAPHOTO IPUMEHEHUS, IM 00 OTKa3e B UX BHECEHUH NIPHUHUMAETCS B
cllydae HEOOXOAMMOCTH IMPOBENIEHUS SKCIIEPTHU3bI JIEKAPCTBEHHOI'O CPEICTBA B CPOK, HE MPEBBILIAIOIIMIMA
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

HICCTUICCATH TSATH paObOYUX THEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIINI ABAIIATH pabounX
JHEeW CcO JHS HampaBJeHUs MOCPEICTBOM E€AMHOTO IOopTaja B YIOJTHOMOYEHHBIH (enepaibHbIi OopraH
UCTIOJIHUTEIILHOW BJIACTH 3asIBJICHHS O BHECEHUH TAaKUX M3MCHCHHIA.

HUngpopmayust 06 usmenenusix:
Yacmo 1.2 usmenena c 30 aunsaps 2024 a. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne [-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss wacmu 1.2 (8 pedakyuu @edepanvroeo saxona om 30 aueaps 2024 2. No 1-D3), kacarowuecs
npedocmagienus 20cy0apCmeeHnbIX Ycy2 npu 0opaujeHuu 1eKkapcmeeHHbIX cpeocms 011 6emePUHapHO0
npumenenus nocpeocmeom EII'Y, npumensiomca ¢ 1 amneapsa 2026 2. [[ybnuxamel pecucmpayuoHHbix
YO0OCmogepeHuli 1eKapCmeeHHblX npenapamos 0Jisl eemepuHaprhoco npumeHenus ¢ 1 aumeaps 2026 e. ne
8vl0aomcs

1.2. B cinyuyae peopraHuzauuy JepsKaTeis WM BiaJeiblia PErMCTPAllMOHHOIO YAOCTOBEPEHUs
JIEKapCTBEHHOI0 Ipenapara JAjis BETEPUHAPHOTO IPUMEHEHMs, pa3paboTyMKa WIM NPOU3BOAUTEIIS
JIEKapCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO IPUMEHEHHUS B 3asBJICHUM O BHECEHUU W3MEHEHHU B
JOKYMEHTBI, COAEpXKALIUECS B PETUCTPALIMOHHOM JOChE Ha 3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npenapar Juisi BETEPUHAPHOIO IIPUMEHEHUs, YKa3blBAIOTCS JAHHBIE JOKYMEHTA, MOATBEPKIAOIIErO
BHECEHHE COOTBETCTBYIOLIMX M3MEHEHHH B ENUHBIN rocynapcTBEHHBIH peecTp HOPUAMUECKUX JHILL (s
OpraHu3aluii, 3aperucTpUpoBaHHbIX Ha Teppuropun Poccuiickoit ®enepauuu), WiM UHOTO JOKYMEHTAa,
HOATBEPKIAIOIIET0 PEOPraHn3aLUI0 FOPUANYECKOrO JUIA (U1 OpraHu3aluuii, He 3aperucTPUPOBAHHBIX Ha
tepputopuu Poccuiickoii @enepaunn). 3asBiaeHNEe O BHECEHUN U3MEHEHUN B IOKYMEHTBI, COZIEpKAILUECS B
PETUCTPALIMOHHOM J0ChE€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar s BETEPUHApHOIO
IIPUMEHEHUs, W IPWIAraéMble K HEMy JOKYMEHTBI HAIpPAaBIAIOTCS IOCPEACTBOM EAMHOIO IopTraja B
YIOJIHOMOYEHHBIH (heiepanbHblil OpraH UCIIOJIHUTEILHON BIACTH HE MIO3JHEE YeM Yepe3 TPUALATh pabounx
JTHE! CO JHS BHECEHUS COOTBETCTBYIOIIMX U3MEHEHUM B ENMHBIN rOCy1apCTBEHHBIM pEeeCTp IOPUINYECKUX
avn (A7 opraHu3alMid, 3aperucTpUpoBaHHBIX Ha Tepputopuu Poccuiickoit ®depepanuu) wim co aHA
IPUHSTHS. COOTBETCTBYIOLIETO JOKYMEHTA, MOATBEPIKIAIOIIEr0 PEOPTaHNU3ALMIO IOPUANYECKOTO JInua (1is
OpraHu3allii, He 3aperucTpUpoBaHHBIX Ha Tepputopun Poccuiickoit @enepanun). B cioyuae
peopraHu3anuy Iep Kareiis WIK BIaJebla PErUCTPAllMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara
JUIsl BETEPUHAPHOIO INPUMEHEHHUs 3asBICHUE O BHECEHUU M3MEHEHHUM B JIOKYMEHTBI, COIEp KAILHUECS B
PErUCTPALIMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar Juisi BETEPHUHAPHOTO
IIPUMEHEHU, TIOJAETCS FOPUAUUECKUM JIULIOM, KOTOPOMY B XOJI€ pEOpraHU3aluy MEPEAAaHo IIPABO BIAJACHU
TaKUM PETUCTPALMOHHBIM YIOCTOBEPEHUEM.

Hnpopmayus 06 usmenenusx:

Cmamus 3 0oononnena yacmoio 1.3 ¢ 1 mapma 2026 2. - @edepanvuwiii 3axkon om 31 utona 2025 2. Ne 304-
D3

1.3. 3asBienus, ykazaHHble B yacTsax 1-1.2 HacTosmel cratbu, MOTYT OBITh IOJMCAHbl YCUICHHON
KBaJH(HULIMPOBAHHON 3JIEKTPOHHON MOAMUCHIO OO YCUJICHHON HEeKBaIM(DPUIMPOBAHHOHN 3JIEKTPOHHOMN
MOJIMUCHIO B CIIy4ae, €CIM OT UMEHM 3asgBUTENS JEUCTBYET €ro MpeAcTaBUTeNb ((PU3MYECKOe JIUIIO),
YIOJIHOMOYEHHBIH 1eCTBOBaTh OT UMEHU 3asBUTEISl HA OCHOBAaHUU JJOBEPEHHOCTH B JIEKTPOHHOU popme
B MaIlIMHOYNUTAEMOM BHUJIE.

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3akoHom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 2 cmamwvu 31 Hacmoswezo
DedepanbHo2o 3aKOHA BHeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovloyuyeti pedaKyuu

2. B cimydae BHECEHMS M3MEHEHUN B JOKYMEHTBI, COJIEPKALINECS B PETUCTPALIMOHHOM JI0ChE HA
3aperuCTpUPOBAaHHBIM JIEKApPCTBEHHBIM Mpenapar A BETEPUHAPHOIO NPHUMEHEHUs, B OTHOLIECHUH
CBEJICHUH, yKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "H", "c", "X" mynkrta 7 wactu 3 crarbu 17
HacTosimero denepanbHOr0 3aKOHA, W3MEHEHUS U (WJIM) JOMOJHEHHUS MPOM3BOJICTBEHHOM IUIOMIAIKU

JICKAPCTBCHHOT'O CPCACTBA, a4 TAKIKC B CIIyHdaC U3MCHCHUSA MoKa3arejiel KauyecTBa JICKAPCTBCHHOTIO IIpcriapara
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

JUIST BETEPHHAPHOTO MPUMEHEHHS M (W) METOIOB KOHTPOJIS Ka4ecTBa JICKAPCTBEHHOTO Tpernapara s
BETEPUHAPHOTO TPUMEHEHUS MPOBOAMUTCS SKCIEPTH3a JIEKAPCTBEHHOTO CPEICTBA ISl BETEPHHAPHOTO
npuMeHeHus. B ciyyae HEOOXOOMMOCTH BHECEHHS] WHBIX M3MEHEHHH B JOKYMEHTBI, COJIEpIKalluecs B
PErUCTPAlMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBINA JICKAPCTBEHHBIM IIpenapar Juisi BETECPUHAPHOIO
NPUMEHEHHUS, SKCIIEPTU3a JICKAPCTBEHHOTO CPEICTBA U1l BETEPHHAPHOTO IPUMEHEHHS HE TIPOBOIUTCSL.

HUngpopmayust 06 usmenenusix:
Yacmo 3 usmenena c 30 sneaps 2024 2. - @edepanvruiii 3axkon om 30 sneaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 3 (8 pedakyuu Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6eMepUHAPHO20
npumenenus nocpeocmeom EIII'Y, npumensiomca c¢ 1 ausaps 2026 2. /[yonuxamel pe2ucmpayuuonHbIX
YO0OCmoGepeHull 1eKapCmeeHHbIX npenapamos 0Jisl eemepuHaprhoco npumenenus ¢ 1 aumeapsa 2026 e. ne
8v10aomcs

3. 3asBUTEND BIPaBE NPEACTaBUTH IO COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECCHHUH
U3MEHEHUN B JIOKyMEHTBI, COJAEpIKAIlMecs B PETUCTPALMOHHOM JIOChE Ha 3aperucTPUPOBAHHBIM
JIEKapCTBEHHBIN Tpernapar i BETEPUHAPHOTO MPUMEHEHUS, PEKBU3UTHI JJOKYMEHTOB, ITOITBEPKIAFOIINX
yIUIaTy TOCY/IapCTBEHHOM MOIUINHBI 32 BHECEHUE B IOKYMEHTBI, COAepkKAIUecs B PETUCTPAMOHHOM JIOChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipemapar ajis BETEPHHAPHOTO IPHUMEHEHHs, W3MEHECHUH,
TpeOYyIOIUX MPOBEIEHUS DKCIEPTH3bl JIEKAPCTBEHHOTO CPEJCTBA, WM H3MEHEHUU, HEe TpeOyIoIHX
NPOBENICHHS] AKCTIIEPTHU3HI JICKAPCTBEHHOTO CpeAcTBa. B cirydae HE0OXOAMMOCTH M3MEHEHHUsS! CBEICHUH,
COJIEpKAIIUXCS B PErHMCTPAIMOHHOM YAOCTOBEPEHUHU JIEKapCTBEHHOTO IMperapara Jisi BEeTEpPHUHAPHOTO
NPUMEHEHHS, C 3asBICHUEM, YKa3aHHBIM B 4acTH | HACTOSIIEH CTaThH, 3asIBUTEIb BIPABE MPEACTABUTH 110
COOCTBEHHOI MHUIINATUBE PEKBU3UTHI JOKYMEHTA, TOATBEPIKAAOIIET0 YIUIATy TOCYIapCTBEHHOMN MOILTHHBI
3a BBIZIAYy PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO TIpenapara. 3asiBUTENb BIIPABE MIPEICTABUTH
0 COOCTBEHHOW MHHUIIMATHBE CBEACHUS O JUIEH3UAX, YKa3aHHbIC B MyHKTaX 1 u 2 yactu 1 Hacrosien
CTaThbW, a TAK)KE BBIJAaBacMbIC YIOJHOMOYECHHBIMHU (hefepaibHBIMU OpraHaMH HCIIOJHUTEIHHON BIIACTH
JIOKYMEHTBI, yKa3aHHbIe B MyHKTe 3 yacTu | HacTosmiei crathbu. B cnyuae HempeacTaBleHUs YKa3aHHBIX
JIOKYMEHTOB (CBEJIeHUI) yIOJTHOMOYEHHBIN (eepalbHblil OpraH MCHOJHUTENbHOM BIacTH 3alpalluBacT
yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B MOPSIJIKE MEKBEIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMO/IEHCTBHUS.

Ungpopmayus 06 usmenenusix:
Yacmw 4 usmenena ¢ 1 mapma 2026 2. - @edepanvruiii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioyuyro pedaxkyuio

4. B cpok, He NMPEeBBIIIAOMUN NATH pabounx AHEH cO AHA MOCTYIUICHUS YKa3aHHOro B 4acTH |
HACTOSAIIECH CTaThbM 3asBICHUS W HEOOXOMUMBIX JIOKYMEHTOB, YIIOJHOMOYEHHBIH (perepanbHblii opraH
UCTIOJIHUTENIHON BIIACTH:

1) MpOBOIUT MPOBEPKY MOITHOTHI U JOCTOBEPHOCTH CBEIECHUH, COACPIKANIMXCS B TPEACTABICHHBIX
3asBUTENIEM JIOKYMEHTAaX;

2) mpUHUMAET pelIeHHe O MPOBEICHUH IKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA JJIsi BETEPUHAPHOTO
NpUMEHEHHS WK 00 OTKa3€e B €€ MPOBECHUH;

Unpopmayus 06 usmeHnenusix:
Ilynkm 3 usmenen ¢ 30 aunsapa 2024 . - @edepanvhwiii 3akon om 30 saneaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro
TAPAHT:

Tonoocenus nynkma 3 (8 peoaxyuu @Pedepanvroeo 3akona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO20
npumenenus nocpeocmeom EIIT'Y, npumensiomcs c¢ 1 aunsaps 2026 2. [[yonuxamel pe2ucmpayuonHulx
YOOCmoBepeHUll 1eKapCmeeHHbIX Npenapamos 0Jisi 8emepunaproco npumenenus ¢ 1 aumeaps 2026 e. ue
evloaomces
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

3) HampaBIsSeT TIOCPEACTBOM EIWHOTO TMOopTajia 3asBUTEIIO0 IOMMUCAHHOE YCHJICHHOU
KBaJTH(PHULUPOBAHHOH SNIEKTPOHHOI MOANUCHIO YBEIOMIICHHE O IIPUHATOM PEILICHUH HITH B Cy4ae MPUHATUS
petieHns 00 0TKa3e B MPOBEACHUH IKCIIEPTH3BI JICKAPCTBEHHOTO CPEICTBA ISl BETCPHHAPHOTO MTPUMEHEHHUS
C YKa3aHHEM MPUYHUH TAaKOTO OTKa3a.

Unpopmayus 06 usmeHenusix:
Yacms 4.1 usmenena c 30 aneaps 2024 2. - @edepanvruiil 3axkon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoocenus wacmu 4.1 (8 pedakyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jis 6emePUHAPHO2O
npumenenus nocpeocmeom EIITY, npumensiomcs ¢ 1 aueaps 2026 2. [[yonuxamel pecucmpayuuonHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX Npenapamos 0/l 8emepunaproco npumenenus ¢ 1 aumeaps 2026 e. ne
gvloalomcs

4.1. B cirydae BbISIBIICHUS HEIOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEACHUM, COACpKAIINXCS B
MPEJCTABICHHBIX 3asBUTEIIEM Marepuayiax, YIOJHOMOYCHHBIN (QenepalbHbIii OpraH HCHOJHUTEIHHOM
BJIACTU HAMpaBseT MOCPEACTBOM E€IMHOrO MOpTaja 3asBUTENI0 3alpoc 00 YTOYHEHMM YKa3aHHBIX
CBEIICHH, TOANMCAHHBIN YCHJICHHON KBAIN(UIIMPOBAHHON IEKTPOHHOHN MOAMHUCHIO.

Hnpopmayus 06 usmenenusx:
Yacms 4.2 usmenena c 1 mapma 2026 2. - @edepanvusiii 3akon om 31 urona 2025 2. Ne 304-D3

Cm. npedvioywyio peoakyuio
TAPAHT:

Tonooicenuss wacmu 4.2 (8 pedaxyuu Pedepanvroeco 3axona om 30 ausaps 2024 2. No 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jisl 6emePUHAPHO2O
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 auneaps 2026 2. [[yonuxamel pe2ucmpayuuonHulxX
YOOCmoBepeHUll 1eKapCmeeHHbIX npenapamos 0Jisl 8emepuHapro2o npumenenus ¢ 1 aumeaps 2026 2. ue
8vl0aomcs

4.2. 3asButenb 00s3aH HaNpaBUThb IIOCPEACTBOM €IMHOTO IOpTaja B YIOJIHOMOYEHHBIH
denepanbHBIE  OpraH HWCIONHUTENBHON BIACTH TOAMHCAHHBIN  yCHIEHHOW KBaTU(UIIUPOBAHHOU
AIIEKTPOHHOHN TOIMUCHI0 OTBET HA 3alpOC YIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa WCIONHUTEIbHOU
BIaCTH B CPOK, HE NPEBBIIAIOIIUN JAEBIHOCTa pabOo4YMX JHEH CO JHS IMOJY4YEHHs YHOJIHOMOUYEHHBIM
(denepaabHBIM OPraHOM HCIIONHUTEIBHON BIIACTH JIEKTPOHHOTO YBEAOMIICHHS O TIOYYECHUH 3asiBUTEIIEM
na"Horo 3ampoca. Cpoku, yka3aHHble B 4acTH 1.1 Hacrosmied cTaTbd, NMPUOCTAHABIMBAIOTCA CO JIHSA
HalpaBJIEHUS] TTOCPEACTBOM EIWHOTO TIOpTaja 3asBHTENIO 3alpoca YIMOTHOMOYEHHOTO (enepaabHOro
OpraHa MCIIOJHUTEIbHOM BIACTU 0 JIHS HAIIPABICHUS MOCPEICTBOM €MHOIO MMOpTasia B YIOJIHOMOYEHHBIN
¢denepanbHBI OpraH WMCIOIHUTENHFHONW BIIACTH OTBETA HA JAHHBIN 3allpoCc W HE YYUTHIBAIOTCS MPH
UCUUCIICHUM CpOKa NPUHATHS pELIeHHs O BHECEHWHM M3MEHEHHH B JIOKYMEHTBI, COAEpIKaliuecs B
PETUCTPAIMOHHOM JIOCh€ Ha 3aperHCTPHPOBAHHBIA JIEKAPCTBEHHBI Npenapar s BETEPUHAPHOTO
npuMeHeHus. B ciydae, ecau oT MMEHHM 3asBUTENS JEHCTBYET €ro MpeacTaBUTENb ((PU3NUECKOEe JIULIO),
YIIOJIHOMOYEHHBIH JIHCTBOBATh OT MMEHU 3asBUTEIISI HA OCHOBAHUU JJOBEPEHHOCTH B JIEKTPOHHOU (popme
B MAIIMHOYMTAEMOM BHJIE, OTBET HAa 3alpPOC MOXET OBITh MOJNHMCAH YCUJICHHOH KBaIM(UIIMPOBAHHOM
AJIEKTPOHHOMN MOANKCHIO TNOO0 yCUIIEHHOW HEKBATU(UIIMPOBAHHOM IEKTPOHHON MOAMHCHIO.

Hngopmayus 06 uzmenenusix:
Yacms 5 usmenena c 15 urons 2018 2. - @edepanvrviii 3axon om 4 uonsn 2018 2. Ne 140-D3

Cm. npedvioywyto peoakyuio

5. OcHoBaHuMeM JJsi OTKa3a B TIPOBEACHHUU OJKCIEPTU3bI JIEKApPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO IPUMEHEHUS SBJISICTCS MIPEJICTABICHIE JOKYMEHTOB, YKa3aHHBIX B YacTsaX 1 u 3 HacTosmei
CTaTbH, B HEMOJHOM OOBEME MU OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEICHUM,
MOJTBEPIKIAFOIINX HEOOXOJUMOCTh BHECEHUS HW3MEHEHWH, MO0 HENpeACTaBICHUE 3asBUTEIIEM B
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

YCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1 HacTosIIel cTaThbu 3ampoC YIMOJTHOMOYEHHOIO
denepanbHOTO OpraHa UCIOTHUTEIHLHOUW BIACTH.

6. DKcrepTr3a JIEKapCTBEHHOTO CPEACTBA Ji BETEPUHAPHOIO NMPUMEHEHHSI B IIEJIAX BHECEHHS
U3MEHEHUN B JOKYMEHTBI, COJIEpXKAIIMECHd B PErUCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpemnapar Jyisi BETEpUHAPHOTO MPUMEHEHHUS, OCYILIECTBIISIETCS B OPSAIKE, YCTaHOBICHHOM
cratbelt 24 nacrosiero deaepanbHOrO 3aKOHA.

Unpopmayus 06 usmeHenusix:
Yacmes 6.1 usmenena c 1 mapma 2026 2. - @edepanvusiii 3akon om 31 urona 2025 2. Ne 304-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus wacmu 6.1 (8 pedakyuu Pedepanvroeo saxona om 30 aunsaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paueHuy 1eKkapCmeeHHblX cpeocma 0Jis 6emMePUHAPHO2O
npumenenus nocpeocmeom EIITY, npumensiomcs c¢ 1 aueaps 2026 2. [[yonuxamel pecucmpayuonHbIx
YOOCmoBepeHUll 1eKapCmeeHHbIX Npenapamos 0Jisi 8emepunaproco npumenenus ¢ 1 aumeaps 2026 e. ue
evloaomcs

6.1. B cpok, He MpeBbILIAIONINI MSTH pabounx AHEH CO THS HapaBICHUS MOCPEICTBOM €IUHOTO
noprajia B yIOJHOMOYEHHBIN (pefiepadbHblii OpraH MCIOJHUTEIHHOM BIIACTH TMOANKUCAHHOTO YCUJICHHOU
KBaJM(UIIMPOBAHHON SIEKTPOHHON MOJMUCHI0 3aKIIOYCHHUS KOMHUCCHHM OKCIEPTOB MO pe3ylbTaram
yYKa3aHHOH B YacTH 2 HACTOSIICH CTaThU OKCIIEPTU3bI, YIOJHOMOYECHHBIH (erepanbHblii  OpraH
UCTIOJTHUTENbHOU BIACTH:

1) npuHUMAaET pelreHre O BHECEHUH H3MEHEHHI B JIOKYMEHTHI, COJIEPKAINECS B PETUCTPAIIMOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JIeKapCTBEHHBIN Mpernapar Jijisl BETepUHAPHOTO MPUMEHEHHUS, U 00 0TKa3e
BO BHECCHHH TAKUX W3MCHEHUM;

Hughopmayusi 06 usmenenusix:
Ilynkm 2 usmenen ¢ 30 aunsapsa 2024 2. - @edepanvrviil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyio pedakyuio
TAPAHT:

Tonoscenus nynkma 2 (8 peoaxkyuu @edepanvroeo saxona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jisl 6emePUHAPHOSO
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 auneaps 2026 2. [[yonuxamel pecucmpayuonHulxX
YOOCmoBepeHull 1eKapCmeeHHbIX Npenapamos O0Jisi 8emepunaproco npumenenus ¢ 1 aumeaps 2026 e. ue
evl0aomcs

2) BHOCHUT B FOCYJIapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PEIICHUS O BHECEHUH
U3MEHEHUH B JOKYMEHTBHI, COJAEpXkaIIMecs B PErUCTPALMOHHOM JIOCh€ Ha 3aperucCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar i BETEpUHAPHOTO MPUMEHEHHS, HEOOXOIUMbIC U3MEHEHUS,

Hnghopmayust 06 usmenenusix:
Ilynxkm 3 usmenen ¢ 1 mapma 2026 2. - @edepanvruiii 3axkon om 31 utons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

3) BHOCHT B TOCYIapCTBEHHBIH peecTp IEKapCTBEHHBIX CPEACTB B clydyae HEOOXOAUMOCTH
WU3MEHEHUS C COXpaHCHUEM TEKYIIIEro HOMepa 3aliCH B TOCYAapCTBEHHOM PeecTpe JICKapCTBEHHBIX CPEJICTB
U HaIpaBIIseT 3asSBUTENIO MOCPEJICTBOM €IMHOTO MOpTala WM B JUYHBIM KaOWHET 3asBUTENS B €IMHOMN
CUCTEME BBINIUCKY W3 TOCYIapCTBEHHOTO peecTpa JICKAPCTBECHHBIX CPEJICTB, TOIANMHCAHHYIO YCHIICHHOM
KBaNTU(UIIMPOBAHHOM IMEKTPOHHON TOMHCHIO.

Unpopmayus 06 usmenenusix:

Cmamuwsa 31 oononnena uacmoio 6.2 ¢ 15 uiona 2018 . - @edepanvuviii 3akon om 4 utonsa 2018 2. Ne 140-
D3

6.2. B ciyuyae BHECEHMsI H3MEHEHUN B IOKYMEHTBI, COJAEPKAIIUECS B PETUCTPALIMOHHOM J0ChE Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jijisl BETEpUHAPHOTO IPUMEHEHUs, B 4YacTH, Kacarolencs
U3MEHEeHUsT W (WJIM) JIOTOJIHEHHMsI TNPOU3BOJICTBEHHOHM IUIOIIAJKM JIEKAPCTBEHHOTO IIpernapara, Mpu
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

NPEACTaBICHUN 3asBUTEIEM B COOTBETCTBUHU C IIYHKTOM 3 4acTW | HACTOSIIEH CTAaTbU KOIHUH PEIICHUS
YHOOJIHOMOYCHHOT'O q)enepanbﬂoro opraHa HUCIOJHUTEIBHONM BIIACTH O MMPOBCACHHUU HWHCICKTUPOBAHUS
NPOM3BOJMTENSI JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHbIA B dacTh 6.1 HacTosied craThH,
MMPUOCTAHABJIMBACTCA CO J[JHA TIIOJYUYCHHUA 3aKJIHOYCHHA KOMUCCHUU OKCICPTOB OO0 JAdHA TPHUHATUA
YIIOJIHOMOUYEHHBIM (heiepalibHbIM OPraHOM HCIIOJTHHUTEIBHOM BIIACTH PELICHHS O BbIJA4Ye WM 00 OTKa3e B
BbIAYC 3aKJIIOYCHHA O COOTBCTCTBUU IMPOU3BOAMTECIIA JICKAPCTBCHHBIX CPCACTB Tp€60BaHI/I$IM ImpaBuJI
HaJIJIC)KAIIEH POU3BOICTBEHHOM MPAKTHKH, HO HE 00JIee YeM Ha CTO BOCEMBJIECAT paboumnx JHEH.

HUngpopmayust 06 usmenenusix:
Yacmo 7 usmenena c 15 uonsn 2018 e. - @edepanvusiii 3akon om 4 utons 2018 2. Ne 140-D3

Cum. npedvioywyio pedakyuio

7. OcHoBaHMEM /i OTKa3a BO BHECCHMHM W3MCHCHHMH B JOKYMEHTBHI, COJepXaliuecs B
PETUCTPAIIMOHHOM JI0OChE€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIM TIpenapar jisi BETCPUHAPHOTO
NPUMEHEHHUS, B CIy4asX, He TPEOYIOIIUX MPOBEACHUS SKCIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA, SIBISCTCS
NpeACTaBICHUE TOKYMEHTOB, YKa3aHHBIX B 4YacTsaX | u 3 HACTOsIIEH CTaTbH, B HEMOJIHOM OOBbEME HIIU
OTCYTCTBHE B INPEACTABICHHBIX JOKYMEHTaX CBEICHUMU, KOTOPHIE JTODKHBI OBITh B HUX OTPaKCHBI, JINOO
HETPE/ICTABIICHUE 3asBUTEIIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKa3aHHBIN B 4acTH 4.1 HacTosIICH cTaThu
3aIMpoc YIOIHOMOYEHHOTO (eiepaIbHOro OpraHa UCTIONHUTEIFHON BIIACTH.

Hnpopmayus 06 usmenenusx:

Cmamus 31 oononnena yacmoio 7.1 ¢ 15 urona 2018 . - @edepanvuwiii 3akon om 4 utonsn 2018 2. Ne 140-
D3

7.1. OcHoBaHMEM [UIsi OTKa3a BO BHECCHHMHM W3MEHEHHH B JIOKYMEHTHI, COAEpKamuecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIA JICKAPCTBEHHBIM Tpernapar sl BETCPUHAPHOIO
NPUMEHCHHUS, B CIy4asX, TPEOYIONIMX IPOBEICHUS SKCIIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA, SIBIISCTCS
3aKJIFOYEHHUE YITOJIHOMOYCHHOTO (heliepaIbHOr0 OpraHa UCTIOHUTEIILHOW BIACTH O BO3MOXKHOCTH CHIKCHHUS
0e30macHOCTH, KauecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Mpernapara BCJICACTBUE BHECEHUS U3MEHEHUH B
yKa3aHHbIC JJOKYMEHTbI, 0TKa3 YIIOJTHOMOYEHHOTO (heiepalibHOTO OpraHa HCIIOJHUTEIbHOMN BIACTH B BbIIa4e
3aKJTFOUYEHUS] O COOTBETCTBUU MTPOU3BOAMTEIIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM TPABHII HaIIS)KAIIEH
MPOU3BOACTBEHHON MPAKTUKU B Cllydyae U3MEHEHHs U (WJIM) JTOTIOJHEHUS MPOM3BOJICTBEHHON TUIOIIAIKU
JIEKapCTBEHHOTO TIperapara, €clid TPOHM3BOACTBO JICKAPCTBEHHOTO Tpenapara Ui BETEPUHAPHOTO
MPUMEHEHHUS OCYIIECTBIIsIETCS 3a npeaenamu Poccuiickoii @enepannu, Wi OTCYyTCTBHE ATOTO 3aKIFOUEHUSI.

Ungpopmayus 06 usmenenusix:

DeoepanvHvim 3axonom om 22 oexabps 2014 2. Ne 429-D3 yacms 8 cmamou 31 nacmosuieco @Pedepanbroco
3AKOHA U3N0JHCEHA 8 HOBOU pedarkyuu, scmynaroweli 6 cuny ¢ 1 utonsa 2015 e.

Cm. mexem wacmu 8 npedvioyujel peoaKyuu

8. Jlomyckaercss oOpalleHHe JICKapCTBEHHBIX TPENaparoB IS BETCPUHAPHOTO TPUMEHEHUS JI0
UCTEUEHUS] CPOKa TOJHOCTH, MPOU3BEICHHBIX B TEUEHHUE CTa BOCBMUJECATH THEH TMOce AaThl IPUHATUS
YIOJTHOMOYEHHBIM (he/iepaabHbIM OPTraHOM HCIOJHUTEIIBHOMN BJIACTH PEIICHUS O BHECCHHHM M3MCHCHUH B
JIOKYMEHTBI, COJep Kallfecss B PETUCTPAIlMOHHOM J0Che Ha JIEKapCTBEHHBIN Mpenapar, B COOTBETCTBHH C
uH(pOopMaIUeH, coepKamieiics B JOKYMEHTaX PETUCTPAMOHHOTO JIOChe Ha JICKApPCTBEHHBIN Mpemnapar J0
JaThl MPUHSATHUS TAKOTO PELICHHUS.
TAPAHT:

Cm. kommenmapuu k cmamoe 31 nacmosaweco PedepanvbHo2o 3aKOHA

Crarbs 32. OTMEHa roCyJapCTBEHHOM pETUCTPALINU JIEKAPCTBEHHOTO ITpenapara

Pemenne 06 oTMeHe TrOCyTapCTBEHHOW PErHCTpaIliU JIEKAPCTBEHHOTO Mperapara U UCKIIOYCHUH
JIEKApCTBEHHOIO TMpernapara M3 TOCYJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEIACTB MPUHUMAETCS
YIOJTHOMOYEHHBIM (hefiepaTbHBIM OPTaHOM HCIIOIHUTEIHHON BIACTH B CIIyYae:

1) npencraBiieHus: COOTBETCTBYIOLIMM YIIOJTHOMOUEHHBIM (heiepabHbIM OPraHOM HCTIOIHUTEIbHON
BJIACTHU 3aKJIFOUEHHS O PUCKE WM 00 yrpo3e 340POBbI0, )KU3HH YEIIOBEKA W KUBOTHOTO MPHU MPUMEHEHUH

Cucrema TAPAHT 84/
17¢


http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/71958560/86
http://ivo.garant.ru/document/redirect/57429135/317
http://ivo.garant.ru/document/redirect/71958560/87
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/70826338/1232
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/318

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

JIEKapCTBEHHOTO TIpenapara, MpEeBbIIAIUX ero 3PGEKTHBHOCTD, MO0 PE3yJIbTaTaM OCYIIECTBISEMOTO UM
MOHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHOTO Mperapara;

Unpopmayus 06 usmeHenusix:
Ilynkm 2 usmenen ¢ 1 mapma 2026 e. - @edepanvhuiii 3akon om 31 utona 2025 2. Ne 304-D3

Cm. npedvioywyto peoakyuio
TAPAHT:

Tonoowcenus nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasienus 20cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 o. Pecucmpayuonnsie
YOOCMOoBepeHUsl 1eKapCMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoO0meepicoarouue paxm
20Cy0apCcmeenHHol  pecucmpayuy, Ha OyMaxchom Hocumene U OYOIUKAMbL  Pe2UCMPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evioaiomcs

Tonoowcenus nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npedocmagienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIIIY, npumensitomcs ¢ 1 sineaps 2026 e. [[ybnukamvl pecucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX npenapamos 0Jisi eemepuHapro2o npumenenus ¢ 1 aumeaps 2026 2. ue
8610AOMCSL

2) moma4yM JeprKareleM WU BIAACIbIEM PErHCTPAIlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBECHHOTO
npenapara WIA YHOJHOMOYEHHBIM KM JIPYTMM FOPUIMYECKAM JIMIIOM 3asBICHHS 00 OTMEHE
TOCYyIapCTBEHHOW  pETUCTpallMk  JICKAPCTBEHHOTO  Ipemapara, MOJIMCAHHOTO  YCHUJICHHOMH
KBaJTM(PHUIIUPOBAHHOH AJICKTPOHHOH MOAIKUCHIO, ITyTEM €r0 HAIpaBJICHUS TIOCPEICTBOM €IMHOTO MopTajia B
YIOJTHOMOYEHHBIN (heiepabHbI OPTaH UCTIOTHUTEIHLHOM BIACTH WIIU JIMIHBINA KAOMHET YIIOJTHOMOYCHHOTO
(denepaabHOro OpraHa MCIOJTHUTEIBHOM BIIACTH B €IMHOW cucTeMe. B citydae, ecii OT UMEHH JIepiKaTest
WIA BIQJCNbIla PErHCTPAIMOHHOTO YIOCTOBEPCHHS JICKAPCTBEHHOTO IMpemnapara JACHCTBYET €ro
npeacTaBuTellb (GU3NIECKOE JIUIO), YITOTHOMOYCHHBIN JIEHCTBOBATh OT UMEHH JICPKaTesIsl MII BJIaJIeliblia
PETHCTPAIIMOHHOTO  YIOCTOBEPCHHS JIEKAPCTBEHHOTO TIperapara Ha OCHOBAHHH JIOBEPEHHOCTH B
ANEKTPOHHON (hopMe B MAIIMHOYUTAEMOM BHJE, 3asBlieHHE 00 OTMEHE TOCYJapCTBEHHOW perucTpanuu
JICKApCTBEHHOTO TIperapara MOXKET OBITh IMOMANMCAHO YCHJICHHON HEKBAIM(UIIMPOBAHHON AIICKTPOHHOMN
MOJIITUCHIO;

3) HEMOATBEPXKIICHUSI TOCYIAPCTBEHHON pETrHCTpaIfy JICKApCTBEHHOTO Iperapara Mo UCTCUCHUU
CpOKa JAeMCTBUS PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS, BBIIAHHOTO Ha TSTh JIET;

4) HempeacTaBIeHUS 3asgBUTENIEM HHPOPMAIINH, KOTOpasi MOXKET MOBJIeYb 32 cO00I HEOOXOANMMOCTh
BHECCHUS U3MEHEHHUH B JIOKYMEHTHI, COJICPKAIIHECS B PETHCTPAIMOHHOM J0ChE Ha 3apETHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar, B TeYeHUEe TPUALATH pabounx THEH co AHS HACTYIUICHUS dTUX U3MEHEHU;

Ungpopmayus 06 usmenenusix:

@edepanvHvim 3akoHom om 22 Oekabpa 2014 . Ne 429-D3 6 nywkm 5 cmamwu 32 nacmosujezo
DedepanbHo20 3aKOHA 8HeceHbl usmeHenus, ecmynaowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nyHKkma 6 npeovloyujell peoaKyuu

5) OCyIIeCTBIICHUS TOCYTAPCTBECHHOW PETUCTPAIMH JICKApPCTBEHHOTO Ipemnapara IOJ TOPTOBBIM
HAUMEHOBAaHHUEM 3apeTUCTPUPOBAHHOTO paHEE IMOA ITHM TOPTOBHIM HAMMEHOBAaHUEM JIEKApPCTBEHHOTO
mperapara, OTJIHYAIONIETOCs KaueCTBEHHBIM COCTABOM JICHCTBYIONTUX BEIICCTR;

Hngopmayus 06 uzmenenusix:
Ilynxkm 6 usmenen c 15 urons 2018 2. - @edepanvruiii 3axon om 4 uronsn 2018 2. Ne 140-D3

Cm. npedvioywyto peoakyuio

6) OCyIIeCTBIEHUS TOCYIaPCTBEHHON PETUCTPAIlMU OJHOTO M TOTO XKe JIEKAPCTBEHHOTO Mpemnapara B
OTHOIICHWW OJHOTO W TOTO K€ JepXkareis WIM Biaaeiblla PETUCTPANMOHHOTO YIO0CTOBEPECHHUS
JIEKapCTBEHHOTO Mpernapara B BUJIE IBYX U 0oJiee TeKapCTBEHHBIX MPENapaToB MO Pa3InYHBIMUA TOPTOBBIMHU
HAaUMEHOBAHUSIMH,
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

7) BBIHECEHHUSI CYZIOM PELICHHUS O HapyIICHUH TpaB MpaBoodIanaressi 00beKTOB HHTEIUICKTYaTbHON
COOCTBEHHOCTH TP OOPAICHUH JIEKAPCTBEHHBIX CPECTB;

Unpopmayus 06 usmeHenusix:

DedepanvHvim 3axoHom om 22 dexabps 2014 2. Ne 429-D3 cmamos 32 nacmoswe2o DedepanvHozo 3aKoHa
oononnena nynkmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

8) oTCyTCTBUS JIEKAPCTBEHHOTO Mpernapara B oOpaiienuu B Poccuiickoit denepaivu B TeUCHHE TPEX
u OoJjee JeT;

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. Ne 429-D3 cmamus 32 nacmosueco PedepaivHoo 3aKOHA
dononnena nynkmom 9, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

9) HEBBINOJHEHUA JepXKareJeM WM  BJIAQJETbIEM  PErHCTPAMOHHOTO  YIOCTOBEPEHUS
JICKapCTBEHHOTO Tperapara JM00 yIOTHOMOYEHHBIM UMHU JIPYTUM IOPUINYECKUM JIUIOM MEPOTIPUSATHH 110
oOecrieueHr0  O€30MaCHOCTH  JIGKAPCTBEHHBIX  MpENaparoB, YCTAaHOBJICHHBIX  YIOJIHOMOUYEHHBIM
denepanibHBIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH B COOTBETCTBHH C YacTSIMHU 3 U 4 cTaThu 64 HACTOSAIIETO
@DenepallbHOTO 3aKOHA, B paMKax OCYIEeCTBICHUS (papMaKkOHAI30Da;

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 oekaops 2014 2. No 429-D3 cmamos 32 nacmosujeco PedepaivHoo 3aKOHA
oononnena nynkmom 10, ecmynarowum 6 cuny c¢ 1 urona 2015 2.

10) orka3a nep)karenss WJIM BIaAeNblla PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara Ju00 YIMOJHOMOYEHHOTO HMHU JPYroro IOPUIMYECKOTO JIMIA OT BHECEHUS W3MEHEHUU B
MHCTPYKIHUIO IO TPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara, KacaroluXcsi HOBBIX OATBEPKACHHBIX JaHHbBIX
O TOM, YTO PHUCK NPHUUYMHEHHS Bpela 3I0POBbI0 UEJIOBEKAa WM >KMBOTHOTO BCIIEJACTBUE IIpHEMa
JICKapCTBEHHOTO Mpenapara npesbimaeT 3QpPeKTHBHOCTh €r0 MPUMEHEHUS.

TAPAHT:

Cwm. KOvMMeHnmapuu K cmamose 32 HacmoAuwezo ®€C)€paﬂbH020 3AKOHA

Crarbsa 33. [ocynapcTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB
TAPAHT:

Cwm. Ilonooicenue o I'ocyoapcmeennom peecmpe iekapcmeenHulx cpedcmas, ymeepoicoennoe Munsopaeom PD
1 oexabps 1998 2. N 01/29-15

1. TocymapcTBeHHBI peecTp JEKapCTBEHHBIX CPEICTB COMEPKUT TMEpPEueHb JEKapCTBEHHBIX
MperaparoB, MPOIISININX TOCYJapCTBEHHYIO PETUCTPAIHIO, TepedeHb (papMarieBTHUSCKUX CyOCTaHITHH,
BXOJIAIIUX B COCTaB JIGKAPCTBEHHBIX MPENapaTOB, U CIEAYIONIYI0 HHPOPMAITHIO:

1) B OTHOIIICHUH JICKAPCTBEHHBIX MPETAPATOB:
Hnghopmayust 06 usmenenusix:
Deoepanvrvim 3akonom om 22 dexabps 2014 2. Ne 429-D3 6 noonynxkm "a" nynkma 1 yvacmu I cmamou 33
Hacmoswe2o PedepanbHo20 3aKOHA 8HeCeHbl U3MeHeH s, ecmynarouue 6 cuny ¢ 1 uona 2015 e.

Cm. mexcm noonynkma 6 npeovloyujei peoaKyuu

a) HaWMMEHOBaHWE JIEKAPCTBEHHOTO TMperapara (MEeXIyHapOTHOE HEMAaTeHTOBaHHOE, WIIH
IPyNIUPOBOYHOE, WIM XMMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nekapcTBeHHas (hopma ¢ ykazaHHUEM JO3WPOBKH JICKAPCTBEHHOTO TperaparTa U ero KOJU4ecTBa B
HOTPEOUTENHCKOI YITaKOBKE;

Unpopmayus 06 usmenenusix:
Iloonynxkm "8" usmenen c 1 ansaps 2018 2. - @edepanvuviii 3akon om 28 oexadps 2017 2. Ne 425-D3

Cm. npedvloywyro pedaxyuro

B) HAMMECHOBAHHE JICPIKaTelIsl MM BJIaJIENblla PETUCTPAIMOHHOTO YIOCTOBEPEHHSI JIEKAPCTBEHHOTO
npernapara M CBEJCHHMS O PETUCTpAIMM JepKaTeis WIN BiaJlesiblia PETUCTPAIlMOHHOTO YIO0CTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara Jjisi MEAMIIMHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOIUIATEIbIINKA B CTpPaHE
peructpaiyu (JUIsl pOCCUICKUX IOPUAMUYECKUX JIUI - WACHTU(PHUKAIMOHHBIM HOMEp HaJlOroIUIaTelNbIINKa
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

(MHH), nyiss M”HOCTpaHHBIX FOPUANYESCKUX JIUI] - CTPaHA PETUCTPAIlUH, HANMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpPaIMOHHBIN HOMEp, KOJl HAaJOTOIUIATENNbIINKA B CTPAHEe PETUCTPALUU (MHKOPIIOPAIIUH) WITH
€ro aHajor);

HUngpopmayust 06 usmenenusix:
Hloonynxm "2" usmenen c 1 sineaps 2018 e. - @edepanvuwiii 3akon om 28 oexabps 2017 2. Ne 425-D3

Cum. npedvioywyio pedakyuio

I') HANMCHOBaHUE U aJ[peC MIPOU3BOAUTENS JICKAPCTBEHHOTO Tperapara U CBEICHUS O PETUCTPAIiH
NPOM3BOJMTENSI  JICKAPCTBEHHOTO  Tpenapara Uil  MEIUIIMHCKOTO — NMPHMEHEHHWsT B  KauecTBe
HAJIOTOIUIATENBIINKA B CTPAHE PETUCTPAMH (IS POCCUUCKHUX FOPUINYECKUX JIUI] - HICHTU(DUKAITMOHHBIN
HoMep Hanoromnarenpipka (MHH), ams WHOCTpaHHBIX IOPUIMYECKHUX JIMI[ - CTpaHa PETUCTPAIIHH,
HAUMEHOBAaHUE PETUCTPUPYIOIIETO OpPTraHa, PeruCTPAIlMOHHBIN HOMEp, KO/ HAJOTrOIJIaTeIbIUKa B CTPaHe
perucTpanuy (MHKOPIOpAIlMK) WIH €r0 aHaJIoT);

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. No 429-D3 noonynkm "0" nynkma 1 yvacmu 1 cmamou 33
Hacmosawe2o DedepanbHoco 3aKOHA U3NONHCEH 8 HOBOU pedaKkyuu, cmynarouei 6 cuny ¢ 1 utona 2015 e.

Cm. mexkcm noOnyHKma 6 npeovioyujel peoaxKyuu

1) papmMakoTepareBTHYECKas IPyIIa, KO JIEKAPCTBEHHOTO Ipenapara 1o aHaTOMO-TepareBTHYECKO-
XUMHYECKOH KilacCH(pHKAINU, pEKOMEHI0OBaHHOW BcemMupHO opranu3zanyeil 3paBooXpaHeHUs;

€) MOKa3aHMs U MPOTUBOIIOKA3aHHS K TPUMEHEHHIO JIEKAPCTBEHHOTO TIpenapara;

) TOOOYHBIC JICHCTBUS JIGKAPCTBEHHOTO TIpenapara;

3) CPOK TOAHOCTH JICKAPCTBEHHOTO IpeTapara;

1) YCIIOBHS XpaHEHHUS JICKAPCTBEHHOTO Tpenapara;

K) YCJIOBHS OTITYCKa JIEKQPCTBEHHOTO Iperapara;

) HOMep apMaKOIIeHHOW CTaThH WIIH B CIy4ae €€ OTCYTCTBUS HOMEP HOPMAaTHBHOMN TOKYMECHTAITUH
a100 HOPMATUBHOTO JOKYMEHTA;

HUnghopmayus 06 uzmenenusx:

DedepanvHuim 3axkoHom om 22 oexabpsa 2014 2. Ne 429-D3 ¢ noonynkm "m" nynkma 1 yvacmu 1 cmamou 33
Hacmosaue2o PedepanbHO20 3aKOHA BHeCeHbl U3MeHeHus, ecmynaiowue 6 cury ¢ 1 urons 2015 a.

Cm. mexcm noonynkma 6 npeovloyujei pedaKyuu

M) Jara TOCYJapCTBEHHON pErucTpaliy JICKQpCTBEHHOTO Mperapara W €ro pPerucTparuoOHHbIN
HOMEp, JaTa 3aMeHbl PEruCTPAIlMOHHOTO YAOCTOBEPEHHS JIEKApCTBEHHOTO Mperapara Ha OeccpodHoe
PETUCTPAIIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO TIpenapara, gara mojadd 3asBJIEeHUs O MOATBEPKICHUU
TOCYJIapCTBEHHOM perucTpanuu JEKapCTBEHHOTO Mpenapara, Jara OTMEHbI TOCY/IapCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOTO TIpernapara;
Hnghopmayust 06 usmenenusix:
Deoepanvrvim 3axkonom om 22 dexabpsa 2014 2. Ne 429-D3 nynkm [ wacmu I cmamou 33 nHacmoswe2o
DedepanbHo20 3aKOHA O0NonHeH noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urona 2015 2.

H) Ka4eCTBEHHBIM COCTAB M KOJWYECTBEHHBINH COCTAB JEHCTBYIONIUX BEIIECTB M Kauy€CTBEHHBIN
COCTaB BCIIOMOTaTEIbHBIX BELIECTB JIEKAPCTBEHHOIO MTpenapara;

Unpopmayus 06 usmenenusix:

Deodepanvhvim 3axonom om 22 oexabps 2014 2. Ne 429-D3 nynkm 1 wacmu I cmamou 33 nacmoswezo
DedepanvHoeo 3aKkoHa 0onoaneH noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
0) nH(pOpMAaIHs 000 BCeX pa3pelIeHHbIX BUIaX BTOPUUHON (TTOTPEeOUTENbCKON) YIAaKOBKH;

Unpopmayus 06 usmenenusix:
THoonynxkm "n" usmenen c 1 mapma 2020 2. - @edepanvusiii 3akon om 27 oexabps 2019 2. Ne 475-D3

Cm. npedvloywyro pedaxyuro

I) Jara NPUHATHS PELIeHHs O BO3MOXHOCTH paccMaTpUBaTh JIEKapCTBEHHBIM IMpemnapar npu
TOCYIapCTBEHHON PErHCTpanuy B KadecTBe Op(aHHOTO JIEKAPCTBEHHOTO Iperapara (Ui JeKapCTBEeHHBIX
npenapaToB sl MEAUIIMHCKOTO TPUMEHEHHUS);
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C

HU3MCHCHUSM...
Ungopmayus 06 usmenenusix:

N

THoonynkm "p" usmenen ¢ 1 mapma 2020 e. - @edepanvhwiii 3akon om 27 oexabps 2019 e. Ne 475-D3

Cum. npedvioywyio pedakyuio
p) Hamu4Me JICKApCTBEHHOTO IMpemnapara B TEPEYHE >KU3HCHHO HEOOXOAMMBIX W BaXKHEUIINX
JICKapCTBEHHBIX MPEMapaToB (JIs1 JIGKAPCTBEHHBIX MTPETAapaToOB ISl MEIUIIMHCKOTO IIPUMECHEHUS ),

HUngpopmayust 06 usmenenusix:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. Ne 429-D3 nynkm 1 wacmu I cmamou 33 nacmoswezo
DedepanvHozo 3aKkoHa 00noaHeH noonyukmom "c”, ecmynarowum 6 cuny c¢ 1 urona 2015 2.

C) HaJM4Ke B JIGKAPCTBEHHOM IIpernapare HapKOTUYECKUX CPENICTB, MCUXOTPOMHBIX BEIIECTB U UX
MPEKYPCOPOB, MOJJIEKAIUX KOHTPOIt0 B Poccuiickoit deaepanuu, B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoit @eaeparuu, MexyHapoIHbIMU JIoroBopaMu Poccuiickoit denepanyu, B ToM yncie Enunoi
KOHBEHLIMEN 0 HapKoTHYecKuX cpeactBax 1961 roga u KonBeHuuei o ncuxorponssix Bemecrsax 1971 roaa;

Unpopmayus 06 usmeHenusix:

Dedepanvrvim 3axkonom om 22 dexabpsa 2014 2. Ne 429-D3 nynkm I wacmu I cmamou 33 nacmosawe2o
DedepanvbHoeo 3aKoHa O0noaHeH noonyukmom "m", ecmynarowum 6 cuny ¢ 1 uions 2015 2.

T) wuHpOpMaIMs O TOM, SBISCTCS JM JaHHBIA JICKAPCTBCHHBIH TMpemapar peQepeHTHBIM
JIEKapCTBEHHBIM MPENapaToM;

HUnghopmayus 06 uzmenenusx:

DeoepanvHvim 3axkonom om 22 oexabps 2014 2. Ne 429-D3 nynkm 1 wacmu I cmamou 33 nacmoswezo
DedepanvHoeo 3aKkoHa 00noaHeH noonyukmom "y", ecmynarowum 6 cuny c¢ 1 urona 2015 2.

y) CBeICHHsI O TIOja4e 3asBICHUS O BHECEHWU HW3MEHEHHH B JOKYMEHTHI, COAep)Kalluecs B
PETHCTPAIIMIOHHOM JIOChE HA JICKAPCTBEHHBIN MpeTapar;

&) yrparun cuiy ¢ 1 mapra 2020 1. - deaepanbHbiii 3akoH OT 27 nekadps 2019 . Ne 475-D3

HUnghopmayus 06 uzmenenusx:

Cum. npedvioyuyyio pedakyuio

HUnghopmayus 06 uzmenenusx:
Hoonynkm "x" uzmenen c 30 aneaps 2024 2. - @edepanvnsiii 3akon om 30 sneapsa 2024 2. No [-D3

Cm. npedwioywyto pedaxkyuio

X) CpPOK BBEICHHS JIEKapCTBEHHOTO Mperapara i BETEPUHAPHOTO MPUMEHEHHUS B TPa)KTaHCKHIA
006oporT;
Hnghopmayust 06 usmenenusix:
Ilynxkm 1 oononnen noonynkmom "y" ¢ 30 sneaps 2024 2. - @edepanvuwiii 3axon om 30 ausaps 2024 2. Ne -
D3

11) “HGOPMAIIUS O TOM, SIBJISIETCS JIM JAaHHBIN JIEKAPCTBEHHBIN TIpenapat ophaHHbIM JIEKapCTBEHHBIM
mpernaparoM, HUMMYHOOHOJOTHYECKHMM  JIEKAPCTBEHHBIM  MpemaparoM,  paauodapMarneBTHYeCKUM
JIEKapCTBEHHBIM  TIpPemapaToM, TOMEOMAaTUYEeCKUM JICKapCTBEHHBIM MpEeraparoM, OHOJOTUYECKUM
JIEKapCTBEHHBIM  MPENapaToM, BBICOKOTEXHOJIIOTMYHBIM  JIEKAPCTBEHHBIM  IPENapaTroM, BIIEPBbIE
3apeructpupoBaHHbIM B Poccuiickoit denepannu B COOTBETCTBUM ¢ HAcToAIMM DenepaabHbIM 3aKOHOM
WJIM aKTaMHU, COCTaBIAOMUMHU 1paBo Coro3a;

2) B OTHOIIEHUH (hapMalleBTUYECKUX CyOCTaHIINM:

Ungpopmayus 06 uzmenenusix:
Iloonynxkm "a" usmenen c 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 sineaps 2024 2. Ne 1-D3

Cm. npedvioywyto peoakyuio

a) HaMMEHOBaHME (hapMalleBTUUECKOW CyOCTaHIUMM (MEXIYHApOIHOE HEMAaTeHTOBAaHHOE, WIH
TPYNITUPOBOYHOE, MIIH XUMUYECKOE W TOPTOBOE HAMMEHOBAaHHMS ), popMa BBITyCKa (C yKa3aHHEM JI03UPOBKU
(npu HamMuuM), GacoBKU U YIAKOBKH);

Unpopmayus 06 usmeHnenusix:
THoonynxkm "6" usmenen c 30 sneaps 2024 2. - @edepanvusiii 3akon om 30 aneapsa 2024 2. Ne [-D3
Cm. npedwioywyto peoakyuio
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

0) HaMMEHOBAaHWE W aJpec IMPOM3BOAMUTENS (PapMaleBTUUECCKOW CyOCTaHIMU (IJIT POCCHUHUCKHUX
IOPUJIMYECKUX JIML - WACHTH(HUKAIMOHHBIM HoMmep Hamororutatensiuka (MHH), ans wmHOCTpaHHBIX
IOPUAMYECKUX JIUI - CTPaHa PEerucTpalyy, HAMMEHOBaHHE PETUCTPUPYIOIIETO OpraHa, perucTpaloHHbIH
HOMeEp, KOJIl HAJIOTOIIATENbIIIUKA B CTPAHE PErUCTPALIMU (MHKOPIOPALIUK) WU €T0 aHAJIOT);

B) CPOK TOJTHOCTH (hapMaIieBTUUCCKON CyOCTaHITNH;

T') yCJIOBHUS XpaHEeHUs (apMaleBTUIECKON CyOCTaHINH;

1) HoMep (papMaKoIeHHOM CTaTbU WM B ClTydae €€ OTCYTCTBHS HOMEpP HOPMAaTUBHOM JJOKYMEHTAIH
1100 HOPMATHUBHOTO IOKYMEHTA;

Unpopmayus 06 usmeHenusix:

Dedepanvrvim 3axkonom om 22 dekabpsa 2014 2. Ne 429-D3 nynkm 2 wacmu I cmamou 33 nHacmosawe2o
DedepanvbHoeo 3aKoHa 00noaHeH noonyukmom "e", ecmynarowum 6 cuny c¢ 1 urons 2015 a.

€) Hamuue (apMaleBTUICCKON CyOCTaHIIMU B TEPEYHE HAPKOTUYCCKUX CPEICTB, TICHXOTPOITHBIX
BEIIECTB M MX IPEKypCOPOB, MOIeKalMX KOHTpoito B Poccuiickoit denepanuu, B COOTBETCTBHH C
3akoHozaarenscTBoM Poccuiickon denepanuu, MexyHapoaHbsIMu gorosopamu Poccuniickont denepanuu, B
ToM unciie EnuHol koHBeHIMeH 0 HapkoTudeckux cpeacrtBax 1961 rona u KonBeHiuen o mcuXoTpOIMHBIX
BenectBax 1971 roxa.

Hngpopmayus 06 usmenenusx:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 yacmsb 2 cmamou 33 nacmosue2o PedepaibHoco
3AKOHA U3N0JICEHA 8 HOBOU pedakyuu, scmynaroweli 6 cuny ¢ 1 urons 2015 .

Cm. mexem wacmu 6 npedvloyujeil peoaxyuu

2. dapmareBTHYECKas CyOCTaHIIMS, MPOU3BEICHHAS JJIsl PEeaTU3allii, MOXET ObITh BKJIIOUCHA B
TOCYIapCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEACTB HAa OCHOBAaHHMM 3asBJICHUS pa3paboTyMKa WK
MIPOU3BOAMTEIIS JICKAPCTBEHHOTO CPEICTBA TUOO YITOJIHOMOYEHHOTO UMH FOPUIMYECKOTO JIUIIA TIPH YCIOBUU
NpOBEIEHUsI B  OTHOIICHWHM TaKOW  (papMalleBTHUECKOW  CyOCTaHIIMM  OKCIEPTH3bl  KauecTBa
(dapMareBTHYEeCKON CyOCTaHIIMM B IOPSJIKe, YCTAHOBICHHOM cTaTheil 34 Hactosmiero denepalbHOTO
3akoHa. B oTHomeHWM (apMarleBTUYECKUX CyOCTaHIIMiA, TMPOU3BEJACHHBIX ISl pealu3aliu, B
TOCYZIapCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPEACTB COACPIKUTCS CIIEAYIOIIas HHPOPMAITU:

Hnpopmayus 06 usmenenusx:
Ilynxkm 1 usmenen c 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio

1) HammeHoBaHue (apMaleBTUUYECKON CyOcTaHIMK (MEXIyHApOJHOE HENaTeHTOBaHHOE, WU
IpyNIMPOBOYHOE, WM XMMUYECKOE U TOProBOE HAUMEHOBaHMs), popMa BBIITyCKa (C yKa3aHUEM J1I03UPOBKU
(mpu HasIMuKMK), (PAaCOBKHU M YIIAKOBKH);

Hnpopmayus 06 usmenenusx:
Ilynxkm 2 usmenen c 1 aneaps 2018 2. - @edepanvruiii 3axon om 28 oexabps 2017 2. Ne 425-D3

Cm. npedwioywyto pedakyuio

2) HaMMEHOBaHUe, aJipec MPOU3BOAUTENS (papMaleBTUYECKOl CyOCTaHIIMH, a TaK)Ke B OTHOLICHUN
JIEKapCTBEHHBIX CPEACTB I MEIULMHCKOIO NPUMEHEHUS CBEIACHUS O PErucCTPAlMHU MNPOU3BOAUTENS
(dapmareBTHUYECKON CyOCTaHIIMM B KaY€CTBE HAJIOTOIUIATENBIINKA B CTPAHE PETUCTPALMH (A1 POCCUICKUX
IOPUAMYECKUX JIUI - WAeHTU(UKanMOHHBIA Homep Hajoromiarensinuka (MHH), ang unocTpanHbIX
IOPUAMYECKHX JIUL - CTPAaHA PErMCTPallii, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpPraHa, perucTpalMOHHbIN
HOMEP, KOJI HAJIOTOILIaTeNbIINKa B CTPAHE PErUCTpalluy (MHKOPIIOPALlMU) UK €r0 aHaJIor);

3) CpOK TOIHOCTH (papMaIleBTHUECKON cyOCTaHIU;

4) ycnoBusi XpaHeHHs! (papMaleBTHUECKON CyOCTaHITNH;

5) Homep dapmakonelHoil crarbu MO0 B Cilydyae €€ OTCYTCTBUS HOMEp HOPMAaTHBHOMN
JOKYMEHTAIMU WM HOPMAaTUBHOTO IOKYMEHTA;

6) HasmuMe (papMareBTUYECKON CyOCTaHIIMM B NepeyHe HAPKOTHYECKUX CPENICTB, TICUXOTPOIHBIX
BEIIECTB M MX NPEKYpPCOpPOB, MOIJIEKAIMX KOHTpoyro B Poccuiickoir denepanuu, B COOTBETCTBUH C
3aKkoHozaarenscTBoM Poccuiickon denepanuu, MexxyHapoaHsIMu gorosopamu Poccuniickon denepanuu, B
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
W3MCHCHHSIM. ..

ToM unciie EnuHol KOHBEHIMENH 0 HapKoTuyeckux cpeactBax 1961 roma u KonBeHuen o mCUXOTpPOIMHBIX
BemiecTBax 1971 rona;

7) nata BKJIOUEHHUS (apMaIleBTHYECKOW CYyOCTaHIIMU B TOCYJIAPCTBEHHBIH PEECTpP JICKAPCTBEHHBIX
CPEICTB, JlaTa BHECEHHUs M3MEHEHUH B JOKYMEHTHI (hapMalleBTUYCCKON CYOCTAHIIMH, Jara WCKIIOYCHUS
bapmareBTHYECKOM CyOCTaHIIMN M3 TOCYIaPCTBEHHOTO peecTpa JICKapCTBEHHBIX CPE/ICTB.

3. Tlopsimox BeneHHsI TOCYAapCTBEHHOTO pPEECTpa JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIIUHCKOTO
MIPUMEHEHHUS U TIOPSJIOK BEJCHUS TOCYIapPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPENICTB ISl BETEPUHAPHOTO
NPUMEHCHUS  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM  YIOJHOMOYCHHBIM  (pemepanbHbIM — OpraHoM
HCIIOJIHUTEIHLHOM BIIACTH.

TAPAHT:

Cwm. KOMMeHmapuu K cmamse 33 HacmoAueco @edepafleoeo 3AKOHA

HUngpopmayust 06 usmenenusix:

Deodepanvrvim 3akoHom om 22 Oexabps 2014 2. Ne 429-D3 naumenosanue cmamou 34 Hacmoswezo
DedepanbHo20 3aKOHA U3N0HCEHO 8 HOBOU pedakyuu, ecmynaroujel 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm HauMeHoB8aHUsL 8 npedblOyueli pedaKyuu
Crarbsa 34. BxitoueHue B rocy/lapCTBEHHBII peecTp JIEKapCTBEHHBIX CPEACTB U HCKIIIOYEHHE U3
rOCYIapCTBEHHOI'O PEECTpa JIEKapCTBEHHBIX CPEIACTB (hapMalleBTUUYECKOH cyOcTaHIuH,
IIPOU3BEICHHOMN ISl pean3aluu

Hughopmayusi 06 usmenenusix:

DeoepanvHvim 3akoHom om 22 Oekabps 2014 2. Ne 429-d3 6 uacme [ cmamvu 34 nacmosawe2o
DedepanbHo2o 3aKOHA BHeCeHbL UsMeHeHUs1, cmynailowue 6 cuny ¢ 1 uons 2015 e.

Cm. mexem wacmu 6 npedvloyuieil peoaxyuu
1. Hus BrroueHUs ¢apManeBTHYECKON CyOCTaHIIMM, NPOU3BEICHHOW IS peau3alid, B
rOCYJIapCTBEHHBII peecTp JEKapCTBEHHBIX CPEACTB, IPOBOAMUTCS SKCIEPTHU3A €€ KaueCTBa.

HUnghopmayus 06 uzmenenusx:
Yacmo 2 usmenena ¢ 30 susaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvloyuyro pedaxyuio
TAPAHT:

Tonoocenuss uacmu 2 (8 pedakyuu Pedepanvroeco 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu oopaujeruu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHUs IeKapCmeEeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEeHeHUs, noomeepaicoarowue haxm
20CY0apCmeeHHol  pecucmpayuu, Ha OyMaxcHoM Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMBEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
evl0aomcs

Tonoocenuss uacmu 2 (8 pedakyuu Pedepanvroeco 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMepUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J[yonuxamol pecucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHblX Npenapamos 0 emepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. He
8vl0aomcs

2. DKcrnepTu3a KayecTBa yKa3aHHOU B yacTu | HacTosIel cTaThy (papMaleBTHUECKON CyOCTaHINH,
COCTaBJICHUE KOMHCCHUEH SKCIEpPTOB 3aKIIOUEHUN IO pe3yiabTaTaM 3TOM AKCHEpPTH3bl, MOANKUCAHUE HUX
YCUIIEHHBIMH KBTU()UIIMPOBAHHBIMH 3JIEKTPOHHBIMU TOAMHUCIME, HAalpaBlIeHUE TAHHBIX 3aKIIOYCHUN B
JMYHBIN KaOMHET YIOJHOMOUYEHHOTO (e/iepalibHOTO OpraHa MCIOJHUTENbHON BIACTH B €AMHON CHUCTEME
OCYIIECTBIIIIOTCSI B CPOK, HE MPEBBIIAOIINNA TPUAATH PAaOOYUX AHEW CO JHS HANpaBICHUS B JIMYHBINA
KaOMHET 3KCIEPTHOrO YUYPEKICHHUS B €IMHONW CHUCTEME COOTBETCTBYIOLIETO 3aJaHHs YIOJIHOMOYEHHOTO
¢denepaabHOro oOpraHa HCHOJHUTENBHOW BIAcTH, MOAMMCAHHOIO YCHUJICHHOM KBalnU(pUIUPOBAHHON
AJIIEKTPOHHOM TTOMMUCHIO, U CIEAYIOMINX JOKYMEHTOB (CBEJCHUN):
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

Ungopmayus 06 uzmenenusx:

Ilynkm 1 usmenen c 1 ausaps 2021 a. - @edepanvubiii 3akon om 27 dexkabps 2019 o. Ne 478-D3

Cum. npedvioywyio pedakyuio

1) cBeneHHst O Jare MPEIOCTABICHUS W PETUCTPALMOHHOM HOMEpE JIMIEH3WHM Ha MPOU3BOICTBO
JICKAPCTBEHHBIX CPEICTB WJIM CBEICHHUS O JaTe MPEIOCTABICHHUS U PETUCTPAIMOHHOM HOMEPE 3aKIIFOYCHUS
O COOTBETCTBHHM MPOW3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPaBWII  HaJEKaIIeH
NIPOM3BOJICTBEHHOW MPAKTUKH, BBIIAHHBIX (IIPEIOCTABICHHBIX) YIOIHOMOYEHHBIM (heiepalibHbIM OpPraHOM
WCTIOTHUTENILHOW BJIACTH, B CIIy4ae, €CId MPOU3BOACTBO JICKAPCTBEHHOTO CPEACTBA OCYIIECTBISETCS B
Poccuiickoit @eneparuu;

HUngpopmayust 06 usmenenusix:
Ilynxm 2 usmenen ¢ 30 ausaps 2024 2. - @edepanvuviil 3axon om 30 ausaps 2024 2. No [-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 2 (6 peoaxyuu @edepanvroco 3akona om 30 aueaps 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKaApPCMBEHHbIX NPEnapamos 0k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumenenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tonoowcenuss nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMepUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. [{yonuxkamel pe2ucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX Npenapamosd 0 eemepunaproco npumenenus ¢ 1 aumeaps 2026 2. ue
gvloalomcs

2) Komusi JOKYMEHTa, BBIIAaHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IMPOU3BOJUTENS
JIEKapCTBEHHOTO CPEJICTBA W MOITBEPKAAIOIIETO pa3pelrieHe MPON3BOACTBA JIEKAPCTBEHHOTO CPEICTBA, U
€ro MepeBoj Ha PYCCKHM S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM MOPSAJKE, a TaKKe KOMUS 3aKIIFOYCHUS O
COOTBETCTBHUHM  TPOW3BOAMUTENS  JICKAPCTBEHHBIX  CPEICTB  TPEOOBAaHUSAM  MpaBWiI  HaJISKAMICH
MPOU3BOACTBEHHON MPAKTUKH, BBIAAHHOTO YIOJIHOMOYEHHBIM (eiepalbHbIM OPTraHOM HCTHOTHUTEIbHOM
BJIACTH, JINOO KOMHS PEIICHUs YIOIHOMOYEHHOTO (eNepalbHOr0 OpraHa HCIIOJHUTENBFHONW BIAacTH O
npoBefeHnH (apMaleBTHUYECKON WHCIEKIUU MPOU3BOJCTBA JIEKAPCTBEHHBIX CPENCTB IS METUIITHCKOTO
NPUMECHECHHUS HAa COOTBETCTBHE TPEOOBAaHUSAM TMpaBUI HAISKANEH MPOU3BOACTBEHHON TPAKTHKHU
EBpazuiickoro 5KOHOMHYECKOTO COI03a. YKa3aHHBIE JOKYMEHTHI TMPEACTaBISIOTCS B CiIy4ae, €cid
MIPOMU3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OCYILECTBIsAETCS 3a npenenamu Poccuiickoit denepanmu;

3) AOKyMEHT, Coliep>Kallil CeayIoe cBeaeHs O (hapMalleBTUIECKON CyOCTaHIINU:

a) HauMeHoBaHue (hapMaIeBTUUYECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIhe CBONCTBA;

0) HaMMEHOBAaHHE U a/IPEC TIPOU3BOAUTEIS;

B) TEXHOJIOTHSI TTPOM3BOJICTBA C OIHMCAHWEM CTaJUH TPOM3BOJICTBA U METOIOB KOHTPOJISI Ha BCEX
CTaJUSIX TIPOU3BOJICTBA;

T') ONMCAaHKE Pa3pabOTKH Mpoliecca MPON3BOACTRA;

1) ONHCAHWE KOHTPOJIsS KPUTHYECKUX CTaIui Mporecca MPOU3BOACTBA M MPOMEKYTOUHOU
MIPOYKIINH;

€) TIOKyMEHTaJIbHOE MOATBEPKACHHE (BaTHIAIMs1) TIPOIIECCOB U (MJIN) MX OIICHKA,

’K) CBOMCTBA M CTPYKTypa JEHCTBYIOITUX BEIICCTR;

3) XapaKTepHUCTUKA ITPUMECEH;

n) crieurdukanys Ha papMaleBTHUYECKYI0 CyOCTaHIUIO U €€ 000CHOBaHHUE;

K) aHAJIUTUYECKUE METOJUKH, WCIOJIb3yeMble TMPU OCYIIECTBICHWHM KOHTPOJS KadecTBa
(apmareBTHIeCKOi CyOCTaHITUH;
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

J) TOKYMEHTAIILHOE TIOATBEPXKICHUE (BAIMAANNS) aHAIUTHYCCKAX METOIUK, UCIOIB3YEMBIX TPHU
OCYIIECTBIICHUU KOHTPOJIS KadecTBa papMaIieBTHUECKOM cyOCTaHInY;

M) pe3yJIbTaThl aHAJN3a Cepuil papMaleBTHUECKON CyOCTaHIINN;

H) TIEPEYCHb CTAHJIAPTHBIX 00PA3IIOB WU BEIIECTB, UCIOIB3yEMbIX IIPH OCYIIECTBICHUU KOHTPOJIS
KauecTBa,

0) OMHMCAHKUE XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTePUAIIOB U YKYIIOPOYHBIX CPE/ICTB;

1) TaHHBIC O CTAOMILHOCTH (PapMaIeBTUYECKON CyOCTaHITNH;

P) CpPOK TOJTHOCTH;

Unghopmayus 06 usmenenusx:

Yacms 2 oononnena nynkmom 4 ¢ 1 aneapsa 2018 . - @edepanvuuiii 3akon om 28 oexabpsa 2017 2. Ne 425-
D3

4) NOKyMEHT, COIEpKALUI CBEACHUS O PErHCTpalii IPOU3BOANUTENS JIEKAPCTBEHHBIX CPEACTB IJIs
MEIUIUHCKOTO0 MPUMEHEHHs B KaueCTBE HAJOIOIUIATENbILMKA B CTpaHE PEerucTpanuu (A1 pOCCUMCKHUX
IOPUJIMYECKUX JIMI - WACHTH(QHUKAIMOHHBIM HOMep Hanororuiarensiiuka (MHH), ans mHOCTpaHHBIX
IOPUJIMYECKUX JIUIL - CTPaHa PEruCTpaliy, HAUMEHOBAHUE PETUCTPUPYIOIIEI0 OpraHa, perucTpaliiOHHbIN
HOMEP, KOJI HAJIOTOIUIaTENbIINKA B CTPAHE PErUCTpalluy (MHKOPIIOPALlMK) UM €r0 aHajor).

Hughopmayusi 06 usmenenusix:

Yacms 3 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenuss uacmu 3 (8 peoakyuu Pedepanvrozo 3akona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 susaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHusl 1eKapCmEeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, Noomeepicoaruue Gaxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evl0aomcs

Tonoowcenua yvacmu 3 (8 peoakyuu Dedepanvrozo 3axkona om 30 aueapsa 2024 2. Ne 1-D3), kacarowuecs
npedoCcmagienus 20Cy0apCmeeHHbIX YCye npu 00paujeHuu 1eKkapcmeeHHblX cpedcma 0 6emMepUHAPHO20
npumenenuss nocpeocmeom EIIIY, npumensitomcs ¢ 1 sineaps 2026 2. [[ybnuxamvl pecucmpayuoHHbIX
YOOCmosepeHuil 1eKapCmeeHHblX Npenapamos O 6emepuHaproco npumenenus ¢ 1 aumeapsa 2026 e. e
6610AOMCsL

3. Jlns TpoBeleHHS OKCIEPTH3bl KadecTBAa YyKa3aHHOM B dYacTH | HACTOSMIICH CTaThu
dapMarieBTHUECKON  CcyOCTaHIIMKM  3asBUTENb HAMpaBlseT TOCPEACTBOM  €IUHOTO TopTaia B
YIOJTHOMOYEHHBIN (heiepabHbI OPTaH UCTIOTHUTEIHLHOM BIACTH WIIH JIMIHBINA KAOMHET YIIOJTHOMOYCHHOTO
denepanbHOrO OpraHa UCHOJIHUTENBHOM BIACTH B €MHON CHCTEME:

Ungpopmayus 06 usmenenusix:
Ilynkm I usmenen ¢ 1 mapma 2026 2. - @edepanvhuiii 3akon om 31 urona 2025 2. Ne 304-D3

Cm. npedvloywyro pedaxyuio
TAPAHT:

Tonoscenus nynkma 1 (8 pedaxyuu @edepanvroeo saxona om 30 aneapsa 2024 2. Ne [-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX cpeocma Ol MeOUYUHCKO20
npumenerus nocpeocmeom EI'MC3 u (unu) EIIIY, npumenstomes ¢ 1 ansapsa 2026 e. Pecucmpayuontule
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, N0Omeepxcoarouue paxm
20Cy0apcmeenol  pecucmpayuy, Ha OYMaxdchom Hocumene U OYOIUKAMbL  PeUCMPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
8b10A10MCSL

Tonoocenus nynkma 1 (8 peoaxyuu @edepanvroeo 3akona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmagienus 20cy0apCmeeHHbIX Ycay2 npu oopaujeHuu 1eKkapcmeeHHblX cpeocms 01 6emepUHapHO20
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxkamol pecucmpayuoHHbIX
YOOCmMOoBepeHuUll 1eKapCmeeHHbIX Npenapamos 0 eemepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. ne
gvl0aomcs

1) 3asBIeHHME O BKJIIOUEHUU B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEICTB JTaHHON
dapMarieBTHUECKOM CyOCTaHIIUU, TOAMUCAHHOE YCUIICHHON KBAJIM(UIIMPOBAHHOM 3JIEKTPOHHOM MOANUCHIO
3asIBUTEIISA, 4 B CIIy4ae, €CIM OT MMCHH 3asABUTENS JIEHCTBYET €ro MpeAcTaBUTENb ((PU3NUYECKOe JIHIIO),
YIOJHOMOYEHHBIN IEHCTBOBAaTh OT UMEHU 3asiBUTEIIA HA OCHOBAaHUH JOBEPEHHOCTHU B 3JIEKTPOHHOU Gopme
B MallTUHOYMTAEMOM BHJIC, MOIMUCAHHOE €T0 YCUJICHHOW KBATH(DHUIIMPOBAHHON SIEKTPOHHOW MOIIMHICHIO
WM YCUJIEHHOM HeKBAIM(DUIIMPOBAHHOMN 3JIE€KTPOHHOM MOITUCHIO;

HUngpopmayust 06 usmenenusix:
Ilynxm 2 usmenen ¢ 30 ausaps 2024 2. - @edepanvuuiil 3axon om 30 ausaps 2024 2. No [-D3

Cm. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 2 (6 peoaxyuu @edepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHvlX cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxm
20CY0apCmeeHHol  pecucmpayuu, Ha Oymax)cHom Hocumene U OYOIUKAMbBL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
8610AOMCSL

Tonosxcenus nynkma 2 (8 peoaxkyuu @edepanvroeo saxona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. [yonuxkamel pe2ucmpayuoHHbIX
YOOCmoBepeHUll 1eKapCmeeHHbIX Npenapamos 0Jisi eemepunaproco npumenenus ¢ 1 aumeaps 2026 2. ue
gvloalomcs

2) peKBU3UTHI JOKYMEHTA, IMOITBEPKIAIONIET0 YIUIaTy TOCYIapCTBEHHON MOIUTMHBI 32 BKIIIOYCHHE B
TOCYJIapCTBEHHBIN peecTp JEKapCTBEHHBIX CPENCTB (papMalleBTUUECKON CyOCTaHIIMU, TTPOU3BEACHHON st
peanuzanuu, 1100 Mo cOOCTBEHHOM WHUIMATHBE YKa3aHHBINA JTOKYMEHT. YIIOJTHOMOYEHHBIN (eaepanbHbIi
OpraH HCIOJHUTEIHHOW BJIACTH TpOBepseT (aKT yIUIaThl TOCYJApPCTBEHHOM TMOIUIMHBI 3asBUTEIEM C
UCIIONb30BaHNEeM HH(pOpMAaIIHK 00 yIuIaTe TOCYIapCTBEHHOH MOILITUHBI, cofepskaiieiics B [ocynapcTBeHHOM
WH()OPMAITMOHHONW CHCTEME O TOCYAapCTBEHHBIX W MYHUIMMNAIBHBIX IIJIaT€kKax, HAa OCHOBAHUHU
MIPEICTABICHHBIX 3asBUTEJIEM PEKBU3UTOB JOKYMEHTa, MOATBEPKJIAIOIIETO YIUIATy TOCYydapCTBEHHOU
MOTLTNHBL

Ungpopmayus 06 usmenenusix:

Deoepanvhvim 3akonom om 22 dexabpsa 2014 2. Ne 429-D3 6 nynkm 3 yacmu 3 cmamou 34 nacmoswye2o
DedepanvHo20 3aKoHa HeceHbl UsMeHeHUs, ecmynaiowue 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm nynkma 6 npeovloyujeti pedaKyuu

3) TOKYMEHTBI, yKa3aHHbBIC B YACTH 2 HACTOSIICH CTAaThU,
Hnghopmayust 06 usmenenusix:
Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 yacms 3 cmamou 34 nacmosueco PedepanbrHoco
3aKoHa 0ononnena nynkmom 4, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

4) 3asBiIeHHE O BbIOauye paspeuieHus Ha BBO3 B Poccuiickyro denepainio KOHKpETHOW MapTUH
HE3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOIO CPENCTBA, IPEIHA3HAYEHHOIO JUIsl IPOBEACHMS YyKa3aHHOU
SKCIEPTU3BIL.

Hngopmayus 06 uzmenenusix:

Yacms 3.1 usmenena c 30 aneaps 2024 2. - @edepanvruiii 3axon om 30 aueaps 2024 2. No [-D3

Cm. npedvioywyio pedakyuio
TAPAHT:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM

Tonooicenus uacmu 3.1 (8 pedaxyuu Dedepanvrozo 3axona om 30 sneaps 2024 2. Ne 1-D3), kacarowuecs
npedoCcmagienus 20Cy0apCmeeHHbIX YCiye npu 00paueHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYOAPCMBEHHOU  pecucmpayuu, Ha OYMAXCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmoGepeHUll J1eKApPCMEEHHbIX Npenapamos O0Jisi MeOuyuHckoeo npumernenuss ¢ 1 saueaps 2026 o. ne
evl0aomcs

Tonoocenuss wacmu 3.1 (8 pedaxyuu Pedepanvroeo saxona om 30 ausaps 2024 2. No 1-D3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenernuss nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J[yonuxkamol pecucmpayuoHHbIX
YOOCmogepeHull 1eKapCmeeHHbIX Npenapamos 0 eemepurHapHo2o npumenenus ¢ 1 saneaps 2026 2. ne
8vl0aomcs

3.1. B ciydae HempeacTaBlIeHHS C 3asBICHHEM O BKIIOYCHWUM B TOCYIApCTBEHHBIA peecTp
JEKapCTBEHHBIX  CPEACTB  (apMaleBTUYECKOM  CyOCTaHLMM  BblaBaeMbIX  (MPEAOCTaBIISEMBIX)
YIOJTHOMOYEHHBIMU ~ (pe/IepaIbHBIME  OpTraHAMH  UCIIOJHHUTEIFHOW BJIACTH JIOKYMEHTOB (CBEICHHIA),
YKa3aHHbIX B MYHKTax | W 2 4YacTu 2 HACTOSIICH CTaTbH, YMOJTHOMOYEHHBIH (QenepalbHbIil OopraH
WCTIOJTHUTEIILHOM BIACTH 3aIPANTUBACT YKa3aHHBIC JJOKYMEHTHI (CBEJICHHUS) B MOPSIIKE MEKBEIOMCTBEHHOTO
UH(GOPMAITMOHHOTO B3aUMOJICHCTBUSI.

HUnghopmayus 06 uzmenenusix:
Yacmo 4 usmenena c 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvloyuyro pedaxkyuio
TAPAHT:

Tonoscenus yacmu 4 (8 pedaxyuu Dedepanvrozo 3axona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 e. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoO0meepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evl0aomcs

Tonoowcenua yvacmu 4 (8 peoaxyuu Dedepanvrozo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMePpUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. [{yonuxkamel pe2ucmpayuoHHbIX
YO0OCmogepeHull 1eKapCmeeHHblX npenapamos 0 eemepurHapHoz2o npumenenus ¢ 1 saneapsa 2026 2. He
evl0aomcs

4. B TedeHue mATH pabouux JAHEU CO AHS MPUHATHS 3asBJICHUS O BKIIOYEHHH YKa3aHHOW B 4acTu 1
HACTOSIIEH cTaTby (papMaleBTHYECKON CyOCTaHIIMU B TOCY/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB U
JIOKYMEHTOB, TEPEUYHCIEHHBIX B 4YacTH | M MyHKTE 2 4YacTU 3 HACTOSIICH CTaTbH, YMOJIHOMOYEHHBIN
denepanbHbId OpraH UCTIOJIHUTEILHON BIACTH:

1) IpoBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COAEPIKAIIUXCSA B MPEACTABICHHBIX
3asiBUTEJNIEM JIOKYMEHTaX;

2) mpUHUMAeT pEIIeHHWE O HAMpPaBICHWU B OJKCIEPTHOE YUPEKICHHE 3aJaHHS HA TMPOBEICHUE
AKCIIEPTU3bl KauyecTBa YKa3aHHOW B 4YacTH | HacTosmed crarbu (apMareBTUHISCKOW CyOCTaHIIUU WA 00
OTKa3€ B TAKOM HAIIPaBJICHUU;

Unpopmayus 06 usmenenusix:
Ilynxkm 3 usmenen ¢ 30 aunsaps 2024 . - @edepanvhsiii 3axon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvloyuyro pedaxyuio
TAPAHT:

Tonoowcenus nynkma 3 (8 peoaxyuu @Pedepanvroeo 3akona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma Ol MeOUYUHCKO20

Cucrema TAPAHT 94/
17¢


http://ivo.garant.ru/document/redirect/408457419/1303
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
http://ivo.garant.ru/document/redirect/408457419/1303
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/46
http://ivo.garant.ru/document/redirect/408457419/1304
http://ivo.garant.ru/document/redirect/76829762/344
http://ivo.garant.ru/document/redirect/408457419/1304
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
http://ivo.garant.ru/document/redirect/408457419/1304
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/46
http://ivo.garant.ru/document/redirect/408457419/13043
http://ivo.garant.ru/document/redirect/76829762/3443
http://ivo.garant.ru/document/redirect/408457419/13043

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOocmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaioujue Gaxm
20CYOAPCMBEHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YOOCmogepeHull 1eKapCMEeHHbIX NPenapamos 0 MeOuyuHcko2o npumenenus ¢ 1 aueaps 2026 o. ne
8vl0aomcs

Tonooicenuss nynkma 3 (6 peoakyuu @edepanvroco 3akona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasgienus 20Cy0apCmeeHHbIX YCaye npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenuss nocpeocmeom EIII'Y, npumensiomcs ¢ 1 aumeapa 2026 2. J[yonuxkamol pecucmpayuoHHbIX
YOOCmogepeHull J1eKapCmeeHHblX Npenapamos 0 eemepurapHo2o npumenenus ¢ 1 saneaps 2026 2. ne
8vl0aomcs

3) HampaBisSeT B JIMYHBIA KaOWMHET 3asBUTENS B EAUHOW CUCTEME IOANMUCAHHOE YCUJICHHOMN
KBaJIM(UIMPOBAHHOM JIEKTPOHHON MOINUCHIO YBEIOMIICHUE O MIPUHATOM PEIICHUH UJU B Cllydae 0TKasa C
yKa3aHUEM IPUYUH TaKOTO OTKa3a.

Unghopmayus 06 usmenenusx:
Yacms 4.1 usmenena c 30 aneaps 2024 2. - @edepanvruiii 3axon om 30 aueapsa 2024 2. Ne [-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenus wacmu 4.1 (8 pedakyuu Pedepanvroeo 3axona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenenus nocpeocmeom EI'UC3 u (unu) EIII'Y, npumensatomes ¢ 1 ansapa 2026 e. Pecucmpayuontvle
YOOCmosepeHusi 1eKapCmEeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, Noomeepicoauue Gaxm
20CY0apCmeeHHou  pecucmpayuu, Ha OyMax)cHoMm Hocumene U OYOIUKAMbL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos O0Jisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 o. ne
8b10AOMCSL

Tonoscenus wacmu 4.1 (8 peoakyuu @edepanvrozo 3akona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO2O
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 auneaps 2026 2. [[yonuxamel pe2ucmpayuuonHblxX
YO0oCcmogepeHull 1eKapcmeenHblX npenapamos 01 eemepurapHo2o npumenenus ¢ 1 aneapsa 2026 2. ne
evl0aomcs

4.1. B ciydae BbISIBIEHUS HEOCTOBEPHOCTH U (MJIN) HEJOCTATOYHOCTH CBEACHUM, COAepKAINXCS B
NpPEACTaBICHHBIX 3asBUTENEM MaTepHuajaxX, YINOJHOMOYEHHBIH (eaepalbHbli OpraH HCIOJHUTEIbHON
BJIACTH HAIpaBJIsIeT 3asBUTENIO TOCPECTBOM €IMHOTO MOPTaJla MU B JINYHBIN KaOWHET 3asiBUTENIS B €AMHOMN
cucTeMe 3ampoc 00 YTOYHEHUM YKa3aHHBIX CBEICHUM, MOANMUCAHHBIN YCHJIEHHON KBalM(pULIMPOBaHHOM
3NEKTPOHHOM MOAMUCHIO.

Hnghopmayust 06 usmenenusix:
Yacms 4.2 usmenena c 1 mapma 2026 2. - @edepanvusiii 3akon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonooicenusn uacmu 4.2 (6 pedaxyuu Dedepanvrozo 3axona om 30 aneaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmagienus 20Cy0apCmeenHblX YCiye npu 00paweHuu 1eKapCmeeHHblX cpeocme Ol MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCMOBepeHUs IeKapCmMEeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEHeHUs, noomeepacoarowue haxm
20CY0apcmeenHou  pecucmpayuu, Ha OymaxcuHom Hocumene U OYOIUKAMbl  PecUCMPAYUOHHBIX
YOOCmOogepeHuUll 1eKapCmMEeHHbIX Npenapamos 0 MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evloalomcs

Tonoowcenusn uacmu 4.2 (8 pedaxyuu Dedepanvrozo 3axona om 30 sneaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasgienus 20Cy0apCmeeHHbIX YCaye Npu 00paujeHuu 1eKkapcmeeHHblX cpeocma 0 6emMepUHAPHO20
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxkamol pe2ucmpayuoHHbIX
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSM. ..
YOOCmoBepeHUll 1eKapCmeEeHHbIX Npenapamos 0Jisi 8emepuHaproco npumenenus ¢ 1 aumeaps 2026 e. ue
8b10A10MCSL

4.2. 3asButenb 00s3aH HANpPaBUTh IIOCPEACTBOM €IWHOTO IOpTaja B YIOJIHOMOYEHHBIH
(denepanbHBIl OpraH WCHOJIHUTENBHOW BIACTH WM JIMYHBIM KaOMHET YIOJHOMOYEHHOTO (enepaabHOro
OpraHa HCIOJHUTEIbHOW BJIACTH B €IUHOW CHUCTEME MOJNUCAHHBIA YCHJIEHHOW KBadu(UIIMPOBAHHOU
SNIEKTPOHHOH MOJNKMCHI0O OTBET HAa 3alpoC YMOJHOMOYEHHOTO (eepaabHOro OpraHa HCIOMHUTEIbHON
BJaCTU B CPOK, HE MPEBBIMIAIONIUN AEBIHOCTa pabouux AHEW CO JHS MONYYeHHs YIOJTHOMOUYEHHBIM
(denepaabHBIM OPraHOM HCIIOJHUTEIBHON BIACTH JIEKTPOHHOTO YBEAOMIICHHS O TOJIYYECHUH 3asiBUTEIEM
JaHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTH 4 HACTOSIIEW CTarbd, NPUOCTAHABIMBAETCA CO JHS
HalpaBJICHUS 3asBUTEIO MOCPEICTBOM €IMHOTO MOpTaJia MM B JIMYHBIA KaOMHET 3asBUTEINS B €IHHOM
CUCTEMeE 3arpoca YIOoJIHOMOYEHHOTO (eIepabHOr0 OpraHa UCIOJHUTENBHOM BIIACTH A0 AHS HAlpaBICHUS
3asgBHUTEJIEM IOCPEACTBOM €IMHOTO IMOpTalia B YIOJTHOMOYEHHBINH (peepanbHblii OpraH WCHOTHUTEIbHON
BJIACTU WJIM JIMYHBIN KaOMHET YIOJTHOMOYEHHOTO (e/iepabHOr0 OpraHa UCIOJIHUTEILHON BIACTH B €IMHOM
CUCTEME OTBETa Ha JaHHBIN 3allpoC M HE YUUTHIBAETCS IPU HCUUCICHUM CPOKA SKCIEPTU3bl KauecTBa
dapManieBTHUECKON CyOCTaHLIMU, MPOU3BEACHHON Ml peanu3auuu. B ciydae, eciiv OT UMEHU 3asBUTENS
JICMCTBYET €ro MpeacTaBuTelNb ((pr3nyecKoe JIMII0), yIOTHOMOYEHHBIN ISHCTBOBATh OT MMEHU 3asIBUTENS HA
OCHOBaHUHU JIOBEPEHHOCTH B AJIEKTPOHHOU (opMe B MAIIMHOYUTAEMOM BHJE, OTBET Ha JAHHBIN 3ampoc
MOXET OBITh TIOANMCAH YCHJICHHON KBaJU(UIMPOBAHHOW OHJIEKTPOHHOM MOANMMCHI0 JHOO YCHUICHHOU
HEKBaTU(UIIUPOBAHHON ANIEKTPOHHON MOAMHUCHIO.

HUnghopmayus 06 uzmenenusx:

DeoepanvHvim 3axkonom om 22 oexabps 2014 2. Ne 429-D3 uacms 5 cmamou 34 nacmosueco Pedepanbhoco
3AKOHA U3N0JHCEHA 8 HOBOU pedarkyuu, scmynaroweli 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm uacmu 8 npedvioyujell peoaxkyuu

5. OcHoBaHuEM JUIsl OTKa3a B HANpaBICHHH B DKCIIEPTHOE YUPEKACHHUE 3aJaHMs HA MPOBEICHUE
OKCIIEPTU3HI Ka4eCTBa YKa3aHHOW B 4acTH | HACTOSIICH cTaThu (papMaIieBTHUCCKOW CYOCTAHIIMH SBISICTCS
HETPE/ICTABJICHUE JTIOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOAIICH CTaTbH, OTCYTCTBUE HH(popmaiuu,
MOATBEPXKAAONMICH (akT yIUIaThl TOCYJAapCTBEHHOW TIONUIMHBI 33 BKJIIOUEHHE (DapMareBTUYCCKOU
CyOCTaHIIMM, MPOU3BENCHHON s peanu3allid, B TOCYIApCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEACTB,
HETPE/ICTABJICHNE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HAa YKa3aHHBIN B 4acTH 4.1 HACTOSAIICH CTaThu
3aMpoc  YMOJIHOMOYEHHOTO (pelepallbHOTO OpraHa HWCHOTHUTENBHOM BIACTH WM TPEACTaBICHHE
JIOKYMEHTOB, HE COIEPKAIINX HCUCPITBIBAIOIIECTO NIEPEIHS HEOOXOIUMBIX CBEICHUM.

Hnghopmayust 06 usmenenusix:
Yacms 6 usmenena c 30 aunsaps 2024 2. - Dedepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenua yvacmu 6 (8 peoaxyuu Dedepanvrozo 3axkona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX Cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 susaps 2026 e. Pecucmpayuonuvie
YOOCmoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, N0OmeEepxcoarouue gpaxm
20CY0apCmeeHHoU  pecucmpayuu, Ha OYMAadCHOM Hocumele U  OVOIUKAmMbl  PecUCmpayuoOHHbIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumenenus c¢ 1 saneaps 2026 e. ne
6610AOMCSL

Tonoowcenus yacmu 6 (8 peoakyuu Dedepanvrozo 3axkona om 30 auneapa 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jisl 6emePUHAPHO20
npumenenus nocpeocmeom EIIT'Y, npumensiomcs c¢ 1 aueaps 2026 2. [[yonuxamel pecucmpayuuonHulx
YOOCmogepeHull 1eKapCmeeHHbIX npenapamos 0Jisi 8emepunaproco npumenenus ¢ 1 aumeaps 2026 e. ue
svioaromces

6. B Tedyenue mnsaTHanuaT paboyux AHEH CO JHS TMOJNYYEHHUS PEUIeHHs YHOJIHOMOYEHHOIO
(enepaabHOro opraHa MCHOJIHUTEIBHONW BIACTH O HANPABICHUHU B SKCIEPTHOE YUPEXKICHUE 3aJaHHs Ha
MPOBEJICHUE DKCIEPTH3bl KadecTBAa YKa3aHHONW B dYacTW | HacTosAmed crarbu (hapMareBTHISCKOM
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..
CyOCTaHIIMM 3asiBUTEINb MPEACTABISET B 3KCIEPTHOE YUPEXKACHHUE AJI MPOBEACHUS JAaHHOW SKCIIEPTHU3BI
o0pa3iiel (hapManeBTUYeCKONW CyOCTAHIIMM B KOJMYECTBE, HEOOXOAMMOM JIJisi BOCIIPOU3BEACHUS METOIOB
KOHTPOJISl KauecTBa. DKCIIEPTHOE YUPEKICHUE TIPU MOTyueHUH 00pa3oB YKa3aHHOW B yacTu | Hacrosien
cTarbu (hapMaIeBTUICCKON CYOCTAHIIUY B TOT K€ JCHD HAIIPABIISET B TUNYHBIN KAOWHET 3asIBUTEIIS B CIUHOM
CUCTEME YBEJOMJICHHE, TIOATBEPKAA0IIee MMOIyUeHHEe 3TUX 00pa3oB. DT CPOKHU HE BKIIIOYAIOTCS B CPOK
MIPOBEICHUS] TAHHOW HKCIIEPTHU3HI.

7. Yrparuna cuity ¢ 30 ssaBaps 2024 r. - @enepanbublii 3akoH oT 30 situBaps 2024 r. Ne 1-®3

HUngpopmayust 06 usmenenusix:

Cum. npedvioywyio pedakyuio

HUngpopmayust 06 usmenenusix:
Yacmo 8 usmenena ¢ 30 susaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne [-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 8 (8 pedakyuu Pedepanvroeo 3axona om 30 aneaps 2024 e. Ne [1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKaApPCMBEHHbIX NPEnapamos 0k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumenenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tonoowcenuss uacmu 8 (8 peoakyuu Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKkapCmeeHHblX cpeocma 0Jisl 6emMepUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. [{yonuxkamel pe2ucmpayuoHHbIX
YOOCmoBepeHull 1eKapCmeeHHbIX Npenapamosd 0 eemepunaproco npumenenus ¢ 1 aumeaps 2026 2. ue
gvloalomcs

8. B cpok, He mpeBbIIAIONIUN MATH paboYUX JHEW CO JHS HAIpaBICHHUS MOCPEICTBOM EAMHOTO
noprajia B YIOJHOMOYEHHBIH (eepaabHblii OpraH HWCIOJHUTEIbHONW BIACTH WM JUYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heqepaabHOro opraHa HCIOJMHUTEIBHOW BIACTH B €IWHON CHCTEME 3aKIIOYeHHS
KOMHUCCHH JKCIIEPTOB IO pe3yibTaraM JKCIEepPTH3bl KauecTBa YKAa3aHHOW B 4acTu | HacTosImIeld cTaTbu
dbapMarieBTHIECKOI cyOCTaHIINM, YITOIHOMOUEHHBIN (peepanbHblii OpraH UCIIOIHUTENBHON BIACTH:

1) ocymiecTBIsieT OIEHKY TAKOTO 3aKIIOYSHHS IS OMPEACTICHHUS €r0 COOTBETCTBHS 3aJaHHIO Ha
MPOBEICHHUE TaHHOW SKCIIEPTHU3HI;

2) npyUHMMAET pEeLIeHNE O BKIIOUEHUH YKa3aHHOW B yacTH 1 HacTosIel cTaTby (papmMarieBTUYeCcKon
CyOCTaHIIMM B TOCYIAapCTBEHHBIH pEEeCTp JEKApPCTBEHHBIX CPEJICTB WU pelIeHHEe 00 OTKa3e B TaKOM
BKITIOUCHHH,

Hnghopmayusi 06 usmenenusix:
Ilynxkm 3 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonooicenus nynkma 3 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npedocmagienus 20Cy0apCmeenHblX YCiye npu 00paweHuu 1eKapCmeeHHblX cpeocme Ol MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapcmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaiujue Gaxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymaxcuHom Hocumene U OYOIUKAmMbl  PecUCMPAYUOHHBIX
YoocmosepeHuil 1eKapCmeeHHbIX Npenapamos 0isi MeOuyuHckoeo npumenenus c 1 aneaps 2026 e. ne
8vl0aomcs

Tonooicenus nynkma 3 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu 00paueHul 1eKapCmeeHHbIX cpeocma 0Jisl 6emMePUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxkamul pecucmpayuoHHbIX

Cucrema TAPAHT 97/
17¢


http://ivo.garant.ru/document/redirect/408457419/1307
http://ivo.garant.ru/document/redirect/76829762/347
http://ivo.garant.ru/document/redirect/408457419/1308
http://ivo.garant.ru/document/redirect/76829762/348
http://ivo.garant.ru/document/redirect/408457419/1308
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
http://ivo.garant.ru/document/redirect/408457419/1308
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/46
https://www.gosuslugi.ru/
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/13083
http://ivo.garant.ru/document/redirect/76829762/3483
http://ivo.garant.ru/document/redirect/408457419/13083
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/45
http://ivo.garant.ru/document/redirect/408457419/13083
https://www.gosuslugi.ru/
http://ivo.garant.ru/document/redirect/408457419/46

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
YOOCmoBepeHUll 1eKapCmeEeHHbIX Npenapamos 0Jisi 8emepuHaproco npumenenus ¢ 1 aumeaps 2026 e. ue
8b10A10MCSL

3) BHOCUT MpH NPUHATUU PEIICHUS O BKIIOYCHHHM YKa3aHHOM B YacTh |1 HacToflleil cTarbu
dapMareBTH4IeCKON CyOCTaHIIMU B TOCYAAPCTBEHHBIA PeecTp JEKApPCTBEHHBIX CPEACTB MPEIyCMOTPEHHYIO
yactbto 2 crathbu 33 HacTosulero PenepalibHOTO 3aKkoHa HHOOPMAIMIO U HANpPaBIsSET 3asSBUTEIIO
MOCPEACTBOM €IMHOTO TOpTajia WU B JIMYHBIA KaOWHET 3asBUTENs B €IUHOW CHUCTEME BBINKHCKY W3
rOCyAapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPE/ICTB.

HUngpopmayust 06 usmenenusix:

Yacmo 9 usmenena c 15 uonsn 2018 e. - @edepanvhwiii 3akon om 4 utons 2018 2. Ne 140-D3

Cum. npedvioywyio pedakyuio

9. OcHoBanumeM [uisi OTKaza BO BKJIIOUEHUMM YKa3aHHOM B dYactu |  HacTosmen
cTaThy (hapMaleBTUYECKOH CYOCTaHIIMH B TOCYIAPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB SIBISACTCS
3aKJIF0YEHUE COOTBETCTBYIOLIETO YIOJTHOMOUYEHHOTO (heepaibHOro OpraHa UCIIOJIHUTEILHOM BIACTH O TOM,
YTO KauyecTBO (hapMarieBTHYECKON CyOCTaHIIMH HE MOATBEPKICHO IOy YCHHBIMHU JTAHHBIMU.

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 oekaops 2014 2. No 429-D3 cmamws 34 nacmosuieco PedepaivHozo 3aKoOHA
Odononnena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

10. He nomyckaeTcsi BKIIOYEHHE B TOCYIApCTBEHHBIH pEEeCTp JEKAPCTBEHHBIX CPEACTB OIHOU
dapMareBTHYEeCKON CyOCTaHIIMU, MPOW3BEACHHON ISl peam3alliil U BBITYCKAEMOW OIHUM M TEM JKe
MIPOU3BOAMTENIEM, B BUJIE IBYX U 00JIee PEeCTPOBBIX 3allUCeH.

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3akorom om 22 oekaops 2014 2. Ne 429-D3 cmamws 34 nacmosueco PedepaivHozo 3aKoOHA
odononnena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

11. BHecenne H3MEHEHHI B TOKYMEHTHI Ha (DapMalleBTUICCKYIO CYOCTAHIINIO, TPOU3BEICHHYIO JIJIS
peanu3aii U BKJIIOUEHHYIO B TOCYAApCTBEHHBIA PEECTpP JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISACTCS B
nopsiike, ycraHoBiaeHHOM cratbasmMu 30 u 31 Hacrosmero OenepanbHOro 3akoHa, € YIUIATOM
rOCyAapCTBEHHOW MOLLJIMHBI, TPEAYCMOTPEHHON 3aKOHOAATENLCTBOM Poccuiickoit deaepanuu 0 HajJorax u
cbopax.

Ungpopmayus 06 usmenenusix:

Yacmw 12 usmenena c 30 sneaps 2024 2. - @edepanvhuiii 3axon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenua wacmu 12 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEeHeHUs, noomeepacoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymMaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evl0aomcs

Tonooicenus nynkma 3 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasiens 20Cy0apCmeeHHbIX YCye npu 00paueHul 1eKapCmeeHHblX cpeocma 0Jisl 6emMePUHAPHO2O
npumenenus nocpeocmeom EIII'Y, npumensiomcs c¢ 1 aumeapa 2026 2. J[yonuxamol pe2ucmpayuoHHbIX
YOOCmOoBepeHuUll 1eKapCmeeHHblX Npenapamos 0 emepuHapHo2o npumenenus ¢ 1 saneaps 2026 2. He
evl0aomcs

12. Homyckaetcst oOpamieHue (apMaleBTHYeCKOi CyOCTaHIIMM 10 MCTEUeHHs] CpPOKa TOJHOCTH,
NPOU3BEIEHHOW U1 peaju3aldd B TEYEHHE CTa BOCBMUJECATH JHEW Tocie JaTbl MPUHATUS
YIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM HMCIIOJHUTEIBHON BIIACTH PELICHHs] O BHECEHUH M3MEHEHUH B
JIOKyMEHTBHI Ha (hapMarieBTUYECKyI0 CyOCTaHIIMIO, B COOTBETCTBHU C HH(GOpPMAILMEH, COMEpKaIIeHcs B
JOKYMEHTaX Ha (hapMalleBTUYECKYI0 CyOCTaHIIUIO J0 AAaThl MPUHSATHS TAKOTO PEIICHHUS.
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C

U3MCHCHUAM...
Ungpopmayus 06 uzmenenusix:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 cmamuvs 34 nacmosueco PedepanvHozo 3aKoOHA
Odononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

13. Pemenne 00 HCKIIOYEHUH U3 TOCYIApPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEICTB
dapMareBTHYEeCKON CyOCTaHIMK, MPOW3BEACHHON IS peaau3alid, NPUHUMACTCS YIOTHOMOYCHHBIM
¢benepanbHBIM OPraHOM HUCIIOJIHUTENBHON BIIACTH B ClTydae:

1) npencraBiieHUs COOTBETCTBYIONIUM YIIOJTHOMOUEHHBIM (hefiepaabHbIM OPTraHOM HCIIOTHUTETHHON
BJIACTU 3aKJIIOYEHHS] O pUCKEe WM 00 yrpo3e >KU3HU WIM 3[0POBBIO YeJIOBeKa JTUOO KMBOTHOTO MpPH
UCII0JIb30BaHUM JIEKAPCTBEHHOI'O CPE/ICTBA;

Unpopmayus 06 usmeHenusix:
Ilynkm 2 usmenen c¢ 1 mapma 2026 2. - @edepanvuuiii 3akon om 31 utona 2025 2. Ne 304-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymMaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
evloalomcs

Tlonoowcenuss nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npeoocmasienus 20Cy0apCmeeHHbIX YCiye npu 00paweHuy 1eKapCmeeHHblX cpeocma 0Jis 6emePUHAPHO2O
npumenenus nocpeocmeom EIIT'Y, npumensiomca c¢ 1 aueaps 2026 2. /[yonuxamel pe2ucmpayuuonHulX
YOOCmoBepeHUll 1eKapCmeeHHbIX npenapamos 0Jisi 8emepuHaproco npumenenus ¢ 1 aumeaps 2026 e. ne
evloaomcs

2) HampaBlIeHUs pa3padOTYHKOM JIEKApPCTBEHHOTO CPEACTBA MIIM MPOU3BOIUTENEM JIEKAPCTBEHHOTO
cpeacTBa JU0O0 YINOJIHOMOYEHHBIM UMHU IPYTMM HOPUIAWYECKHUM JIMIOM MOCPEICTBOM €IMHOIO MopTana B
YIOJTHOMOYEHHBIN (hefiepatbHbI OpPraH UCIIOTHUTEIHHOM BIACTH WU IMYHBINA KAOMHET YIIOJTHOMOYEHHOTO
¢denepanbHOrO OpraHa HUCHOJHUTENIBHOM BIIACTH B €IMHOM cHCTeMe TNOAMHCAHHOIO YCHUJICHHOM
KBaJM(PHUIMPOBAHHOHN 3JIEKTPOHHON MOAMUCHIO 3asBICHHUS 00 MCKIIOUEHHH U3 TOCYIapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEIACTB (hapMalleBTUUYECKOM CyOCTaHIIMM, MPOM3BEIEHHOW Ui peanu3anuu. B cioyuae,
€cJIi OT UMEHM pa3paboTyHKa JIEKAPCTBEHHOI'O CPEACTBA WM MPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA
JNEUCTBYEeT €ro TmnpeicTaBuTens ((pu3nyueckoe JHUI0), YIMOTHOMOYCHHBIM JIEUCTBOBATH OT HMMEHHU
pa3paboTurKa JIEKAPCTBEHHOI'O CPEJICTBA WJIM HMPOM3BOAMTENS JIEKAPCTBEHHOIO CPEACTBA HA OCHOBaHWUHU
JIOBEPEHHOCTH B JJIEKTPOHHOM (opME B MAIIMHOYMTAEMOM BHJE, 3asBIEHHE 00 MCKIIOYEHUM U3
rOCY/IapCTBEHHOI'0 peecTpa JIEKapCTBEHHbIX CPE/ICTB (hapMalleBTHUECKON CyOCTaHIIMU, IPOU3BECHHOM JUIs
peanu3anuu, MOXeT ObITh MOANKUCAHO YCHUJICHHOW KBAIM(PUIMPOBAHHON AJIEKTPOHHON MOANHUCHIO JHOO
YCHUIIEHHOM HEeKBAIU(DUIIMPOBAHHOMN 3JEKTPOHHOM MOMHUCHIO;

3) orcyTcTBUA (hapMalleBTUYECKOW CyOCTaHIIMU, POU3BEICHHOMN JIJIsl pealiu3alliy, B OOpalleHny B
Poccuiickoit denepanyu B TeUeHUE Tpex U OoJiee JeT.
TAPAHT:

Cwm. KOMMeHnmapuu K cmamause 34 HacmoAuweco @edepaﬂbﬁozo 3dKOHA

Crarbs 35. Yrparuna cuny ¢ 1 nrons 2015 &

Unpopmayus 06 usmeHnenusix:

Cm. mexem cmamou 35

Unpopmayus 06 usmenenusix:

Cmamuwsa 36 usmenena c 1 mapma 2020 e. - @edepanvusiii 3akon om 27 dexabps 2019 2. Ne 475-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Cm. npedwioywyio pedakyuio
Crarbs 36. O6xaioBaHue penieHns 00 OTKa3e B Bbl1aue pa3pelieHus Ha IPOBeICHUE KIMHUYECKOTO
UCCIICIOBaHUS JIEKAPCTBEHHOIO Ipenapara, peueHus o0 OTka3e B TIOCyJapCTBEHHOM
perucTpanmy JeKapCTBEHHOTO IIpenapara, 3aKJIF04eHUsI KOMUCCHUU 3KCIIEPTOB AKCIIEPTHOTO
YUPEKACHUS WIN 3aKIF0USHMSI COBETA I10 3THUKE
Perienue cOOTBETCTBYIOIIETO YIIOITHOMOYEHHOTO (peZiepaibHOTo OpraHa UCIOTHUTEIBHOM BIACTH 00
OTKa3e B BblJjaue pa3pellieHHs] Ha MPOBEJCHUE KIMHUYECKOTO UCCIIEAO0BAaHUS JIEKAPCTBEHHOTO Ipenapara,
peleHre yKa3zaHHOTO (eepanibHOrO OpraHa HWCIOJHUTENFHOW BIACTH 00 OTKa3e B TOCyJapCTBEHHOM
perucTpaiyy JEeKapcTBEHHOrO Mpernapara, 3aKIF0UeHHe KOMHCCUHU 3KCIEPTOB HKCIEPTHOTO YUPEkIAECHUS
WIA 3aKIIOYEHHE COBETa II0 JTHKE MOXET OBITh O00XAaJOBaHO B TMOPAIKE, YCTaHOBICHHOM
3akoHonarenbcTBOM Poccuiickoii denepannu. 3akitoueHue KOMUCCUU SKCIIEPTOB SKCIEPTHOTO YUPEKACHUS
0 B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX INPENaparoB JJIs MEAMLIMHCKOTO MPUMEHEHHs JTUOO0 O TOM, 4TO
JIEKapCTBEHHBIN Ipernapar i MeIUIUHCKOTO IPUMEHEHUS He SBIISETCS B3aUMO3aMEHAEMbIM, MOXKET OBbITh
00aJI0BaHO JIeprKaTesIeM WIN BIIAJIENbLIEM PETUCTPALIMOHHOIO YI0CTOBEPEHUS JIEKAPCTBEHHOTO IIperapara
B YIIOJTHOMOYEHHBIN (pe/iepabHbIii OpraH UCIIOJHUTEIbHOM BIaCcTH, KOTOPBIN MPUBIIEKAET K PACCMOTPEHUIO
YKa3aHHOM >kajoObl MOABEIOMCTBEHHbIE €My Hay4yHbIe OpraHU3aluud U OO0pa30BaTEsIbHbIE OpPraHU3ALUU
BBICLIETO 00pa30BaHusl, OCYILECTBIAIONIUE AEATEIbHOCTh B chepe oOpalieHus JeKapCTBEHHBIX CPEACTB.
3aKJII0YeHNE KOMHUCCHUHM AKCIEPTOB AKCHEPTHOIO YUpexkaAeHUs, O(OPMIEHHOE IO HTOraM IepecMoTpa
00)KaJIOBAaHHOTO 3aKJIIOYEHHs OKCIEepTa, MOXET OBbITh OCIIOPEHO JepXKarelieM WM BiaJelibleM
PEruCTPaIMOHHOIO Y/IOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara jJu00 yHNOJHOMOYEHHBIM MMH JIMLOM B
HOpsi/IKE, YCTAHOBJIEHHOM 3akoHopaarenbcTBOM Poccuiickoit ®denepauuu. Ilpu oOxanoBaHUM pelieHUs
YIOJIHOMOYEHHOTO (peIepalbHOr0 OpraHa UCIOIHUTEIbHON BJIACTH, 3aKIIIOUEHUS SKCIIEpTa WM KOMUCCUU
9KCIEPTOB HKCIIEPTHOIO YUPEXkKACHUsS, 3aKIIOUEHHUsS COBETa IO JITHKE JepiKarelb WM Blajenel
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Iperapara JIM00 YIOJTHOMOYEHHOE UMH JIMIIO BIIPaBe
IpPEACTaBUTh  PE3YyJbTaThl  3KCIEPTU3bl  JIEKAPCTBEHHOIO  Ipernapara, MHPOTOKOJIbI  MOJYYEHHBIX
AKKPEJUTOBAaHHBIMU HCIBITATEJIbHBIMU  JlaboparopusMu  (LEHTpaMu) pe3yJbTaToB  MCCIEI0BaHUM,
VCIIBITAHUM.
TAPAHT:

Cwm. KOMMeHnmapuu K cmamose 36 HacmoAuweco (De()epafleoeo 3AKOHA

Ungpopmayus 06 usmenenusix:

Haumenosanue usmerneno ¢ 30 sneaps 2024 2. - @edepanvhwiii 3akon om 30 sineaps 2024 2. Ne 1-D3

Cm. npedvioyuyyio pedakyuio
Crarbsa 37. Undopmanus, cBs3aHHAs C OCYIIECTBICHHEM TOCYAAPCTBEHHOW pPErvCTpaluu WU
perucTpanyy JeKapCTBEHHBIX IpernaparoB, HHPOpPMAIUS O 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX IMpernaparax M JIEKAPCTBEHHBIX IIpernaparax, HCKIIOUEHHBIX U3
rOCyAapCTBEHHOIO PEECTPA JIEKAPCTBEHHBIX CPEACTB

Unpopmayus 06 usmenenusix:

Yacmo [ usmenena ¢ 30 snsaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyto peoakyuio

1. CooTBETCTBYIOLIHI YIIOTHOMOYEHHBIN (heiepalibHbIN OpraH UCIOJIHUTEIFHON BIACTH pa3MeIlaeT
Ha cBoeM odunuaibHoM caiite B cetu "HHTepHer" wnHdoOpMaiuio, CBS3aHHYIO C OCYIIECTBIEHHEM
roCyAapCTBEHHOW PETUCTPALIMY WM PETUCTPALMM JIEKAPCTBEHHBIX IIPENAapaToB, B TOM UUCIIE IPOBEJEHUEM
SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYas pe3yJabTarhl €€ MPOBEICHHs), HHPOPMALUIO O
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparax M JIEKApCTBEHHBIX IIperaparax, HCKIIOYEHHBIX W3
rOCyAapCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEACTB, HE MO3HEE YeM depe3 MATh padouux JHEH co AHs
NOJYYEeHUsI YIOIHOMOYEHHBIM (pe/iepanbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH COOTBETCTBYIOIEH
uH(pOopMaIu.

Hll(i)()pﬂ'l(llﬂl}l 00 UZMEHeHUsIX:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM

Deodepanvrovim 3akonom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 2 cmamvu 37 Hacmoswezo
DedepanvbHo2o 3aKOHA BHECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexem uacmu 8 npedvloyujeil peoaxkyuu

2. Cpokd W TIOpAIIOK pa3MEICHMs] yKa3aHHOW B 4YacTH | HacTosmied cTtarbu WHOOpPMAIMH
YCTaHABIMBAIOTCSA YIOJTHOMOYCHHBIM (heiepaibHBIM OPraHOM HCIIOJHUTENbHON BiacTu. MHbopmarws,
yKa3aHHas B 4yacTH | HacTosed cTarbu, ABISETCS OTKPBHITOW M OOLIEIOCTYMHON M MpEeNoCTaBiIseTCs
3aMHTEPECOBAHHBIM JIMLIaM B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickont Penepanuu.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 37 HacmosAauweco @eéepaﬂbnoeo 3dKOHA

I'naBa 7. KninHH4YecKHe UCCIAEeTOBAHUSA JICEKAPCTBEHHBIX NpemaparoB JJsi MEANIHHCKOI'O
INPUMECHECHUSA, T0I0OBOP 00 ux NMpPOBEACHUH, IIPAaBA MALMECHTOB, YHJACTBYIOIIUX B 9THX HUCCICTOBAHUAX

Crarpa 38. Kimnnueckue HCCIICAOBAHUA JICKAPCTBCHHBIX IIPCIIaparoB IJIA MCIULHUHCKOIO
IMPUMCHCHUA

HUnghopmayus 06 uzmenenusx:
Yacmw [ usmenena c 30 snsaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne [-D3

Cm. npedwioywyo pedakyuio

1. Knuauueckue ucciae1oBaHus JIeKapCTBEHHBIX MIPETapaToB sl MEAULIMHCKOTO PUMEHEHH S, B TOM
YHCIIC MEXKIYHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIC, IOCTPETUCTPAIIMOHHBIC, IIPOBOISTCS B OHOMN
WJIM HECKOJIbKMX MEIULMHCKUX OPTaHU3ALUAX B CICAYIOIIUX LETIX:

1) ycranoBieHue 6€30MacHOCTH JIEKAPCTBEHHBIX MIPETApaToB AJIs 3[I0POBBIX TO0OPOBOJIBIEB U (MIIH)
MEPEHOCUMOCTH UX 3I0POBBIMH JOOPOBOJIbLIAMH, 32 UCKIIIOUCHHEM TAaKUX MCCIIEIOBAaHUI JIEKapCTBEHHBIX
MpernaparoB, IPOU3BENCHHBIX 3a npeaenamu Poccuiickoit @enepanuu;

2) non0op ONTHUMAIIbHBIX TO3UPOBOK JIEKAPCTBEHHOT'O Mperapara u Kypca JeueHus il MalleHTOB
C ompejielieHHBIM 3a00JIeBaHUEM, ONTHMAJBHBIX JI03 M CXEM BaKIMHAIMH HMMYHOOHOJIOTHYECKUMU
JIeKapCTBEHHBIMHU MpenapaTamMu 310pOBbIX JOOPOBOIIBIIEB;

3) ycTaHoBIeHHE 6€30MaCHOCTH JICKAPCTBEHHOTO Tpenapara u ero 3OQeKTUBHOCTH JJIs MAIIMEHTOB
C ompeAeNeHHBIM 3a0oieBaHHeM, MNpoQuIakTHdecKod A(HHEKTUBHOCTH HUMMYHOOHOIOTHYECKUX
JICKapCTBEHHBIX MPEIapaToB JJIs 3[0OPOBBIX JIOOPOBOJIBIICE;

4) u3yuyeHre BO3MOXXHOCTH PACHIUPEHHUS MMOKA3aHUH 111 MEIUIIMHCKOTO IPUMEHEHUS U BBISBICHUS
paHee HeM3BECTHBIX MOOOYHBIX JEHCTBUI 3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX TIPEMaparoB.

Hnpopmayus 06 usmenenusx:

Cmamus 38 oononanena yacmoio 1.1 ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 aueaps 2024 2. Ne -
D3

1.1. KnuHuueckue uccienoBaHusl JIEKapCTBEHHBIX MPEnaparToB A MEAUIIMHCKOTO NPHUMEHEHUs
MPOBOAATCA B COOTBETCTBUM C MPAaBWIAMHM HaJJIeKaUIEHd KIMHUYECKOW IPAKTHKH, YTBEPKICHHBIMU
EBpa3uiickoli 5KOHOMUYECKON KOMUCCHEH.

Ungpopmayus 06 uzmenenusix:
Yacmo 2 usmenena ¢ 30 ausaps 2024 2. - @edepanvuwiii 3akon om 30 aneaps 2024 2. Ne [-D3

Cm. npedvioywyto peoakyuio

2. B oTHOIIIEHNH BOCTIPOU3BEICHHBIX JEKAPCTBEHHBIX MPEMaparoB A MEAUIIMHCKOTO IPUMEHEHHUS
MIPOBOJIATCS MCCIICIOBAHUS OMO3KBUBAICHTHOCTH U (MJIM) TEPANICBTHUECKOW YKBUBAJICHTHOCTH B TIOPSIIKE,
YCTaHOBJICHHOM aKTaMH, COCTaBJISIFOIMMH rpaBo Coro3a.

3. OpraHu3anuio TpPOBEJCHUS KIUHUYCCKHUX WCCIICOBAHUN JIGKAPCTBCHHOTO TIpernapara s
MEIUIIMHCKOTO MPUMEHEHHUSI BIIPABE OCYIIECTBISATh:

1) pa3paboTyuK JIEKapCTBEHHOTO TIpernapara Wi YIIOJTHOMOUYEHHOE UM JIHIIO;

Cucrtema TAPAHT 101
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C

HU3MCHCHUSM...
Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 2 uwons 2013 2. N 185-D3 nynkm 2 uwacmu 3 cmamovu 38 Hacmoswezo
DedepanbHo20 3aKOHA U3N0JICEH 8 HOBOU pedarkyuu, scmynaioueil 6 cuty ¢ 1 cenmsops 2013 e.

Cm. mexcm nyHKkma 6 npeovloyujetl peoaKyuu
2) oOpa3oBarelbHbIC OpraHW3allMd BBICIIETO O0pa30BaHUs, OPraHU3alUH JIOTOJHHUTEIBHOTO
npodeccuoHAIBHOTO 00pa30BaHus;

Unpopmayus 06 usmeHenusix:
Ilynkm 3 usmenen ¢ 30 ansapsa 2024 2. - @edepanvruiil 3axon om 30 ansapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio
3) Hay4YHbBIC OpraHU3aIINH.

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 13 urona 2015 2. Ne 241-D3 6 uacme 4 cmamou 38 hacmosweco PedepanbrHoco
3aKOHA 6HeceHbl U3MEeHeHUs

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

4. KnuHWYeCKHe WCCIICOBAaHMS JICKAPCTBEHHOTO Ipemnapara s MEIUIMHCKOTO MPUMCHCHHUS
NPOBOASATCS HA OCHOBAHWUHW pa3peIlCHHs] Ha MPOBEICHHE KIMHHYECKOTO HMCCIICOBAaHUS JICKAPCTBEHHOTO
mperapara, BBIJAHHOTO  YIOJHOMOYCHHBIM  (DelepanbHBIM  OPraHOM  HCIIOJHHUTEIHHOW  BIIACTH.
YHoJIHOMOYEHHBIN (eiepatbHbIil OpraH UCIIOJTHUTEIBHON BIACTH BENIET PEECTP BhIIAHHBIX Pa3pelICHU Ha
MPOBEACHUE KIIMHUYECKUX UCCIICIOBAHNN JICKAPCTBEHHOTO TIperapara, CoAepKalluid yKka3aHue Ha UX I1eJTb
WU 1IeJTU, B YCTaHOBJICHHOM 3THM OPT'aHOM TOPSIJIKE.

5. ¥Yrparuna cuny ¢ 1 utons 2015 T

Hngpopmayus 06 usmenenusx:

Cm. mexcm wacmu 5 cmamou 38

6. K opranuzauuu npoBeieHUs KIMHMYECKUX MCCIIEJOBAaHUI JIEKAapCTBEHHOIO Ipenapara Jyls
MEIUIIMHCKOTO TPHUMEHEHHs pa3paOOTYMKOM JIEKAPCTBEHHOTO TIpenapara MOTYT IPHBIEKATbCS
IOpUJIMYECKHE JIUIA JIF000H OpraHU3alMOHHO-TIPAaBOBOM (POPMBI IIPU YCIOBUM 00ECIIEUEHUS] COOTBETCTBUS
3TUX UCCIeN0BaHUN TpeOoBaHUAM HacTosero denepaabHOro 3aKoHa.

7. Yrparuia cuity ¢ 30 suBaps 2024 1. - @enepanbubiil 3akoH 0T 30 ssHBapst 2024 . Ne 1-D3

Ungpopmayus 06 usmenenusix:

Cm. npedvioyuyro pedaxyuio

Ungpopmayus 06 usmenenusix:
Yacmo 8 usmenena ¢ 30 sneaps 2024 . - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio

8. IlepeueHp MEAMIMHCKMX OpraHM3alMii, MNPOBOMALIMX KIMHUYECKHE HCCIEeI0BaHUS
JIEKapCTBEHHBIX IPENaparoB Il MEIULUHCKOTO NPUMEHEHHUS, U PEeCTP BBIIAHHBIX pa3peIICHHHd Ha
IPOBEJACHUE KIMHUYECKUX HCCIEJOBAHMM  JIEKAPCTBEHHBIX IPErnaparoB  ONMYyOIMKOBBIBAIOTCS U
pasMelaTcs yIoJIHOMOYEHHBIM (eiepabHbIM OPraHOM HMCIOJHUTENBHOM BIACTH B YCTAaHOBIEHHOM UM
NopsJIKE Ha CBOeM ounnanbHOM caiite B cetu "MHTepHeT".
TAPAHT:

Cm. kommenmapuu k cmamoe 38 nacmosweco PedepanvbHo2o 3aKOHA

Unpopmayus 06 usmenenusix:

Deodepanvhvim 3akonom om 22 oexabpa 2014 2. Ne 429-D3 cmamwvs 39 nacmoswezo DedepanbHozo 3aKOHA
U3N0JAHCEHa 8 HOBOU pedaxkyuu, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmambuu 8 npedvloyueli pedakyuu
Crarbs 39. Pemenue o mpoBeeHIH KIMHUYECKOTO UCCIIEOBAHNUS JIEKApCTBEHHOTO Mpernapara Jiis
MEIMITMHCKOTO TPUMEHECHUS
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

1. KnuHHMYeckoe wHcciieOBaHUE JIEKApCTBEHHOTO Iperapara JUisi MEAHIIMHCKOTO TPUMEHEHUS
MMPOBOAUTCA Ha OCHOBAHHUU PA3PCHICHUA HA IMPOBCACHUC KIIMHUYCCKOIO HUCCIICAOBAHHA JICKAPCTBCHHOI'O
npernapara, BBIIAHHOTO YIOJHOMOYEHHBIM (elepabHbIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH IO
pe3yiibTaTaM JSKCICPTU3bI HOKYMCHTOB, H€O6XOI[I/IMBIX AJid TOJYYCHUS pa3pClICHUA Ha IPOBCACHUC
KJIMHUYECKOTO MCCIICIOBAHMS JICKAPCTBEHHOTO Tpernapara U 3THYeCKOM IKCIIEPTU3HI.

HUngpopmayust 06 usmenenusix:
Yacmo 2 usmenena c 30 sneaps 2024 2. - @edepanvruiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss uacmu 2 (8 pedakyuu @Pedepanvroeo 3axkona om 30 saneaps 2024 e. Ne [1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX Cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CY0apCcmeenHHou  pecucmpayuu, Ha OymaxcHom Hocumene U O0YOIUKAMbBL  PecUCMPAYUOHHBIX
YOOCmMoBepeHUll J1eKAPCMEEHHbIX Npenapamos O0Jisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
8vl0aomcs

2. Jlnsg monydeHHsl pa3pelicHUs Ha TPOBEACHHE KIMHHYECKOTO HWCCIICOBAHUS JICKAPCTBEHHOTO
mpenapara JJis MEAUIMHCKOTO MPUMEHEHUs 3asBUTENb HampaBiseT MOCPEICTBOM EAMHOIO MopTaia B
YIOJTHOMOYEHHBIN (heiepaibHbI OPTaH UCTIOTHUTEIHLHOM BIACTH WIIH JIMIHBIA KAOMHET YIIOJTHOMOYCHHOTO
benepanbHOro OpraHa UCHOJIHUTEIBHOM BIACTH B €MHON CHCTEME:

HUnghopmayus 06 uzmenenusx:
Ilynkm 1 usmenen ¢ 1 mapma 2026 e. - @edepanvhwiii 3akon om 31 uionsn 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

1) 3asiB€HUE O BbIJa4Ye pa3pelieHus Ha IPOBEACHUE KIMHUYECKOTO UCCIIeI0BAHNUS JIEKAPCTBEHHOTIO
npernapara Jyuisi MeIUIIMHCKOTO IPUMEHEHHUS, TIOAMTMCAHHOE YCHJICHHON KBATN()UIIMPOBAHHON 3IEKTPOHHON
HOATNMUCHIO 3asBUTENS, a B ClIy4yae, €CJId OT UMEHHU 3asiBUTENS JEHCTBYET ero npeacTaBuTels (puzndeckoe
JIMII0), YIIOJIHOMOYEHHBIN JeMCTBOBAaTh OT UMEHU 3asiBUTEIII HA OCHOBAaHUH JOBEPEHHOCTHU B 3JIEKTPOHHOM
¢opMe B MAIIMHOYMTAEMOM BHJE, MOAMNUCAHHOE €ro YCHWJIEHHOW KBaNIW(UIIMPOBAHHOM 3JIEKTPOHHOMN
HNOJIUCHIO WIN YCUJIEHHOW HEKBAM(UIIMPOBAHHON IEKTPOHHON MOAMKCHIO;

2) yrparui cuity ¢ 30 saBapst 2024 1. - @enepanbHblii 3akoH ot 30 sHBaps 2024 1. Ne 1-03

Ungpopmayus 06 usmenenusix:

Cm. npedvioyuyro pedaxyuio
3) TpOTOKON KIMHUYECKOTO WCCIENOBAaHMUSA JIEKAPCTBEHHOTO IIpemapara s METUIIMHCKOTO
PUMEHEHHUS;

Ungpopmayus 06 usmenenusix:
Ilynxkm 4 usmenen ¢ 1 cenmabps 2024 2. - @edepanvhuiii 3akon om 30 ansaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio

4) Opourtopy uccaeaoBarens (IUisi 3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Tpernapara JIO0MyCTUMO
3aMEHUTDH OJI00PEHHOM 00IIIel XapaKTepUCTUKOMN JIEKapCTBEHHOTO Mperapara, eCii Takoi JeKapCTBEHHBIN
npernapar 3aperucTpUpOBaH B COOTBETCTBHH C aKTaMM, COCTABISIOMUMHE 1paBo Coro3a, U ero mpruMeHEeHHe
B KJIMHUYECKOM HCCIIEZIOBAHUU HE MPOTUBOPEYUT OJOOPEHHOU 00IIel XapaKTepUCTHKE JEKapCTBEHHOTO
nperapara Juisi MeAUIIMHCKOTO IIPUMEHEHUS ),

5) nHGOPMAITMOHHBIN TUCTOK MAaIlMEHTA;

6) cBeieHus1 00 OIbITE PabOTHI HCCIIEAOBATENIEH 110 COOTBETCTBYIOIIUM CIICIIMAIIBHOCTSM U UX OIBITE
paboTHI IO MPOBEACHUIO KIMHIUYECKUX UCCIICOBAHUL;

7) yrparun cuty ¢ 30 suBapst 2024 1. - ®enepanbubiii 3akoH oT 30 stHBaps 2024 1. Ne 1-D3

Ungopmayus 06 uzmenenusx:

Cm. npedwioywyto peoakyuio
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8) yrparun cuiy ¢ 30 ssuBapst 2024 1. - @enepanbhblii 3akoH oT 30 saBaps 2024 1. Ne 1-03

Ungopmayus 06 uzmenenusx:

Cum. npedvioywyio pedakyuio

9) KomurIo MOrOBOpa OOS3aTEILHOTO CTPAXOBAHUS, 3aKIFOYCHHOTO B COOTBETCTBHH C THUIIOBBIMH
npaBWwiIaMyd 00S3aTeIBbHOTO CTPAxXOBaHMs, C YKa3aHHEM TIPEICIbHON UYWCIEHHOCTH TalMEHTOB,
YYaCTBYIOIIUX B KIIMHUYECKOM MCCIICIOBAHUHN JIEKAPCTBEHHOTO IIperapara Jyisl MEIUIIUHCKOTO IPUMEHEHHS;

Unpopmayus 06 usmeHenusix:
Ilynkm 10 usmenen c 1 cenmsabps 2024 2. - @edepanvhuiii 3akon om 30 sineaps 2024 2. Ne 1-D3

Cm. npedwioywyto peoakyuio
10) mHpOpMaNUIO O cOcTaBe JICKAPCTBEHHOTO Iperapara JUisi MEJIMIUHCKOTO NMpHMEHeHHs (3a
UCKJTIOYCHHUEM OMOJIOTMYECKHX JICKAPCTBECHHBIX MPENapaToB);

Unpopmayus 06 usmeHenusix:
Ilynxkm 11 usmenen c 1 cenmsaops 2024 2. - @edepanvuuiii 3akon om 30 sneaps 2024 2. Ne [-D3

Cm. npedvioyuyio peoakyuio

11) TOKYMEHT, COCTaBJIECHHBI MPOU3BOAMUTEIEM JIEKAPCTBEHHOIO IMpenapara i MEIULUHCKOrO
IOPUMEHEHHUS M COJAEpKaIlMi IOKa3aTelnu (XapakTepUCTUKM), a TaKXKe CBEICHHUS O JICKapCTBEHHOM
npernapare Jiisi MeAMIIMHCKOTO IPUMEHEHUS, TPOU3BEACHHOM ISl IPOBEACHUSI KIIMHUYECKUX UCCIIeI0BaHUI
(3a MCKITIIOUEHHEM OMOJIOTMYECKHX JIEKAPCTBEHHBIX MIPENapaToB);

HUnghopmayus 06 uzmenenusx:

Yacmw 2 oononnena nyukmom 11.1 ¢ 1 cenmsabops 2024 2. - @edepanvhwiii 3akon om 30 sueaps 2024 2. Ne -
D3

11.1) 1OKyMEHTBI M CBEIEHHUS, NPEIYCMOTPEHHbIE TMpaBUJIAMH TPOBEICHUS HUCCIEIOBAHUN
OMOJIOTMUECKUX JIEKAPCTBEHHBIX CpeAcTB EBpa3uilckoro SKOHOMHMUYECKOTO COI03a, YTBEPIKICHHBIMU
EBpa3uiickoil 5)KOHOMUYECKOM KOMHUCCHUEH;

HUnghopmayus 06 uzmenenusix:

Ilynxm 12 usmenen ¢ 30 sausaps 2024 2. - @edepanvusiii 3akon om 30 aueaps 2024 2. Ne [-D3

Cm. npedvioyuyro pedaxyuio

12) cBeneHust 0 JaTe MPEAOCTABICHUS] U PETUCTPAIIMOHHOM HOMEpE JIMIIEH3WH Ha MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CIU IMPOU3BOJACTBO JIEKAPCTBEHHOIO IIpernapara OCyLIECTBIISIETCS B
Poccuiickoit  ®enepauun, WIM [JTOKYMEHT, COJICpXKAllMiA CBEACHUS O Jare NPEeAOCTaBICHHUS U
PEruCTPAllMOHHOM HOMEpE 3aKJIFOUEHHMS O COOTBETCTBHUU IIPOU3BOAMTENS JIEKAPCTBEHHOIO IIpemnapara
TpeOOBaHUSIM TIPaBUJI HAJICKAIICH MPOU3BOJCTBEHHON MPAKTHUKH, MPEJOCTABICHHOTO YIIOJIHOMOYEHHBIM
OpraHOM CTPaHbI POU3BOAUTEIIS JIEKAPCTBEHHOIO IIpenapara.

Unpopmayus 06 usmenenusix:

Yacmo 2.1 uszmenena c 30 aneaps 2024 2. - @edepanvhuiil 3axon om 30 ausaps 2024 2. No 1-D3

Cm. npedvloyuyro pedaxkyuio
TAPAHT:

Tonoowcenusn uwacmu 2.1 (6 pedaxyuu Dedepanvrozo 3axona om 30 saneaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmMOoBepeHUs IeKapCmMEeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEHeHUs, noomeepacoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha OymaxcuHom Hocumene U OYOIUKAmMbl  PecUCMPAYUOHHBIX
YOOCmogepeHull 1eKapCmMEeHHbIX Npenapamos 0js MeouyurHcko2o npumenenus ¢ 1 aueaps 2026 2. He
8vl0aomcs

2.1. CaeneHusi, moATBepXKIaromue (PakT yIuIaTel rOCyIapCTBEHHOW IONUIMHBI 33 TPOBEJICHHE
ATHYECKON OKCIIEPTU3BI, OSKCIEPTH3bl TOKYMEHTOB Ha JICKAPCTBEHHBIM TMpemapar i MOJyYeHUs
paspelIeHus Ha MPOBEACHNE KIMHUYECKOTO UCCIIEA0BaHMs JIEKAPCTBEHHOTO Mpernapara Jjs MeIUIIMHCKOTO
NPUMEHEHHS, 33 BBIAA4y pa3pelieHus Ha TPOBEICHHE KIMHUYECKOTO HWCCIIEOBAHHS JIEKAPCTBEHHOTO
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mpernapara A MeIULIUHCKOTO IPUMEHEHUs, 3a MPOBEICHUE SKCIIEPTU3BI JOKYMEHTOB Ha JIEKapCTBEHHBIH
mpernapar AJis OoMyYeHUs pa3pelieHus Ha TIPOBEICHUE MEXTyHAPOTHOTO MHOTOIIEHTPOBOTO KIIMHHYECKOTO
UCCJIEJIOBAHUS JIEKAPCTBEHHOTO IMpenapara Juisi MEAUIIMHCKOTO MPUMEHEHUs, 3a BbIJady pa3pelieHus Ha
MPOBEACHUE MEXIYHAPOJAHOTO MHOTOIEHTPOBOTO KIMHUYECKOTO UCCIEAOBAaHUS JICKAPCTBEHHOTO
mpenapara il MEAMIIMHCKOTO TPHUMEHEHUs, 3a IPOBEIECHUE HSTHUYECKON HKCHEPTU3bI, 3KCIEPTHU3BI
JOKYMEHTOB Ha JICKAPCTBEHHBIM TMpemapar Juis T[OJYYCHHUS pa3pelicHus Ha  MPOBEICHUE
MOCTPErUCTPAIIMOHHOTO KIMHUYECKOTO HCCIIEOBaHUs JIEKAPCTBEHHOTO Ipernapara JJisi MEAULHUHCKOTO
NPUMEHEHHUS, 3a BBIJAYy pa3pelicHuss Ha MPOBEICHUE IMOCTPETUCTPANMOHHOTO KIMHHYECKOTO
UCCJIEJIOBAHUS JICKApPCTBEHHOTO IIperapara i MEAMIIMHCKOTO MPUMEHEHMs, a TaKKe CBEIACHHUS O
BbIJIaBaeMbIX (TIPEIOCTABIISAEMBIX ) YIIOTHOMOUEHHBIMU (hefiepaTbHBIMUA OPraHAMU UCTIOTHUTEILHOM BIACTH
JOKYMEHTaxX (CBEICHHUAX), YKa3aHHbIX B MyHKTe 12 yacTu 2 HacTosIed CTaTbH, YMOJTHOMOYEHHBIN
denepanbHbIi OpraH UCTIOTHATEIHLHON BIIACTH 3alIPAIIUBALT B MOPSIIKE MEKBEIOMCTBEHHOTO 3JICKTPOHHOTO
B3aUMOJIEHCTBUSI.

HUngpopmayust 06 usmenenusix:

Yacmw 3 usmenena ¢ 30 susaps 2024 2. - @edepanvhwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyio peoakyuio
TAPAHT:

Tonooicenuss uacmu 3 (8 pedakyuu Pedepanvroeo 3axkona om 30 saneaps 2024 e. Ne [1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 01 MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue gpaxkm
20CY0apCmeeHHol  pecucmpayuu, Ha Oymax)cHom Hocumene U OVOIUKAMbL  PecUCMPAYUOHHBIX
YOOCmoBepeHUll J1eKApPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
8610AOMCSL

3. B cpok, He MpeBBINAIONINI TpeX padoYuX ITHEH CO JIHS HamlpaBiICHHS B JUYHBIH KaOWHET
YHOJIHOMOYEHHOTO (peiepaabHOro OpraHa MCIOJTHUTENLHOM BIACTH B €IMHOM CHCTEME YKa3aHHOTO B ITYHKTE
1 wacTi 2 HACTOAIICH CTAThbU 3asBIICHUS U HEOOXOAMMBIX JIOKYMEHTOB, YITOJTHOMOYCHHBIH (eeparbHbIi
OpraH UCIOIHUTENBHOMN BIACTH:

1) IpOBOIUT MPOBEPKY TOTHOTHI U JOCTOBEPHOCTH CBEICHUH, CONEPIKANTUXCS B TPEIACTABICHHBIX
3asiBUTENIEM JTOKYMEHTAX;

2) MpUHUMAET PEIICHHE O MPOBEICHUN IKCIEPTU3BI JOKYMEHTOB JUIS TOTYYCHHS pa3pelIeHUs Ha
MPOBEJCHNE KIMHIUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO Mpernapara Jisi MeAUIIMHCKOTO TPUMEHEHUS U
ATUYECKOH 3KCIIEPTH3BI WIIH 00 OTKa3e B MPOBEACHUH YKa3aHHBIX IKCIICPTH3;

Hnghopmayust 06 usmenenusix:
Ilynxkm 3 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonoscenus nynkma 3 (8 peoaxkyuu @edepanvroeo saxona om 30 aneapsa 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX Cpeocma OJisi MeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 e. Pecucmpayuonmvie
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUs, N0Omeepxcoarouue paxm
20CY0apCmeeHHoU  pecucmpayuu, Ha OYMAadCHOM Hocumele U  OVOIUKAmMbl  PecUCMPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMEEHHbIX Npenapamos O0Jisi MeOuyurckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
evi0aromces

3) HampaBiIsIeT 3asABUTEIIO MMOCPEJACTBOM €IUHOTO MOpTalia MM B JIMYHBIA KaOWHET 3asBHUTENS B
€IMHOMN CHUCTEeME MOAMKUCAHHOE YCUICHHON KBATU(DUIIMPOBAHHON AIEKTPOHHON MOMUCKHIO0 YBEIOMIICHHUE O
MPUHITOM PEIICHUHU JTUOO B CIIy4ae NMPHUHATHS PEHICHHS 00 OTKa3e TakKe ¢ YKa3aHWeM MPUYHH TaKOTo
0TKa3a;

Unpopmayus 06 usmeHenusix:
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Ilynxkm 4 usmenen ¢ 30 ausaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss nynkma 4 (6 peoaxyuu @edepanvroco zakona om 30 ausaps 2024 2. Ne 1-dD3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cCpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEHeHUs, noomeepicoaruue Gaxm
20CYOApPCMBEHHOU  pecucmpayuu, Ha OYMAMCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
YOOCmMoGepeHUll J1eKAPCMEEHHbIX Npenapamos OJisi MeOuyuHckoeo npumernenuss ¢ 1 sawmeaps 2026 e. ne
8vl0aomcs

4) HanpaBISeT B TUYHBIN KAOMHET IKCTIEPTHOTO YUPEIKACHHS B SAMHON CHCTEME U INYHBIA KAOWHET
COBETa IO JTUKE 3aJlaHMsl Ha TPOBEICHHUE COOTBETCTBYIOIIMUX ASKCIEPTH3, MOIMHMCAHHBIC YCHUICHHBIMU
KBAJTM(DUIIUPOBAHHBIMH YIEKTPOHHBIMU TOATTHCSIMH.

Unpopmayus 06 usmeHenusix:
Yacms 4 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonooicenuss uacmu 4 (8 peoakyuu Pedepanvroeo 3axkona om 30 aneaps 2024 e. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHtblX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MEOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxm
20CY0apCmeenHHol  pecucmpayuu, Ha OyMax)cHoMm Hocumene U OVOIUKAMbBL  PecUCPAYUOHHBIX
YOOCmoBepeHUll J1eKAPCMEEHHbIX Npenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saumeaps 2026 o. ne
8610AOMCSL

4. B cimydae BBISBICHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH WH(POPMAIINH, COIASPKAIICHCS B
MPEICTaBICHHBIX 3asgBUTENEM JIOKyMEHTaX, YHNOJHOMOUYEHHBIH (efepanbHblii OpraH HCHOIHUTEIbHOM
BJIACTH HAIPABIISICT B JIMYHBIA KaOWHET 3asABUTENS B €JMHON CHUCTEME 3alpoc 00 YTOUYHEHUHW yKa3aHHOU
uH(bOpMAINH, TOANMCAHHBIN YCUIIEHHOW KBaTU(UIIUPOBAHHON SIIEKTPOHHOMN MOAMUCHIO. 3asBUTENb 00s13aH
HAIPABUTH B JIMYHBIA KAOWHET YIIOJTHOMOYCHHOTO (heiepaIbHOTO OpraHa UCIIOTHUTEIILHOM BIIACTH B STMHOM
CUCTEME TMOMMUCAHHBIM YCHIEHHOW KBaMU(DPUIIMPOBAHHON DSJIEKTPOHHON TMOAMUCHI0 OTBET Ha 3ampoc
YIOJTHOMOYEHHOTO (Pe/IepalbHOTO OpPTaHa MCIIOJIHUTEIFHON BJIACTH B CPOK, HE MPEBHIIIAIONIUN JEBIHOCTA
pabounx nHEW cO JIHS TMONy4YeHHUs YMOJIHOMOYEHHBIM (efepajbHbIM OpPraHOM HCHOJHUTEIHHON BIIACTH
AJIEKTPOHHOTO YBEJIOMIJICHHSI O MOJIyYeHUH 3asBUTEIeM 3arpoca. Cpok, YKa3aHHBIN B YacTH 3 HACTOSIICH
CTaTbM, TMPUOCTAHABIMBACTCS CO JIHS HANpaBICHUS B JIMYHBIA KaOWHET 3asBUTENS B €IUHOW CHCTEMeE
3arpoca yrmoJHOMOYCHHOTO (heiepaIbHOrO OpraHa UCIOTHUTEIIBHOM BIACTH JIO JTHSI HAIIPABJICHUS B TIMIHBIN
KaOMHET YMOJIHOMOYEHHOTO (hefepaibHOr0 OpraHa CIOTHUTENLHOM BIaCTH B €JMHON CHCTEME OTBETa Ha
3aMpoC ¥ HE YYUTHIBACTCS MPHU MCUYUCICHUU CPOKA MPHHSITHS YIIOJHOMOUYEHHBIM (pe/iepaibHbIM OPTaHOM
UCTIOTHUTENLHOM BJIACTH PELISHH O MTPOBEICHUH SKCIIEPTU3bI IOKYMEHTOB IS TOTyUYeHUs pa3pelieHus Ha
MPOBEACHHUE KIIMHUICCKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO TIperapara Jyisi MeIUITHHCKOTO IPUMEHEHHUS.

Hngopmayus 06 uzmenenusix:

Yacms 5 usmenena c 30 aunsaps 2024 2. - Dedepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonooicenus yvacmu 5 (8 peoaxyuu Dedepanvrozo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeoocmasienus 20Cy0apCmeenHblX YCiye npu 00paweHuu 1eKapCmeeHHblX cpeocme Ol MEOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 o. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoalujue Gaxm
20CY0apcmeenHou  pecucmpayuu, Ha OymaxcHom Hocumene U OYOIUKAmMbl  PecUCMPAYUOHHBIX
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyunckoeo npumenenus ¢ 1 saneaps 2026 e. ne
8b10A10MCSL

5. OcHoBaHUEM /Jisl OTKa3a B IPOBEACHUH HKCIIEPTU3HI IOKYMEHTOB ISl ITOJTy4YEHUs pa3pelieHus Ha
MIPOBE/ICHUE KIMHUYECKOTO UCCIEIOBaHMS JIGKAPCTBEHHOIO Mperapara Jijisi MeIUIIMHCKOrO IPUMEHEHUS U
STHUYECKON IKCIEPTU3bI SBISETCS MPEACTaBlIeHUE JOKYMEHTOB, IMPEIYCMOTPEHHBIX YacThiO 2 HACTOSIIEH
CTaTbH, B HETIOJIHOM 00beMe, HeTIPEICTABIICHUE 3asSBUTEIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKa3aHHBIN
B 4YacTu 4 HAcTOsIEH CTaTbU 3alpoC YIOJIHOMOYEHHOTO (e/lepalbHOr0 opraHa MCIOJIHUTEILHON BIacTU
a100 OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTAX MCUYEPIBIBAIOIIETO MIEPEUHS HEOOXOAUMON HHPOpMAIIHH
Wi uHGOpMaIK, KOTOpasi JOJDKHA ObITh OTpa)KeHa B HHUX, a TaKKe OTCYTCTBUE CBEIEHUM, KOTOphIC B
JATbHEUIIIEM TOATBEPKIAIOTCS MOCPEACTBOM MEKBEIOMCTBEHHOTO JJIEKTPOHHOTO B3aUMOJICUCTBUS, O
dakre ymuarel TrOCyJapCTBEHHOH MONUIMHBI 3a MPOBEIECHUE STUYECKOW HKCHEPTU3BI, SKCIEPTU3BI
JIOKyMEHTOB Ha JICKapCTBEHHBIM Mpernapar Uisl MOJy4YeHHs] pa3pelleHHs] Ha MPOBEACHHE KIMHUYECKOTO
UCCJIEJIOBAHUS JIEKAPCTBEHHOTO Mpernapara Jisi MEAUIIMHCKOTO MPUMEHEHHs, 3a BbIa4y pa3pelleHus Ha
MIPOBEJICHUE KIIMHUYECKOTO UCCIIeI0BaHUS JIEKAPCTBEHHOTO Mpernapara Jijisi MeAUIIMHCKOTO PUMEHEHHUS, 3a
MPOBEJCHHUE DKCIEPTH3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpemapar Ajsi IMOJYy4YeHUs pa3pelieHus Ha
MPOBEJICHUE MEXIYHAPOAHOTO MHOTOIICHTPOBOTO KIMHUYECKOTO HWCCJIEIOBAaHUS  JIEKAPCTBEHHOTO
npenapara Ui MEIUIIMHCKOTO MPUMEHEHHS, 32 BbAa4y pa3pelieHUs] Ha MPOBEICHUE MEKTYyHApOTHOTO
MHOTOIIEHTPOBOTO KJIMHMYECKOTO HCCJIEIOBaHUs JICKAPCTBEHHOTO TIpermapara JJisd MEIUIIMHCKOTO
NPUMEHEHHUS, 32 TPOBEACHHME JTUYECKOW OSKCIEPTHU3bl, SKCIEPTU3bl JTOKYMEHTOB Ha JIEKapCTBEHHBIH
mpenapar Juisi  TIOJYyYEHHs] Ppa3pelleHUss Ha TMPOBEACHHE TMOCTPETUCTPAIMOHHOTO KIMHHUYECKOTO
UCCJIEZIOBAHUS JICKAPCTBEHHOTO Mpenapara JUisi MEAUIIMHCKOTO MPUMEHEHHUs, 32 BblAa4y pa3pelleHus Ha
MPOBEJICHUE TOCTPETUCTPAIMOHHOTO KIMHUYECKOTO HCCJIENIOBAaHUS JICKApCTBEHHOTO IIpernapara s
MEIMUIIMHCKOTO MPUMEHEHHUS.

HUnghopmayus 06 uzmenenusx:
Yacmw 6 usmenena ¢ 30 susaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio peoakyuio
TAPAHT:

Tonooicenuss uacmu 6 (8 pedakyuu Pedepanvroeo 3axona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX Cpeocma OJisi MEeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmMoBepeHUsl 1eKapCmMBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, N0OmeEepxcoarouue paxm
20CY0apCmeeHHol  pesucmpayuu, Ha OyMaxcHom Hocumene U OVOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOoBepeHUll JIeKAPCMEEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenuss ¢ 1 sameaps 2026 e. ne
evl0aomcs

6. IlpoBemeHnme OKCIEPTU3bl JOKYMEHTOB Ui TIONyYEHHs] pa3pelieHuss Ha IPOBEACHUE
KIIMHUYECKOTO UCCIIEIOBaHUS JIEKAPCTBEHHOTO Mperapara Aias MEAUIIMHCKOTO MPUMEHEHUS U dTUYECKOU
9KCIEPTH3BI, COCTABIIEHUE KOMUCCHEH SKCIEPTOB M COBETOM II0 ATHUKE 3aKIFOUEHHH O BO3MOKHOCTH WIIH
HEBO3MOXKHOCTHU MPOBEACHUS TAKOTO KIIMHUYECKOTO UCCIIEIOBAHUS, TIOANUCAHNE 3aKIIOUEHUHN YCUIIEHHBIMU
KBAJTM(DUIIUPOBAHHBIME JJICKTPOHHBIMHU TIOJMUCAMUA M HAINPaBIICHUE JAHHBIX 3aKIIOUYCHUN B JIMYHBINA
KaOMHET YIMOJHOMOYEHHOTO (efepaibHOrO OpraHa MCHOJHUTENBHOM BIACTH B €IWHOM CHCTEMeE
OCYIIIECTBIISIIOTCS B CPOK, HE TIPEBBIIIAOIINH TBA/INATH TISITH pad0unX JHEW CO THS HANPABJICHUS B TMYHBIN
KaOMHET YKCIEPTHOTO YUPEKJICHHUS B €AMHON CHCTeMe 3aJaHus YIOJTHOMOYEHHOTO (eiepaibHOTO OpraHa
VICITOJIHUTENIEHOM BJIACTU C MPWIOKEHHEM JOKYMEHTOB, YKa3aHHbIX B yHKTax 3, 4, 10, 11 u 11.1 gactu 2
HACTOSIICH CTAaThbW, W HANpPaBIEHUS B JIMYHBIH KaOWHET COBETa MO JTHUKE B €IWHOW CHCTEME 3aJlaHus
YIIOJIHOMOUYEHHOTO  (heiepalbHOTO OpraHa WCIIOJIHUTENIFHOW BIACTH C NPHUIIOKEHHEM JTOKYMEHTOB,
yYKa3aHHBIX B IyHKTax 3 - 6 u 9 yactu 2 HacToAIIEHN CTAaThU.

Unpopmayus 06 usmeHnenusix:
Yacmo 7 usmenena c 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 aunsaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
URMEHEeHUSIM
TAPAHT:
Tonooicenus yacmu 7 (8 peoakyuu Dedepanvrozo 3axkona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 o. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaruue Gaxm
20CYOApPCMBEHHOU  pecucmpayuu, Ha OYMAdCHOM Hocumene U  O0YOIUKAMbl  PecUCPAYUOHHBIX
Y0OCmoGepeHUll J1eKApCMEEeHHbIX Npenapamos OJisi MeOuyunckoeo npumenenus c¢ 1 sameaps 2026 e. ne
8vl0aomcs
7. B cpok, He MPEeBBINAIONINN TpeX paboyux ITHEH cO IHS HampaBiICHHsS B JUYHBIM KaOWHET
YIOJIHOMOYEHHOTO (eiepalibHOrO OpraHa HCIIOJHUTENIbHON BIAcTH B €IMHON CHUCTEME 3aKIIOYeHH,
yKa3aHHBIX B YaCTH 6 HACTOAIICH CTaThH, YIIOJTHOMOYEHHBIN (hefepabHbli OpraH UCTIOIHUTEILHON BIACTH:
1) ocymiecTBIseT OLEHKY MOCTYMUBIINX 3aKIIOUEHUHN JIJIs1 ONIPEEIICHUS UX COOTBETCTBUS 3aJaHUSIM
Ha MPOBEICHUE COOTBETCTBYIOIUX IKCIIEPTHU3;

Unpopmayus 06 usmeHenusix:
Ilynkm 2 usmenen ¢ 30 ansapsa 2024 2. - @edepanvrviil 3axon om 30 ausapsa 2024 2. Ne [-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenus nynkma 2 (6 peoakyuu @edepanvroco 3akona om 30 auneapsa 2024 2. Ne 1-dD3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKkapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes c 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCmMoBepeHUsl 1eKapCMBEHHbIX NPEnapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20Cy0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
svloaomcs

2) mpUHHMAaeT peIlIeHHWE O BbIJAYe pPa3pelIeHHs Ha MPOBEICHUE KIMHHUYECKOTO HCCIeIO0BaHUS
JICKApCTBEHHOTO Mpernapara Jijisi MEJIUIIMHCKOTO MPUMEHECHHSI, BHOCUT B PEECTP BBIIAHHBIX Pa3pelieHui Ha
MPOBEACHHUE KIMHUYECKUX UCCIIEAOBaHUMN JIEKApCTBEHHOTO Mpenapara COOTBETCTBYIOIIYI0 HHPOPMAIUIO U
HATPAaBJSET MOCPEJACTBOM €IUHOTO TOPTajia 3asABUTEII0 WIM B JIMYHBIH KaOWHET 3asBHUTENS B CIUHOM
CHUCTEME BBIMHCKY M3 pEecTpa BBIAAHHBIX pa3pelIeHH Ha MPOBEACHHE KIMHUYECKUX HCCIEeIOBAHUN
JIEKapCTBEHHOTO Npenapara, MoMMCaHHYI0 YCUIEHHON KBaTU(PHUIIMPOBAHHON IEKTPOHHON MOAMUCHIO;

Hnghopmayust 06 usmenenusix:
Ilynxkm 3 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenua nynkma 3 (8 pedaxyuu @edepanvroeo 3axkona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHblX Yciye npu 0opaweHuu 1eKapCmeeHHblX Cpeocma OJisi MEeOUYUHCKO20
npumenenus nocpeocmeom EITUC3 u (unu) EIII'Y, npumensaiomces c 1 aneapsa 2026 e. Pecucmpayuonmvie
YOOCmoBepeHUsl 1eKapCmeEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, N0Omeepxcoarouue gaxm
20CY0apCmeeHHou  pesucmpayuu, Ha OyMaxcHoM Hocumene U OVOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMEEHHbIX Npenapamos O0Jisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
8b10a10MCSL

3) mpuHHMMaeT pemieHHe 00 OTKa3e B BBIJAYEe pa3pelIeHHsT Ha MPOBEIEHHE KIMHHYECKOTO
WCCJIEJIOBAHUS JIEKAPCTBEHHOTO Tperapara s MEeAUIIMHCKOTO MPUMEHEHHUSI U HaIPaBIIIET MOCPEICTBOM
€IMHOTO TIOpTaja 3asBHUTENIO WIM B JIMYHBINH KaOWMHET 3asBUTEINS B €IUHON CHCTEME JaHHOE pPElICHHE,
MOJITUCAaHHOE YCUIICHHON KBaTU(UIIMPOBAHHON MEKTPOHHON MOAIMUCHIO, C YKa3aHWEM MPUYUH OTKa3a.

8. OcHOBaHMEM JUIs OTKa3a B BbIJaue pa3pelieHus] Ha MPOBEICHHE KIMHUYECKOTO HCCIIETOBAHUS
JIEKapCTBEHHOTO Tpernapara AJisi MEIUIUHCKOTO MPUMEHEHHUs SBISICTCS] HAIW4YWe 3aKITIOUYEeHUS KOMHUCCHUHU
AKCTIEPTOB WITH 3aKJTFOYCHHUST COBETA 110 STUKE O HEBO3MOKHOCTH MTPOBEICHUS KIIMHUYECKOTO UCCIICTOBAHMUS
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
W3MCHCHHSIM. ..

JIEKapCTBEHHOTO TIperapara Jjis MEAUIIMHCKOTO MPUMEHEHHs 10 Pe3yjbTaTaM IMPOBEICHHBIX JKCIEPTHU3,
MPETyCMOTPEHHBIX YaCThbIO 6 HACTOSIICH CTaThbU.

9. Pemenne 00 oTKa3ze B MPOBEICHUM SKCIIEPTU3BI JOKYMEHTOB IS MOJYYCHHS pa3pelIeHUs Ha
MIPOBE/ICHUE KIMHUYECKOTO UCCIEIOBaHMS JIGKAPCTBEHHOIO Mperapara Jijisi MeIUIIMHCKOrO IPUMEHEHUS U
ATUYECKOM OKCIEPTH3bl W B BbIJIaY€ pa3pelICHHs Ha IPOBEACHHE KIMHUYECKOTO HCCIICIOBaHUS
JICKQpCTBEHHOTO TMpemnapara s MEIUIHUHCKOTO MPUMEHEHHS MOXKET OBITh O0XKallOBaHO B TOPSIKE,
YCTAHOBJICHHOM 3aKOHOAaTeIbcTBOM Poccuiickoit deneparumu.

TAPAHT:

Cwm. KOMMeHmapuu K cmamose 39 HacmoAuwezo @edepaﬂbﬂoeo 3AKOHA

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 nacmoswuii Pedepanvhulil 3aKOH OONOJHEH
cmamveti 39.1, ecmynatoweti 6 cuny ¢ 1 urons 2015 e.

Crarbs 39.1. DTudeckas skcnepTusa

1. OTuueckas sKcrepTHU3a IPOBOJUTCS COBETOM I10 3THUKE, CO3JJaHHBIM B MOPSAJIKE, YCTAaHOBJICHHOM
YIOJHOMOYEHHBIM (peepanbHbIM OpPraHOM HMCIIONHUTEIBHONW BIACTH, B IEJIAX BbIIA4M 3aKJIIOUYEHHUS 00
TUYECKOM 0OOCHOBAHHOCTU BO3MOXKHOCTU IPOBEIEHUS KIMHHUYECKOTO HCCIIEJOBAHUS JEKApCTBEHHOIO
npenapara Juisi MeIULIMHCKOTO IPUMEHEHHUS.

2. DKcnepTamMu COBETA MO 3TUKE MOTYT OBITh MPEACTABUTEN MEIUIIMHCKUX OpraHu3aIuil, HayYHbIX
OopraHu3anuii, o0pa3oBaTeNbHBIX OpraHU3aluil BbICIIEr0 OOpa3oBaHMs, a TaKXkKe MPEICTABUTENIH
OOIICCTBEHHBIX OPTaHU3AIMNA, PEIUTHO3HBIX OpraHU3alliii M CPEACTB MaccoBoW mMHpopMaruu. JlaHHBIE
9KCIIEPThl HE JOJKHBI HAXOAUTHCS B KAaKOH-IMOO 3aBUCUMOCTH OT pPa3pabOTYMKOB JIEKAPCTBEHHBIX
IIPENaparoB U JIPYruX JIMILI, 3aMHTEPECOBAHHBIX B PE3YJIbTATaX 3TUYECKON IKCIIEPTUHI.

3. Omiara yciyr 3KCIEPTOB COBETa IO 3THKE OCYIIECTBISETCS HAa OCHOBAaHUU JOTOBOPA,
3aKJIFOYEHHOTO MEXJY YIOJIHOMOYEHHBIM (e/lepaIbHbIM OpPraHOM HCIIOJIHUTEIBHON BIIACTH, KOTOPBIM
CO3/1aH COBET IO JTHKE, U OHKCHEPTOM COBETa IO JTHKE, 3a CYET OIOMKETHBIX ACCHUTHOBAHHIA,
IIPETyCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (hefiepaibHOMY OpraHy HUCIIOJHUTENBHON BIACTH, KOTOPBIM CO3aH
COBET I10 3TUKE, B (hefiepaibHOM OIOKeTe Ha COOTBETCTBYIOIMI ol Ha 00ecIieueHue ero JIesTebHOCTH, B
pa3mepax, ycraHoBieHHbIX [IpaBurenscTBoM Pocculickont denepanun.

4. DxcnepTsl COBETa IO ATHKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATEIIbCTBOM
Poccuiickoit @enepanuu.

Hnghopmayust 06 usmenenusix:

Cmamus 39.1 oononrnena ywacmoio 4.1 ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 saneaps 2024 2. Ne
1-D3
TAPAHT:
Tonoocenuss wacmu 4.1 (8 pedaxyuu Pedepanvroeco saxona om 30 susaps 2024 2. No 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu oopaujeruu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 e. Pecucmpayuonusie
YOOCmMOoBepeHUs IeKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepaicoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAMbl  PecUCPAYUOHHBIX
YOOCmogepeHull 1eKapCmeeHHbIX Npenapamos 0js MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evl0aomcs

4.1. Tlpu mpoBeneHWUH STUUYECKON OKCIEPTU3Bl HE JIOMyCKaeTCs HCTpPeOOBaHHWE DJKCIEPTOM Y
3asIBUTENIS MO0 MHBIX JIUI] MaTepPHalioB, HEOOXOIUMBIX IS IPOBEICHUS ITHUECKOM dKCIepTu3bl. B ciydae
HE/0CTAaTOUYHOCTH IMPE/ICTABICHHBIX SKCIIEPTY MaTeprajIoB B TMYHBIN KaOWHET 3asiBUTENS B €JUHON cUCTEME
YIOJTHOMOYEHHBIM JIMIIOM COBETa IO JITHUKE HAMpaBiseTcsl 3ampoc O MPEICTaBICHUH HEOOXOIUMBIX
MaTrepuayioB, TMOANUCAHHBIM pykoBoAuTeNeM (YHNOJHOMOYEHHBIM JIMLIOM) COBETa IO JTHKE C
UCTIONB30BAaHUEM YCUJICHHON KBaTU(UIIMPOBAHHOW OJIEKTPOHHOW TMOANUCH, a TaKKe HampaBisieTcs
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

yBeIOMIIEHHE 00 YKa3aHHOM 3ampoce B JIMYHBIA KAaOMHET YIMOJIHOMOYEHHOTO (enepalbHOro opraHa
WCIIOJIHUTENIBHOW BJIACTH B €AUHON CUCTEME.

Unpopmayus 06 usmeHenusix:

Cmamus 39.1 oonoanena yacmoio 4.2 ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 saneaps 2024 2. Ne
1-D3

TAPAHT:

Tonooicenus wacmu 4.2 (8 pedaxyuu Pedepanvroeo 3axona om 30 auseaps 2024 2. No 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmosepeHus 1eKapCmeeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMeHeHUs, noomeepicoaruue Gaxm
20CY0apCcmeenHHou  pecucmpayuu, Ha OymaxcHom Hocumene U OYOIUKAMbBL  PecUCMPAYUOHHBIX
YOOCMOoGepeHUll J1eKAPCMEEHHbIX Npenapamos OJisi MeOuyuHckoeo npumernenuss ¢ 1 sawmeaps 2026 e. ne
8b10AOMCSL

4.2. 3asgButenb 00sA3aH HANPaBUTh B JIMYHBIM KaOMHET COBETAa 1O 3THKE B EIUHOW CHCTEME
MOJIUCAHHBIA  YCUJICHHOW KBaTU(UIIMPOBAHHOW D3JEKTPOHHOW MOJAMUCHIO OTBET Ha 3ampoc O
MPEJICTaBICHUN HEOOXOIMMBIX MAaTEPHAIOB COBETY 110 3TUKE B CPOK, HE TIPEBBIIIAOIINN IEBIHOCTA PaOOUnX
JTHEH CcO JHS TOJIY4YEHHs COBETOM IO 3THKE 3JIEKTPOHHOTO YBEJOMJICHHS O TOJIYYEHHH 3asgBUTEIIEM
YKa3aHHOTO 3ampoca. Bpemsi co JTHS HarpaBJICHHUS COBETOM IO ATHKE B JIMYHBIN KAOWHET 3asBUTEIS B €IMHON
CUCTEME 3aIlpoca O MPEICTaBICHUN HEOOXOANMBIX MaTepHAaJIOB JI0 THS HAMPABJICHUS 3aBUTEIIEM B JTMUHBIHA
KaOMHET COBETA IO 3THKE B SIMHON CUCTEME OTBETA HA YKa3aHHBIN 3aIPOC HE YUYUTHIBACTCS ITPU UCUUCIICHUH
CpOKa IIPOBEACHUS STUYECKON IKCTIEPTHU3BI.

5. CocraB coBeTa 110 3TUKE, MTOJIOKEHUE 00 ITOM COBETE, MOPSAIOK €ro e TeIbHOCTH, TPEOOBAHUS K
KBaJM(UKALUK U OMBITY paObOThI MO SKCIEPTHOM OIEHKE HAYYHBIX, MEIUIIUHCKUX U ATHUYECKHX aCIEKTOB
KIIMHUYECKUX  HCCICMOBAHWM  JIGKAPCTBCHHBIX  IPENapaToB Uil  MEIUIHUHCKOTO  MPUMCHCHHS,
OpeabsIBIsieMble K SKCIEpTaM COBeTa MO 3THUKE, MOPSAOK OpPraHu3allMd ¥ MPOBEICHHUS STHUYECKOI
IKCTIEPTU3BI, (popMa 3aKITIOYEHHS COBETA IO ATHKE YCTAHABIMBAIOTCS YIOJIHOMOUYEHHBIM (eepaabHbIM
OpraHOM HCIIOJIHUTENBHON BIacTU. YMcIo mpeacTaBUTeNel METUIIMHCKUX OpraHu3aluii HEe MOXKET
NPEBBIIIATh TIOJIOBUHY OT OOIIEro Yuciia SKCIEPTOB COBETA 110 ITHKE.

6. Undopmaruss o cocraBe coBeTa MO 3TUKE, IUIAHAX €ro pabOThl U TEKYIIEH NeATENbHOCTU
pasmemnaercs Ha OQUIIMAIEHOM CalTe YIIOJHOMOYEHHOTO (e/IepaIbHOr0 OpraHa UCTIONHUTENFHON BIACTH
B ceTd "MHTEpHET" B yCTAaHOBIEHHOM UM IOPSIKE.

TAPAHT:

Cm. kommenmapuu k cmamoe 39.1 nacmosiweco PedepanbHoco 3aKoHA

Cratbs 40. IlpoBeneHue KIMHUYECKOTO UCCIIENOBAHUS JICKAPCTBEHHOTO IIpemapara s
MEIULIMHCKOTO TPUMEHEHUS

Ungpopmayus 06 usmenenusix:

Deodepanvrvim 3akonom om 22 Oekaops 2014 2. Noe 429-d3 6 uacme 1 cmamwvu 40 nacmoswezo
DedepanbH020 3aKOHA 8HeceHbl usmeHenus, ecmynaowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm uacmu 6 npeovloyueti pedaKyuu

1. PykoBomuTeNnb MEIUIIMHCKON OpraHU3aliu, KOTOpas MPOBOAMUT KIMHUYECKOE HCCIICTIOBAHUE
JIEKapCTBEHHOT'O Mpernapara s MEAUIIMHCKOTO MPUMEHEHHUsI, Ha3HAYaeT MCCIIe0BaTeNsi, OTBETCTBEHHOTO
3a TIPOBEICHHE TAKOTO WCCJIENIOBAHUS W HMEIOMIETO JIedeOHYI0 CHEeIUaIbHOCTh, COOTBETCTBYIOITYIO
MPOBOIMMOMY KIMHUYECKOMY HCCIEIOBAaHUIO JICKQPCTBEHHOTO Tpernapara, Co CTaxeM paldoThl IO
mporpaMmaM KJIMHAYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX MPEnaparoB HE MEHEE YeM TPH To/ia U 10 €ro
MPEAJIOKEHUIO HA3HAYAET COMCCIIEeIOBATeNIel U3 Ynuciia Bpauel 3TOM METUIIMHCKON OpraHu3alliy.

2. UccnenoBarens OCyIIeCTBISET BHIOOP MAIIMEHTOB, KOTOPHIE 0 MEAUITMHCKUM MTOKA3aHUSIM MOTYT
OBITh TPHUBICYCHBl K YYaCTHIO B KJIMHMYECKOM HCCIENIOBAaHUM JIEKAPCTBEHHOTO TMpemnapara Juis
MEIUIIMHCKOTO MPUMEHEHHSI.

Cucrtema TAPAHT 11C
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3. MUccrnemomarenb © COMCCIENOBATENM JODKHBI OBITh O3HAKOMIIEHBI C  pe3yibTaraMu
JOKJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO CPENICTBA, COAEPIKAIIMMHUCS B OPOIIIOpE UCCIIeI0BaTeNs,
IPOEKTOM MPOTOKOJIA KIMHHYECKOTO HCCIICAOBAHMS JIGKAPCTBEHHOTO IMperapara il MEAMIMHCKOTO
NPUMEHEHHS, Pa3padOTaHHBIM Pa3pabOTYMKOM JIEKAPCTBEHHOTO IMperapara WIM HWHBIM HOPUAMYECKUM
JIMIIOM, TIPUBJICKAEMBbIM K OpPraHMW3allid IPOBEACHUS KIMHHUYECKOTO HCCIICAOBAHMS JIEKAPCTBEHHOTO
nmpenapara ajd MCAUIUHCKOIO IPUMCHCHUSA, U APYTHUMU MaTC€pruajlaMi TAKOI'O UCCIICAOBAHU .

Unpopmayus 06 usmeHenusix:

Deoepanvrvim 3akonom om 29 nosopsa 2010 2. N 313-D3 cmamusa 40 nacmosawezo PedepaibHo2o 3aKOHA
odononnena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 saueaps 2011 e.

3.1. PykoBoguTenb MEIUIIMHCKOM OpraHU3ally B CPOK, HE MPEBBIIAIOIINN TpeX padounx AHEH co
JTHSl Hauaja MpOBEACHMS KIMHHUYECKOTO HMCCIEAOBaHUS JIEKAPCTBEHHOIO Mperapara JIjs MEIUIIMHCKOTO
OPUMEHEHHS, COOOIIaeT 00 3TOM B YNOJIHOMOYEHHBIH (eaepanbHbIii OpraH HCIOMHUTEIBHON BIIACTH,
BBIJIaBIIUH pa3pelieHne Ha IPOBEICHNE TAaKOTO UCCIIEA0BaHNUs, TI0 YCTAHOBICHHON UM (QopMme.

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-@3 6 uwacmv 4 cmamou 40 nacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHs]

Cm. mexcm uacmu 8 npedvloyujell peoaxkyuu

4. OpraHuzanuy, OCYIIECTBISIONINE OPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO HCCIIEIOBAHUS
JICKApCTBEHHOTO Iperapara il MeIUITUHCKOTO IPUMEHEHHSI M YKa3aHHBIC B YaCTH 3 CTAaThU 38 HACTOSIIIIETO
denepanbHOTO 3aKOHA, B Cily4ae HEOOXOMUMOCTH BHECCHHUS HM3MCHECHUH B IMPOTOKON KIMHHYECKOTO
UCCIICIOBAHUS JICKAPCTBEHHOTO Tpernapara Uil MEIHIIMHCKOTO NPUMEHEHHs COOOIAloT 00 3TOM B
YIIOJIHOMOYCHHBIH (e/iepanbHbIil OpraH UCIIOJHUTEIBHOM BIACTH, BBIIABIIMI pa3pellicHHE Ha TPOBEICHHE
TAKOTO MCCIIEJOBaHUS, 110 YCTAaHOBICHHON UM (hopMe.

Hngpopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 11 okmaops 2010 . N 271-D3 cmames 40 nacmoaweco Dedepanvhozo 3akoHa
oononHena yacmoio 4.1

4.1. ®opma coOOIIEHHS O BHECEHHMM H3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIIEJOBAHUS
JIEKapCTBEHHOTO Mpenapara Jiyisl MEIUIIMHCKOTO IIPUMEHEHUS I0JKHA COIePIKATh CIIEAYIONINE CBEICHNUS:

1) HanMeHOBaHUe, UACHTU(PUKAIIMOHHBII HOMEP U JIaTa MPOTOKOJIa KIIMHHYECKOTO UCCIICIOBAHMS,

2) nara BHECEHUS U3MEHEHUN B IPOTOKOJ KIMHUYECKOTO UCCIIEIOBAHNUS;

3) HaMMEHOBAaHUE U MECTO HAXOXK/ICHUS 3asBUTEIIS;

4) HauMMEHOBaHWE OPraHMU3AINH, MPHUBICYCHHON pPa3pabOTYMKOM JIEKApCTBEHHOTO Mpemnapara K
OpTaHMU3AINH MPOBEICHUS KIMHHYECKOTO UCCIIeIOBaHUS (TIPH HAJTHMYNH );

5) HaUMEHOBAaHUA U MeCTa HAXOXKICHUS MEIUIMHCKUX OpPTaHM3alfii, B KOTOPBIX MPOBOIUTCS
KJIIMHUYECKOE HCCIIEI0BAaHUE;

6) nara BbAAYM pa3pellieHHs] Ha MPOBEICHHWE KIMHUYECKOTO HCCIEAOBAaHUS W HOMEp 3TOrO
pa3pelieHus;

7) N3MEHEHUs, BHOCUMBIE B MPOTOKOJ KIMHUYECKOTO HCCIEIOBAHUSI.

Ungpopmayus 06 usmenenusix:
Yacmo 5 usmenena c 30 aneaps 2024 2. - @edepanvhuiii 3akon om 30 aunsapsa 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonooicenus yvacmu 5 (8 peoakyuu Dedepanvrozo 3axona om 30 aueaps 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCmeeHHblX cpeocms 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 o. Pecucmpayuonuvie
YOOCMOBepeHUs IeKapCmMBEEeHHbIX NPenapamos 0 MEOUYUHCKO20 NPUMEeHeHUsl, noomeepacoarowue haxm
20CY0apcmeenHou  pecucmpayuu, Ha OymaxcuHom Hocumene U OYOIUKAMbL  PecUCMPAYUOHHBIX
YOOCmogepeHull 1eKapCmeeHHbIX Npenapamos 0 MeOuyuHcko2o npumenenus ¢ 1 aumeaps 2026 2. He
evloaomcs
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5. B cpok, He TpeBBIIAONTNI ABAANATA BOCBMH pa0OYuX JTHEW CO JHS MOJYyYECHHS YKa3aHHOTO B
YyacTu 4 HACTOAIIECH CTaThbU COOOIIECHNUS, YIIOTHOMOYECHHBIN (peepanbHblil OpraH UCIIOIHUTEIFHON BIACTH
paccMarpuBaeT 3TO COOOLIEHHWE B YCTAHOBJICHHOM WM IOpSAJKE M INPUHHUMAET pelIeHHEe O BHECEHUU
M3MEHEHUN B MPOTOKOJ KJIMHHUYECKOIO HCCIIEAOBAaHUS JIEKAPCTBEHHOIO Ipernapara Juisi MEIUIMHCKOIO
OpUMEHEHUs MWIM 00 OTKa3e BO BHECEHMHM TaKMX M3MEHEHHUH, IOANMCAaHHOE YCHJICHHOM
KBaJH(HUIUPOBAHHOH IEKTPOHHOHN IMOAMUCHIO0, MOCPEICTBOM HAIPABJICHUS COOTBETCTBYIOIIETO PELICHNS B
JUYHBIA KaOMHET 3asBUTENId B eOUHOM cucreMe. lIpum paccMoTpeHHH COOOLIEHHS O HEOOXOIUMOCTH
BHECEHUS HW3MEHEHUN B IIPOTOKOJ KIMHUYECKOTO HCCIIEI0BaHMs JIEKApCTBEHHOIO IIpernapara Jyis
MEIUIMHCKOrO IPUMEHEHHMS B LIEISIX OLIEHKH 00OCHOBAaHHOCTH MpeAIaraéMbIX U3MEHEHUH U ONpeiesIeHUs
CTENEHM pHUCKA i1 TMalMEeHTOB, IPUHMMAIOIIUX y4YacTHE B KIMHUYECKHMX HCCIEAOBaHUSX,
YIOJIHOMOYEHHBIM (he/iepaIbHbIM OPraHOM MCIIOJHUTENbHOM BIACTH MOT'YT IIPUBJIEKAThCS SKCIIEPTHI COBETA
10 3TUKE U (W) SKCIEPTHI SKCIIEPTHOTO YUPEKACHUS.

6. Knnanueckoe ucciieioBanue JIEKapCTBEHHOT'0 IIpenapara 1Jisl MEIULUHCKOTO IIPUMEHEHUS MOJKET
OBITH IIPUOCTAHOBIIEHO WM MPEKPAILEHO, €CJIM B IIPOLIECCE €0 MPOBEACHUS OOHapyKe€Ha ONAaCHOCTb IS
JKU3HU, 30pOBbs NAIMEHTOB. B ciyyac BO3HMKHOBEHHUS ONACHOCTH Ul >KM3HH, 3J0POBbs NAIMEHTA,
YYacTBYIOIIETO B KJIMHUYECKOM MCCIEIOBAaHUU JIEKAPCTBEHHOIO Ipemnapara JUisi MEIUIIMHCKOIO
OPUMEHEHUs, MCCIeNoBaTenu o0s3aHbl MPOUHGOPMUPOBATh OO0 3TOM PYKOBOIUTENS MEIMLUHCKON
OpraHM3alMl M OPraHM3ALMIO, TOJYYMBILYIO pa3pelieHUE YIOJIHOMOYEHHOIo (enepanbHOro opraHa
VCIIOJTHUTEJIHOM BJIACTH HAa OPraHU3alUI0 IPOBENCHUS KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO
npemnapara. Perienre o nprocTaHOBICHUHN KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO Mpenapara s
MEIMIUHCKOrO MPUMEHEHUS IPUHUMAIOT PYKOBOIUTENb MEUIIMHCKON OpraHu3aliy 1 (WIM) OpraHu3anus,
NOJYYMBIIAS pa3pelieHre YIOJTHOMOUYEHHOTO (QeepalbHOr0 OpraHa HCIOJHHUTEIBHON BIACTH Ha
OpPraHM3alMI0 IIPOBEACHMS KIMHUUYECKOTO MCCIIEN0BaHMs JIEKApCTBEHHOIO Ipenapara s MEAUIIMHCKOIO
NPUMEHEHHS, PEIICHHE O TPEKPAIICHHH TAKOTO UCCIIEIOBAHNS IPHHIMAET YITOTHOMOYECHHBIN (perepabHbIi
OpraH HCIOJIHUTEIbHOW BJIACTM HAa OCHOBAaHMM COOOIIEHHS B NHCBMEHHOH (opMe pPyKOBOIUTENS
MEIMLIMHCKOM  OpraHu3allid WM  OpraHu3alus, [OJy4YUBLIas pa3pelieHHe  YIOJHOMOUYEHHOIO
(denepaabHOro oOpraHa HCIOJHUTENBHOW BJIACTH HA OPraHU3alMI0 MPOBEACHUS  KIMHUYECKOIO
UCCJIEZIOBAHNUS JIEKApPCTBEHHOTO Mpenapara Jyisi METUIIMHCKOTO PUMEHEHUSI.

7. B cpok, He MpeBBIMIAONINN NATH pabounx AHEH cO JHsS 3aBEepLICHMs, NMPUOCTAHOBICHUS MU
MPEKPALIEHUS] KIIMHUYECKOTO MCCIIE0BaHNUs JIEKapCTBEHHOTO Mpernapara JUisi MEIULUHCKOTO TPUMEHEHMUS,
cooOuieHne 00 3TOM HampaBiseTcsl OpraHM3allUsiMH, YKa3aHHBIMH B 4YacTH 3 cTaTbu 38 HACTOSAILIETOo
@®enepallbHOTO 3aKOHA, B YIOJHOMOYEHHBIH (enepanbHbBli OpraH HUCHOJHUTEIBHOW BIIACTH IIO
yCTaHOBJIEHHON UM (hopme.

8. ®opma coOOIIEHHS O 3aBEpIIEHUH, NPUOCTAHOBIEHWU WM MPEKPALIEHUH KIMHUYECKOTO
MCCJIEZIOBAHNUS JIEKAPCTBEHHOTO ITpenapara Juisi MEJUIMHCKOTO IIPUMEHEHUS T0JIKHA COIEPKATh!

1) nadopmaiuio 0 MEAUIIMHCKON OpraHU3ali WM MEAUIIMHCKUX OpPraHU3alusix, MPOBOJUBIIMX
JTAHHOE UCCJIEJOBAHHUE;

2) onMcaHue JAHHOTO MCCIIEIOBAHNS,

Hnpopmayus 06 usmenenusx:

@eoepanvrvim 3akonom om 11 okmabpa 2010 2. N 271-D3 ¢ nynkm 3 wacmu 8§ cmamou 40 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mekcm nynkma 8 npeovloyujeti pedaKyuu

3) nmanHble uccaemoBarens (haMuiavs, UMs, OTYECTBO, MECTO palOTHI, 3aHUMaeMasi JTOJDKHOCTb,
CIEIUAIBHOCTD, CTaX pabOTHI MO MPOrpaMMaM KIMHHYECKHUX WCCIIETOBAHUN JIEKAPCTBEHHBIX MPENaparos,
nepedeHb KIMHUYECKUX WCCIICAOBAHHI JIEKAPCTBEHHBIX IPENapaToB, B KOTOPBIX OH NMPHHUMAJ y4acTHe
(mepuoIbl yuacTHs) B Ka4eCTBE MCCIIeI0BATENs MIIM COMCCIIEI0BATENs);

4) pe3ynbTar TaHHOTO UCCIIeOBaHUs (3aBepIIeHHEe, TPHUOCTAHOBICHUE WM MPEKpaIleHue JaHHOTO
WCCJIEJIOBAHUS C YKa3aHHEM WX MPUYHMH U BIHUSHUSA Ha OLIEHKY €r0 Pe3ylbTaroB, OOMIYIO0 OIEHKY pHUCKa U
0XKHJIa€MOH TIOJIB3BI OT MPUMEHEHUS HCCIIEAYEMOTo JIEKApCTBEHHOTO Mperapara, a Takke MperoiaraeMbie
JaibHEeNIIe JeHCTBUA).
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Hngopmayusi 06 uzmenenusix:

Deoepanvrvim 3akonom om 13 utons 2015 e. Ne 241-D3 yacms 8.1 cmamvu 40 nacmosweco PedepanbHoco
3aKOHA U3N0JHCEHA 8 HOBOU PeOaKyuu

Cm. mexecm uacmu 8 npedvloyujeil peoaxkyuu

8.1. Ilpu BbIsIBICHMM (eaepaibHBIM OpPraHOM HCIOJIHUTENBHOM BIACTH, OCYLIECTBISIOLINM
(GYHKIMM TIO KOHTPONIO M Haa30py B cdepe 3ApaBOOXpaHEHMs, HApyIICHUH NpaBWIl HaJIeKaleH
KJIMHUYECKON IPAaKTUKH IIPU IPOBEACHUHU KIMHHYECKOTO HCCIIECNOBAHUSA JICKApCTBEHHOIO IIpenapara,
BIMSIONIMX HAa IOJHOTY M (WJIM) JIOCTOBEPHOCTHh JAHHOIO KJIMHHUYECKOIO MCCIIENOBAaHUS, yKa3aHHBIN
(benepanbHbI OpraH HCIOJHUTEIBHOW BIACTU NMPHUOCTAHABIMBAET IPOBEIEHUE JAHHOIO KIMHUYECKOTO
UCCJIEIOBaHUST W BBIHOCUT MEIMLMHCKOM OpraHU3alliM, B KOTOPOM NPOBOIUTCA NaHHOE KIMHHUYECKOE
UCCIIeIOBaHUE, NIpeIUcaHne 00 YCTpaHECHUH BbISIBICHHbIX HapyleHui. [Ipu HeycTpaHeHUN MeTUIIMHCKON
OpraHu3alell BhIBJICHHBIX HApYIIEHUH B YCTAaHOBICHHBIN B IIPEANMCAaHUH CPOK YKa3aHHBIHN (enepanbHbIi
OpraH HCIIOJIHUTECJIBHOM BJIACTH INPUHUMACT PEIICHUE O IPEKPAIEHUH IPOBEICHUS KIMHUYECKOIO
UCCIIEIOBaHUS JIEKAPCTBEHHOTO IperaparTa U HanpasisieT B (heepabHbli OpraH UCIOTHUTEIBHOM BIACTH,
OCYILECTBIAIOMUI (PYHKIMHU 10 BBIPAOOTKE U pealu3aluy roCyapCTBEHHON MOJUTUKM M HOPMAaTHBHO-
IPaBOBOMY DETYJIMPOBAaHHIO B cepe 31paBOOXpaHEHHUs, 3aKIIOUCHHE O BBISIBICHUHU TPH TNPOBEACHUU
JAHHOTO KJIMHHMYECKOIO MCCIIEAOBAaHUs HapyLICHUM IpaBWi HaIekKalled KIMHWUYECKOM IPAKTUKHU UL
OPUHATHS peIIeHus 00 OTMEHe pa3pelieHUsT Ha OPTaHM3alUI0 MPOBEACHHS TAHHOTO KIMHHYECKOTO
VCCJIEZIOBAHHUS C 1aThl IPUHATHS PELIEHHS O PUOCTAHOBICHUH MPOBEACHMS KIMHUYECKOTO HUCCIEN0BaHUA
JIEKapCTBEHHOTI'O IIpenapara.

Hnpopmayus 06 usmenenusx:

Cmamuws 40 oonoanena yacmoio 8.2 ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 auseaps 2024 2. Ne -
D3
TAPAHT:

Tonoocenuss wacmu 8.2 (8 pedakyuu Pedepanvroeco 3axona om 30 ausaps 2024 2. No 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblxX Yciye npu oopawenuu 1eKapCmeeHHblX cpeocma OJisi MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiiomes ¢ 1 sausaps 2026 e. Pecucmpayuonuvie
YOOCmoBepeHUsl 1eKapCmeEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, N0Omeepxcoarouue gaxm
20CY0apCmeenHHou  pecucmpayuu, Ha OyMaxcHom Hocumene U OVOIUKAMbL  PecUCPAYUOHHBIX
YOOCMOBepeHUll JIeKAPCMBEHHbIX NPenapamos OJisi MeOuyunckoeo npumernenuss ¢ 1 saumeaps 2026 o. ne
6610AOMCsL

8.2. IIpu mpoBeeHNH KIMHIYECKOTO UCCIIEIOBAHNS JIEKAPCTBEHHOTO TIperapara ik MEJUIIMHCKOTO
NPUMEHEHHUS B CIy4yae YTOYHEHHS (M3MEHEHHs) JaHHBIX, COMEPKAIINXCS B pa3pelleHHH Ha MPOBEICHUE
JAHHOTO  KJIIMHUYECKOTO HCCJIENOBAaHWs, HAa OCHOBAaHMHM HANpPABICHHOTO B JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (peiepalibHOTO OpraHa HWCHOJHUTENbHOM BJIAacTH B €IUHOW CHCTeMe OOpaleHHs
3asBHUTEINS, MOAIMHCAHHOTO YCHJICHHON KBaTM(DUIIMPOBAHHOHN AIIEKTPOHHOH MOANKUCHIO, C MPUIOKEHUEM
MOTHBHPOBAHHOTO OOOCHOBAaHHUS U JOKYMEHTOB, MOATBEPKIAIOMINX HEOOXOAMMOCTh YTOUHEHHUS TaHHbBIX,
YIIOJIHOMOYEHHBIN (eiepanabHblii OpraH MCIOJHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMIAIONINN JIBAAIATH
BOCBMH pabouMx JHEH CO JHS MOCTYIUIEHHSI TaKoro oOpalleHus, BHOCUT M3MEHEHHUs B paspelieHHne Ha
NpOBeNIeHHE KIMHUYECKOTO MCCIIeOBaHMUS JIEKAPCTBEHHOTO TIpernapara JUisi MeIUIIMHCKOTO IPUMEHEHUS 1
peecTp BBIAHHBIX pa3pelleHui Ha MPOBeIeHNEe KIMHIUECKUX UCCIIeIOBaHUN JTeKapCTBEHHBIX MPENaparos,
a TakKe HANpaBJsSeT B JWYHBIA KaOWHET 3asBUTENS B €IMHON CHUCTEME BBIHCKY M3 PeecTpa BBIIAHHBIX
pa3pelieHuil Ha MPOBENEHUE KIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX MPENaparoB, MOAMUCAHHYIO
YCUJIGHHOW KBaJIU(UIIMPOBAHHON 3JIEKTPOHHOM MOANHUCHIO, JTHOO0 MPUHUMAET peuieHre 00 OTKa3e BO
BHECEHUU W3MEHEHUH B paspellieHrne Ha MPOBENCHHE KIMHHUYECKOTO HCCIEeTOBAHMS JIEKAPCTBEHHOTO
mperapara Jijisi MeIUITMHCKOTO IIPUMEHEHUS W HAIPaBJSIeT B IMIHBINA KAOWHET 3asBUTEIIS B €IMHOM CUCTEME
9TO pellleHue, TMOAMMCAHHOE YCUJICHHOW KBaIU(UIIMPOBAHHON 3JEKTPOHHOW MOMMUCKHIO, C YKa3aHHUEM
MIPUYXH OTKAa3a.

9. YnonHoMo4ueHHBIH (eiepanbHbIi OpraH UCTIOTHUTEIBHON BIACTH OMYOIMKOBBIBAET U Pa3MeIiaeT
Ha cBoeM oduuuanbHOM caiite B cetu "MHTepHer" cooOuieHne o 3aBeplleHUH, MPUOCTAHOBICHUN WIN
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MPEeKPALICHNHN KIMHUYECKOTO MCCIIEOBAHMS JIEKAPCTBEHHOTO Mpenapara Jisi MeAUIIMHCKOTO TPUMEHEHUs
B CPOK, HE TIPEBBILIAIOIINHN MSTH pabOUnX JTHEH CO AHS €ro MolyuyeHHsl, B YCTAHOBICHHOM UM TOPSIKE.

10. VYnomnomoueHHBIH (enepanbHbIi OpraH HCIOJHHUTEIBHON BIACTH OCYIIECTBIISICT BEICHUE
peecTpa uccienoBarenei, IpoOBOIAIIMX WU IPOBOJUBLIMX KIMHUYECKUE HUCCIEIOBAHMS JIEKAPCTBEHHBIX
IpenaparoB Ui MEIULUHCKOIO MPUMEHEHMs, B COOTBETCTBHHM C YTBEPXKJCHHBIMH UM MpaBWIaMU U
pa3memniaer ero Ha cBoeM oduiuanbHOM caiite B cetd "MHTepHET" B yCTaHOBIEHHOM MM TOpSIKE.
YKazaHHBII peecTp COAEPKUT HHPOPMAIIHIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 4acTH § HACTOSIIIEH CTaThU.

HUngpopmayust 06 usmenenusix:
Yacmo 11 usmenena c 30 ansapsa 2024 2. - @edepanvruiii 3axon om 30 ausaps 2024 2. No [-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Tonooicenuss yvacmu 11 (6 peoaxyuu @Pedepanvrozo 3axona om 30 auseaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyO0apCmeeHHblX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma OJisi MEeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonuvie
YOOCmoBepeHUsl 1eKapCmBEeHHbIX NPenapamos 0k MeOUYUHCKO20 NPUMEHEHUS, N0OmeEepxcoarouue paxkm
20CY0apCmeeHHou  pecucmpayuu, Ha Oymax)cHom Hocumene U O0YOIUKAMbL  PecUCPAYUOHHBIX
YOOCmoBepeHull J1eKApPCMEEeHHbIX NPenapamos OJisi MeOuyuHckoeo npumernenuss ¢ 1 saumeaps 2026 e. ne
8610AOMCSL

I11. Otuer o pe3yapTarax KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO TIpenapara mIjis
MEIMIIMHCKOTO TPUMEHEHHUsI COCTaBJISeTCs] OpraHu3alueil, yKka3aHHOW B 4acTH 3 cTaTbu 38 HACTOSIIEro
@denepanibHOTO 3aKOHA, W TPEICTABISETCS B YHMOJHOMOYEHHBIH (penepanbHbIi OpraH HCIOJHUTEIbHOM
BJIACTH, BBIIABIIMK pa3pelieHHe Ha MPOBEIECHUE ITOr0 HCCIEAOBaHUS, B CPOK, HE MPEBBINIAOIIMIA
JBEHAQ/IIIATH MECSIIEB CO JHS €ro 3aBepUICHHS, NMPHOCTAHOBIICHUS WM MPEKPAIICHUS, B IOPSJIKE,
YCTaHOBJICHHOM YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOTHUTENIBHOM BIIACTH.

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 Oexabps 2014 o. No 429-D3 6 uacmev 12 cmamvu 40 nHacmosweco
DedepanbHo2o 3aKOHA BHECeHbl UsMeHeHUs, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexem uacmu 8 npedvioyujel peoaKyuu

12. Hapymienue mnpaBui HaJUIekKalled KIMHUYECKOW NPAaKTHKH, (anbcuukanus pe3ynbTaToB
KITMHUYECKOTO UCCIIeI0BaHMUs IEKAPCTBEHHOTO Mpernapara Jijisl MeAUIIMHCKOTO PUMEHEHUS BJIEKYT 3a CO00i
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOJATENLCTBOM Poccuiickont denepanuu.
Hnghopmayust 06 usmenenusix:
DeoepanvHvim 3akonHom om 22 Oexkabpa 2014 o. Ne 429-d3 6 uacmev 13 cmamvu 40 nHacmosawe2o
DedepanbHo20 3aKOHA 8HeceHbl usmeHenus, ecmynaowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npedvloyujell pedaKyuu

13. Tlpu ipoBeIcHUH KIIMHUYECKOTO UCCIICA0OBAHMS JICKApCTBEHHOTO Mpernapara Jijisi MeIUIMHCKOTO
NPUMEHEHHUs JIOMycKaeTcsi 3a00p y MalueHTOB OMOJOTMYECKHX MaTepuanoB (0Opaslbl OMOIOTHYECKHX
KUJKOCTEH, TKaHEH, CEKPETOB M MPOAYKTOB JKU3HEICATCIILHOCTH YENIOBeKa, (DM3MOJIOTHYESCKUX U
MaTOJIOTMYECKUX BBIJEIICHNUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPT'aHU3MOB, OMOTICUITHBIN MaTepuan) s
ux n3ydenus B Poccuiickoit @enepanmu u (Miam) 3a npeaenamu Poccuiickoit denepamum.

Ungopmayus 06 uzmenenusx:

DeodepanvHovim 3akonom om 22 Oexabpsa 2014 o. No 429-D3 6 uacmev 14 cmamvu 40 nHacmosweco
DedepanbHo20o 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovloyuyeti pedaKyuu

14. Tlopsanok BBO3a B Poccuiickyro denepanuio U BbiBo3a 3a mpenesbl Poccuiickoit deaeparuu
OMOJIOTMYECKNX MAaTEPUAIIOB, TOTYYEHHBIX IPH MPOBEICHUN KIIMHUYECKOTO UCCIIeIOBAHUS JIEKApCTBEHHOTO
npenapara Jyisi MeIMIMHCKOTO TPUMEHEeHus, ycTaHaBinuBaercs [IpaBurensctBoM Poccniickoit @enepanuu.
TAPAHT:
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Cm. kommenmapuu k cmamoe 40 nacmosweco PedepanvbHo2o 3aKOHA

Crarbs 41. JloroBop 0 nIpoBeIeHUH KJIMHUYECKOTO MCCIIEI0OBAHUS JIEKAPCTBEHHOIO Mpernapara Jjis
MEJIUIIMHCKOTO TPUMEHEHUS

1. Knunudeckoe wucclieloBaHUE JEKapCTBEHHOIO Ipenapara sl MEIULHUHCKOTO IMPUMEHEHUS
MPOBOJIMUTCSL B COOTBETCTBUU C JJOTOBOPOM O MPOBEACHUM KIMHUYECKOIO MCCIIEAOBaHUA JICKAPCTBEHHOTO
npenapara i MEAMIIMHCKOTO MPUMEHEHHUs, 3aKJII0YaeMbIM MEXJy OpraHu3alued, MOoTy4YuBIIeH
paspenieHue YIOJTHOMOUYCHHOTO (eepalbHOr0 OpraHa HCIOJHUTEIBHOM BJIACTH HAa OPTaHHU3aAIlHI0
MIPOBEJICHUSI TAKOTO UCCIIEIOBAHUS, U METUIIMHCKON OpraHu3alued, OCyeCTBISIONICH MPOBEACHUE TAaKOTO
HCCJICIOBAaHMS.

2. JloroBop 0 mpoBeAeHWU KIMHUYECKOTO MCCIIEIOBAaHUS JICKAPCTBEHHOIO Tperapara s
MEJIUIIMHCKOTO IPUMEHEHUS JIOJKEH COAEPKaTh:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO UCCIICOBAHMS;

2) ompeneneHue oOImEH CTOMMOCTH MPOTPAMMBbI JTAaHHOTO HCCJICIOBAaHUS C yKa3aHHUEM CYMMBEI,
MIpEeIHA3HAYAOIICHCS JITIs1 BBITUIAT UCCIIE0BATENSIM, COUCCIIEIOBATEIISIM;

3) ompenenenue GOpMBI MPECTABICHUS PE3YIbTATOB JAHHOTO UCCIIEIOBAHMS B YIIOJTHOMOYESHHbBIN
denepanbHBIN OPTaH UCTIOTHUTEILHOW BIIACTH.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 4] HacmosAuweco Cbedepaﬂbﬂoeo 3dKOHA

Crarbs 42. GuHaHcoBoe o0ecnieyeHHE KIMHUYECKOIO MCCIIEOBAaHUS JIEKApCTBEHHOIO Ipernapara
JUISL METUIITHCKOTO IPUMEHEHUS

@duHaHcOBOE oO0ecreyeHne KIMHUYECKOTO HCCIIE0BaHMs JICKApCTBEHHOIO Iperapara JAjs
MEIULMHCKOTO IPUMEHEHHS OCYLIECTBIISAETCS 3a CYET:

1) cpenctB denepaabHOTO OFOIKETA;

2) cpelncTB oOpraHu3alui, MOJIYYMBIIMX pa3pelICHHE HAa OPraHU3alli0 IPOBEJIEHUS ITaHHOIO
MCCIIEZIOBAHNUS, B COOTBETCTBUH C YCIIOBUSIMU JOIOBOPA O €r0 MPOBEICHUU;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAATENbCTBOM Poccuiickoii @enepaivi HICTOYHUKOB.
TAPAHT:

Cm. kommenmapuu k cmamoe 42 nacmosujeco PedepaivbHo20 3aKOHA

Crarba 43. IlpaBa mamueHTOB, yYacTBYIOIIUX B KJIMHHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO
rpernapara Juisi MEIULIUHCKOTO TPUMEHEHUS
I. VYyacTme mnamuMeHTOB B KIMHUYECKOM HCCIEIOBAHUM JIEKQPCTBEHHOIO Mpemnapara st
MEIUIIMHCKOTO MTPUMEHEHHUS SBISETCS T0OPOBOIBHBIM.
TAPAHT:

06 opeanusayuu omoeneHuti KIUHUYECKUX UCHbIMAHUL JeKAPCMEEHHbIX NPenapamos Ha 300pPO6bIX
0obposonvyax cm. npuxaz Munzopasa P® om 25 aseycma 1992 2. N 235

Hnpopmayus 06 usmenenusx:
Yacmo 2 usmenena c 28 oexabps 2025 e. - @edepanvhuiii 3akon om 28 dexabps 2025 2. Ne 504-D3

Cm. npedvioywyto peoakyuio

2. ITaniMeHT WM ero 3aKOHHBINM MpPeACTaBUTENb I0JDKEH ObITh HH(POPMUPOBaH B MTUCbMEHHOU opme
B BUJIE IOKyMEHTa Ha OyMa)XHOM HocuTese Tu00 B (hopMe 3JIEKTPOHHOTO IOKYMEHTA!

1) o nexapcTBEHHOM IIpenapare s MEJUIIMHCKOTO MPUMEHEHHS W CYIIHOCTH KJIMHHUYECKOTrO
HCCJIEJIOBAHUS 3TOTO JIEKAPCTBEHHOTO Ipernapara;

2) o 6e30macHOCTH JIEKApCTBEHHOTO Mpernapara Ui MeIUIIMHCKOTO MPUMEHEHHUS, eT0 0XKHJIaeMOM
3¢ (}EeKTUBHOCTHU U CTETIEHU PUCKA IS MallMeHTa;
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3) 00 ycOBUSAX y4acTHs MalueHTa B KIIMHUYECKOM HCCIICIOBAaHUH JICKAPCTBEHHOTO ITperapara Jijis
MCIUIUHCKOI'O ITPUMCHCHMUS

4) 0 menM WIM HENSIX M HPOMODKUTEIBHOCTH KIMHUYECKOTO WCCIICIOBAHUS JICKAPCTBECHHOTO
npemnapara aJist MCAUIUHCKOIO MPUMCHCHU A,

5) o neilcTBHAX TalMEHTa B Cllydyae HENPEIBUACHHBIX AY(PQEKTOB BIUSHUS JIEKAPCTBEHHOTO
npenapara ajist MCAUIUHCKOIO MIPUMCHCHUA Ha COCTOSAHHUEC €TI0 3[JOPOBbA;

6) 00 yCIIOBHSIX 00SI3aTEIBHOTO CTPAaXOBAHUS )KU3HHU, 37I0POBbS IMAIIUCHTA;

7) 0 TapaHTHUugaXxX KOH(bI/IIIeHL[I/IaJIBHOCTI/I ydyaCTusa MNanoyueHTa B KIMHUYCCKOM HCCICAOBAHHUU
JIEKapCTBEHHOTO Tperapara Juisi MEIUITUHCKOTO TPUMEHCHUSI.

3. 1oO6poBobHOE corviacue MalMeHTa Ha Y4acTHe B KIMHUYECKOM HCCIICOBAaHUH JIEKAPCTBEHHOTO
npenapara Jjisi MEJUIIMHCKOTO IIPUMEHEHUS TTOITBEPIKIACTCS €0 MOIMMCHIO WIIH TIOANUCHIO €T0 3aKOHHOTO
npeAcTaBuTeNs Ha WH(OPMALIMOHHOM JIMCTKE IMAlUEHTA.

4. [TaniMeHT UK ero 3aKOHHBIH NPEICTaBUTENIh HMEET MTPABO OTKA3aThCS OT yUaCTHUS B KIIMHUYECKOM
WCCJICJIOBAHUH JICKAPCTBEHHOTO Mpernapara JijIsl MeIUIIMHCKOTO MPUMEHEHHS Ha JIF000M CTa UK IPOBEICHUS
TaKOT'O MCCIICIOBAHUSI.

HUnghopmayus 06 uzmenenusx:
Yacmw 5 usmenena c 28 oexabps 2025 e. - @edepanvhwiii 3akon om 28 oexaops 2025 2. Ne 504-D3

Cum. npedvioyuyio peoakyuio

5. IlpoBeneHne KIMHUYECKOIO HCCIENOBAHMS JIEKAPCTBEHHOIO IIpenapara Juisi MEIUIMHCKOrO
IPUMEHEHUS C yYacTHEM B KaueCTBE MALMEHTOB JeTel JOMYyCKAeTCs TOJIbKO IPU HATUYMH JOOPOBOIBHOIO
CONIACHsI HAa Y4YacTHUE B KIMHUYECKOM HCCIIECJOBAHUM JIEKAPCTBEHHOIO Iperapara I MEIUIMHCKOIO
IPUMEHEHUS B THPOPMAILIMOHHOM JIMCTKE MAllMEeHTA, IIOANMCAaHHOM X POAUTENISAMHU, yCHIHOBUTEIAMHU. JleTH
MOTYT paccMaTpyBarbCs B Ka4€CTBE NOTCHIMAIBHBIX MALMEHTOB TAKOIO MCCIEAOBAHMS, TOIBKO €CIIU €ro
IPOBEJICHHE HEOOXOAUMO /sl YKpEIJIeHHs 370pOBbs JeTe WM NpOPHIAKTUKU HH(MEKIMOHHbBIX
3a00JIeBaHU# B IETCKOM BO3pacTe JIMOO0 €CIH LEIbI0 TAKOTO UCCIIEIOBAHMUS SBISIETCS OTYUYCHUE TaHHBIX O
HaWwIy4dllledl JO3UPOBKE JIEKAPCTBEHHOIO Ipenapara [ulsl JeYeHus JeTe. B 3Tux ciyyasx Takomy
WCCJIEIOBAHUIO JTOJDKHO IIPEAIIECTBOBATh KIMHUYECKOE HCCIENOBAHME JIEKAPCTBEHHOIO Iperapara Juist
MEIUIUHCKOTO IPUMEHEHUs Ha COBEPLICHHOJNETHUX TIpaXKIaHaxX, 3a HUCKIIOYEHUEM CIIy4acB, €CIU
MCCIIEyEMBIN JIEKAPCTBEHHBIN Ipernapar JUisi MEJUIINHCKOTO IPUMEHEHHUs] ITPEIHA3HAYEH UCKIIFOYUTEIIBHO
JUISL UCTIOJIb30BAHMS HECOBEPIIEHHOJIETHUMU TPaXKIaHAMHU.

6. 3ampemaercs NPOBEICHHE KIMHUYECKOIO HCCIEAOBaHUS JIEKapCTBEHHOrO Ipernapara JUist
MEIUIUHCKOTO IPUMEHEHMS C YYaCTUEM B KaUE€CTBE MAlUEHTOB:

1) nereli-cupoOT U AeTel, ocTaBIIUXCS 0€3 MOMEeYEHUs POIUTEIIEH;

2) SKeHIIMH B TMepHox OepeMeHHOCTH, JKEHIIMH B MEpUoJ TPYIHOTO BCKapMIIMBaHHS, 3a
WCKIIFOUEHUEM CIIy4aeB, €CIU IPOBOJAUTCS KIMHUYECKOE HCCIEAOBAHME JIEKaPCTBEHHOIO IIpenapara,
NPEAHAa3HAaYEHHOTO JUIsl YKa3aHHbBIX JKEHIIMH, NMPH YCIOBHHM HEOOXOJUMOCTH IMOJYy4YeHHMs HH(POpPMAIUH
TOJIBKO BO BpeMs IPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEIOBAHUA M TPHUHATHS BCEX
HEOOXOIUMBIX Mep 10 UCKITIOUEHHIO PUCKAa HAHECEHUS Bpe/ia KeHILUHE B IepHol OepeMEHHOCTH, KEHIINHE
B [IEPUOJI TPYAHOTO BCKapMIIMBAHMUSL, IJIOAY WM PEOEHKY;

3) BOEHHOCHYXalUX, 3a HCKJIIOYEHHEM CIIyyaeB IPOBEIACHUS KIMHUYECKOIO HCCIEeJOBAaHUS
JIEKapCTBEHHOTO TIpemnapara, ClelnuaibHO pa3palOTaHHOIO [Js NPUMEHEHHUS B YCJIOBHMSIX BOEHHBIX
JecTBUH, Ype3BBIYAMHBIX CUTyalui, MPO(QUIAKTUKY U JeUeHHUs 3a001€eBaHUI U MMOPAKEHUI, TOTyYSHHBIX
B pe3yJIbTaTe BO3ACUCTBUS HEOMAronpUATHBIX XUMUYECKHUX, OMOJOTHYECKUX, PATUALMOHHBIX (haKTOpPOB.
KimHndeckoe wuccnenoBaHUE TAaKOro JIEKAPCTBEHHOIO Ipenapara MOXKET IMPOBOAMTHCS C y4acCTUEM B
Ka4eCTBE NALMEHTOB BOCHHOCIY)KAIHUX, 3a HMCKIOYEHHEM BOCHHOCITYKAIIUX, MPOXOASAIIMX BOCHHYIO
ci1y>k0y 10 TPU3BIBY, C COONIOACHNEM TpeOOBaHHM, yCTaHOBICHHBIX HacToAIMM DenepanbHbIM 3aKOHOM B
OTHOILIEHUU T'PAKIAHCKHX JIMII;

4) cOTpyAHHMKOB IIPABOOXPAHUTEIBHBIX OPTraHOB;

5) nun, oTOBIBAIOIIMX HAaKa3aHWE B MECTaX JIMIIEHHUS CBOOOBI, a TAKXKe JIUL], HAXOISIIUXCS MOJ
CTpa)key B CIEICTBEHHBIX U30JIATOPAX.
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Ungpopmayus 06 uzmenenusix:

Yacmw 7 usmenena ¢ 28 oexabps 2025 e. - @edepanvhuiii 3akon om 28 dexabps 2025 2. Ne 504-D3

Cum. npedvioywyio pedakyuio

7. JomyckaeTcsi mpoBeACHUE KIMHUYECKOTO UCCIEIOBaHUS JIEKAPCTBEHHOIO TMperapara s
MEIUITMHCKOTO TIPUMEHEHUS, TIPEIHA3HAYEHHOTO JIJIS JICYCHHS TICUXHMYECKUX 3a00JICBaHHM, C YYaCTHEM B
KauecTBE MAIMEHTOB JIUI] C ICUXMYSCKUMH 3a00JIeBaHUSIMU, TIPU3HAHHBIX HEACECIIOCOOHBIMU B TIOPSIKE,
YCTAHOBJIICHHOM  3akoHoaarelbcTBOM  Poccuiickoit ~ ®enepaunu.  KinuHuueckoe — HMccienoBaHue
JICKapCTBEHHOTO Iperapara B 3TOM CIy4ae MPOBOAUTCS MPU HATUYUH JOOPOBOJILHOTO COTIIACHUS HA yUACTHE
B KJIMHUYECKOM HCCIEOBAaHUHU JICKAPCTBEHHOTO Tpermapara il MEAUIIMHCKOTO TPUMCHCHHS B
WH(OPMAITMOHHOM JIUCTKE MAlUEHTA, TIOAMMCAHHOM 3aKOHHBIMH MTPEICTABUTEISIMEA YKA3aHHBIX JIHII.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 43 HacmosAuweco @eéepaﬂbnoeo 3dKOHA

Unpopmayus 06 usmeHenusix:

Deoepanvrvim 3akonom om 29 nosopsa 2010 e. N 313-D3 cmamuvs 44 nacmosaweco PedepaibHo2o 3aKOHA
U31024CceHa 8 HOB8oU pedaxkyuu, ecmynaroweti 6 cuny ¢ 1 ansapsa 2011 e.

Cm. mexcm cmamuu 8 npedvloyweli pedaKyuu
Crarbst 44. OOs3arenpbHOE CTPAaXOBAaHUE JKU3HHM, 370pPOBbS IALMEHTa, YYaCTBYIOLIETO B
KJIMHUYECKOM MCCIIEIOBAHUH JIEKAPCTBEHHOTO Ipernapara il MEAUIIMHCKOTO IPUMEHEHUS

1. Opranuszanus, IOJy4YUBIIas pa3pelieHHe Ha OpraHu3alMi0 IPOBEACHUS KIMHUYECKOTO
UCCIICIOBAHUS JICKQPCTBEHHOTO TIpenapara JUisi MEIWIIMHCKOTO TPHUMEHEHHs, O0s3aHa B KauecTBe
CTpaxoBarelisi CTPaxoBaTh PUCK IPUYMHEHNUS Bpea )KU3HH, 310pPOBbIO NAllMEHTa B pe3ysibTare MpOBeIeHU
KJIMHUYECKOTO HMCCIIEOBAHMS JIEKAPCTBEHHOTO TIpernapara i MEAUIUHCKOTO MPUMEHEHHs 32 CBOM CUEeT
IyTEeM 3aKJII0YEHHUs JOr0BOpa 0053aTEIbHOIO CTPAXOBAHMUS.

2. OOBEKTOM 0053aTeTPHOTO CTPaxXOBaHUS SIBISICTCS WMYIIECTBEHHBIM HWHTEpEC MAalUeHTa,
CBSI3aHHBIN C NPUYMHEHHEM Bpela €ro KU3HU WM 3[J0POBBIO B pe3yJbTaTe MPOBEICHHs KIMHUYECKOIO
MCCIIEIOBAHMUS JIEKAPCTBEHHOTO TIpernapara Juisi MEIUIIMHCKOTO TIPUMEHEHUSI.

3. CTpaxoBbIM ClIy4aeM IO JIOTOBOPY 0053aTeNIbHOTO CTPAaXOBAHUS SBJISIETCS CMEPTh MallMeHTa WU
YXYIIIEHUE €ro 3I0pOBbs, B TOM YHCJIE BJIEKYyIIee 32 COO0 yCTaHOBIEHUE WHBAIUIHOCTH, TIPU HATUIAU
OPUYMHHO-CIEICTBEHHOW CBSI3M MEXKJy HACTyIUIEHMEM 3TOr0 COOBITMS M ydyacTHEM [allieHTa B
KJIMHIYECKOM HCCIICIOBAaHHUH JIEKAPCTBEHHOTO TIpenapara.

4. TpeGoBaHMs O BO3MEUICHWU BpeJa, MPUUYUHEHHOTO JKU3HM MM 3/10pOBBIO MAallMEHTa,
NPEABSBISIOTCS B TEYCHUE CPOKOB HCKOBOM JJABHOCTH, YCTAHOBJICHHBIX TPaKIAHCKUM 3aKOHOIATEIbCTBOM.

5. Pa3zmep cTpaxoBoii BBIIIIATHI 110 IOTOBOPY 0053aTE€IBHOI0 CTPAXOBaHMsI COCTABIISIET:

1) B ciay4yae cMepTH NalMeHTa JBa MUJUIMOHA pyOiel Ha Ka)IOro NMaleHTa, yJyacTBOBABILIETO B
KJIMHUYECKOM HCCIIeIOBAaHUM JIEKAPCTBEHHOT'O Mpenapara;

2) npu yXyAlIEHUH 310POBbs MMalUEHTA!

a) MOBJIEKIIEM 3a COOOH yCTaHOBJIEHHE MHBAIUAHOCTU | IpyImbl, OJMH MUJUTMOH HSATHCOT ThHICSY
pyOneil Ha KakIoro TMalMeHTa, YYacTBOBABIIETO B KJIMHUYECKOM HCCIIEOBAHWU JIEKAPCTBEHHOTO
npemnapara;

0) moBiekmeM 3a coOOW yCTaHOBIIGHHE WHBATUIHOCTU Il Tpynmel, oquH MWUIMOH pyOnel Ha
Ka)KJIOTO MaIlMeHTa, yYaCTBOBABIIET0 B KIMHUYECKOM HCCIIEIOBAHNH JIEKAPCTBEHHOT'O Mperapara;

B) MOBJEKIIEM 3a co0oil ycraHoBienue uHBanugHocTu III rpynmbl, msaThCOT ThiCSU pyOnel Ha
Ka)XJIOTO MaIlMeHTa, yYaCTBOBABIIEr0 B KIIMHUYECKOM HCCIIEIOBAHNY JIEKAPCTBEHHOT'O Mperapara;

Ungpopmayus 06 uzmenenusix:
Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. Ne 429-D3 noonynxkm "e" nynkma 2 uacmu 5 cmamou 44
Hacmosawe2o DedepanbHoco 3aKOHA U3NIONHCEH 8 HOBOU pedakyuu, scmynarouei 6 cuny ¢ 1 utonsa 2015 e.

Cm. mexcm noOnyHKma 6 npeovioyujel peoaxKyuu
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') HE MOBJIEKIIIEM 3a COOOH YCTaHOBJICHUS MHBAIMIHOCTH, HE 00Jiee YeM TPHCTa ThICSY pyOJiel Ha
KaXXA0T0 ManyueHTa, y4aCTBOBABHICTO B KIIMHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOI'O IIpcriapara, MCXOsa
U3 HOPMAaTHBOB, OTPAKAIOIIMX XapaKTep W CTENEHb IMOBPEXKICHHS 3I0POBbS, a TaKkkKe (QaKTHUSCKU
MMOHCCCHHBIX MAMCHTOM PACXOJ0B, BBI3BAHHBIX MOBPCKIACHUCM 3A0POBbIA, HaAa MCAUIMWHCKYIO ITOMOLIb,
npruoOpeTeHNe JICKApCTBEHHBIX MPENaparoB.

6. Yrparuia cuny ¢ 1 utons 2015

Hughopmayusi 06 usmenenusix:

Cm. mexkem yacmu 6 cmamou 44
7. Cpok JoroBopa 00s3aT€IbHOTO CTPaxOBaHUS HE MOXKET OBITh MEHEEe, YeM CPOK ITPOBEICHHS
KIIMHUYECKOTO MCCIIEIOBAHUS JIGKAPCTBCHHOTO TIpernapara.

Hughopmayusi 06 usmenenusix:

Dedepanvrvim 3akoHom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 8 cmamvu 44 nacmosawezo
DedepanbHo20 3aKOHA BHECeHbL UMeHeHUs1, ecmynatowue 6 cuny ¢ 1 uons 2015 2.

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

8. VYcmoBus m0rOBOpa 0053aTENPHOTO CTPAaXOBaHUS, B TOM 4YHCIE CTPaxoBble TapU(BI IO
00s513aTeJIbHOMY CTPaxXOBaHHIO, NEPEUYeHb HEOOXOAMMBIX JOKYMEHTOB ISl OCYIICCTBICHHS CTPaXOBOM
BBIIIJIATBI, TOPSAJOK YCTAHOBICHHS CTpaxoBaTeleM WHAWBUIYAIBHOTO WISHTH(PHUKAIMOHHOTO KOJa
NaIMEHTa, TOPSI0K MH(OOPMHUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICYCHHBIX K KIMHUYSCKOMY
HCCIICIOBAHMUIO JICKAPCTBEHHOTO Iperapara Jjisi MeIUIIMHCKOTO TPUMEHEHHUS MAIEeHTaX, MOPSI0K yIUIaThI
CTPaxoBOH NPEMUH, MOPSIOK peaTH3aliy ONPEIeICHHBIX HacTosm M DenepabHbIM 3aKOHOM U APYTHMH
denepanbHBIMU 3aKOHAMU TPaB U 00s13aHHOCTEN CTOPOH M0 JIOTOBOPY 0053aTEILHOTO CTPAXOBaHUs, a TAKXKE
HOPMATHBBI, OTPAXKAIOIINE XapaKTep M CTENEHb MOBPESKACHUS 30POBbs, YCTAHABIMBAIOTCS THUIIOBBIMU
IpaBUIIAMHU 00S3aTEIBHOTO CTPAXOBAHUS.

9. B ciydae npuYrHEHUs Bpea KU3HU NAlMEHTA, yYaCTBOBABIIETO B KJIMHUYECKOM HCCIICIOBAHUH
JIEKapCTBEHHOTO MpeTapara, BRIrOI0IPHOOPETATEISIMU 110 JOTOBOPY 0053aT€ILHOTO CTPAXOBAHUS SBISIOTCS
rpaxJaHe, UMCIOIME MPABO HA BO3MEIICHUE Bpela B CIydyae CMEPTH KOPMHWJIbLIA B COOTBETCTBUH C
IpaXIaHCKUM 3aKOHOJATEIbCTBOM, MPU OTCYTCTBHM TaKUX TPAXKAAH - POAUTEINH, CYNPYT, IETH yMEPIIETO
NalMeHTa, yYacTBOBABILETO B KIIMHUYECKOM HCCIIEI0BAaHUU JIEKAPCTBEHHOTO Ipenapara, B Cllydyae CMEpTH
MaIMeHTa, YYacTBOBABILIETO B KIIMHUYECKOM HCCIICIOBAHHUH JIEKAPCTBEHHOTO Mperapara U HE WMEBIIETO
CaMOCTOSTENIBHOTO JI0X0/1a, - TPaKIaHe, Ha MKIMBEHUH KOTOPBIX OH HaXOAMJICS, B OTHOILIEHUH BO3MEIICHUS
pacxomoB Ha MOrpeOCeHHE MAIMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHWUU JIEKAPCTBEHHOTO
npenapara, - JHI0, TOHeCIIee TaKue PacXo/bl.

10. CrpaxoBas BbIIUIaTA B CYET BO3MENICHHs Bpelna, NPUYMHEHHOTO JKW3HU ITallMEHTAa,
YYacCTBOBABIIETO B KIMHMYECKOM HMCCIEJOBAaHUU JIEKAPCTBEHHOIO Mpenapara, paclpeiensercss MexXay
BBITOIONPHOOPETATEISIMH MTPOMOPIIMOHAIEHO UX KOJTHYECTBY B PABHBIX JOJISX.

11. ITpu HACTYTIJIEHUH CTPAaXOBOTO CIIy4ast MAI[UEHT, yYaCTBOBABIINI B KJIIMHUUECKOM UCCIIEIOBaHUN
JIEKapCTBEHHOTO Tperapara, BHITO0NpHoOpeTaTesb BIPaBe MPEIbIBUTh HEMOCPEACTBEHHO CTPAXOBIIUKY
TpeGoBaHUE O BO3MEIIEHUH NPUUMHEHHOTO Bpeaa. CTpaxoBast BbIIUIATA OCYIIECTBISETCS CTPAXOBIIUKOM B
TEUEHHE TPUJIIATH THEeW CO JHS MPEICTaBICHUS HEOOXOIUMBIX TOKYMEHTOB. llanueHT, yuacTBOBaBIINN B
KJIMHUYECKOM MCCJIEJOBAaHUU JIEKAPCTBEHHOIO Ipenapara, Wil BBITOJONpHOOpeTaresb 00s3aH COOOIUTh
CTPaxXOBIIUKY JUISI OCYIIECTBIICHHS CTPAXOBOW BBITUIATH WHIUBUAYAIBbHBIA HIACHTU(GUKAIIMOHHBIN KO
MAaIMeHTa, YCTaHOBJICHHBIM CTpaxoBaTelieM B COOTBETCTBUU C THUIOBBIMH IpaBUJIAMH 00s3aTEIHHOTO
CTpaxoBaHUSI.

12. Jlo momHOTrO oOmpeneseHusl pa3Mepa MOJJIKALIET0 BO3MEIIEHHIO BpeAa CTPAXOBIIMK I10
3asBIICHHIO MMAllMEHTa, yYaCTBOBABIIETO B KIMHHYECKOM HCCIIEOBaHUH JIEKAPCTBEHHOTO Tpernapara, Win
3asBJICHUIO BBITOJONIPHOOpETATENsl BIIPaBEe OCYIIECTBUTh YaCTh CTPAXOBOM BBIILIATHI, COOTBETCTBYIOLIYIO
(bakTHUECKHN OTpeesIeHHON YaCTH MPUIMHEHHOTO Bpe/a.

13. CtpaxoBas BbIILUIaTa B COOTBETCTBUU C JOTOBOPOM 00513aT€IHHOI0 CTPAXOBAHUS OCYILECTBIISAETCS
HE3aBUCHMO OT BBITUIAT, TPUYUTAIOIINXCS 110 IPYTUM BHJIaM CTPaXOBAHHSL.
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14. He pomyckaercss ydyacThe TMAallM€HTa B MPOBEICHUM KIMHUYECKOTO HCCIIECIOBAHUS
JICKapCTBEHHOTO TMpenapara npu OTCYyTCTBHH JOTOBOPA 00s3aTEIPHOTO CTPAaXOBaHMUS.

15. KoHTposib 3a WMCHOJHEHUEM OpraHu3alMed, MOJIyYMBILIECH pa3pelieHue Ha OpraHu3allnio
MPOBEJICHUSI KIIMHUYECKOTO MCCIEAOBAaHMS JIEKAPCTBEHHOIO IMperapara Jyisi MEIUIUHCKOTO MPUMEHEHHUS,
YCTaHOBJICHHOW HAcTOsIed cTaTbeil OO0S3aHHOCTH MO O053aTebHOMY CTPAaXOBAHWIO JKU3HH, 370POBbS
NalMeHTa, yYacTBYIOLIEro (y4acTBOBABIIEr0) B KIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO Iperapara,
OCYUIECTBIIICTCS YIOJHOMOYEHHBIM (peiepaqbHbIM OpPraHOM HCIOJHUTEIbHOW BIACTH, BBIIABIINM
paspelieHre Ha MPOBEICHUE KIMHUYECKUX UCCIEA0BAHMM JIGKAPCTBEHHBIX MIPEMapaToB JIsi METUIIMHCKOTO
MPUMEHEHHUS.

TAPAHT:

Cwm. KOMMeHmapuu K cmamse 44 HacmoAueco CDe()epafleoeo 3AKOHA

I'naBa 8. HpOI/I3BOL[CTBO U MapKHUPOBKA JEKAPCTBCHHLIX CPEACTB

Cratba 45. [Ipon3BoACTBO JIEKAPCTBEHHBIX CPEICTB

Hngpopmayus 06 usmenenusx:
Yacms 1 usmenena c 1 mapma 2026 2. - @edepanvruiii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedwioywyto pedakyuio

1. IIpous3BOACTBO JIEKAPCTBEHHBIX CPEACTB Il BETEPUHAPHOIO IPUMEHEHUS  JIOJIKHO
COOTBETCTBOBaTh TPeOOBaHMSAM IPAaBUJI HAJUIeKALEH IPOU3BOJICTBEHHOM mpakTuku EBpasuiickoro
PKOHOMHYECKOTO  COro3a. Bpimaua cepruukaroB  (3aKIIOUEHHI) COOTBETCTBHS  IPOM3BOACTBA
JIEKapCTBEHHBIX CPEICTB Ui BETEPUHAPHOIO NPHUMEHEHMs TpeOOBaHMSAM NpaBWI HajaJexalen
IIPOU3BOJICTBEHHON NPAKTUKU EBpPa3suiCKOr0 3KOHOMHUYECKOTO COK3a OCYIIECTBISIETCA IO PEe3ysbTaraM
(dapmaleBTHUEeCKUX HHCHEeKUMHA. Pa3mep muiaTbl 3a BblJayy YKa3aHHBIX CEpTHU(HUKATOB (3aKIHOYECHUH)
ycranaBnuBaerca IlpaBurensctBom Poccuiickonn ®enepanuu. [lopsgok opraHusanuum W IIPOBEICHUS
(bapMaleBTHUECKUX WHCIEKIMH MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB Ul BETEPHUHAPHOIO MPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHMUAM NpaBWJI HaJUIeKaIled NpPOM3BOJICTBEHHON mpakTuku EBpasuiickoro
SKOHOMMYECKOI'O COH03a YCTaHABIUBAETCA ITPaBOM EBpa3suiicKoro 3JKOHOMHUYECKOIO COH03a.

Hnpopmayus 06 usmenenusx:

Cmamus 45 oononnena uacmoio 1.1 ¢ 1 mapma 2026 2. - @edepanvuviii 3axon om 31 urona 2025 2. Ne 304-
D3

1.1. ITpou3BOACTBO JEKAPCTBEHHBIX CPEACTB I MEIUIMHCKOIO IMpuUMeHeHus B Poccuiickoit
®enepany OCyUIECTBISIETCA MPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C IpaBUJIaMU
HaJ[JIeXKallen MPOU3BOICTBEHHOM MPAKTUKU EBPa3zuiiCKOro SJKOHOMUYECKOTO CO03a.

Ungpopmayus 06 usmenenusix:
Yacmo 2 usmenena ¢ 1 mapma 2026 2. - @edepanvruiii 3axon om 31 urons 2025 2. Ne 304-D3

Cm. npedvioyuyyio pedakyuio

2. Ilpou3BOACTBO JEKAPCTBEHHBIX CPEACTB Uil BETEPUHAPHOIO NpUMEHEHUs B Poccuiickont
denepanuy OCYIIECTBISECTCS MPOU3BOAUTEISAMHU JIEKAPCTBEHHBIX CPEACTB, MMEIOLIUMHU JIMLICH3UIO Ha
IIPOM3BOJICTBO  JIEKAPCTBEHHBIX CpenctB. IloaTBepkaeHME COOTBETCTBHS JIMIIEH3MAaTa IIpaBUIIaM
HaJUIeKaIled IIPOU3BOJICTBEHHON IPAKTUKU EBpPa3suiCKOr0 SKOHOMMYECKOIO COH3a OCYILECTBIISIETCS B
paMKax JIMIEH3UPOBAHUS, B TOM YHCJE MEPUOINYECKOTO MOATBEPKICHUS COOTBETCTBUS IPOU3BOAUTEINS
JIEKapCTBEHHBIX CPEJICTB JIMIIEH3NOHHBIM TPEOOBAaHHIM, B COOTBETCTBUH € 3aKOHOAATENbCTBOM Poccuiickoit
®enepannn. [Ipon3BOACTBO JIEKAPCTBEHHBIX CPEACTB JUISI MEAMIIMHCKOTO NMPUMEHEHHs OCYLIECTBISAETCS
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB JUIsI MEAUIUMHCKOTO IIPUMEHEHUs, UMEIOLIUMU JIMLEH3UI0 HA
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CpencTB. [loaTBepkaeHME COOTBETCTBUS IIpaBUJIaM  HaJJIeXkKallen
IIPOU3BOJCTBCHHOW IIPaKTUKU EBpasuiiCKOro 3KOHOMHUYECKOIO CO03a OCYILECTBISAECTCS B paMKax
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JULEH3UPOBAaHHsA, B TOM YHCJIE IEPUOJWYECKOTO TIOATBEPKIACHUS COOTBETCTBHUS JIMLIEH3HATa
JUIICH3UOHHBIM TPeOOBaHMSIM, B COOTBETCTBUU C 3aKOHOJATEIhCTBOM Poccuiickoit denepanuu ¢ y4eTom
0CcOOeHHOCTEH, yKa3aHHBIX B yacTH 1.1 Hacrosimed crathbu. B pamkax ocyliecTBICHUS JHUIIEH3UPOBAHUS
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB JJII MEAUIIMHCKOTO NMPUMEHEHHUSI, B TOM YUCIE MEPUOANYECKOrO
MOATBEPXKIACHHUSI COOTBETCTBUS JIMIIGH3MATa JIMIICH3MOHHBIM TpeOOBaHUSM, TMpPU HOATBEPKACHUU
COOTBETCTBHSI ~ INPOU3BOACTBA  JICKAPCTBEHHBIX  CPEACTB  TPEeOOBAHHMSIM  TPABWJI  HAJJICKAIICH
IIPOU3BOJICTBEHHOW MPaKTUKU EBpazviiCKOro 3KOHOMHYECKOIO COH3a MPOU3BOJUTENIO JIEKAPCTBEHHBIX
CPEeINCTB JUIsi MEIWUIMHCKOTO TIPUMEHEHUS BBIIACTCA CEpTU(PUKAT COOTBETCTBUS IPOU3BOICTBA
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHUSIM MPABHII HAJUICKAIIeH MPON3BOICTBEHHOM NpakTuku EBpasuiickoro
HKOHOMMUECKOTO COH03a.

HHghopmayusi 06 usmenenusix:
Yacms 2.1 usmenena c 30 aneaps 2024 2. - @edepanvruiil 3axon om 30 aneapsa 2024 2. Ne [-D3

Cm. npedwioywyto peoakyuio

2.1. Inga uenei JNHUIIEH3UPOBAHMS IMPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB AJI MEIULUHCKOTO
IPUMEHEHHUS W HHCIEKTUPOBAHMSI CyOBbEKTOB OOpallleHUsl JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE
TpeOOBaHUSAM IPABHII Ha/JIeXKallel MPOU3BOACTBEHHON MpakTUKU (henepaabHbld OpraH MCIOIHUTEIBHON
BJIACTH, OCYIIECTBISIOIIMN TOCYJapCTBEHHYI PErHMCTPalUI0 JIEKAPCTBEHHBIX IpPENaparoB JUis
MEIMIIMHCKOTO TMPUMEHEHHs, TMpeaocTaBisieT (QenepaJbHOMY OpraHy HCHOJHUTENIbHOW  BIACTH,
OCYIICCTBIIIONIEMY (heJiepanbHblii TOCYIaPCTBCHHBIN JIMIICH3MOHHBIM KOHTPOJb JEATCILHOCTH IIO
MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB JUISI MEAMIMHCKOTO MPUMEHEHHs, MO €ro 3ampocy B paMmKax
MEKBEJIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aWMOICWCTBUS B TOPSAKE, YCTaHOBICHHOM (enepabHbIM
OpPraHOM HUCHOJHHUTEIHLHOM BJIACTH, OCYIIECTBISIOIIMM JHUIEH3UPOBAHUE MPOU3BOACTBA JIEKAPCTBEHHBIX
CpeACTB /sl MEAMIMHCKOTO TpHMEHEHHs, ¥ (eaepalbHBIM OpPraHOM HCIIOJHHUTEIBHON BJIACTH,
OCYUIIECTBIIIOIIUM TOCYJApCTBEHHYIO DPETUCTPALUIO JIEKAPCTBEHHBIX IPENaparoB i METUIIUTHCKOTO
IPUMEHEHHUS, CIEAYIOIUE CBEIEHUs O JIEKAPCTBEHHBIX CPEJACTBaX (B TOM YHCJE B Clydyae, €ClId TaKue
CBE/ICHUS COCTABJISIOT KOMMEPUYECKYIO TalHY):

1) B oTHOLIEHUH (papMaLeBTUUECKOM CyOCTaHIIMU UM apMaleBTUUECKUX CyOCTaHIIMMI, BXOJSIINX
B COCTaB JICKapCTBEHHOI'O Ipernapara (3a UCKIoueHHueM (hapMalieBTUYECKUX CyOCTaHIMN, BKIIOYEHHBIX B
rOCyAapCTBEHHBI pPEECTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM CO cTarbedl 34 HacTosIero
denepanbHOTO 3aKOHA):

a) HauMeHoBaHue (hapMaIeBTUYECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIie CBONCTBA;

0) HaMEHOBaHUE U AJAPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHMSI IPOM3BOJICTBA C ONMHUCAHUEM CTaJIuMi MPOU3BOACTBA U METOJOB KOHTPOJS Ha BCEX
CTaUsIX IPOU3BOACTBA;

T') ONMCaHKE Pa3pabOTKH Mpoliecca MPON3BOACTBRA;

1) OTMCaHUE KOHTPOJISI KpUTHUECKUX CTaJui MPOU3BOACTBA U IPOMEKYTOUHOM MPOAYKLIUY;

€) TOKyMEHTaJIbHOE TIOJITBEPKICHHE (BaJTMIAIMsI) TIPOLIECCOB U (MJIN) UX OICHKA;

) CBOWCTBA U CTPYKTYpa JAEHCTBYIOIINX BEIECTB;

3) XapaKTepHUCTUKA TPUMECEH;

1) cnenudukanus Ha (hapMalieBTHYECKYI0 CyOCTaHIIMIO U € 000CHOBaHMUE;

K) aHaJIMTUYECKHE METOIMKH, HCIOIb3yeMble TIPU OCYIIECTBIEHUM KOHTPOJS KauecTBa
(dapmarieBTHUECKON CyOCTaHIUH;

J) JOKYMEHTAJIbHOE MOATBEPXKJEHUE (BajuAalvs) aHATUTUYECKUX METOAMK, UCIOIb3YyEeMbIX MpU
OCYILIECTBIEHUHU KOHTPOJISI KauecTBa (papMalieBTHUECKON CyOCTaHIINM;

M) pe3yibTaThl aHAJIN3a CEPHI (hapMalleBTHUECKON CyOCTaHIINH;

H) MepeyeHb CTaHAAPTHHIX 00Pa3I0B WM BELIECTB, UCIIOIb3YEMBIX MPU OCYIECTBICHUN KOHTPOJIS
KauecTBa;

0) ONMMCAHNUE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MaT€pHaJIOB U YKYIIOPOUHBIX CPE/CTB;

1) JaHHBIE O CTAa0MJIBHOCTHU (hapMalleBTUUECKON CyOCTaHIINN;

P) CPOK TOAHOCTH;
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2) B oTHOIICHUH (papMareBTHUECKUX CyOCTaHIINH, BXOASAIINX B COCTAB JICKAPCTBEHHOTO Iperapara
U BKJIIOYCHHBIX B TOCYIApCTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO cTarheil 34
Hacrosmero denepanbHOTO 3aKOHA!

a) HauMeHOBaHue (papMarleBTHUECKOM CyOCTaHINM, €€ CTPYKTypa, 00Iue CBONCTRA;

0) HAaMMEHOBAHUE U AJIPEC MPOU3BOIUTEIIS;

B) pe3yJIbTaThl aHAN3a cepuid (papMarieBTUYECKOM CyOCTaHITNH;

T') CPOK TOJTHOCTH;

3) B OTHOIIEHUH JICKAPCTBEHHOTO Mpernapara Uil MEIUIIUHCKOTO IPUMEHEHUS:

a) OMHMCaHUE U COCTaB JICKAPCTBEHHOTO Tpenapara Jjisi MEIUIIHHCKOTO TIPUMECHEHUS;

0) ommcanme QapmareBTHUECKOW pa3paboTku (00OCHOBaHWE BBHIOOpAa COCTaBa, IMEPBUYHOMN
YIIAKOBKH ),

B) TEXHOJOTHs MPOMU3BOACTBA C ONMHMCAHUEM CTaIUil MPOM3BOACTBA U METOJOB KOHTPOJS Ha BCEX
CTaJUsIX IPOU3BOJICTBA;

I') ONHUCaHHE KOHTPOJS KPUTHUECKUX CTaauil mpolecca IMPOU3BOACTBA U IMPOMEKYTOUHOU
TPOIYKIIHH;

1) HAMMEHOBAHHE U a/IPEC MECTa OCYIECTBICHUS TPOU3BOACTBA JIEKAPCTBEHHOTO Tpenapara s
MEIMIIUHCKOTO TIPUMEHEHUs1 (B ciydyae HaIW4Ms HECKOJIBKHUX YYaCTHHKOB IIpollecca IPOHM3BOACTBA
YKa3bIBACTCSI KAXKABIN U3 HUX);

e) hapMareBTU4YeCKasi COBMECTUMOCTB;

) MUKPOOHOJIIOTHIECKHE XapaKTEPUCTUKH;

3) MaTepUaNIbHBINA OallaHC IS IPOU3BOACTBA CEPHH FOTOBOTO TPOIYKTA;

1) OTIMCAaHUE XapaKTEePUCTHUK U CBOMCTB YHAKOBOYHBIX MATEPUAIOB M YKYIIOPOYHBIX CPEICTB;

K) JIOKyMEHTAJIbHOE TIOATBEPKACHUE (BaJIHIAIMs ) IPOIIECCOB MPOU3BOACTBA U (MJIN) UX OICHKA;

1) TpeOOBaHUS K Ka4eCTBY BCIIOMOTATEIILHBIX BEIICCTB;

M) aQHAJIUTHYECKUE METOIMKH, WCIOJIb3yeMble TIPU OCYIISCTBICHHH KOHTPOJIS KadyecTBa
BCIIOMOTaTeJIbHBIX BEIECTB;

H) JIOKyMEHTAJILHOE TOATBEPIXKACHUE (BAIMIAINS) aHATUTHYCCKAX METOIUK, UCIOIb3YEMbIX TPHU
OCYIIIECTBICHUU KOHTPOJISI KAYeCTBA BCIIOMOTAaTEeNIbHBIX BEUIECTB;

0) uHbpopmalusi 00 HUCIOJIB30BAaHUM BCIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOIO M KUBOTHOTO
TIPOMCXOXKIICHHUS;

1) nHpopmanus 00 UCIOIb30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BEIIECTB;

p) TpeOoBaHHMS K KauecTBYy JIEKaPCTBEHHOTO TIperapara sl MEIUIIMHCKOTO TPUMEHEHHS
(ceptuukar, cnenudukanus Ha JeKapCcTBEHHBIN Npenapar u uX 000CHOBaHUE),

C) aHAWINTHYECKHE METOIUKH, WCIONb3yeMble TIPU OCYIIECTBICHHWH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Ipernapara /i MeIUIMHCKOTO IPUMEHEHNUS;

T) JOKYMEHTAJIBHOE IMOATBEPXKICHHUE (BaJHIAIMA) aHATTUTHYECKUX METOIUK, UCIOIb3YEMBIX TpPH
OCYILIECTBIEHUHU KOHTPOJISI KaueCcTBa JIEKApCTBEHHOT'O Mpernapara JUlsi MeAMLIMHCKOTO TPUMEHEHHUS;

y) pe3yJbTaThl aHATN30B CEPUI JIGKAPCTBEHHOTO TIpernapara Jjisi MeJUIIMHCKOTO TIPUMEHEHUS;

&) xapakTepuCTHKa IpUMecei;

X) TIepeueHb CTaHIAPTHBIX 00pa3IOB, HMCIOIB3YyEeMBIX MPH OCYIIECTBICHUH KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO Ipernapara Juis MeIUIIMHCKOTO IPUMEHEHUS;

IT) JAaHHBIE O CTAOMIILHOCTH JISKAPCTBEHHOTO TIperapaTa st METUITUHCKOTO IPUMEHECHHSI.

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYILECTBIAETCS C COOMIONEHUEeM TpeOoBaHUN
IPOMBIIIICHHOTO PETJIaMeHTa, KOTOPBIA YTBEPIKAACTCS PYKOBOAUTEIIEM TPOHM3BOAMUTEINS JEKAPCTBEHHBIX
CPE/CTB M BKJIIOUAET B ce0s MepeyeHb UCTIONIb3YEMBbIX (papMalleBTHUECKUX CYOCTaHIIMI M BCIOMOTaTeIbHbIX
BEIIIECTB C YKa3aHUEM KOJIMYECTBa KKIOTO U3 HUX, TaHHBIE 00 HCIOIh3yeMOM 000pY/IOBaHHUH, OTIHCAHUE
TEXHOJIOTHUYECKOT'0 MPOLIEcca U METOJIOB KOHTPOJIsI Ha BCEX dTanax MPOMU3BOACTBA JIEKAPCTBEHHBIX CPEICTB.

Ungpopmayus 06 uzmenenusix:
Yacmo 4 usmenena c 4 asecycma 2023 e. - @edepanvhwiii 3akon om 24 uronn 2023 2. Ne 341-D3
Cm. npedvloywyro pedaxyuro
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4. Ilpu MpOU3BOJCTBE JCKAPCTBEHHBIX MPENapaToB JIIsl MEAMIIMHCKOTO IIPUMEHEHUS HCIIOIb3YIOTCS
¢dapmarnieBTHUECKHE CYOCTaHIIMM, CBEICHHUS O KOTOPBIX COAEP)KaTcs B TOCYIApPCTBEHHOM peecTpe
JICKAPCTBEHHBIX CPEJCTB JJIsi MEAMIIMHCKOTO MPUMEHEHHS M (HJTH) €IUHOM PEeCcTpe 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB EBpazuiCKOro SKOHOMHYECKOTO COI03a, 33 HMCKIIIOYEHHEM (hapMaIleBTUYECKHX
CyOCTaHIUiA, MPOU3BOIUMBIX JUUIsI TIPOBECHHS KIMHUYECKUX UCCIENOBaHUN W (W) miist skcnopra. [lpu
IMPOU3BOACTBC JICKAPCTBCHHBIX CpCaCTB JIIsL BCTCPUHAPHOTO MMPUMCHCHUA HCIIOJIB3YHOTCA
(dapmarieBTHUYECKHE CYOCTaHIIMHM, CBEICHHS O KOTOPBIX COAEPIKATCS B TOCYIAPCTBEHHOM peecTpe
JEKapCTBEHHBIX CPEACTB JJsl BETEPUHAPHOIO INPUMEHEHUs, M (WIHM) TOCYIapCTBEHHOM peecTpe
JICKapCTBEHHBIX CPEACTB TSI MEIUIIMHCKOTO IPUMEHEHUS, U (MITH) €MHOM PEeCTpe 3aperUCTPUPOBAHHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB EBpa3uiickoro SKOHOMHUYECKOTO cO103a, W (WIH) eIuHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpPa3MHCKOr0 3KOHOMHYECKOTO COK3a, 3a
HUCKIIIOYCHHUEM (bapMaLIeBTI/I‘-ICCKI/IX Cy6CT3,HI.IPII>i, MNPOU3BOAUMBIX IJId HPOBCACHUA KIIMHUYCCKUX
uccinenoBanuii u (wiam) s dkcrnopra. K mporeccy mpousBojacTBa (apMareBTHUECKOW CyOCTaHIIUH
OTHOCSTCS JIOObIE CTaAMM TEXHOJOTHYECKOTO MPOIecca, MO3BOJIAIONINE IONyYUTh TOTOBBIA HPOIYKT,
COOTBETCTBYIONIMI TpeOOBaHUAM (papMakoreiHOW CTaThH, B TOM YHUCIE (EpMEHTAIUs, SKCTPAKIIUS,
O4YMUCTKA, BBIACIICHHUC, INCPCKPUCTAUIM3AlMA, BBICYIIMBAHUC, U3MCJIBYCHUC. B cly4dac HCO6XOIII/IMOCTI/I
UCIIOJIB30BaHMsI TUJIOBOTO CIIMPTA, B TOM uucie (apMaleBTUYCCKON CyOCTaHIMHM CIUpPTa 3TUIOBOTO
(oTaHONa), TpH TPOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB B Ka4ecTBE JCUCTBYIOMIEro H (WIN)
BCIIOMOTaTeJIbHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJOTHYECKUX IEINIAX JIOJKHA OBITh HCIIOJIh30BaHA
TOJIBKO (papMalieBTUYeCKasi CyOCTaHIIMSI CIIUPTA STUIOBOTO (ITAHOIM).

Hughopmayusi 06 usmenenusix:

Deodepanvrovim 3akonom om 14 odexabps 2015 2. Ne 374-D3 yacms 4.1 cmamvu 45 nacmosaweco
DedepanbHo2o 3aKOHA UZNONCEHA 8 HOBOU PeOaKyul

Cm. mexem wacmu 6 npedvloyujeil pedaxyuu

4.1. TlepeueHb JEKApCTBEHHBIX IPEMAPATOB JUII MEAWIIMHCKOTO IPUMEHEHHUS, B OTHOLICHHUU
KOTOPBIX YCTAHABJIHMBAIOTCS TPEeOOBaHUS K OObEMYy Taphl, YIIAKOBKE M KOMILUICKTHOCTH, IEpEYeHb
JIEKapCTBEHHBIX MPENapaToB JUIsi BETEPUHAPHOTO MPUMEHEHHS, B OTHOIIEHUH KOTOPHIX YCTaHABIMBAIOTCS
TpeOoBaHUSI K O0bEeMy Taphl, a Takke TpeOoBaHUS K OO0bEMYy Taphl, YMAaKOBKE M KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MPETapaToB Il METUIIMHCKOTO IPIMEHEHUS, TPeOOBaHUS K 00bEMY Taphl JIEKapCTBEHHBIX
IpenapaToB Ul BETEPUHAPHOTO MPUMEHEHHs OIPENENSIOTCS COOTBETCTBYIOLUIMMH YHOIHOMOUYEHHBIMU
denepaabHBIMI  OpTaHAMH HCIIOJHHUTEIBHON BIACTH B MOPSJAKE, YCTAaHOBICHHOM lIpaBUTENHCTBOM
Poccuiickont @enepannu.

Ungpopmayus 06 usmenenusix:
Yacmw 4.2 uszmenena c 29 oexabdps 2020 e. - Dedepanvuwiii 3akon om 27 oekaops 2019 o. No 481-D3

Cm. npedvioyuyyio pedakyuio

4.2. OpraHuszanuy, OCYLIECTBISIIOIIME IMPOU3BOACTBO (hapMalleBTUUECKONM CYOCTaHIIMM CHUpPTa
STUJIOBOTO (3TaHOJA) sl MPOU3BOJACTBA CIHUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IPENaparoB, 00sS3aHbI
OCYIIIECTBIIATH YYET B TIOPAJIKE, YCTAHOBIEHHOM CcTaThsiMu 8 1 14 DenepanbHOro 3akoHa oT 22 HOosi0ps 1995
rora Ne 171-®3 "O rocynapcTBEHHOM pETYJIMPOBAaHMM IPOU3BOACTBA M 000OpOTa ITHIOBOIO CIHPTA,
AJIKOTOJILHOM U CIUpTOCOAEpKallel MPOIYyKIUU U 00 OrpaHUYEHUH MOTPeOIeHUs (PACIUTHSI) aIKOTOJIbHOM
nponykimu". IIpousBoacTBo (papmaneBTHUECKONH CyOCTaHLMU CIHMPTa 3THUIIOBOTO (3TaHOJA) JOIMYCKAeTCs
TOJIBKO OpTaHW3aIeil, OCYIICCTBISIONEH MPOU3BOACTBO PEKTHU(PUKOBAHHOTO STUIIOBOTO CHIHpPTA W3
IUIIEBOIO ChIPbsl HA OCHOBAHMM JIMLEH3MHM HAa IPOU3BOACTBO STHJIOBOTO CHUpPTA ISl NPOU3BOACTBA
dbapmarieBTHYeCKOM CyOCTaHIIMM COHpPTa STUJIOBOTO (9TAaHONA) B COOTBETCTBHU C TpeOOBaHUSIMHU
OenepanbHoro 3akoHa oT 22 HosA0ps 1995 roma N 171-03 "O rocynapcTBEHHOM perylupOBaHUU
MPOU3BOACTBA M 000pOTa ATHJIOBOTO CHHUPTA, AJIKOTOJIBHOM M CHHMPTOCOIEpKalledl MmpoaykKuuh u o0
OTPaHUYEHUU TMOTpeOieHuss (pacluTHs) aJKOTOJIbHOM MNPOAYKIUH', METOAOM pa3BeleHUs BOJOM
OYMIIIEHHOM TaKOro 3TUJIOBOTO CIUPTA, IPOU3BEICHHOIO JaHHON OpraHu3allel Mo MeCTy OCYLIECTBICHUS
IPOM3BOJICTBA (hapMalleBTUUECKON CyOCTAaHIIMH CIIUPTA STHIOBOTO (ITAHOIA).
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Hngopmayusi 06 uzmenenusix:
Cmamus 45 dononnena uacmoio 4.3 ¢ 1 sineaps 2018 e. - @edepanvruiii 3axkon om 29 urons 2017 2. Ne 278-
D3

4.3. UnauBuayanbHble TPEIIPUHUMATENN U IOPUAMYECKHE JIMIA, OCYUIECTBIAIOIINE 3aKyNKYy U
UCTIONIb30BaHKe (hapMaIieBTUYECKOM CyOCTaHIIMM CIHMPTa STHIOBOTO (3TaHONA), a TaKkKe MPOU3BOJCTBO,
U3TOTOBJICHUE W (WiaM) O000pOT (32 HCKJIIOYCHHEM PO3HUYHOW MPOJAXH) CIHUPTOCOACPIKAIINX
JICKapCTBEHHBIX IMpenaparoB, oO0s3aHbl OCYIIECTBISITH HMX Y4Ye€T W JCKJIAPUPOBAHUE B TMOPSJKE,
YCTAHOBJICHHOM cTaThsiMu 8 W 14 @denepanpHoro 3akoHa oT 22 Hos0ps 1995 roma Ne 171-d3 "O
TOCYIapCTBEHHOM pETyJIMPOBaHUU MPOU3BOACTBA M 00OpOTAa OSTUJIOBOTO CIHUPTA, AJIKOTOJIBHOH U
crupTocoAepKallel IpoayKIKUU U 00 OrpaHUYeHUH OTPEOICHUS (PACIUTHA) AJIKOTOJILHOM MPOIyKIMH'".

Unghopmayus 06 usmenenusx:

Cmamuws 45 dononnena uacmoto 4.4 ¢ 13 aseycma 2019 e. - @edepanvruiii 3akon om 2 aseycma 2019 2. Ne
297-D3

4.4. TIpu npou3BOJCTBE JEKAPCTBEHHBIX IIPENaparoB Jjisl BETEPUHAPHOTO MPUMEHEHUS 10y CKaeTCs
UCIIOJIb30BAaHUE IPOM3BEICHHBIX IS peanu3anuy  (apMaleBTHUYCCKUX CYOCTAHIIMHA, BKIIOYCHHBIX B
TOCYHapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB  YIOJIHOMOYEHHBIM (elepalbHbIM  OpPraHOM
VCIIOJTHUTENIbHOM BJIACTH, OCYILECTBISIOLUIMM BEJEHUE FOCYAAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB
JUTSE MEJTUITUTHCKOTO IPUMEHEHHUSI.

5. 3anpemaercs MpoOU3BOACTBO:

Hngpopmayus 06 usmenenusx:
Ilynkm 1 usmenen c 4 aseycma 2023 2. - @edepanvruiii 3axon om 24 urons 2023 2. Ne 341-D3

Cm. npedwioywyto pedakyuio

1) nekapCTBEHHBIX CPEACTB, CBEIEHHUS O KOTOPBIX HE CONIEp)Karcs B IOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB JUIsl MEAMWLMHCKOTO MPUMEHEHMs, U (WIM) TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPE/ICTB JJIs1 BETEPUHAPHOI'O IPUMEHEHUS], U (MJIM) €IMHOM PEecTpe 3aperucTpUPOBAHHBIX
JEKapCTBEHHBIX CcpeAcTB  EBpa3uilckoro HSKOHOMHMYECKOTO COK3a, U (WIM) €IUHOM peecTpe
3aperucTpUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenaparoB EBpa3zuiickoro 3KOHOMUYECKOTO COH03a,
3a UCKJIIOYEHUEM JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOAUMBIX JJIsl MPOBEICHUS KIMHUUYECKUX MCCIIEI0BaHUI
WIN JJIS 3KCIIOPTa;

2) danbcupuIUPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) nexapCTBEHHBIX CPEACTB O€3 JUIEH3UN Ha TPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/CTB;

Ungpopmayus 06 usmenenusix:
Ilynxkm 4 usmenen ¢ 1 mapma 2026 2. - @edepanvruiii 3akon om 31 urona 2025 2. Ne 304-D3

Cm. npedvioyuyro pedaxyuio

4) neKapCTBEHHBIX CPEACTB Il BETEpPUHAPHOIO NPUMEHEHHS HE B COOTBETCTBHM C IpaBHJIAMH
HaJyIeKallel IPOU3BOICTBEHHON TPAKTUKU EBpa3niickoro 3JKOHOMHUYECKOTO CO03a;

5) yrparun cuiy ¢ 29 nexaOps 2020 r. - @enepanbHblii 3akoH oT 27 nekadbps 2019 . Ne 481-03

Hnpopmayus 06 usmenenusx:

Cm. npedvioywyto pedakyuio

Unpopmayus 06 usmeHnenusix:

Yacms 5 dononnena nynkmom 5.1 ¢ 1 mapma 2026 2. - @edepanvhuiii 3axon om 31 uons 2025 2. Ne 304-D3
5.1) neKapCTBEHHBIX CPENICTB AJISi METUIIMHCKOIO NMPUMEHEHHUS HE B COOTBETCTBUU C IMpaBUIIaMU
HaJUIeKallel IPOU3BOICTBEHHON ITPAKTUKU EBpa3suiickoro 3JKOHOMHUYECKOTO COI03a;

Unpopmayus 06 usmeHnenusix:

Cmamuwsa 45 oononnena nynkmom 6 ¢ 29 oexaops 2020 2. - @edepanvuwiti 3akon om 27 dexabps 2019 2. Ne
481-D3
6) cHoupTOCOAEpPKALIMX JIEKAPCTBEHHBIX IPENaparoB MO MECTY OCYIIECTBICHHMs MPOM3BOACTBA
¢dapManieBTHUECKON CyOCTaHLMK CHUpPTa 3TUJIOBOrO (dTaHoja) M (WJIM) MO MECTY OCYIIECTBIICHUS
IPOM3BOJICTBA ATUIIOBOTO CIHPTA;
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Hngopmayusi 06 uzmenenusix:
Cmamuws 45 dononnena nynkmom 7 ¢ 29 oexaops 2020 e. - @edepanvhuiii 3akon om 27 dexaops 2019 . Ne
481-D3

7) (dhapmarieBTHYECKON CYOCTAaHIIMM CIUPTA ATHIIOBOTO (3TaHOJa) W (MJIM) CHUPTOCOACPIKAIINX
JICKQpCTBEHHBIX MPEMapaToB HAa OCHOBHOM TEXHOJIOTHYECKOM 00O0PYIOBAHHUHU IS IPOU3BOJICTBA STUIIOBOTO
crupTa, ykazanHoM B myHkTe 1.1 crateu 14.1 denepanbHoro 3akona ot 22 Hosiops 1995 rona N 171-03 "O
TOCYIapCTBEHHOM pETyJIMPOBaHUU MPOU3BOACTBA M 00OpOTAa OSTUJIOBOTO CIHUPTA, AJIKOTOJIBHOH U
cIupTocoAepKallel IPOoayKIUU U 00 OrpaHUYeHUN MOTPEOICHUS (PACIUTHSA) AIKOTOJILHOM MPOIYKIMH'".

HUngpopmayust 06 usmenenusix:
Yacmo 6 usmenena c 1 mapma 2026 2. - @edepanvuwiii 3akon om 31 urons 2025 2. Ne 304-D3

Cum. npedvioywyyio pedakyuio

6. [Ipu BBOIE JIEKAPCTBEHHBIX CPEJACTB Ui BETEPUHAPHOTO MPUMEHEHHS B TPAaXIAHCKUH 000pOT
YIIOJIHOMOUYEHHOE JIMIIO TMPOU3BOIUTENS JICKAPCTBECHHBIX CPEACTB JUIsi BETCPUHAPHOTO TPUMEHEHUS
OCYILECTBIISECT MOATBEPKICHUE COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB JJIsl BETEPUHAPHOTO NMPUMEHEHUS
TpeOOBaHUSAM, YCTAHOBJICHHBIM IIPU WX TOCYJApCTBCHHOW PErHCTpallid WM PErHCTPAlMUd B paMKax
EBpazuiickoro "JKOHOMHYECKOTO COI03a, M TAPAHTUPYET, YTO JICKAPCTBEHHBIC CPEICTBA JIUIsl BETEPUHAPHOTO
NPUMEHECHHS MTPOU3BEICHBI B COOTBETCTBUU C TPEOOBAHMSIMH IMPABWJI HAJJICKAIICH MPOW3BOACTBEHHOU
IIPaKTUKU EBPa3suiicKOro 3KOHOMMYECKOIO COKO3a.

Hngpopmayus 06 usmenenusx:

Cmamuws 45 oononnena uacmoio 6.1 ¢ 1 mapma 2026 2. - @edepanvuviii 3axon om 31 urona 2025 2. Ne 304-
D3

6.1. Ilpu BBOzIE IEKAPCTBEHHBIX CPENICTB I MEIUIIMTHCKOTO TIPUMEHEHUS B TPAKIAHCKHIA 000POT
YIIOJIHOMOYEHHOE JIMIIO TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB JUII MEIMIIMHCKOTO TPUMEHECHUS
OCYILIECTBIISET MOATBEPKIECHNE COOTBETCTBHSI JICKAPCTBEHHBIX CPEACTB ISl MEIUIIUHCKOTO MPUMEHEHUS
TpeOOBaHUSAM, YCTAHOBJICHHBIM IIPU HX TOCYJApCTBCHHOW PErHCTpallid WM PErHCTPAlMUd B paMKax
EBpasuiickoro SKOHOMUYECKOTO COI03a, H TAPAHTUPYET, UTO JIEKAPCTBEHHBIE CPEJCTBA JJISI MEAUIIMHCKOTO
NPUMEHECHHS MTPOU3BEICHBI B COOTBETCTBUU C TPEOOBAHMSIMH IMPABWJI HAJJICKAIICH MPOW3BOACTBEHHOU
IIPaKTUKU EBPa3suiiCKOro 5KOHOMMYECKOIO COHO3A.

Hnpopmayus 06 usmenenusx:
Yacms 7 usmenena c 13 agzycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 e. Ne 297-D3

Cm. npedwioywyto pedakyuio

7. YNOJHOMOYEHHBIM JIMIIOM IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB SBISETCS €ro pabOTHUK,
aTTEeCTOBAaHHBIN B YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (e/iepaibHbIM OpPraHOM HCIIOJHUTEIbHON BIIACTH
NOpSAJKE U UMEIOIIMNA cTaX pabOThl HE MEHEE YeM IIATh JIET B 00JacTH MPOU3BOJACTBA U (MJIM) KOHTPOJISL
KauecTBa JIEKAPCTBEHHBIX CPEJICTB, BhICIIEE 0Opa30BaHNE COOTBETCTBEHHO 10 OJTHON U3 CIELUAIbHOCTEN U
(uM) OIHOMY W3 HaNpaBJICHWM IMOATOTOBKHU: OWOJIOTHS, OMOTEXHOJIOTHUS, BETEpUHApUs, BETEPUHAPHO-
CaHMTapHas SKCIEePTH3a, KIMHUYECKass MeIUIMHA, paJuallMOHHAas1, XMMHUYeCcKas 1 Onooruueckas 3aliura,
dapmanus, pyHIaMeHTalbHAs MEIUIIMHA, XUMUYECKasi TEXHOJIOTUSI, XUMUSL.

Ungpopmayus 06 usmenenusix:
Yacmo 8 usmenena c 1 ansapsa 2018 2. - @edepanvuviii 3akon om 29 uons 2017 2. Ne 278-D3

Cm. npedvioywyto pedakyuio

8. IlpousBoauTenu JEKapCTBEHHBIX CPENCTB (32 HCKIIOUEHUEM (hapMalleBTUYECKON CyOCTaHIIUU
CIIUPTA 3THJIOBOTO (3TAHOJIa) MOTYT OCYIISCTRIIATH MPOAAXKY JICKApPCTBEHHBIX CPEACTB WIIH ITepeiaBaTh UX B
YCTaHOBJICHHOM 3aKOHO/aTeNbcTBOM Poccuiickoit denepanuu mopsake:

1) ApyruM IPOU3BOAUTEISIM JIEKAPCTBEHHBIX CPEJICTB IS TPOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aIusM ONTOBON TOPTOBIIU JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpTraHW3ANMSIM, BETCPUHAPHBIM aNTCYHBIM OPTaHU3ANWSIM, WHIUBUTYaTbHBIM
NpeINpPUHUMATENSIM, UMEIOIIUM JHUICH3UI0 Ha (apMaleBTHUYECKYI0 AEATeIbHOCTh WIHM JUIEH3UI0 Ha
MEIUIIMHCKYIO JCSITeIIbHOCTD;,
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HUngpopmayust 06 usmenenusix:

Ilynxkm 4 usmenen ¢ 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio
4) Hay4HBIM OpraHMU3ALMAM JUJIsl HAyUYHO-UCCIIE10BaTEIbCKON pabOThI;
5) MEAULIMHCKUM OpraHU3alMsIM U BETEPUHAPHBIM OpraHU3aLUsM;

HUngpopmayust 06 usmenenusix:
Ilynkm 6 usmenen ¢ 13 aseycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvioywyio pedakyuio

6) opraHu3alMsIM W HWHIUBUAYAIbHBIM HPEANPHHUMATEISIM, OCYIIECTBISIOIIMM pa3BeACHNUE,
BBIPAIIMBAHKE U CONEPIKAHHUE KUBOTHBIX (32 HCKIIOYEHUEM MPOAAKU UM (HapMaIleBTUICCKUX CYOCTaHIUMA
WIH UX Nepefadn);

Unpopmayus 06 usmeHenusix:

Yacms 8 oononnena nynkmom 7 ¢ 1 cenmsabps 2023 2. - @edepanvuvii 3akon om 4 aseycma 2023 2. No 428-
D3

I'APAHT:

Hopwamuenvle npasosvie axmol, codepocawjue odazamenvHvle mpebosanus U NpUHUMAaemvle 8 Yesx
peanuzayuu nonoxceHuil nynkma 7 wacmu 8 cmamou 45 (6 peoakyuu @edepanvroeo 3akona om 4 aseycma
2023 2. Ne 428-D3), ecmynarom 8 cuny 8 yCmaHos1eHHble OGHHLIMU HOPMAMUBHBIMU NPABOBLIMU AKMAMU
CPOKU, HO He paHee YeM NO UCMeEYeHuu mpuoyamu OHell Nocie OHsl OQUYUATLHO2O0 ONYOIUKOBAHUSL
COOMBEMCMBYUe20 HOPMAMUBHO20 NPABOBO2O AKMA

7) WCHBITaTeNIbHBIM J1aboparopusiM (LIEHTPaM), MPOBOJSIIAM HCIBITAHUS B OOJIACTH KOHTPOJIS
KauyecTBa JICKAPCTBCHHBIX CPEJICTB, aKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOJIATEIILCTBOM Poccuiickoii
denepanyu 00 aKKpeIUTAIIMY B HAIIMOHATIBHON CUCTEME aKKPEIUTAIIHH.

HUnghopmayus 06 uzmenenusix:
Yacmo 9 usmenena c 1 cenmaops 2023 2. - @edepanvusiii 3akon om 4 ageycma 2023 2. Ne 428-D3

Cm. npedvioywyio peoakyuio
TAPAHT:

Hopmamuensie npasosvie axmol, codepicawjue obszamenvhvie mpeb08aHUus U NpUHUMaemvle 8 UYensx
peanuzayuu nonoxcenuil yacmu 9 cmamou 45 (6 pedaxyuu Dedepanvrozo 3akona om 4 aseycma 2023 2. Ne
428-D3), scmynarom 6 cuny 8 ycmaHosieHHble OAHHbIMU HOPMAMUBHBIMU NPABOBLIMU AKMAMU CPOKU, HO He
paree yem no ucmedenuy mpuoyamu OHeti nocue OHsl OPUYUATLHO2O ONYOIUKOBAHUSL COOMEEMCMEBYIOUe20
HOPMAMUBHO20 NPAo8o20 aKma

9. IlpousBomurenu QapMaleBTUUECKOW CYOCTaHIIMM CHUPTA OSTUIOBOTO (9TaHONa) OOs3aHBI
OCYILECTBIIATh peanu3anuio (meperadyy B YCTAHOBIEHHOM 3aKOHOHATelIbcTBOM Poccuiickoit denepanun
nopsiike) ¢hapMareBTHIECKON CyOCTaHIIMU CIIMPTA STUIIOBOTO (3TaHOJA) MPOU3BOIUTENSIM JIEKAPCTBEHHBIX
CPEACTB Ul MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB, NMPOU3BOIUTENSAM (M3TOTOBHUTENSIM) MEIUIIMHCKHX
W3JIENIAHN JIJIs TPOU3BOCTBA M U3TOTOBIICHUSI METUIIMHCKUX U3EIUN B EMKOCTAX 00beMOM He Oosee 1 nmutpa
u (umn) He Menee 1000 MUTPOB, a OpraHU3alMsIM, YKa3aHHBIM B MyHKTax 3 - 5 u 7 yactu § Hacrosuien
cTaTby, B Tape o0bemMoM He Oosiee 1 auTpa.

Hngopmayus 06 uzmenenusix:

Cmamuws 45 dononnena yacmoio 10 ¢ 29 dexaops 2020 e. - Dedepanvuviii 3axkon om 27 dekaops 2019 2. Ne
481-D3

10. Peammszanus (mepemadya B YCTAHOBJICHHOM 3aKOHOMATENbCTBOM Poccuiickoit dDenepanuu
nopsiake) papMareBTHUECKON CyOCTaHIIMM CITUPTA ATHIIOBOTO (3TAaHOIA) OpPraHU3aIUsIM OIITOBOM TOPTOBIH
JICKapCTBEHHBIMH CPEJICTBAMH HE JIOYCKAeTCS.

Hngopmayus 06 uzmenenusix:

Cmamuws 45 dononnena uacmoto 11 ¢ 29 oexabps 2020 2. - @edepanvhsiii 3akon om 27 dexabps 2019 o. Ne
481-D3

Cucrema TAPAHT 124
/
17¢


http://ivo.garant.ru/document/redirect/408457419/1372
http://ivo.garant.ru/document/redirect/76829762/4584
http://ivo.garant.ru/document/redirect/72362280/2113
http://ivo.garant.ru/document/redirect/77670914/4586
http://ivo.garant.ru/document/redirect/407483231/131
http://ivo.garant.ru/document/redirect/407483231/131
http://ivo.garant.ru/document/redirect/407483231/34
http://ivo.garant.ru/document/redirect/407483231/132
http://ivo.garant.ru/document/redirect/77313130/459
http://ivo.garant.ru/document/redirect/407483231/132
http://ivo.garant.ru/document/redirect/407483231/34
http://ivo.garant.ru/document/redirect/73355353/235
http://ivo.garant.ru/document/redirect/73355353/235

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

11. TlepeBo3ku (apmarneBTHUECKON CyOCTaHIIMKM CIUPTA STUIIOBOTO (9TAHOJIA) OCYIIECTBIISIFOTCS C
coOmoeHneM TpeOOBaHMI, yCTaHOBICHHBIX a03aIleM YeTBepThIM MyHKTa 3 cTarbu 9 denepaibHOTO 3aKOHA
or 22 Hos0ps 1995 roma N 171-®3 "O rocygapCTBEHHOM peTyJIMPOBaHHHM IPOM3BOACTBA W 000pOTa
STHJIOBOTO CHHPTA, AJKOTOJIBHOW M CIHUPTOCOACpIKAIICH MPOAYKIHA U 00 OTpaHUYCHUU TOTPEOICHUS
(pacruTHs) aNKOTOJIBHOW MTPOIYKIIUN".

TAPAHT:

Cwm. KOMMeHmapuu K cmamose 45 HacmoAuwezo @€a€pa]le020 3AKOHA

Crarbs 46. MapkupoBKa JI€KapCTBEHHBIX CPEICTB
TAPAHT:

Cwm. Ilonodxcenue o npogedenuu IKCnepuUmMenma no MAapKupoeke KOHMpOIbHbIMU (UOEeHMUDUKAYUOHHBIMU)
BHAKaMU U MOHUMOPUHZY 3a 000POMOM OMOENbHBIX 8UO08 JIeKAPCMBEHHBIX NPENnApamos 0Jis MEOUYUHCKO2O
npumeneHus, ymeepoicoeHnoe nocmanosienuem llpasumenvcmea P® om 24 aneaps 2017 2. Ne 62

Unpopmayus 06 usmeHenusix:
Yacms 1 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyio peoakyuio

1. JlekapcTBeHHBIE Tpemaparbl, MPOIICANINE TOCYIAPCTBEHHYIO PETUCTPAIIUI0 B COOTBETCTBHH C
TpeOoBaHUsIMH HacTosiiero denepanbHOr0 3aKOHA, 3a HMCKJIIOYCHHUEM JICKAPCTBEHHBIX IPENapaTos,
U3TOTOBIICHHBIX ~ ANTEYHBIMA  OpraHU3alMsIM{, BETEPUHAPHBIMHA  alNTEYHBIMH  OpraHU3AIHsIMHU,
WH/IMBUYaJIbHBIMUA TPEANPHHUMATEISIMHA, UMCIOIIUMHE JIMIICH3UI0 HA (apMalleBTHUECKYIO IESITEIbHOCTD,
JIOJDKHBI IOCTYNaTh B 0OpallieHue, ecilu:

Hngpopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. Ne 429-D3 ¢ nynkm 1 yvacmu I cmamvu 46 nacmosawe2o
DedepanbHo2co 3aKOHA BHECeHbL UsMeHeHUs1, cmynailowue 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm nyHKkma 6 npeovloyujeti peoaxKyuu

1) Ha WX mNEepBUYHOW YIAKOBKE (32 HCKIIOYCHHWEM TICPBHYHOW YITAKOBKH JICKAPCTBEHHBIX
pacTUTENBHBIX MPENaparoB) XOPOIIO YHUTAEMBIM MIPUPTOM HA PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBaHHE
JICKapCTBEHHOTO TIperapara (MexXIyHapOoIHOe HENMAaTeHTOBAHHOE, WM TPYIITUPOBOYHOE, WIIH XUMHUIECKOE,
WM TOPrOBOE HAMMEHOBaHHUE), HOMEDP CEpPHUH, J1aTa BBIMYCKa (711 UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
MperaparoB), CPOK TOTHOCTH, TO3UPOBKA MM KOHIICHTpAIHsl, 00beM, aKTUBHOCTh B €IMHUIIAX JICHCTBUS
WJTH KOJIMYECTBO J03;

Ungpopmayus 06 usmenenusix:

DedepanvHuim 3akoHom om 22 Oexabps 2014 2. Ne 429-D3 6 nynkm 2 yacmu 1 cmamou 46 nacmosiuezo
DedepanbHo20o 3aKOHA BHECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHKkma 6 npeovloyujeti pedaxKyuu

2) Ha UX BTOPUYHOM (TOTPEOUTETHCKOM) YIIAKOBKE XOPOIIIO YNTAEMBIM MIPU(TOM Ha PYCCKOM SI3BIKE
yKa3aHbl HAMMCHOBAaHWE JICKAPCTBEHHOTO TMpemnapara (MEXKIYHApOJHOE HEMATCHTOBAHHOE, WJIN
TPYNNUPOBOYHOE, WIM XUMHUYECKOE M TOProBO€ HAMMEHOBaHHUsS), HAaWMEHOBAHHME MPOU3BOIUTEIS
JICKApCTBEHHOTO TIperapara, HOMEp CEpHH, JaTa BBITyCKa (11T MMMYHOOHOJOTHYECKUX JICKAPCTBEHHBIX
MPernaparoB), HOMEP PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS, CPOK TOAHOCTH, CIIOCOO MPUMEHEHHS, I03UPOBKA
WIM KOHIICHTpaIrus, o0beM, aKTHUBHOCTh B CIWHHUIAX JCHCTBHS JMOO KOJIMYECTBO J103 B YIAKOBKE,
JexapcTBeHHas (hopMa, YCIOBHS OTITYCKa, YCIOBHSI XpaHEHHUS, IPEAYTPEAUTEIbHbIC HAATIHUCH.

Unpopmayus 06 usmenenusix:

Deodepanvhvim 3akonom om 22 Oekabps 2014 2. Ne 429-D3 6 uacmv 2 cmamvu 46 Hacmoswezo
DedepanbHo2o 3aKOHA BHeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm uacmu 6 npeovloyujeti pedaKyuu
2. ®dapmaneBTuyeckue CyOCTaHIIMM JOJKHBI MOCTyNHarh B oOpallleHue, €clid Ha MX MEePBUYHON
YIaKOBKE XOPOIIO YUTAEMbIM HMIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (papMalieBTHUYECKON
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cyOcTaHMu (MEXIyHApOJHOE HENaTeHTOBAHHOE, WJIM TPYNIHPOBOYHOE, MM XUMHUYECKOE U TOPTrOBOE
HAUMEHOBAHUS), HAMMEHOBAHUE TPOM3BOIUTENS (hapMarieBTUUECKOd CyOCTaHIIMM, HOMEpP CEepUH W JaTa
U3TOTOBJICHUS, KOJIMYECTBO B YIMAKOBKE M €IMHHIIBI U3MEPEHHUs KOJIMYECTBA, CPOK TOJHOCTH U YCJIOBHUSA
XpaHEeHHUS.

3. JlekapcTBEHHBIE CPEJCTBA B KAUECTBE CHIBOPOTOK JIOJKHBI TOCTYNAaTh B OOpaIleHHE C yKa3aHUEM
YKUBOTHOTO, U3 KPOBH, IJIA3Mbl KPOBU, OPTAaHOB U TKAHEH KOTOPOrO OHU MOJTYUYECHBI.

4. Ha BTOpHuHYIO (OTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOTYyUYECHHBIX U3 KPOBH,
1J1a3Mbl KPOBU, OPTaHOB M TKaHEW 4eI0BEKa, JOJKHA HAHOCUThCS HaAnuCh: "Antutena k BUY-1, BUY-2,
K BUpycy renatuta C u MOBEpXHOCTHBI aHTUTEH BUpYca renaruta B oTcyTcTByoT".

5. Ha nepBHYHYO YIAKOBKY ¥ BTOPUYHYIO (TIOTPEOUTENIBCKYIO) YIIAKOBKY pagnodapMaeBTHIeCKIX
JIEKapCTBEHHBIX CPECTB J0JKEH HAHOCUTHCS 3HAK PaIMalldOHHON OMAaCHOCTH.

6. Ha BTropuuHy1o (HOTPEOUTENBCKYIO) YIIAKOBKY OMEONATHUYECKUX JIEKAPCTBEHHBIX MPENapaToB
NOJKHA HAHOCUTHCS HAAMUCh: " oMeonaruueckuit”.

7. Ha BropuuHyl0 (HOTpEOMTENbCKYIO) YHAKOBKY JICKAPCTBEHHBIX PACTHTEIBHBIX NpEnaparoB
JOJKHA HAHOCUTHCS Haanuch: "[Ipoaykius npouuia paaualioOHHbIA KOHTPOIb'".

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 Oekaops 2014 2. Ne 429-d3 6 uacmv 8 cmamvu 46 nacmoswezo
DedepanbHo20 3aKOHA 8Hecenbl usmeHenus, ecmynaowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm uacmu 8 npedvioyujell peoaxkyuu

8. Ha mepBuYHYI0 yrakoBKYy (€ciy 17151 3TOTO CYIIECTBYET TEXHHUUECKast BO3SMOXKHOCTb) U BTOPUUHYIO
(TOTPEeOUTEIIbCKYI0) YIAKOBKY JIGKAPCTBEHHBIX IMPEIAparoB, MPEIHAZHAYCHHBIX I KIMHHYSCKHUX
HCCICAOBAaHUM, JOKHA HAHOCUTHCS HAAMKCh: " J{JI9 KIMHUYECKUX UCCICAOBaHUM" .

9. VYmakoBKa JIEKapCTBEHHBIX CpPEJCTB, MPEIHA3HAUYEHHBIX HCKIIOYUTEIBHO JUIsl SKCIOPTa,
MapKHUpPyeTCcs B COOTBETCTBUU C TPEOOBAHUSAMHU CTPAHBI-UMIIOPTEPA.

10. Ha TpancniopTHyt0 Tapy, KOTOpasi He IpeHa3HayeHa /i NOTpeOUTENeH U B KOTOPYIO TOMELIEHO
JIEKapCTBEHHOE CPEACTBO, JOKHA HAHOCUTHCS MH(OpPMALUS O HAUMEHOBAaHUHU, CEPHH JIEKAPCTBEHHOTO
CpEeIICTBA, AaTe BHITYCKA, KOJTMYECTBE BTOPUUHBIX (TOTPEOUTETHCKHIX ) YITAKOBOK JICKAPCTBEHHOTO CPE/ICTBA,
MPOU3BOJIUTENIE JIEKAPCTBEHHOTO CpPEICTBA C YKa3aHUEM HAWMEHOBAHMS UM MECTOHAXOXKJIEHUS
MIPOU3BOIUTENSI JIGKAPCTBEHHOTO CPENCTBA (aapec, B TOM YHCJE CTpaHa U (WJIM) MECTO MPOU3BOJICTBA
JICKapCTBEHHOTO CPEJCTBA), & TaKXKe O CPOKE TOAHOCTH JIEKAPCTBEHHOTO CpelCTBA U 00 YCIOBHUSAX €ro
XpaHEHUS U TIEPEBO3KU, HEOOXOMUMbIE TTPEAYIPEAUTENbHBIC HAAMUCH U MAHUITYJISITOPHBIC 3HAKHU.

11. Ha mepBUYHYIO YIAaKOBKY ¥ BTOPUYHYIO (OTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPENICTB
TSl BETEPUHAPHOTO MIPUMEHEHUS TOJKHA HAHOCUTHCS HAIMUCh: "JIJ11 BETepUHAPHOTO MPUMEHEHHUS .

12. Ha BropuuHyio (MOTpPEOMTENbCKYIO) YIAKOBKY JEKapCTBEHHOTO IIpernapara HAaHOCUTCS
IITPUXOBOU KOJ.

TAPAHT:

Cm. kommenmapuu k cmamue 46 nacmosaweco PedepanbHo2o 3aKOHA

Hnpopmayus 06 usmenenusx:

DeodepanvHuim 3akonom om 6 Oexkabps 2011 e. N 409-D3 6 naumenosanue enasvl 9 Hacmosue2o
DedepanbH020 3aKOHA 8HECEHbl USMEHEHUs], 6CIYNaroujue 8 CUIY no ucmeyeHuu mpuoyamu OHeti nocie OHs
ouyuanvHo2o onyonuKo8anus Ha3eanHo2o PedepanrbHo20 3aKOHA

Cm. mekcm HauMeHO8aHUs 8 npedvloyujeli peoaKyuu

I'maBa 9. BBo3 1exkapcTBeHHBIX cpeacTB B Poccuiickyro ®@eaepanmio ¥ BbIBO3 JIEKAPCTBEHHbIX
cpeacts u3 Pocceniickoit @enepanun

Hll(i)()[l’l'l(llﬂl}l 00 UZMEHeHUsIX:
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Deodepanvrvim 3akoHom om 6 Oexkabps 2011 2. N 409-D3 6 naumenosanue cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEHbl U3MEHEHUsl, BCIYNAlowue 8 CULY NO UCMeYeHUU mpuoyamu Oxell nocie OHsl
ouyuanvHo2o onyonuKo8anus Ha3eanHo2o PedepanrbHo20 3aKOHA

Cm. mexkcm HauMeHoB8aHUsL 8 NpedblOyueli pedaKyuu
Crarba 47. Ilopsinok BBO3a JIEKapCTBEHHBIX CpeACTB B Poccuiickyio ®denepainuio U BbIBO3a
JIEKapCTBEHHBIX CpeAcTB U3 Poccuiickoilt deneparu

HUngpopmayust 06 usmenenusix:
Yacmo 1 usmenena c 30 sneaps 2024 2. - @edepanvruiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyio pedakyuio

1. BBo3 nekapcTBeHHBIX cpeAcTB B Poccuiickyro Denepainuio OCYIIECTBISETCS B TOPSIKE,
ycraHoBiieHHOM [IpaButenscTBoM Pocculickori @epepaiuy, B COOTBETCTBUU C aKTaMH, COCTABJISIOIIMMU
npaso Coro3a, u (1nun) 3akoHonarenscTBoM Poccuiickoit denepanuy 0 TaMOKEHHOM PETYIHPOBAHHH.

Unpopmayus 06 usmeHenusix:
Yacms 2 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cum. npedvioywyio peoakyuio
TAPAHT:

o 31 oexabps 2027 e. poccutickum npouzsooumensiM aeKapCmeeHHblX Cpeocme 0 8emepUHapHO20o
NpUMEHeHUs paspeuaemcs 6603umo apmayesmuyeckue cyocmanyuu, He HeCeHHble 8 20CYOaPCMEEeHHbLLL
peecmp  JIeKapCmMeeHHulX Cpeocms Ol  8emepUHapHo20 NpumeHeHus, Ha meppumopuro PD 6
Y8e0oMumenbHoM nopsioKe 071 NPOU3IB00CMEA 3apecUCMPUPOBAHHBIX JIEKAPCMEEHHBIX CPEOCME

2. BBosumbie B Poccuiickyto ®Denepainio JeKapcTBEHHBbIE CPEACTBA JOJDKHBI COAEpPXKAaTbcsi B
TOCYJIapCTBEHHOM pEEeCTpe JIEKAPCTBEHHBIX CPEICTB, WJIM E€AUHOM PEECTPE 3aperuCTPUPOBAHHBIX
JCKapCTBEHHBIX  CcpelncTB  EBpasuiickoro  SKOHOMHYECKOTO  COI03a, WM €IWHOM  peecTpe
3apEeTUCTPUPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX MpenapaTtoB EBpa3uiickoro 3KOHOMUYECKOTO COI03a.

Hnpopmayus 06 usmenenusx:
Yacms 3 usmenena c 1 cenmsaops 2024 e. - @edepanvusiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio

3. Honyckaetcs BB03 B Poccuiickyto @enepariiio KOHKPETHOM MapTUX 3aperucTpupOBaHHbBIX U (MIIN)
HE3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NMPEIHA3HAYEHHBIX JUISI pa3pa0OOTKHU JIEKapCTBEHHBIX
CPEICTB, NPOBEACHUS HAy4yHBbIX M WHBIX MCCIEIOBaHUM, IPOBEIEHUS KIMHUYECKUX HCCIEI0BAHUN
JIEKapCTBEHHBIX IPENaparoB, MPOBEACHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIsl OCYIIECTBICHHS
rOCyJapCTBEHHOW PETUCTpallMM WM PErucTpaluy JIEKAPCTBEHHBIX IPENapaToB WM s OKa3aHMs
MEIMIIMHCKOM MMOMOIIH 0 KU3HEHHBIM MTOKa3aHHUSAM KOHKPETHOTO MalMeHTa Ha OCHOBAaHUU pa3pelleHus,
BBIJJAHHOTO YIOJHOMOUYEHHBIM (pefiepaibHbIM OPraHOM HCIOJHUTENILHONW BJIACTH MO 3asBICHHUSM JIHLL,
yKa3aHHBIX B cTatbe 48 Hacrosiero denepaibHOrO 3akoHa. PaccMoTpeHne Takoro 3asiBJI€HUS U IPUHATHE
pellleHusT O BblJAue pa3pelleHus Ha BBO3 KOHKPETHOM MapTUU 3aperMCTPUPOBAHHBIX M (WMJIN)
HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NMPEIHA3HAYEHHBIX JUISI pa3pa0dOTKHU JIEKapCTBEHHBIX
CPEICTB, TNPOBEACHUS HAy4yHBIX M WHBIX MCCIEIOBaHUM, INPOBEIEHUS KIMHUYECKUX HCCIEIOBaHUN
JIEKapCTBEHHBIX MPENaparoB, MPOBEACHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBICHHS
TrOCyJapCTBEHHOW PETUCTpalliM WM PEruCTpaluy JIEKAPCTBEHHBIX IPENapaToB WM s OKa3aHHs
MEIMIIMHCKOM MOMOIIM MO YKU3HEHHBIM MOKa3aHUSM KOHKPETHOTO MalMeHTa JInbo o0 OTKa3e B Bbljaue
YKa3aHHOT'O pa3pelieHusl IPOU3BOIATCS B CPOK, HE MPEBBIIAOMUI NsTH padounx aHe. [lnara 3a Beigaudy
YKa3aHHOTO pa3pelleHus: He B3UMaeTCsl.

3.1. He mpumensiercs ¢ 1 suBaps 2024 r. - deaepanbhblii 3akoH ot 27 nexadps 2019 . Ne 475-03

Unpopmayus 06 usmenenusix:
Cm. npedvloywyro pedaxyuro
Unpopmayus 06 usmenenusix:

Yacmo 3.2 usmenena c 1 ameaps 2026 2. - @edepanvhviii 3akon om 15 dexabps 2025 2. Ne 483-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Cm. npedwioywyio pedakyuio

3.2. 1o 31 nexabps 2027 roma momyckaioTcsi BBO3 Ha Teppuroputo Poccuiickoit denepauuu u
obpamenue B Poccuiickoit ®enepanmuu C y4eToM OCOOCHHOCTEH, yCTaHOBJICHHBIX IIpaBHUTEIHCTBOM
Poccuiickoit  ®@enepaunu, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX IPEMAPATOB JUIi  MEIULIMHCKOTO
NPUMEHEHHUS B YIAKOBKAaxX, MpeIHa3HAaYeHHBIX JJIs 0OpalleHHs B MHOCTPAHHBIX T'OCYIapCTBax, B Cllydae
neeKTyphl JIEKAPCTBEHHBIX MTPETapaToB WIH PUCKA €€ BOSHUKHOBEHHUS B CBS3H C BBEJICHUEM B OTHOIICHUU
Poccuiickoit denepanuu OrpaHUYUTENBHBIX MEP YKOHOMUYECKOTO XapakTepa MpU YCIOBHH COOTBETCTBUS
BBO3UMBIX JICKAPCTBEHHBIX TPENapaTtoB TPEOOBAaHUSAM, YCTAHOBICHHBIM IIPH WX pETHCTpAIUH, 3a
UCKJIIOYEHHEM TpeOOBaHUN K IEPBUYHON yIIaKOBKE, BTOPUYHOM (OTPeOUTENBCKOI) yITaKOBKE, a TAKXKE MPU
HAIMYMU HAa BTOPUYHON (IMOTPEOUTENILCKOM) YIAaKOBKE JIEKAPCTBEHHBIX IIPEMApaToB, HAXOMSIIUXCS B
oOpallleHuH, CaMOKJIESIIEHC ITUKETKH, coiepxaiieid MH(pOpMalrio O JIEKapCTBEHHOM IIpernapare Ha
PYCCKOM $I3BIKE.

Unpopmayus 06 usmeHenusix:

Cmamws 47 dononnena yacmoio 3.3 ¢ I cenmsabps 2024 2. - @edepanvhuiii 3axon om 30 aunsaps 2024 2. No
1-D3

3.3. Homyckatorcst BBo3 B Poccuiickyro @enepanuio u obpamenue B Poccuiickoii denepanuu ¢
ydeToM ocobeHHOoCTel, yctaHoBlneHHBIX [IpaButensctBom Poccuiickoit denepanuu, 3aperucTpupoBaHHBIX
OPUTHHAIILHBIX Op(aHHBIX JIEKAPCTBCHHBIX MPENaparoB U (WIM) BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX
IpenaparoB AJsl MEIUIIMHCKOTO TPUMEHEHHUS B TeUCHUE IBEHA/IIIATH MECSIIEB MOCIE 1aThl UX PETUCTPAIiU
B Poccuiickoit @enepanyv B yIiakoBKax, MpeIHA3HAYCHHBIX JIJIS OOpalIeHHsI B UHOCTPAHHBIX TOCYIapCTBax,
IpU YCIOBUM COOTBETCTBUS BBO3UMBIX JIEKAPCTBEHHBIX MPEMaparoB UIsi MEAUIMHCKOTO MPUMEHEHHS
TpeOOBaHUSIM, YCTAHOBJICHHBIM TIPH WX PETHCTpAIlM, 3a HCKIOYCHHEM TpPeOOBaHWU K TEPBUYHOM
yHaKoBKe, BTOPUYHOU (MIOTPEOUTENHCKOW) yIaKOBKe, U MPU HAIWYUKM Ha BTOPUYHOHN (IOTPEOUTETHCKO)
YIAKOBKE JICKAPCTBEHHBIX MPEMAparoB sl MEIUIIMHCKOTO MPUMEHCHUsS, HAXOISIIUXCS B OOpaIlcHHH,
CaMOKJIEAIIEHCS ATUKETKH, cojeprxalieid HHPOpMalMio O JIEKAPCTBEHHOM IIpernapare JUisi MEAULUHCKOTO
NPUMEHCHUS HA PYCCKOM sI3bIKE. B OTHOIIEHWYW NaHHBIX JIGKAPCTBCHHBIX IMPETApaToB HE MPUMEHSIOTCS
MOJIOKEHUsI 4acTu 7 ctarbu 9 u yactelt 1 u 2 crarbu 52.1 Hacrosuiero denepanbHOro 3aKOHa.

Ungpopmayus 06 usmenenusix:
Yacmo 4 usmenena c 30 susaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio

4. B Poccwuiickyro ®enepaiinio MOKHO BBO3HTH JICKAPCTBEHHBIC CPEICTBA, KAY€CTBO KOTOPBIX
MOATBEPKIACHO CEPTU(PUKATOM MTPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOIIUM COOTBETCTBUE
BBO3HMBIX JICKQPCTBEHHBIX CPEJCTB TPEOOBAHMSIM, YCTAHOBICHHBIM ITPH WX PETUCTPAIIAN WIN MTPOBEICHUN
MPOLEAYP, CBA3aHHBIX C PETUCTPALIUEH.

Ungpopmayus 06 usmenenusix:

Deoepanvrvim saxonom om 6 oexaops 2011 2. N 409-D3 6 uacmo 5 cmamwvu 47 nacmosujeco @edepanrbhoco
3aKOHA 8HECEeHbl USMEHEHUS, 6CIYNAlowue 8 CULYy No ucmedeHuu mpuoyamu OHel nocie OHs 0QQuYUaIbLHO20
onybauxosanus Hazeanno2o PedepaibHozo 3aKoHA

Cm. mexcm yacmu 6 npeovloyujell pedaKyuu
5. 3anpemaercs BBo3 B Poccuiickyto @enepanuio GpanbcuGuInpoBaHHBIX JTEKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBECHHBIX CPEJICTB, KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPEJICTB.

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3axonom om 6 oexaobps 2011 2. N 409-D3 6 uacme 6 cmamvu 47 nacmosujeco Dedepanrbhoco
3AKOHA BHECEeHbl USMEHEHUS, 6CIYNAlowue 8 CULYy No ucmedeHuu mpuoyamu OHell nocie OHs OQPUYUATbHO20
onybaukosanus Hazeannoz2o DedepanvbHozo 3aKoHa

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu
6. danpcuduUpoBaHHBIC JIEKAPCTBEHHBIC CPEACTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIE
CpEACTBa MOMJICKAT U3BATUIO U MOCIEAYIONIEMY YHUUYTOKEHHUIO WU BbIBO3Y M3 Poccuiickoilt denepanmu,
KOHTpa(aKTHBIE JICKAPCTBEHHBIC CPEICTBA - U3BATHUIO U MOCIEAYIOIIEMY YHUUYTOKEHUIO. YHUUTOXKEHUE HITH
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

BBIBO3 u3 Poccuiickoit denepanuu (hanbcuuIpPOBaHHBIX JIEKapCTBEHHBIX CpEACTB,
HEIOOPOKAUECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB,  KOHTPA(PaKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYUIECTBIIIETCA 3a CUeT JIMIa, OCYIIECTBUBIIErO UX BBO3. [lOpANOK YHUYTOXKEHHS U3BATHIX
q)aJIBCI/I(i)I/IL[I/IpOBaHHBIX JICKAPCTBCHHLBIX CPCACTB, HGI[O6p0Ka‘-IeCTBCHHLIX JICKApCTBCHHLIX CPCACTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX cpeIcTB ycTaHaBnuBaercs [IpaBurensctBoM Poccuiickoit denepanuu.

HUngpopmayust 06 usmenenusix:

Yacmo 7 usmenena c 30 saneaps 2024 2. - @edepanvhuiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedwioywyio pedakyuio

7. Jluma, ocymectBisone BBo3 B Poccmiickyio ®epepanmio  danbcudumpoBaHHBIX
JICKapCTBEHHBIX  CPENCTB,  HEJOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTPa(aKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATEIBCTBOM PoccuiicKoi
denepanuu.
HUngpopmayust 06 usmenenusix:

Yacmo 8 usmenena c 30 saneaps 2024 2. - @edepanvruiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyio pedakyuio

8. BbIBO3 JIekapCTBEHHBIX cpencTB U3 Poccuiickoii Deepaninu OCyIIECTBISIETCS B COOTBETCTBHH C
aktamu, coctaBisronuMu npaBo Coro3a, um (wnm) 3akoHomarenbcTBoM Poccuiickoit ®enepanuu o
TOCYIapCTBEHHOM PETYJIMPOBAHUU BHEITHETOPTOBOM JICATEILHOCTH.

HUnghopmayus 06 uzmenenusx:

Cmamuws 47 oononnena wacmoio 9 ¢ 29 nosops 2019 2. - @edepanvhwiii 3axkon om 28 Hosops 2018 2. Ne 449-
D3

9. Bog B rpaxmaHckuii 00OpOT JIEKAPCTBEHHBIX MPENaparoB A MEIUIIUHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyto denepaiiuio, OCymecTBIsETCsS ¢ COONMIONEHUEM TPeOOBaHUM, YCTaHOBIEHHBIX
crarbeit 52.1 Hacrosiiero deaepanbHOro 3aKOHa.

HUnghopmayus 06 uzmenenusx:

Cmamuws 47 dononnena yacmoio 10 ¢ 1 cenmsabops 2023 e. - @edepanvhwiii 3axkon om 2 uionsn 2021 2. Ne 317-
D3

I'APAHT:

Jeticmsue nonoxcenuti wacmu 10 He pacmpocmpansemcs Ha cepuu JeKapCMEEeHHbIX NPenapamos Ois
BEMEPUHAPHO20 NPUMEHEHUS, 86C0EHHble 8 2PANCOAHCKULL 0bopom Ha meppumopuu P® 0o 1 cenmsbps
2023 2.

Cepuu nexapcmeeHHbIX Npenapamos 0 6emepuUHapHO20 NPUMEHEHUs. NOOIeXHcam XpPaHeHuro, nepesosKe,
omnyckKy, peaiusayuu, nepedaqe, NPUMEHEHUIO 00 ucmedeHusl Cpoxka ux ZOC)HOCWZM

10. BBox B rpaxaaHckuil 00OpOT JIEKAPCTBEHHBIX IPENaparoB i BETEPUHAPHOIO NPUMEHEHUS,
BBE3CHHBIX (TIepeMelnieHHbIX) B Poccuiickyro denepariuio, OCyIIeCTBISIETCS ¢ cOOI0eHneM TpeboBaHUH,
YCTAHOBJICHHBIX cTaTheil 52.2 Hacrosiero denepanbHOro 3aKOHA.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 47 HacmosAaueco @edepaﬂbuoeo 3dKOHA

Unpopmayus 06 usmeHnenusix:

Deodepanvrvim 3akonom om 6 oexkaops 2011 2. N 409-D3 ¢ cmamuwio 48 nacmosweco DedepanbHo2o 3aKOHA
BHeCeHbl UBMEHeHUs, GCmynawnwjue 6 CUly no ucmedeHuu mpuoyamu OHell nocie OHA OQUYUATLHO2O0
onyonuxosanus Hazeannozo PedepanbHoco 3aKOHA

Cm. mexcm cmamou 6 npedvioyujel pedaKyuu
Crarbs 48. IOpuanueckue nuia, KOTOPEIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEACTB B Pocculiickyro
denepanuro
JlexapcTBenHble cpenctBa B Poccuiickyro denepanuo MOTyT BBO3UTH:!
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

1) TpOW3BOOUTENH JIEKAPCTBEHHBIX CPEACTB JUIA IeJed COOCTBEHHOTO MPOM3BOJICTBA
JICKapCTBEHHBIX CPEJICTB;

Unpopmayus 06 usmeHenusix:
Ilynkm 2 usmenen c 1 cenmsaops 2024 2. - @edepanvusiii 3akon om 30 aunsaps 2024 2. Ne [-D3

Cm. npedwioywyo peoakyuio

2) WHOCTpaHHBIC pa3pabOTYMKU JICKAPCTBEHHBIX CPEACTB W HMHOCTPAaHHBIC IPOU3BOAUTEIN
JICKApCTBEHHBIX CPEICTB WX APYTHe IOPUANYECKUE JIUIA M0 MOPYICHHUIO pa3paboTurKa JeKapCTBEHHOTO
cpeacTBa sl pa3pabOTKH JIEKAPCTBEHHBIX CPEICTB, IMPOBEACHUS HAyYHBIX M HHBIX HCCICIOBAHUH,
MPOBEACHHS KIIMHUYECKUX MCCIICOBAHMI JICKAPCTBEHHOTO Tpernapara, OCyIeCTBICHHS TOCYyIapCTBEHHOM
pETUCTpAIMK WU PETUCTPAIMH JICKAPCTBEHHOTO Tpernapara, BKIFOYCHUsT (apMaleBTHUECKON CyOCTaHIIuN
B TOCY/JIapCTBCHHBIA peecTp JICKAPCTBECHHBIX CPEICTB, KOHTPOJS KAYeCTBA JIGKAPCTBEHHBIX CPEACTB IMPHU
HAIMYMK pPa3pelIeHusl YIOJIHOMOYCHHOTO (elepaJbHOro OpraHa WCIOMHUTEIbHON BJIAcTH Ha BBO3
KOHKPETHOW MapTHH JICKAPCTBEHHBIX CPE/CTB;

3) opraHu3aiuu ONTOBOI TOPTOBIIH JIEKAPCTBEHHBIMH CPEIICTBAMU;

HUnghopmayus 06 uzmenenusx:
Ilynxm 4 usmenen ¢ 30 ausaps 2024 2. - @edepanvuviil 3axon om 30 ausaps 2024 2. No [-D3

Cum. npedvioyuyio peoakyuio

4) Hay4HBIC OpraHu3aIuK, 00pa30BaTeIbHBIC OPraHU3AIUU BBICIIETO 00Pa30BaHHUS, TPOU3BOAUTEIIN
JICKapCTBEHHBIX CpPEACTB Ui  Pa3pabOTKH, HCCIEAOBAaHUM, KOHTPOJI OE30MacHOCTH, KavyecTsa,
(P PEKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB MPH HAJIUYUAU PA3PEIICHUS YIMOTHOMOYEHHOTO (eIepalibHOro
OpraHa UCIOJIHUTEIbLHOM BIIACTH;

Hngpopmayus 06 usmenenusx:

@eoepanvrvim 3akonom om 12 mapma 2014 2. N 33-D3 6 nynkm 5 cmamovu 48 nacmosawezo edepanbrhoco
3AKOHA BHECEHbl USMEHEHUs.

Cm. mexcm nyHKkma 6 npeovloyujeti pedaxKyuu

5) MEAUIIMHCKUE OpraHU3allK, UHbIE YKa3aHHbIE B MyHKTaX | - 4 HacToALIEH cTaTby OpraHu3aluu
JUIsL OKa3aHHs MEAMIIMHCKOM MOMOIIY I10 JKU3HEHHBIM ITOKa3aHUAM KOHKPETHOTO IMallMeHTa MPU HATNYUH
paspelieHns yHnoJIHOMOYEHHOTO (eiepalbHOr0 OpraHa HCIHOJIHUTENbHOW BJIACTH Ha BBO3 KOHKPETHOM
HNapTHM JIEKapCTBEHHOI'O IMpenapara, BBIIAHHOTO B YCTAHOBJIEHHOM IMOpsiKe B (OpMe 3JIEKTPOHHOTO
JIOKYMEHTA, MOANKMCAaHHOTO YCUJIEHHOW KBAJIM(UIIMPOBAHHOMN 3JIEKTPOHHOM MOIHUCHIO;

6) He npuMensietrcs ¢ 1 ssHBaps 2024 r. - MenepanbHblil 3aKkoH OT 27 aexadps 2019 1. Ne 475-D3

Ungpopmayus 06 usmenenusix:

Cm. npedvloyuyro pedaxkyuio

Ungpopmayus 06 usmenenusix:

Cmamuws 48 dononnena nynkmom 7 ¢ 30 sineaps 2024 2. - @edepanvhuiii 3akon om 30 aneaps 2024 2. Ne -
D3

7) IPOU3BOAUTENH MEIUIIMHCKUX U3EIUN JJIs 1eNel MPOU3BOACTBA MEAUIIMHCKIX U3/IEIUH.
TAPAHT:

Cwm. KOMMeHmapuu K cmamause 48 HacmoAuweco @edepaﬂbﬁozo 3dKOHA

Ungopmayus 06 uzmenenusx:

DeodepanvHovim 3akoHom om 6 Oexabps 2011 2. N 409-D3 6 naumenosanue cmamvu 49 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEeHUs, GCIYNArouue 8 CULY No UCHeYeHuu mpuoyamu OHell nocie OHs
ouyuanvbHo2o onyoIuUKo8anuUs Ha36aHH020 PedepanbHo20 3aKOHA

Cm. mexkcm HauMeHoB8aHUsL 8 npedvblOyueli pedaKyuu
Crarbs 49. JlokyMeHTHI, IpeCTaBIsieMble B TaMOXKEHHbIE opranbl Poccuiickoit @enepanun npu
BBO3€ JIEKAPCTBEHHBIX CpelcTB B Poccniickyro @enepanuro

Hnpopmayus 06 uzmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmo 1 usmenena c 30 snsaps 2024 2. - @edepanvuwiii 3akon om 30 aneaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio

1. Ilpu BBO3e sekapcTBeHHbIX cpencTB B Poccuiickyro denepannio B TaMOKEHHBIE OpraHbl
Poccuiickoit ®exnepanuu Hapsily € JIOKyMEHTaMH, INPEACTaBICHHE KOTOPBIX IMPEAYCMOTPEHO aKTamH,
coctapisitomuMu 1ipaBo Coro3a, u (W) 3akoHoparenbcTBOM Poccuiickoit denepanuu 0 TaMOKEHHOM
pEryaupoBaHuM, MPEACTABISAIOTCS CIEAYIONIME JOKYMEHTHI B 3JIEKTPOHHOM (hopMme:

HUngpopmayust 06 usmenenusix:
Ilynkm 1 usmenen ¢ 1 mapma 2026 e. - @edepanvhwiii 3akon om 31 uronsn 2025 2. Ne 304-D3

Cm. npedvioywyio pedakyuio

1) ceprudurar (3aKIFOYEHUE) COOTBETCTBUS IPOU3BOJICTBA JICKAPCTBCHHBIX CPEACTB IS
BETEPUHAPHOTO MpPUMEHEHHA TPeOOBAHUSAM TMpPaBUI HAAJIEKaIIed MPOU3BOACTBEHHOW MPAKTUKU
EBpasuiickoro 5KOHOMHYECKOTO COH03a,

2) paspelieHue YIOJIHOMOYEHHOTO (eepalbHOr0 OpraHa HCIIOJHUTENBPHOW BIAcTH Ha BBO3
KOHKPETHOH IMMapTHH JIEKAPCTBEHHOTO CPEJICTBA B CIyYasiX, yCTAHOBJICHHBIX YacThIO 3 CTaThH 47 HACTOSIIECTO
®denepanbHOro 3aK0Ha.

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim saxkonom om 6 oexaops 2011 2. N 409-D3 6 uacmo 2 cmamvu 49 nacmosueco @edepanvroco
3aKOHA 8HECEeHbl UBMEHEeHUS, 6CIYNAlowue 8 CULYy No ucmedeHuu mpuoyamu OHell nocie OHs OQYuUYUAIbHO20
onybaukosanus Hazeanno2o DedepanvbHo2o 3aKoHa

Cm. mexcm uacmu 8 npedvioyujell peoakyuu

2. JlokymeHThl, yKa3aHHble B NyHKTax | W 2 yactu | Hacrosiel crarbu, NPEICTaBISAIOTCS B
TaMoOKeHHble opranbl Poccuiickoit @enepanuu npu NpuOBITUN JIEKAPCTBEHHBIX cpencTB B Poccuiickyro
®enepanyio.
TAPAHT:

Cwm. KOMMeHmapuu K cmamose 49 HacmoAuwezo ®€C)€paﬂbH020 3AKOHA

Ungpopmayus 06 usmenenusix:

Deoepanvrvim 3akonom om 29 uwns 2015 2. Ne 160-D3 ¢ naumenosanue cmamou 50 Hacmoswezo
DedepanbHo20 3aKOHA HECEHbl USMEHEHs]

Cm. mexkcm HauMeHoB8aHUsL 8 npedblOyueli pedaxKyuu
Cratbs 50. BBO3 nekapcTBeHHBIX TmpemnaparoB B Poccuiickyto @Deneparnuio s JTAYHOTO
UCIIONB30BAaHUS U HWHBIX HEKOMMEPUECKHMX ILeJei, a TakXke s HCIOIb30BaHUS Ha
TEPPUTOPUHU MEKTYHAPOTHOTO MEJUIIMHCKOTO KIIacTepa

Ungpopmayus 06 usmenenusix:

Deoepanvrvim saxonom om 6 oexaops 2011 2. N 409-D3 ¢ uacmo 1 cmamvu 50 nacmosuieco @edepanrbroco
3AKOHA 8HECEeHbl USMEHEeHUS, 6CIYNAarowue 8 CULYy No ucmedeHuu mpuoyamu OHell nocie OHs OQYuUYUATbHO20
onybaukosanus Hazeanno2o DedepanvbHo2o 3aKoHa

Cm. mexecm wacmu 8 npedvioyujel peoaKyuu

1. JlekapcTBeHHBIE Mpemaparhl MOTYT OBITH BBe3eHBI B Poccuiickyio @Denepanmio 0e3 yuera
TpeOOBaHM, MPEyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctatbsimu 48 u 49 Hactosmero deaepanbHOTO
3aKOHA, €CJIM OHM MpPETHA3HAYECHBI JUISI:

Unpopmayus 06 usmeHnenusix:
Ilynkm I usmenen c 30 aunsapa 2024 . - @edepanvhwiil 3akon om 30 saneaps 2024 2. Ne 1-D3

Cm. npedvloywyro pedaxyuro

1) nuyHOTO MCTIONIb30BaHUs PU3NYECKUMU JIMLaMu, puObIBIIMMHU B Poccuiickyto denepanuto. [pu
3TOM BBO3 B Poccuiickyro denepannio JIEKapCTBEHHBIX IIPENaparoB, COAEPKAIIUX CUIIBHOACUCTBYIOINE U
(Wnn) AIOBUTHIE BEUIECTBA, BKIIIOYEHHBIE COOTBETCTBEHHO B CIHMCOK CHUJIIbHOACHCTBYIOIIMX BEILECTB IS
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..
1eyield yroJoBHOTO 3akoHomarenbeTBa Pocculickoit defepaliuy U B CIUCOK SIIOBUTHIX BEIIECTB IS EIeH
YTOJIOBHOTrO 3akoHonarenbcrBa Poccuiickont ®denepauuu, yreepxkacHHble [IpaButensctBoM Pocculickoit
®Denepanyiu, OCyIIECTBISETCS MPU HAIUYUH JOKYMEHTOB (3aBEpEHHBIX KOMHIA JOKYMEHTOB WJIH 3aBEPEHHBIX
BBIMIMCOK W3 HHX), MOATBEPKIAIOMINX Ha3HaYeHHE (HU3UYECKOMY JIMIY YKa3aHHBIX JIEKAPCTBEHHBIX
mpenaparoB (3a HUCKJIIOUYEHHEM JIeKapCTBEHHBIX IIPENaparoB, 3aperucTpPUpPOBaHHBIX B Poccuiickoii
Oenepanuu OO 3apPETUCTPUPOBAHHBIX B COOTBETCTBHH C aKTaMH, COCTaBISIOMUMHU npaBo Corosa, u
ormyckaembix B Poccuiickoit denepanuu 0e3 perenrta Ha JIeKapCTBEHHBIN mpenapar). [loaTeepikmaromniue
JIOKYMEHTHI (MX 3aBEPEHHBIC KOIHUU HJIM 3aBEPEHHBIC BBIMUCKH U3 HHUX) JOJIKHBI COJAEPKATh CBEIICHUS O
HAUMEHOBAaHMM M  KOJMYECTBE HA3HAYEHHOTO JICKapCTBEHHOro Ipemapara. B ciydae, eciu
MOJITBEPKAAIOIINE JOKYMEHTBI (X 3aBEPEHHBIC KOTMH WJIM 3aBEPEHHBIE BBHIITMCKHU U3 HUX) COCTABJICHBI HA
MHOCTPAHHOM $I3bIKE, K HUM MPUJIaraeTcsi HOTapUajlbHO 3aBEPEHHBIN MepeBOoj] Ha PYCCKUM S3bIK;

2) wucmonb30BaHMS ~PAOOTHHKAMH  JWIUIOMATHYECKOTO  KOpITyca WM  IPEICTaBUTEISIMU
MEKIyHApOJIHBIX OpraHu3alnil, akKkpeAUTOBaHHBIX B Poccuiickoit @enepaiuu;

3) neyeHHs] MACCAKUPOB M WICHOB JKUMAKEH TPAHCHOPTHBIX CPENCTB, IMOE3AHBIX Opuraa u
BOJIUTEJIEH TPAHCIIOPTHBIX CPEACTB, MPUOBIBIINX B Poccuiickyro denepanuio;

4) ne4eHusl y4aCTHUKOB MEXIYHAPOJHBIX KYIBTYPHBIX, CIIOPTUBHBIX MEPONPUSITHI U YIACTHUKOB
MEXTyHAPOIHBIX IKCIEIUINH;

HUnghopmayus 06 uzmenenusix:
Ilynkm 5 usmenen ¢ 13 aseycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 e. Ne 297-D3

Cm. npedvioyuyio peoakyuio

5) nedyeHHs] KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, LHpKaxX, OKeaHapuyMmax,
nenb(uHApUAX, JIEYEHUS TUKUX >KUBOTHBIX, IMOCTOSIHHO WJIM BPEMEHHO HACEJSIOIIUX TEPPUTOPHUIO
Poccuiickoit @enepanny, HaXOAIMMXCS B COCTOSHUN €CTECTBEHHOM CBOOOABI M MPUHAJIEKAIINX K BUIAM,
3aHeceHHbIM B KpacHyto kuury Poccuiickoit ®@enepanuu u (min) KpacHble KHUTH cyObekToB Poccuiickoit
®denepanny, a TaKXKe KUBOTHBIX, BBO3UMBIX B Pocculickyro denepanuio aisl ydyacTus B CIHOPTUBHBIX U
3PEMILHBIX MEPOIPUATHUSAX;

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3axonom om 29 uions 2015 2. No 160-D3 uacmo 1 cmamvu 50 nacmosweco PedepaibHoco
3aKOHA OONONHEeHa NYHKMom 6
6) UCTIOIB30BaHMSI HA TEPPUTOPHH MEKIYHAPOAHOTO METUIIMHCKOTO KacTepa.

Ungpopmayus 06 usmenenusix:
Yacmo 2 usmenena ¢ 30 sueaps 2024 2. - Dedepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxkyuio

2. B cnyyasx, npe1yCMOTPEHHBIX 4acThl0 1 HacTosIIeH cTaTby, JOMycKaeTcsl BBO3 B Poccuiickyto
®denepannio JIEKAPCTBEHHBIX IMpENaparoB, HE 3aperucTpupoBaHHbIX B Poccuiickoit denepamnuu 1ubo He
3apETUCTPUPOBAHHBIX B COOTBETCTBUH C aKTaMH, COCTaBIISIOIMMU paBo Coro3a.

Ungpopmayus 06 usmenenusix:

Deoepanvrvim saxonom om 6 oekaops 2011 2. N 409-D3 6 uacmo 3 cmamwu 50 nacmosuieco @edepanrbroco
3aKOHA 8HECEeHbl USMEHEHUS, 6CIYNAlowue 8 CULY No UcCmedeHuu mpuoyamu OHel nocie OHs 0QuYUaILHO20
onybnuxosanus Hazeannoz2o PedepanvbHozo 3aKoHA

Cm. mexcm wacmu 6 npeovloyuyeti pedaKyuu

3. JlekapcTBeHHbBIE Tpemnaparhl, IpeJHa3HaueHHbIE /Ui TyMaHUTAapHON MOMOIIM (CONEHCTBUS) UITU
MIOMOIIIM IIPH YpEe3BBIYAHBIX CUTYalUAX, BBO3STCS B Poccuiickyro denepanuio B HOPAAKE, yCTAHOBIECHHOM
IIpaButensctBoM  Poccuiickoit  @epeparuu. 3amnpemaercss BBo3 B Poccuiickyto  Denepaunuio
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaToB, MPEIHA3HAYEHHBIX I T'yMaHUTapHON IOMOIIH
(conmeicTBUS) HIIM IOMOIIU MTPHU YPE3BbIUAHHBIX CUTYaIHUSsIX.
TAPAHT:

Cm. kommenmapuu k cmamoe 50 nacmosaweco PedepanvbHo2o 3aKOHA
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Hngopmayusi 06 uzmenenusix:
Haumenosanue usmerneno ¢ 30 sneaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio
Crarbs 51. CorpynHudectBo (eaepaibHOro OpraHa UCIOJHUTEIBHON BIACTH, OCYIIECTBISIONIETO
(GYHKIMM 10 KOHTPONIO M Haa30py B OOJACTM TaMOXEHHOIo Jena, U JApPYrux
YIOJIHOMOYEHHBIX (heIepalibHBIX OPraHOB HCIIOJHUTEIBHOM BIACTH

Unpopmayus 06 usmeHenusix:
Yacms 1 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyto peoakyuio

1. VYmomnomoueHHble (heaepaiabHbIe OpraHbl HMCIOJIHUTEIBHOW BIIACTH MPEIOCTABISIOT B
pacniopsbkeHue (enepalbHOrO OpraHa HCIOJHUTENIBHON BJIACTH, OCYIIECTBISAIOUIEr0 (QYHKUHUU IO
KOHTPOJIIO U HAA30py B 00JIACTH TaMOXEHHOTI'O JI€JIa, TOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJCTB, a
Takke MHPOPMAIIMIO O BbIIAHHBIX Pa3pelICHHUSIX HAa BBO3 KOHKPETHOW MapTHUU JIEKApCTBEHHBIX CPE/CTB B
CIIy4asix, yCTaHOBJICHHBIX 4acThi0 3 cTarbu 47 HacTosAmero deaepanbHOTro 3aK0Ha.

Hnpopmayus 06 usmenenusx:
Yacms 2 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio

2. @enepanbHblil OpraH MCHOJIHUTEIBHONW BIIACTH, OCYIIECTBIIOMMN (QYHKIMHM MO KOHTPOJIO U
HA/I30py B 00JacTH TaMOXXEHHOTO [eNia, MH(POPMHUpPYEeT YKa3aHHbIe B 4YacTH | HacTosmeWd CcTarbu
YIOJIHOMOYEHHbIE (e/iepalibHble OpraHbl UCIOJHUTEIBHONW BIACTH O BBO3€ JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro denepanmio u BEIBO3E JIEKAPCTBEHHBIX CpeAcTB U3 Poccuiickoit denepanuu no popme u B
nopsijike, KoTopble ycraHosieHs! [IpaBurenscTBom Poccuiickoit deneparnui.
TAPAHT:

Cwm. KOvMMeHnmapuu K cmamose 51 HacmoAuwezo ®€C)€paﬂbH020 3AKOHA

I'naBa 10. ®apmaneBTHYecKasi 1eATeIbHOCTD

Crarps 52. OcyuiecTBieHue GpapMaleBTUUECKON JesTEIIbHOCTH

Hnghopmayust 06 usmenenusix:
Yacms 1 usmenena c 1 cenmsaops 2024 2. - @edepanvusiii 3akon om 8§ aszycma 2024 2. Ne 323-D3

Cm. npedvioyuyro pedaxyuio

1. ®apmareBTuveckas IeATEIBHOCTh OCYIIECTBISETCS OPTaHU3AIMsIMA ONTOBOW TOPTOBIU
JIEKapCTBEHHBIMHU CPEJICTBAMH, AlITEYHBIMU OPraHU3ALUAMHI, BETEPUHAPHBIMU alITEYHBIMHU OPTaHU3AIMSMH,
WH/IMBUIYAIbHBIMA TIPEANPHHUMATEISIMHA, UMEIOIIUMH JIUIICH3UI0 HA (apMaleBTHUECKYIO IS TebHOCTD,
MEIMIMHCKUMH OpPTraHU3alUsIMH, UMEIOIIMMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO0 AEATENbHOCTb, U MX
000COOJICHHBIMH TIOIPA3/ICTICHUSIMH, PACIIONOKEHHBIMA B CEIBCKHX HACEIIEHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpraHU3allid, U BETEPHUHAPHBIMU OpPraHMU3aLUsAMH, WMEIOIIMMHU JUICH3UIO Ha
dbapMareBTHIECKYIO JeTETbHOCTb.
TAPAHT:

Cm.  Ilonoowcenue o  auyensuposanuu  papmayesmuyeckoi  0esmenbHOCmu,  YMEEePHCOeHHOe
nocmanoeénenuem Ilpasumenvcmea PP om 31 mapma 2022 2. N 547

Cm. memoouyecKkue YKA3anus no OCYUWjeCmeIeHuio Opeanamu 20cy0apCmeeHHol enacmu cyovekmos P®
nepeoannvix norHomouul P® no nuyenzuposanuto apmayeemuyeckoi 0esimenbHOCmu, YmeepicOeHHble
npukazom Mumnzopascoypazeumus Poccuu om 6 uionsn 2008 2. N 263n

Unpopmayus 06 usmeHnenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmo 2 usmenena c 29 oexabps 2025 e. - @edepanvhuiii 3akon om 29 oexaops 2025 2. Ne 549-D3

Cum. npedvioywyio pedakyuio

2. Ou3nMyeckue IUIa MOTYT OCYIIECTBIATh (apMaIleBTHUECKYIO ACSITeIbHOCTh IMPH HAJTHMYUU
BBICIIETO WJIU CPETHETO (hapMaIleBTUIECKOr0 00pa30BaHUs M CEPTU(HUKATA CIICIIUAINCTA MO0 PO ICHHON
AKKpEIUTAIMKA  CIICIUANNCTA, BBICIIETO WM CPEJHET0 BETEPHUHAPHOTO 00pazoBaHUs (B IEJAX
OCYIIIECTBIICHUST (PapMaleBTHUECKON NEATENLHOCTH B cepe oOpalleHusi JICKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO IPUMEHEHUS ), 3 TAK)KE BBICIIETO WU CPEAHETO MEAMIIMHCKOTO 00pa3oBaHus, cepTH(UKaTa
CHeNHaInCTa MO0 MPOUICHHOW aKKPEIUTAIIMH CIIEIUAINCTA U JIOTIOJTHUTEIBHOTO PO eCCHOHAIBHOTO
oOpa3oBaHMsl B 4YacTH pPO3HUYHONW TOPTOBIM JIEKAPCTBEHHBIMHU TMIpermaparaMu Il MEIHIIMHCKOTO
NPUMEHEHHS TIPU YCIOBHU WX PabOThl B 000COOJICHHBIX MOJPA3ICICHHUSIX METUIIMHCKUX OpraHW3allHi,
yYKa3aHHBIX B 4acTu | HaCTOAIIEH CTaThu.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 52 HacmosAuweco @eéepaﬂbnoeo 3dKOHA

Hngpopmayus 06 usmenenusx:
Haumenosanue usmeneno c 1 cenmsabps 2024 2. - @edepanvhuiii 3akon om 30 sineaps 2024 2. Ne 1-D3

Cm. npedvioywyio peoakyuio
Crarba 52.1. BBog B rpaxkgaHcKuii 00OpOT JIEKAPCTBEHHBIX CPEACTB Ui MEIULUHCKOIO
IPUMEHEHUS

HUnghopmayus 06 uzmenenusx:
Yacmo [ usmernena c 1 cenmsnops 2024 2. - @edepanvhuiii 3axon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyio peoakyuio

1. Ilepen BBOOOM B IpaKAaHCKHII 000OPOT KaX/10i Cepuu WIN Ka)xJ0M HMapTUU MPOU3BEACHHOIO B
Poccuiickoit @enepanuu JIEKapCTBEHHOTO Ipenapara A1 MEJULUHCKOrO IPUMEHEHHUs, 3a UCKIIOUEHUEM
MMMYHOOHMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB, IPOU3BOINUTENb TAKOTO JIEKApCTBEHHOTO Ipernapara
IPEACTaBISIET B JEKTPOHHOM (opMe B (eaepaibHblil OpraH UCIOJIHUTENIBHON BIACTH, OCYIECTBIISIONIHI
(GYHKIMM O KOHTPOJIIO U HAaJ30py B cpepe 3apaBOOXpaHEHUS, TOKYMEHT ITPOU3BOAMUTENS JIE€KapCTBEHHOTO
CPEICTBA, MOATBEPKAAIOIINI Ka4eCTBO JICKAPCTBEHHOI'O NIpernapara, ¥ MoATBEPKACHUE YIIOJTHOMOYEHHOTO
JUIa MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB COOTBETCTBMSI JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPU €r0 PErUCTpaLUu.

Ungpopmayus 06 usmenenusix:

Cmamuws 52.1 oononnena uacmoto 1.1 ¢ 1 cenmsbps 2024 2. - @edepanvhsiii 3axkon om 30 sneaps 2024 2. No
1-D3

1.1. Ilepen BBOAOM B TpakAaHCKHI 000POT KaXXAOWH CEpUU MU KAKIAOW MapTHH MPOU3BEICHHON B
Poccuiickoit  ®eneparun  (hapmMarieBTHYECKOM CyOCTAaHIIUA TPOU3BOJUTENH TAaKOTO JIEKAPCTBEHHOTO
CpeICTBa MPEACTABIsAECT B DJIEKTPOHHOW Qopme B deaepaltbHbIi OpraH HCHOJIHUTEIBHOW BIACTH,
OCYIIECTBIAIONINN (QYHKIMM TIO KOHTPOJIIO M HAA30py B cdepe 3IpaBOOXpaHEHHS, JOKYMEHT
MIPOU3BOAUTENS JICKAPCTBEHHOTO CPECTBA, MOATBEPIKIAIONINN Ka4ecTBO (hapMalieBTHIECKOi CyOCTaHIIHNH,
U JJOKYMEHT, TOATBEPKIAIOIMINIA COOTBETCTBUE JIEKAPCTBEHHOTO CPEJICTBA TPEOOBAHUSM, YCTAHOBIECHHBIM
IPHU €ro TOCYJapCTBEHHON pEerucTpany Ui perucTparu, 1 oQopMIECHHBINH yIOTHOMOYEHHBIM JTUIIOM
MIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB.

Ungpopmayus 06 uzmenenusix:
Yacmo 2 usmenena ¢ 1 cenmsaops 2024 2. - @edepanvhuiii 3axkon om 30 saneaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio

2. Tlepen BBOOOM B TPaXIAHCKHN OOOPOT KaKIOW CEpUU WM KXKIOW MapTUM BBO3UMOTO B
Poccuiickyro ®@enepanuro J€KapCTBEHHOIO Ipernapara sl MEAULUUHCKOTO IPUMEHEHHUS], 38 UCKIIFOUEHUEM
MMMYHOOHMOJIOTUYECKNX  JIEKAPCTBEHHBIX  MpenaparoB, OpraHU3aIis, OCYIIECTBISIONMas  BBO3
JeKapCTBEHHOTO Tpemapara B Poccuiickyto ®eneparuio, MpenCTaBIsieT B AIEKTPOHHON (opme B
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

denepanbHbIl OpraH HUCIOJHUTENBHON BIACTH, OCYIIECTBISIOMUN (PYHKIIMU 10 KOHTPOJIO M HAA30py B
chepe 3IpaBOOXpPAHEHHS, JOKYMEHT MPOU3BOAUTENS JICKQPCTBEHHOTO CPEICTBA, MOATBEPIKIAIOIIHIA
Ka4eCTBO JIEKapCTBEHHOIO Iperapara, U NOATBEPKICHHUE MPEACTAaBUTENS OpraHu3aliuu, OCYECTBIISIIOLIEH
BBO3 JIEKAPCTBEHHOrO Ipenapara B Poccuiickyro ®Penepauui0 M yHOJIHOMOYEHHONM HWHOCTPAHHBIM
IIPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBUS BBO3MMOIO JIEKAPCTBEHHOI'O Ipemnapara
TpeOOBaHUSAM, YCTAHOBICHHBIM IIPH €T0 PErUCTPALIUH.

Unpopmayus 06 usmeHenusix:

Cmamus 52.1 oononnena yacmoio 2.1 ¢ 1 cenmsabps 2024 2. - @edepanvusiii 3akon om 30 saneaps 2024 2. Ne
1-D3

2.1. Tlepen BBOAOM B TPAKIAHCKHI OOOPOT KaXKIOW CEpUM WM KaXKJIOM MapTUU BBO3UMOW B
Poccuiickyro denepanuio papmarieBTuueckoil cyOCTaHIIMU OpraHU3alus, OCYIIECTBISAIONIasi BBO3 TaKOTO
JIEKapCTBEHHOTo cpeacTtBa B Poccuiickyio @enepanuio, MpeACTaBIseT B AICKTPOHHOH Qopme B
denepanbHbIl OpraH HUCIOJHUTENBHON BIACTH, OCYIIECTBISIOMUN (PYHKIIMU 10 KOHTPOJIO M HAA30py B
chepe 3IpaBOOXpAaHEHMS, TOKYMEHT IPOU3BOAUTEINS JICKAPCTBEHHOTO CPEACTBA, MOATBEPKIAIOIINI
KauecTBO (papMaleBTHUECKON CyOCTaHIINU.

HUnghopmayus 06 uzmenenusx:
Yacmw 3 usmernena ¢ 1 cenmsnops 2024 2. - @edepanvhuiii 3axon om 30 saneaps 2024 2. No 1-D3

Cm. npedvioyuyio pedakyuio

3. Tlopsinok mpeacTaBieHusi B COOTBETCTBUU ¢ yacTsamu 1, 1.1, 2 u 2.1 HacTosmed crarbu
JIOKYMEHTOB U CBEJICHUH O JIEKAPCTBEHHBIX CPECTBAX, BBOJUMBIX B TPaXKIaHCKUI 000POT, yCTaHABIUBACTCS
[IpaBurensctBoM Poccuiickoit denepanun.

Hngpopmayus 06 usmenenusx:
Yacms 4 usmenena c 1 cenmaops 2024 e. - @edepanvusiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio

4. B OTHOLIEHMU NEPBBIX TPEX CEpPUM WM MapTUH JIEKAPCTBEHHOIO IIperapara, BIIEpBBIE
npousBeneHHoro B Poccuiickoit denepanuu unu BrepBsie BBo3UMOro B Poccuiickyto @enepanuio (06e3
ydera JIO3UPOBKH) B paMKax OJHOIO PpErucTPalMOHHOIO YAOCTOBEpeHHUs, B (eaepanbHbI OpraH
UCTIOJIHUTENIHOU BJIACTH, OCYIIECTBIISIOMUI (DYHKIIMHU IO KOHTPOJIIO U HAaA30pYy B cdepe 3paBOOXpaHeHus,
JIOTIOJTHUTEIBHO MPEACTABISIETCS IPOTOKOI HCIBITAHHA O COOTBETCTBUHM CEPUM  WIM  ApTUHU
JIEKapCTBEHHOTIO IIpernapara il MEIULIUHCKOrO IMPUMEHEHHUs T0Ka3aTeNIsIM KayeCTBa, IIPENyCMOTPEHHBIM
HOpPMAaTMBHOM JOKyMEHTAlMeW, UM TpeOOBaHUSAM, YCTAHOBJIEHHBIM IPU PETUCTPALlMU B COOTBETCTBUHU C
aKTaMH, COCTaBILIIOIIMMHU ITpaBo Coro3a (Z1ajnee - MPOTOKOJ UCIIBITAHU ), IPOBOJUMBIX aKKPEIUTOBAHHBIMU
B COOTBETCTBUH C 3aKOHO/IaTEIHCTBOM Poccuiickoit deneparinu 00 akKpeAUTAIIMN B HAITMOHAJIBHON CUCTEME
aKKpenuTaluu (enepanbHbBIMU TOCYAaPCTBEHHBIMU OIOJKETHBIMU YUPEXKAECHUSMH, 110/IBEIOMCTBEHHBIMHU
denepanbHOMY OpraHy MCIIOJIHUTENIBHONM BIIACTH, OCYUIECTBIAIONIEMY (YHKUMU 1O BBIpaOOTKE U
peanu3aly TOCyIapCTBEHHOW TMOJMTUKM W HOPMAaTHBHO-TIPABOBOMY PpEryJHpOBaHHIO B cdepe
3/paBOOXpaHEHUs, U (eiepalbHOMY OpPraHy MCHOJHUTEIbHOM BIACTH, OCYLIECTBIISIOMIEMY (DYHKIUHU IO
KOHTPOJIFO M Ha/I30py B cdepe 3apaBooxpaHeHus. [lomyckaercsl MpeacTaBiIeHue MPOTOKOIa UCTBITAaHUH,
IIPOBEJICHHBIX C HCIIOJIB30BAaHUEM CPEACTB JHCTAHIIMOHHOIO B3aumoneucTBus. [lopsnok Bbzaun
yKa3aHHBIMH (ellepaJIbHbIMH TOCYJapCTBEHHBIMHU OIO/PKETHBIMU YUPEKICHUSAMU JAHHOTO MPOTOKOJA U
pa3Mep IIaThl 3a €ro Bblady ycranasinuparoTcs [IpaBurensctBom Poccuiickoit denepanum.

Ungopmayus 06 uzmenenusx:

Cmamuws 52.1 oononnena yacmoto 4.1 ¢ 1 cenmsabps 2024 2. - @edepanvusiii 3axkon om 30 sneaps 2024 2. Ne
1-D3

4.1. IlpencraBieHue MPOTOKOJIA UCIIBITAHUN JTOIYCKAETCS TOJIBKO B OTHOLIEHUH NEPBOM CEPUU WU
NIEPBOM IapTUU JIEKAPCTBEHHOI'O Ipernapara, BIEpBbIe Ipou3BeaeHHoro B Poccuiickoit denepanun wim
BIiepBble BBO3UMOro B Poccuiickyto @Denepanuio (3a HCKIIOUEHHEM JIEKapPCTBEHHBIX IIPENaparos,
yKa3aHHbBIX B 4acTsaX 4.2 u 4.3 HacTosILEel CTaTbu), B Cllyyae IPeAO0CTaBIEHUs CBEIEHUI O JlaTe BBIAAYU U
pPEruCTpPallMOHHOM HOMEpPE 3aKJIIOUEHHUs. COOTBETCTBUSI IPOU3BOJCTBA JIGKAPCTBEHHBIX CPEICTB
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

TpeOOBaHUSM TMPAaBWJI HaJIKAIICH TMPOM3BOACTBEHHON MPAKTUKH, BBIAAHHOTO YIOJTHOMOYEHHBIM
q)eﬂepaHBHLIM OopraHomMm HUCIIOJIHUTEIBbHOMI BJI1aCTH, WX CepTI/Iq)I/IKaTa COOTBCTCTBHUA IIPOU3BOACTBA
JICKApCTBEHHBIX CPEICTB TPEOOBAHMSM IPABWII HAJISKAIICH MPOU3BOICTBEHHON NpakTuku EBpasuiickoro
HYKOHOMHYECKOTO COI032, BBIJAHHOTO YIOJHOMOYCHHBIM OpPraHOM TOCYHIapcTBa - wWieHa EBpasuiickoro
SKOHOMHYECKOTO CO03a, B OTHONICHWH IMPOU3BOJICTBEHHOW TUIOIMIAAKH (IPOM3BOACTBEHHBIX IUIOIIAIOK),
OCYIICCTBIISIONICH MPOU3BOJCTBO TOTOBOM JICKAPCTBEHHOW (POPMBI M BBITYCKAIOUINI KOHTPOJIL Ka4eCTBa
JIEKapCTBEHHOTO TIpernapara, py yCJIOBUU OTCYTCTBUS B TEUCHHE TPEX JICT, MPEIIISCTBYIONIMX aTe BbIIa4n
ITPOTOKOJIa I/ICHBITaHI/If/’I, CJIy4acB BBIABJIICHHA HCCOOTBCTCTBHA YCTAaHOBJICHHBIM Tpe60BaHI/I$IM KaduyecTBa
JICKAapCTBEHHBIX CPEACTB, MH(pOpMANMs O KOTOPBIX ONyOJIMKOBaHA Ha caiiTe (eaepalibHOrO0 OpraHa
UCTIOJIHUTENIFHOW ~ BJIACTH, OCYIIECTBIAIOMIET0 (YHKIMM 1O KOHTPOJIIO U Haa3opy B chepe
37paBOOXPAHEHUS, B OTHOLICHUN BCEX MPOU3BOJICTBEHHBIX IUIOMIAJOK, OCYIIECTBISIONIMX POU3BOACTBO
JICKapCTBEHHOTO MpernapaTa v BBITYCKAIOIIN KOHTPOJh KaueCTBa JICKAPCTBEHHOTO Mperapara.

Unpopmayus 06 usmeHenusix:

Cmamuws 52.1 oononnena yacmoio 4.2 ¢ 1 cenmsabps 2024 2. - @edepanvusiii 3akon om 30 sneaps 2024 2. Ne
1-D3

4.2. He TpeOyercs pencTaBiIeHIE MPOTOKOJIA UCTIBITAHUH, YKa3aHHOTO B 4acTy 4 i 4.1 HacTosei
CTaTbU, B OTHOIICHUU OpP(aHHBIX JEKAPCTBEHHBIX MPENaparoB, BHICOKOTEXHOIOTUYHBIX JIEKAPCTBEHHBIX
MPEraparoB, MOJYICHHBIX U3 OMOJOTHYECKOTO MaTepraia OMpeeIICHHOTO YeJIOBEKa M MPEIHA3HAYCHHBIX
JUTSL IPUMEHEHHSI 9TOMY K€ YETIOBEKY.

HUnghopmayus 06 uzmenenusx:

Cmamuws 52.1 oononnena yacmoto 4.3 ¢ 1 cenmsbps 2024 2. - @edepanvhsiii 3axkon om 30 sneaps 2024 2. No
1-D3

4.3. B OTHOILIEHUH ONHOW CEpPUH WM ONHOM MapTUHU BBICOKOTEXHOJIOTMYHOTO JIEKApCTBEHHOTO
npenapara (3a HCKIIOYEHHEM BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPENaparoB, MOJIYYEHHBIX U3
OHMOJIOrMYEeCcKOT0 Marepuaia OINpeIeJICHHOrO YelOBeKa M MpeIHA3HAYeHHBIX IJISl MPUMEHEHHS 3TOMY Ke
YeJI0BEKY ), BIEPBbIE MIpou3BeieHHOro B Poccuiickoit deaepanuu win BliepBble BBO3UMOro B Poccuiickyro
Oenepannio, MPEACTABISETCS MPOTOKON UCHBITAHUN, TMPOBEACHHBIX C HUCHOJIb30BAaHHEM CPEJICTB
JUCTAHIIMOHHOTO B3aUMOJAEWCTBUSI B TEUEHHME IMEPBBIX TpPEX JIET IOCJe BBOJA TAKOro Ipernapara B
IpaXkJIJaHCKUI 000poT.

Ungpopmayus 06 usmenenusix:
Yacmw 5 usmenena c 1 cenmsnops 2024 2. - @edepanvhuiii 3axon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyio pedakyuio

5. ExeronHo He mo3znHee | ampens mpOW3BOAMTENM JIEKAPCTBEHHBIX CPEJCTB WM OpraHU3allNH,
OCYLIECTBIIIOIIAE BBO3 JIEKApCTBEHHBIX IpenaparoB B Poccuiickyto ®enepanuio, NpEenCTaBIsAIOT B
(denepanbHbI OpraH HUCIOJHUTENBHON BIACTH, OCYIIECTBISIONUN (PYHKIMU 110 KOHTPOJIIO M HAA30py B
chepe 3IpaBOOXpAaHEHMs, TMPOTOKOJI HCHBITAHMM MOCTYNUBLIETO B TEUEHHE MPEALIECTBYIOIIETO
KaJICH/IapHOTO rojia B TPaXKJaHCKUH O00OpOT JIEKAPCTBEHHOI'O Ipernapara COMIACHO PETUCTPALMOHHOMY
YAOCTOBEPEHUIO (Ha OJIHY CEpUI0 TOProBOTO HAMMEHOBAaHUS C YYETOM JIEKApCTBEHHOW (OpPMBI OJHOMN
JIO3UPOBKH), TPOBOJUMBIX aKKPEAUTOBAaHHBIMH B COOTBETCTBUU C 3aKOHOJATeIbCTBOM Poccuiickoi
®enepanyu 00 aKKpeUTALUU B HAIIMOHAJIBHON CHCTEME aKKpeIUTallUu1 UCIIBITaTeIbHBIMU Ja00paTopusiMu
(uentpamu). IlpencraBieHue mNpPOTOKONMA HCHBITAaHUM, MPEIYCMOTPEHHOTO HACTOSILIEH YacThlo, B
OTHOIIIEHUH JIEKApPCTBEHHBIX MPENAparoB, YKa3aHHbBIX B YacTH 4.2 HACTOALIEH CTaThH, JOMYCKaeTCs OJUH
pa3 B TpH rojia pu yCJIOBUHU UX BBOJA B rpaskJaHCKU 000poT. [Ipu npencraBieHny NpoTOKoJIa UCIBITAHUH],
peayCcMOTpeHHOro yacTsaMu 4 u 4.1 HacToswIel cTaTby, B efiepaibHblil OpraH UCIIOJIHUTENBHON BIACTH,
OCYUIECTBIIAIOMNNA (QYHKIIMH [0 KOHTPOJIIO U HA/A30py B cdepe 31paBOOXpaHEeHHs], TPOTOKOJ HCTBbITaHU,
IIPEyCMOTPEHHBII HACTOAIIEH YacThIO, B YKa3aHHBIN OpraH HE IPEACTaBIIAETCS.

Unpopmayus 06 usmenenusix:

Cmamuwsa 52.1 dononnena uacmoio 5.1 ¢ 1 cenmabpa 2024 2. - @edepanvuviii 3akon om 30 aneaps 2024 2. Ne
1-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

5.1. TIpom3BomuTenu JEKAPCTBEHHBIX CPEACTB WU OPTraHW3aIliH, OCYIICCTBISIONINE BBO3 B
Poccuiickyro ®eneparuio BBICOKOTEXHOJOTMYHBIX JIEKAPCTBEHHBIX IMPEMaparoB, BMECTO IMPOTOKOIA
UCTIBITAHUH, IPEyCMOTPEHHOTO YaCThIO 5 HACTOSIIEH CTaThH, BIIPAaBE MPEACTaBUTH B (pelepaibHbI OpraH
UCTIOJIHUTENILHON BJIACTH, OCYIIECTBIIIONINI (DYHKIIMHU IO KOHTPOIIIO U HAA30pY B cdepe 3ApaBOOXpaHEHUS,
CBEJIICHHSI O JIaTe U PETUCTPAIIOHHOM HOMEPE 3aKIIFOYCHUS O COOTBETCTBHH ITPOU3BOIUTES JICKAPCTBEHHBIX
CPEICTB TPEOOBAHUSM MPABUIT HAJICKAIICH TTPON3BOICTBEHHOM TPAKTHKH WM CePTU(PHUKATA COOTBETCTBUS
NPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM MPABUJI HAIJIC)KAIIEH TPOU3BOJICTBCHHOM MPAKTHKH
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM TOCYIapcTBa - 4JIeHA
EBpa3uiickoro 95KOHOMHUYECKOTO CO03a, JJIsi TMPOU3BOACTBEHHON IIOMIAIKUA  (TPOW3BOJICTBEHHBIX
TUTOMIAJIOK), OCYIIECTRIISIFOIICH MTPOU3BOACTBO TOTOBOM JICKAPCTBEHHOM (DOPMBI U BBITYCKAIOIIUN KOHTPOJIb
KauecTBa JICKAPCTBEHHOTO Tperapara.

HUngpopmayust 06 usmenenusix:
Yacmo 6 usmenena c 1 cenmaops 2024 2. - @edepanvuviii 3axkon om 30 ausaps 2024 2. Ne [-D3

Cum. npedvioywyio pedakyuio

6. Ilpou3BomuTenu JIEKAPCTBEHHBIX CPEICTB WM OpraHU3allud, OCYLIECTBIIAIOIINE BBO3
JIeKapCTBEHHBIX MpemnaparoB B Poccuiickyio ®exnepaiiuio, He MEHee 4eM 3a OJUH Toj A0 TIaHUPYEMbBIX
IPUOCTAHOBJIEHUSl WJIM TNPEKpAIIeHUs] IPOU3BOACTBA JIEKAPCTBEHHBIX IpENapaTroB WJIM HX BBO3a B
Poccuiickyro @enepanuio yBeAOMIISIOT 00 3TOM B JJIeKTpOoHHOU ¢dopme (denepanbHblii  OpraH
UCTIOJIHUTENILHOU BIIACTH, OCYIIECTBISIONINNA ()YHKIIUH 110 KOHTPOJIIO ¥ HAA30pYy B chepe 3apaBoOXpaHEHUS
U (QenepalbHbIl OpraH HCIOJHUTENBHON BIIACTH, OCYIIECTBISIIOMIMKA (YHKIMH IO JUIEH3UPOBAHUIO
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

7. BBoa B TpaxkIaHCKHl O0OpPOT KaKIOM CepuM WIH KaXI0M MapTUHU UMMYHOOHOIOTHYECKOTO
JIEKApCTBEHHOI0 Ipenapara, rnpousBefaeHHoro B Poccuiickoit denepanuu nin BBO3UMOro B Poccuiickyro
Qenepalvio, OCYIIECTBISETCS Ha OCHOBAaHHHM pa3pelIeHHs, BBIJAHHOTO (penepaabHBIM OpPraHoM
UCTIOJIHUTENIHOU BJIACTH, OCYIIECTBIISIONINM (DYHKITUH TI0 KOHTPOJTIO M HaJ30py B cdepe 3paBOOXpaHEHUS,
HA OCHOBAaHUU BBIIAHHOTO (eiepaibHBIMU FOCYAapCTBEHHBIMU OIOKETHBIMU YUPEXKICHUSIMU, YKa3aHHBIMU
B 4acTU 4 HACTOSIIEH CTaTbH, 3aKJIHOUEHUS O COOTBETCTBUU CEPUM WM MApTUU UMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOI0 Tpernapara TpeOOBaHMSAM, YCTAHOBJIIEHHBIM IIPH €ro TOCYJapCTBEHHOH perucTparuy.
[Topsiiok BeIIauM pa3peleHus Ha BBOJ B TPaKJaHCKUN 000POT Cepuu WM NapTUU UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOT'O Ipernapara, a Takke MOPSIOK BbIIAYM YKAa3aHHOTO 3aKJIIOYEHUSI U pa3Mep IUIATHI 3a €ro
BbIZIauy ycTaHaBnuBaroTcs [IpasurensctBom Poccniickont @enepannn.

Hnpopmayus 06 usmenenusx:

Cmamuws 52.1 oononnena yacmoto 7.1 ¢ 1 cenmsabps 2024 2. - @edepanvusiii 3akon om 30 sneaps 2024 2. Ne
1-D3

7.1. ®opma U TIOPSIOK MPOBEJEHUS UCTIHITAHUN, YKa3aHHBIX B 4yacTsax 4, 4.1, 4.3 u 5 Hacrosimei
CTaThbd, B TOM YHUCJIE C HUCIOIb30BAHUEM CPEJICTB JUCTAHLMOHHOTO B3aUMOJECUCTBUS, YCTAaHABIUBAKOTCS
[IpaBurensctBoM Poccuiickoit denepanum.

Hngpopmayus 06 usmenenusx:
Yacms 8 usmenena c 1 cenmsaops 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio

8. 3a HempenCTaBICHUE WJIM HECBOCBPEMEHHOE TIPEJCTaBICHNE JOKYMEHTOB W CBEIEHUH,
MpEeNyCMOTPEHHBIX YacTsamu 1, 2,4, 4.1, 4.3, 5, 5.1 u 6 Hacrosmiei cratbu, IPOU3BOIUTENH JIEKAPCTBEHHBIX
CPEIICTB M OpTaHMU3aIlMH1, OCYIIECTBRISIONINE BBO3 JICKAPCTBEHHBIX MpenaparoB B Poccuiickyro deneparuto,
HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOAATeNbCcTBOM Poccuiickoit denepanumu.

Ungpopmayus 06 uzmenenusix:
Yacmov 9 usmenena ¢ 1 mapma 2020 2. - @edepanvruiii 3axon om 27 dexkabps 2019 2. Ne 475-D3

Cm. npedvloywyro pedaxyuro
9. IlpencraBiieHNEe TOKYMEHTOB WU CBEICHHM, MPEAYCMOTPEHHBIX 4YacTamu 1, 2 m 4 Hacrosuen
CTaTbl, M IIOJIYYECHHE IMPEIyCMOTPEHHOIO YacThKO 7 HACTOALIEW CTAaTbU pa3pellieHuss Ha BBOJ
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
W3MCHCHHSIM. ..

MMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO Tperapara B rpakIaHCKUH 000poT He TpeOyIOTCs B OTHOIICHUH
JIEKapCTBEHHBIX IpENaparoB, MPEAHA3HAYCHHBIX JJisi MPOBEACHHUS KIMHUYECKHX HCCIEAOBAHUI
JICKapCTBEHHBIX IpENaparoB, IMPOBEICHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBIICHUS
TrOCY/IapCTBEHHON  pErucTpaluu  JIGKQpCTBEHHBIX  IpernaparoB, a TakXke B  OTHOIICHUH
HE3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB, MPEAHA3HAYCHHBIX JUISI OKa3aHUS MEIUIIMHCKON
MOMOIIM IO XWU3HEHHBIM IIOKa3aHUSIM KOHKPETHOIO MAaIllMEHTAa WM TPYIIbl NalMeHTOB, BBO3UMBIX B
Poccuiickyro denepanuio B COOTBETCTBUU ¢ YacTsAMU 3 U 3.1 crarbu 47 HacTosiiero deaepanbHOro 3aKoHa.

Unghopmayus 06 usmenenusx:

Yacmo 10 usmenena c 1 cenmsaops 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cum. npedvioywyio pedakyuio

10. IIpu BbISBIEHMM B IpaKIAaHCKOM O0OpOTE CEpUM WIM NapTUHU JEKapCTBEHHOIO IIperapara,
JIOKYMEHTBI U CBEJICHUSI O KOTOPBIX, TPEAYCMOTpeHHbIC yacTamu 1, 2,4, 4.1,4.3, 5 u 5.1 Hacrosiel cTaTbu,
HE MPEICTaBICHBl B ()elepalbHBI OpraH HCIOTHUTEIBHON BIACTH, OCYMIECTBISIFONIMKA (YHKIHH TIO
KOHTPOJIIO W Haa30py B cdepe 3apaBOOXpaHECHHS, JHOO CEpUU WM MApPTHH HUMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Ipernapara, HE MMEIONIMX pa3pelieHuss Ha BBOJ B TPaxAaHCKUl  000poOT,
MPEeIyCMOTPEHHOTO YacThi0 7 HacTosed cTaTbH, (enepalbHblii OpraH HCIOJIHUTEIBHONW BIACTH,
OCYIICCTBIISIIOMNY (YHKIIUM TI0 KOHTPOJIO W Ham30py B cdepe 3ApaBOOXpaHEHUS, B MOPSIKE,
ycranoBiaeHHoM [IpaButensctBom Poccuiickoit ®denepanuu, NpUHUMAET pEIICHHE O MPeKpaleHun
IPaXKTAHCKOTO 000pOTa TAKUX CEPUU HMITU TAPTUHU JI0 TPEICTABIICHUS YKA3aHHBIX JIOKYMEHTOB U CBEICHHIA
100 MOTYYEHHS YKa3aHHOTO pa3pelIeHHUs.

Hnpopmayus 06 usmenenusx:

DedepanvHulil 3aKkoH dononnen cmamoveti 52.2. ¢ 1 cenmaopa 2023 2. - Dedepanbhubviii 3ako0H om 2 uions
2021 2. Ne 317-D3
TAPAHT:

Heticmsue nonooicenuti cmamou 52.2 He pacnpocmpansemcs Ha cepuu 1eKapCmeeHHbIX npenapamos OJis
6eMepUHAPHO20 NPUMEHEHUs, 66e0eHHble 8 2padicOancKuti obopom na meppumopuu PP oo 1 cenmsabps
2023 2. Cepuu makux JeKapcmeeHHblX Npenapamos Hnooaexdcam XpaHeHuro, Nnepego3Ke, OMmMNYCcKy,
peanuzayuu, nepedade u NPUMEHEHUI0 00 UCHEYeHUs CPOKA UX 200HOCIU

Crarbs 52.2. BBoj B rpakaaHCKUN OOOpOT JIEKapCTBEHHBIX MPENapaToB Jisi BETEPUHAPHOIO

PUMEHEHUS

1. [lepea BBOZOM B IpakJIaHCKUI 000pOT KaXk101 cepuu npousBezieHHoro B Poccuiickoit denepannu
JIEKapCTBEHHOTO Tpenapara Jisl BETEpUHAPHOTO MPUMEHEHHS, 3a UCKIIIOYEHUEM MUMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipernapara JUisi BETEPUHAPHOIO IPUMEHEHMs], IIPOU3BOAUTEIL TAKOIO JIEKAPCTBEHHOI'O
npernapara NpeicTaBiseT B YBEIOMHUTEIBHOM NOpsAKe B (efepaibHbI OpraH MCIOJHUTEIBHON BIIACTH,
OCYILECTBISIOMUI (PYHKIIMH 110 KOHTPOJIO (Haa30py) B chepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB JUIS
BETEPUHAPHOTO IPUMEHEHHS:

1) TOKyMEHT NpPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, MOATBEPKIAIOIIUI COOTBETCTBUE KauecTBa
JIEKapCTBEHHOTO IIpernapara JJisi BETEepUHApPHOIO INPUMEHEHHs, BBOAMMOIO B Tpa)IaHCKHH 000poT,
TpeOOBaHUAM, YCTAHOBICHHBIM IPH €T0 TOCYAapCTBEHHOM PETUCTpaIiH;

2) noATBepKACHNE YIIOJHOMOYEHHOTO JIUIIa TPOU3BOANUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOTO Tpernapara JyUlsi BETepUHAPHOTO NPUMEHEHUs TpeOOBAaHUSAM, YCTAHOBJICHHBIM IpPU €ro
TrOCYJIapCTBEHHOMN PETUCTPALUU.

2. Tlepen BBOAOM B TpaKAAaHCKUH 0OOPOT KaXIOW CEpHUH BBO3UMOIO (IEpEeMENaeMoro) B
Poccuiickyro @enepannio JIEKapCTBEHHOTO Mpenapara /il BETEpUHAPHOTO TPUMEHEHUS, 38 HCKITFOUYEHUEM
UMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO Mperapara s BeTepUHAPHOTO MPHUMEHEHHsI, OpraHu3alus,
OCYUIECTBIIAIONIAs BBO3 (II€pEMEIIEHHUE) JIEKAPCTBEHHOTO Mpenapara s BETEpUHAPHOTO MPUMEHEHHS B
Poccuiickyto @enepanuio, TNpeACTaBISeT B YBEIOMUTEIBHOM TMOpAake B (eaepanbHblii  oprax
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WCITOJITHUTEIILHON BJIACTH, OCYIIECTBISIOMNNA (PYHKIIMU TIO KOHTpOJO (Haa3opy) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB AJISI BETEPUHAPHOTO IPUMEHEHHUS:

1) 1OKyMEHT MpPOU3BOIUTEINS JIEKAPCTBEHHBIX CPE/ICTB, MOATBEPKIAIOIIUI COOTBETCTBUE KauyecTBa
JICKQpCTBEHHOTO TIpemapara i BETCPUHAPHOTO TMPUMEHEHHS, BBOAMMOTO B TPa)XJaHCKH 000pOT,
TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPH €T0 TOCYIapCTBEHHON pEerucTpaluy;

2) MOATBEPXKICHUE JIMIIA, YIOJHOMOYEHHOTO JIEep>KaTejeM WM BIIJIEIbIEM PETUCTPALMOHHOTO
YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipemapara Juisi BETEPUHAPHOTO TMPUMEHEHHS, COOTBETCTBHS
JICKQpCTBEHHOTO TMpemapara JJisi BETCPUHAPHOTO TMPUMEHEHUs TPEeOOBAaHUSM, YCTAHOBIECHHBIM TPHU €T0
roCyIapCTBEHHOM PEruCTpaliH.

3. BBoa B rpaxmaHckuii o00poT BBO3uUMOro (mepemeniaemoro) B Poccuiickyio ®eneparuio
JIEKapCTBEHHOTO Tperapara Jyisi BeTepUHAPHOTO MPUMEHEHHSI OCYIIECTBISETCS MPH HAIMYUU 3aKIIIOYCHHUS
O COOTBETCTBUM MPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM TMpaBUI  HaJIexkKalleH
MPOU3BOACTBEHHOIN MPAaKTUKH, BBIAAHHOTO YIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCHOJIHHUTEIbHOM
BJIACTH JJIsi IPOU3BOJICTBEHHOM IUJIOMIAKH JIEKAPCTBEHHOTO Mperapara Jjisi BETepUHAPHOTO MPUMEHEHHUS,
BBOJIMMOTO B TPXKIAHCKUN 00OPOT.

4. Jluuo, yroJIHOMOYEHHOE JepKaTelieM WM BIAJIEIbIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Mperapara Jyisi BETepUHAPHOTO TPUMEHEHHUS, TOJKHO OBITh aTTECTOBAHO B YCTAHOBICHHOM
YIOJTHOMOYEHHBIM (Pe/IepaIbHBIM OPTaHOM HCIIOJHUTEIIBHON BIACTH TOPSIKE W MMETh CTaX padOThI HE
MEHEE YeM IIATh JIeT B 00JACTH MPOU3BOJICTBA U (UJTM) KOHTPOJIS Ka4eCcTBa JIGKAPCTBEHHBIX CPEACTB MO0 B
obmactu MoHUTOpPUHTA 3()(HEKTHBHOCTH B OE30MIACHOCTH JICKAPCTBEHHBIX MPETAPaTOB JIJISl BETEPHHAPHOTO
NPUMEHEHHUS, [POBOAUMOTO JepiKaTeleM WM BIAJeNblieM PEruCTPAllMOHHOTO  YIOCTOBEPECHHUS
JIEKapCTBEHHOTO Tpenapara Jyisi BETepUHAPHOTO MPUMEHEHHS MO0 YIOTHOMOYCHHBIM UMH IOPUINIECKUM
JUIIOM, BBICIIEE OOpa3OBaHHWE COOTBETCTBEHHO IO OIHOM M3 creuuajgbHOocTed W (WIK) OAHOMY U3
HalpaBJICHUN  TMOATOTOBKU: OHWOJOTHS, OHOTEXHOJIOTHS, BETEPUHAPUS, BETEPUHAPHO-CAHUTAPHAS
JKCIIEPTH3a, KIMHUYECKass MEAUIIMHA, paJualliOHHasl, XMMUYecKas U OMoJoruyeckasl 3amura, Gpapmars,
dbyHIaMeHTaNbHas MEAUIIMHA, XUMUYECKasi TEXHOJIOTHS, XUMHUSL.

5. Ilopsinok mpeacTaBIeHUsI B COOTBETCTBUU C YacTAMU 1 U 2 HacToAlIEH CTarbu JTOKYMEHTOB U
CBEJICHUN O JICKapCTBEHHBIX Mperaparax JjIsi BETEPUHAPHOTO NMPUMEHEHUS, BBOAUMBIX B TPaXTaHCKUN
o0opoT, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit denepanuu.

6. B oTHOIIIEHNY TIEPBBIX IBYX CEPUH JICKAPCTBEHHOTO TIpenapara JJisi BETepUHAPHOTO MPUMEHEHUS,
BIIEpBBIC Mpou3BeAeHHOTO B Poccuiickoit ®depepanuu WM BIEpBbIE BBO3UMOTO (TIEpeMEIIaeMoro) B
Poccuiickyro @enepanuto, B penepanbHbIi OpraH UCIIOIHUTEIBHON BIACTH, OCYIICCTBISIONUN (yHKITIH
Mo KOHTPOIto (Haa30py) B cdepe oOpallleHus JeKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO MPUMEHEHHS,
Hapsgy C JOKYMEHTaMH, MPEIyCMOTPEHHBIMHU dYacTsMU | MU 2 HacToOAlEH CTaThbu, MPEICTaBISIOTCS
MIPOTOKOJIBI UCTIBITAHUNA O COOTBETCTBUM 3THUX CEPHUM JIEKAPCTBEHHOIO IMpemnapara sl BETEPUHApHOIO
MPUMEHEHHUS TI0Ka3aTesiM KauecTBa, MPEAYyCMOTPEHHBIM HOPMAaTUBHBIM JIOKYMEHTOM (J1ajie€ - TPOTOKOI
UCIIBITAHUH), TPOBOIMMBIX AaKKPEAUTOBAaHHBIMH B COOTBETCTBMM C 3aKOHOJIATENbCTBOM Poccuiickoit
®denepanun 00 aKKPEAUTAINH B HAIIMOHATLHON CUCTEME aKKPEAUTAIIUU UCTIBITaTEIbHBIMH JTa00paTOPUIMU
(1leHTpamm).

7. ExerogHo He no3zaHee | ¢eBpasiss NpOU3BOAUTENN JEKAPCTBEHHBIX CPEJICTB WM OpPTraHU3allly,
OCYIIECTBIISIONINE BBO3 (IIEpEeMEIIeHHE) JIeKapCTBEHHBIX MPENaparoB AJs BETEPUHAPHOTO MPUMEHEHHUS B
Poccuiickyro  ®enepanuio, TPEACTaBIAIOT B (enepaibHBIA  OpPraH  HCHOJHUTEIBLHOW  BIIACTH,
OCYIIECTBISIOMUN (PYHKIIUU TIO KOHTPONIO (Haa30py) B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB s
BETEPUHAPHOTO MTPUMEHEHU S, TIPOTOKOJ UCTIBITAHUH MMOCTYNUBIIErO B TEYECHUE T0J1a B TPAKIAHCKUI 000pOT
JIEKapCTBEHHOTO Mpenapara Jjisi BETEpUHAPHOTO MPUMEHEHHU I KOHKPETHOTO MTPOU3BOAUTES (HA OJHY CEPUIO
Ka)KJIOTO TOPrOBOTO HANMEHOBAHMS C YIETOM JIEKAPCTBEHHOM (DOPMBI, a 7151 JIKApCTBEHHOTO Mperapara JJist
BETEPUHAPHOTO MPUMEHEHHSI, HE SIBIISIONIETOCS MMMYHOOHMOIOTHYECKUM, TaKXKe C YYETOM JO3HPOBKH),
MPOBOJAMMBIX aKKPEAUTOBAHHBIMA B COOTBETCTBHHM C 3aKOHOMATEIhCTBOM Poccuiickoit deneparuu 00
AKKpEIUTAIMK B HAIIMOHAILHOUN CHCTEME aKKPEAUTAIIMU UCTIBITATEILHBIMU J1a00paTOpUsSIMU (LIEHTPAMH).
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8. BBom B TpaxkmaHCKHii 00OpPOT HMMMYHOOHOJOTHYECKOTO JICKAPCTBEHHOTO IIpemapara s
BETEPUHAPHOIO IIPUMEHEHHs, IpousBeaeHHOro B Poccuiickon @Penepauuu UM BBO3HMOIO
(nepememaemoro) B Poccuiickyro denepanuio, ocylecTBIsSETCS Ha OCHOBAaHUH pa3pelleHus], BbIIAHHOTO
(enepaabHBIM OPTaHOM HCHOJTHUTEIBHON BIACTH, OCYIIECTBIISIONMM (QYHKIIUH 110 KOHTPOJIIO (HaI30py) B
ctepe oOpaiieHus JEKapCTBEHHBIX CPEICTB JII BETEPUHAPHOTO MPUMEHEHHUS. YKa3aHHOE paspelieHue
BbIJIa€TCS Ha OCHOBAaHUU IPOTOKOJIA HCHBITAaHUM, MPOBOJUMBIX AKKPEIUTOBAHHBIMM B COOTBETCTBUU C
3akoHoAarenbcTBOM Poccuiickoit @enepanyu 00 akKpeAUTAllMU B HAIIMOHATILHOW CUCTEME aKKpeIUTaluu
OpraHu3allMsIMHM,  TIOABEAOMCTBEHHBIMH  (peepalbHOMY  OpraHy  HCIOJHHUTEIBHOH  BJACTH,
OCYUIECTBIIAIONMIEMY (DYHKIMU IO BBHIPAOOTKE TOCYIapCTBEHHOW MOJIMTUKH W HOPMATHBHO-IIPABOBOMY
PEryIMpPOBaHUIO B chepe arporpoMBIIIIICHHOTO KOMIUIEKCa, BKITIOYast 0OpallieHue JeKapCTBEHHbBIX CPEACTB
JUIsL  BETEPUHAPHOTO  MpUMEHEHMs, Wid (elepaJbHOMy OpraHy  HCIOJHUTENbHON  BIIACTH,
OCYILECTBIAIONEMY (PYHKIIUH IO KOHTPOIIO (Haa30py) B cepe oOpaiieHus JeKapcTBEHHBIX CPEACTB s
BETEPUHAPHOIO MPUMEHEHHS, a TaKKe JIOKYMEHTOB W CBEICHUIl, IMPEIyCMOTPEHHBIX 4acThio 1 (I
IIpenaparoB, Mpou3BeleHHBIX B Poccuiickoil ®enepanyu) Wid 4acTeio 2 (JUIs IpemnaparoB, BBO3HUMBIX
(mepememiaeMbix) B Poccuiickyro @enepaliuio) HaCTOAIICH CTaThu.

9. Cpok BbIJIa4d pa3peiieHus, yKa3aHHOTO B YACTH 8 HACTOSIICH CTAaThH, COCTABIISET ISTh padOdIrX
JHEH CO JHS MPEeACTABICHHUS IPOU3BOAUTENIEM JIEKAPCTBEHHBIX CPEICTB WM OpraHu3aluei,
OCYUIECTBIIAIOIIEH BBO3 (IIEpeMEIleHNE) JEKapCTBEHHOIO Ipernapara /sl BETEpUHAPHOTO NMPUMEHEHHS B
Poccuiickyro denepanuio, B deaepanbHblii OpraH UCIOTHUTENBHON BIACTH, OCYIIECTBISIOMMN QyHKIUU
10 KOHTPOITIO (Haa30py) B cdepe oOpalieHus JTCKapCTBEHHBIX CPEACTB ISl BETCPUHAPHOTO MPUMCHCHHSI,
JIOKYMEHTOB, IIPEAYCMOTPEHHBIX YacThIO § HACTOSALIEH CTaThbH.

10. Pa3pemienue, ykazaHHOE B YacTH 8 HACTOSILEN CTAaThbU, BBIJACTCS B OTHOLUEHUM KaXKIOW U3
NEPBBIX JIByX CEpUil HMMMYHOOHOJOTMYECKOTO JIEKAPCTBEHHOTO Tperapara i BETePHUHAPHOTO
IIPUMEHEHHUs, BIIEpBbIE npou3BeAcHHOro B Poccuiickori @Pexepanuu WM BIEPBBIE  BBO3HMOIO
(mepememaemoro) B Poccuiickyto denepanuto. Takoe paspelieHre BbAA€TCS Ha BEChb CPOK OOpalieHus
CepUM HUMMYHOOHMOJIOIMUECKOro JIEKapCTBEHHOIO IIpernapara /jisi BETEPUHAPHOIO IPUMEHEHHs, B
OTHOLLUEHUHU KOTOPOI OHO BBIJIaHO. B OTHOIIEHMH MOCHENYIOMINX CEpUl OHOIO TOPrOBOr0 HAUMEHOBAHUS
MMMYHOOHOJIOTMYECKOT0 JIEKAPCTBEHHOT'O Mpenapara Jjsi BETEpUHAPHOTO IPUMEHEHUs, IPOU3BEACHHOTO B
Poccwuiickoit deaeparuu nir BBO3UMOTO (TiepeMerniaemoro) B Poccutickyto @eaepaiuio, Takoe pa3peiieHue
BbIIa€TCS CPOKOM Ha Tpu rozaa. llopsaok Bblaun paspelieHds Ha BBOJI B TpaxAaHCKUl 000poT
UMMYHOOHOJIOTMYECKOT0 JIEKApCTBEHHOT'O IMpernapara i BEeTepUHAPHOTO MPUMEHEHUS, TOPSIOK BbLAAYN
IIPOTOKOJIA UCIIBITAHUH, yKa3aHHBIX B YaCTH 8 HACTOALIEH CTaThH, a TAK)KE METOMKA ONPEIETICHUS Pa3MEPOB
IUTaThl 3a BBIJAYy YKa3aHHOIO NPOTOKOJA MCHBITaHUM yctaHaBiuBaercs IIpaBurensctBom Pocculickoit
denepanuu.

11. HMmmyHOOMONOrHMYecKue JeKapcTBEHHbIE Npenaparbl s BETEPUHAPHOTO IPUMEHEHus,
BBEJICHHbBIE B IPa’kJaHCKUN 0OOPOT B COOTBETCTBUU C YACThIO 8 HACTOALIEH CTaThbu, MOJJIEKAT XPAaHEHHUIO,
NIEPEBO3KE, OTIIYCKY, PeAIN3alliH, TIepeaade, IPUMEHEHHIO 10 UCTEYEHUS CPOKA UX TOHOCTH.

12. 3a HempeICTaBIEHHE WM HECBOEBPEMEHHOE MPEACTABICHUE JOKYMEHTOB U CBEICHUH,
IIPEyCMOTPEHHBIX YacTsMH 1 - 3, 6 1 7 HacToALIEN CTaTbu, IPOU3BOAMUTEIN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3aliK, OCYIIECTBISAIONIME BBO3 (IIEpEMEIIEHHE) JIEKAPCTBEHHBIX IPENaparoB sl BETEPUHAPHOTO
npuMeHeHus B Poccuiickyro @enepanuto, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

13. IIpencraBieHne 10KyMEHTOB U CBEEHUH, IPENYCMOTPEHHBIX YacTsamu 1 - 3, 6 u 7 HacTosen
CTaTbU, U MOJyUYEHUE PA3pEIICHHs], YKa3aHHOTO B YacTU § HACTOsIIEN CTaTbU, HEe TPeOYIOTCSI B OTHOLLIEHUH
JIEKapCTBEHHBIX IPENapaToB sl BETEPUHAPHOIO IPUMEHEHMS, NPEAHA3HAYEHHBIX MJI1 BBIBO3a W3
Poccuiickoit  ®denepanu, MNpPOBEACHHUS JTOKJIMHUYECKHX HUCCIEAOBAHUM JIEKAPCTBEHHBIX CPEACTB,
KJIMHUYECKUX MCCIIEN0BAaHUI JIEKAPCTBEHHBIX IPENAparoB Il BETEPUHAPHOIO NMPHUMEHEHUS U BBO3a JUISL
Henel, ykazaHHbIX B MyHKTe 5 yactu 1 crareu 50 Hacrosiero denepaabHOro 3akoHa, a Takke 00pas3IoB
JIEKapCTBEHHBIX NIPENaparoB /Jsi BETEPUHAPHOIO IPUMEHEHUS, IPEIHA3HAYEHHBIX Ul IPOBEINCHUS
9KCIIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B LEIAX OCYLIECTBIECHHS TOCYIapCTBEHHOM perucTpanuu
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JICKapCTBEHHBIX IPEIaparoB Il BETEPHUHAPHOTO TPUMEHEHHsS WM BHECCHUS HM3MCHEHHHA B
PEruCTPALMOHHOE JOChE Ha JICKApCTBEHHBIN IIpenapar Jyisi BETEPUHAPHOIO IPUMEHEHU.

HUngpopmayust 06 usmenenusix:
Cmamuos 53 usmenena c 1 sueaps 2018 e. - @edepanvusiii 3akon om 29 urons 2017 2. Ne 278-D3

Cum. npedvioywyio pedakyuio
Crarbs 53. Ilponmaxa, mepemadya JE€KapCTBEHHBIX CPEICTB OpraHU3AlMSIMU ONTOBOM TOPrOBIU
JICKApCTBEHHBIMHU CPE/ICTBAMHU

HUngpopmayust 06 usmenenusix:
Yacmo 1 usmenena c 1 cenmsaops 2023 2. - @edepanvuviii 3axkon om 4 aseycma 2023 2. No 428-D3

Cum. npedvioywyio pedakyuio
TAPAHT:

Hopmamuenvie npasosvie axmul, codepocawjue obazamenvhvie mpeOO8aHUs U NPUHUMAEMble 8 YelsiX
peanuzayuu noaodceruti yacmu 1 cmamou 53 (8 pedaxyuu @edepanvroco 3akona om 4 aseycma 2023 2. No
428-D3), ecmynarom 6 cuiy 8 ycmanosieHHble OAHHbIMU HOPMAMUSHBIMU NPABOSLIMU AKMAMU CPOKU, HO He
panee yem no ucmedeHuy mpuoyamu OHetl nocie OHs OQQuUYUAIbHO20 ONYOIUKOBAHUS COOMBENCIEYIOULE20
HOPMAMUBHO20 NPAo8o20 aKma

1. Opranuszanuu OoNnToBOM TOProBIIM JEKAPCTBEHHBIMHU CPEACTBAMHU MOTYT OCYIIECTBIIAThH MPOIAKY
JIEKapCTBEHHBIX CpPEACTB WM IepeAaBaTb MX B YCTAHOBJIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit
Oenepanuu nopsake (3a UCKIOYeHHEM (apMaleBTUYECKON CyOCTaHIIMU CIUPTA 3TUIIOBOTO (ITAHONIA) C
y4eToM TpeOOBaHUI YacTH 3 HACTOSIIEH CTaTbU:

1) apyruM opranusanusiM ONTOBON TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMM;

2) NpOU3BOAMTENSAM JIEKAPCTBEHHBIX CPEICTB VIS LIEI€H MPOU3BOJCTBA JIEKAPCTBEHHBIX CPENICTB;

3) anTe4HBIM OpPraHU3AIMsIM U BETEPHUHAPHBIM allTEYHBIM OpTraHU3aIUsIM;

HUnghopmayus 06 uzmenenusx:
Ilynxm 4 usmenen ¢ 30 ausaps 2024 2. - @edepanvuviil 3axon om 30 ausaps 2024 2. No [-D3

Cm. npedvioyuyro pedaxyuio

4) Hay4HBIM OpraHMU3ALMAM JUJIsl HAyYHO-UCCIIe10BaTeIbCKON paboThI;

5) UWHAMBHMIYaJbHBIM NPEANPUHUMATEISIM, HMMEIOUIMM JIMLEH3UI0 Ha (apMaleBTHYECKYIO
JeSTeNIbHOCTh WJIN JIMLIEH3UIO Ha MEIUIIMHCKYIO €S TEIbHOCTb;

Hnghopmayust 06 usmenenusix:
Ilynxkm 6 usmenen c 1 cenmsabps 2023 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne 428-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Hopmamuenvle npasosvie akmol, cooepoicawjue ods3amenvHvle mpebosanus u npuHumaemvle 6 Yessx
peanuzayuu nonoxcerull nynkma 6 yacmu 1 cmamou 53 (8 peoakyuu @edepanvHozo 3akoHa om 4 aseycma
2023 2. Ne 428-D3), ecmynarom 6 cuny 8 yCmaHo8leHHble OAGHHbIMU HOPMAMUBHBIMU NPABOBLIMU AKMAMU
CPOKU, HO He paHee YeM NO UCMeYeHuu mpuoyamu OHell Nocie OHsA OQUYUATLHO20 ONYOIUKOBAHUS.
COOmMEemcmayoue20 HOpMAMmUBHO20 NPAo6o20 aKmda

6) MEIMLIMHCKUM OpraHU3alUsiM, B TOM YUCJIE€ CO3/IaHHBIM U 3apEerMCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJIaTEJILCTBOM MHOCTPAHHOIO TOCY/apCTBa - uieHa Opranus3ani YJKOHOMUUYECKOTO COTPYIHUYECTBA
U Pa3BUTHUS WHOCTPAHHBIM IOPUAMYECKHUM JIMIIAM, UHAWBUYATbHBIM MPEIIPUHUMATENSAM, SBISIOLIUMCS
y4acTHUKaMU INPOeKTa B cooTBeTcTBUM ¢ PDenepanbHbIM 3akoHOM 0T 29 mrons 2015 roma N 160-d3 "O
MEXTyHApOJHOM MEIUIIMHCKOM KJIaCTEpEe M BHECEHUU W3MEHEHUN B OTAEIbHBIE 3aKOHOJATENIbHBIE aKThI
Poccuiickoit ®enepaunn”, 1 BETEpUHAPHBIM OPraHU3ALMAM;

Hngopmayus 06 uzmenenusix:

Ilynxkm 7 usmenen ¢ 13 asezycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 o. Ne 297-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM
Cm. npedwioywyio pedakyuio

7) opraHm3anusM W WHAWBHUIYaIbHBIM TPEANPUHUMATEIISAM, OCYIICCTBISIONIUM pPa3BeICHUE,
BBIPAIIIMBAHKE U CONEPYKAHHUE KUBOTHBIX (32 HCKIIOYEHUEM MPOAAKU UM (apMaIleBTUICCKUX CYyOCTaHIUMA
WJIM UX TIepeIadn ).

Unpopmayus 06 usmeHenusix:
Yacmo 2 usmenena c 29 oexabps 2020 2. - @edepanvhuiii 3akon om 27 dexadps 2019 e. No 481-D3

Cm. npedwioywyto peoakyuio

2. OpraHu3anuu ONTOBOH TOPrOBIIM JICKAPCTBCHHBIMH CpPEACTBAMH HE BIIPaBE OCYIIECTBIIATH
npojgaxy (mepeaadyy B YCTAaHOBJIGHHOM 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu  MOpsIKeE)
dbapmareBTHYECKOM CyOCTaHITUU CITUPTA STUIIOBOTO (3TAaHOJIA).

Unghopmayus 06 usmenenusx:

Cmamuos 53 donoanena wacmoio 3 ¢ 1 cenmsaopsa 2023 2. - @edepanvhwiii 3axkon om 4 aseycma 2023 2. No
428-D3

TAPAHT:

Tonoowcenuss wacmu 3 cmamovu 53 na meppumopusax /[JHP, JIHP, 3anopooxcckou obnacmu, Xepconckoii
oonacmu npumensromces ¢ 1 cenmsaops 2024 2.

Hopmamusnvie npagosvie axmvl, codepicawjue obsa3amenbHvle mpebosanus U NpuHuMaemvle 8 Yeusax
peanuzayuu noaodceruti yacmu 3 cmamou 53 (8 pedaxyuu @edepanvroco 3akona om 4 aseycma 2023 2. Ne
428-D3), ecmynarom 6 cuiy 8 ycmaHosieHHble OAHHbIMU HOPMAMUSHBIMU NPABOBLIMU AKMAMU CPOKU, HO He
panee yem no ucmedeHuy mpuoyamu OHetl nocie OHs OQQUYUAIbHO20 ONYOIUKOBAHUSL COOMBENCIEYIOULE20
HOPMAMUEHO20 NPABo8020 aKma

3. Opranusanuy ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYIIECTBISATH MPOJAXKY
(mepenadyy B YCTaHOBJIEHHOM 3aKoHOJATenbCcTBOM Poccuiickoii denepanuu nopsake) JIEKApCTBEHHOTO
mpenapara JUisi MEIUIIMHCKOTO MPUMEHEHHUS C MEXIyHapOIHBIM HEMaTeHTOBAHHBIM HaWMEHOBAHHEM
"Oranon":

1) ropuauueckuM JuiaM, UMEIOMIMM JIUIEH3UI0 Ha (papMalleBTUUECKYIO JESTENbHOCTh B chepe
oOpallieHus JTeKapCTBEHHBIX CPEACTB JUIsl MEAUIIMHCKOTO IPUMEHEHUS;

2) WHOMBUIYaJbHBIM MpPEANPUHUMATENSIM, HMEIOIUM JIMIEH3UI0 Ha (apMaleBTHYECKYIO
JeSITENIbHOCTh B cepe 0OpalleHus JeKapCTBEHHBIX CPEJCTB 711 MEIULIMHCKOTO TPUMEHEHHUS;

3) MHIUBHUIYaTbHBIM MPEITPUHUMATENSAM, UIMEIOLIUM JIMIIEH3UI0 HA MEUIIMHCKYIO 1€ TeTbHOCTD;

4) 1opuANYECKUM JIMIaM, UMEIOILMM JIMIIEH3UI0 Ha MEIUIIMHCKYIO JIeATEIbHOCTD;

5) MHOCTpPaHHBIM IOPUANYECKUM JIMLAM U UHIUBUAYAIbHBIM MPEANPUHUMATENSM, CO3/1aHHBIM U
3aperuCTpUPOBAaHHBIM B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM HWHOCTPAHHOTO TOCydapcTBa - 4WiIEHa
OpraHu3anuyu 5KOHOMHUYECKOTO COTPYIHMYECTBA W Pa3BUTHS, SBIAIOUIMMCS YYaCTHUKAMU IPOEKTa B
cootBeTcTBUM C @enepanbHpiM 3akoHOM OT 29 wuioHa 2015 roma N 160-®3 "O MexayHapoaHOM
MEIUIIMHCKOM KJacTepe M BHECEHMM H3MEHEHUH B OTAEIbHBbIE 3aKOHOJATEIbHbIE akThl Poccuiickoil
®denepanun";

6) ucHbITaTeNIbHBIM Ja0opaTopusiM (LIEHTpaM), MPOBOJSIIMM HCHBITAHUS B O0JACTH KOHTPOJS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, aKKPEAUTOBAHHBIM B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickoii
Oeneparun 00 aKKpeIUTallUY B HALIMOHAJIBHOM CHCTEME aKKpeIUTaIUH.

TAPAHT:

Cwm. KOMMeHmapuu K cmambuve 53 HacmosAueco @edepaﬂbHoeo 3AKOHA

Unpopmayus 06 usmeHnenusix:
Cmamusa 54 usmenena c 26 mapma 2022 2. - @edepanvruiii 3akon om 26 mapma 2022 2. Ne 64-D3
Cm. npedvloywyro pedaxyuro

Crarbs 54. [IpaBriia onTOBOM TOPrOBIIN JEKAPCTBEHHBIMU CPEICTBAMU

Hnpopmayus 06 uzmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmo 1 usmenena c 1 cenmsaops 2024 2. - @edepanvhuiii 3axon om 30 aneaps 2024 2. No 1-D3

Cum. npedvioywyio pedakyuio

1. OnToBasg TOproBisl JIEKAPCTBEHHBIMH CPEACTBAMU OCYLIECTBIIAETCS IPOU3BOAUTEIIMU
JIEKapCTBEHHBIX CPEICTB U OPraHU3alsIMU OIITOBOM TOPrOBJIM JIEKaPCTBEHHBIMH CPEICTBAMU 10 IIPaBHIIAM
Ha/JIeKaIed JUCTPUOBIOTOPCKOM MPAKTHKH, YTBEP>KIACHHBIM EBpa3uiickoil SKOHOMUYECKONH KOMUCCHEH, 1
IPaBUJIAM XPaHEHMs JIEKApPCTBEHHBIX CPEJCTB, YTBEPKIECHHBIM YIIOJTHOMOYEHHBIM (peiepanibHbIM OpraHoM
VCIIOJIHUTEIILHOM BJIACTH.

2. Opranu3zanus ONTOBON TOPrOBIIHU JIEKAPCTBEHHBIMU CPEACTBAMU 00513aHa COOMIONATh NpPe/iebHbIE
CPOKHM OTTPY3KH 3aTpeOOBaHHBIX alITEYHOI OpraHu3alyei JeKapCTBEHHBIX IIPENaparoB A MEAUIIMHCKOTO
IPUMEHEHH W HE BIPABE OTKA3BIBATH alTEYHOM OpraHU3alliHd, C KOTOPOM y HEe 3aKIO4eH
COOTBETCTBYIOIUK JOTOBOP O MOCTABKaX JIEKAPCTBEHHBIX IIPENApaTOB Ul MEIULIUHCKOIO IIPUMEHEHMS], B
IIOCTaBKE JICKAPCTBEHHBIX IPENaparoB A MEAMLMHCKOIO INPUMEHEHHs NPH HAJIWYMUU 3aTpeOOBaHHBIX
JIEKapCTBEHHBIX IpEnaparoB Il MEOULUHCKOTO IIPUMEHEHMs y OpraHU3aldd ONITOBOM TOPIOBIHU
JEKapCTBEHHBIMU cpelacTBaMHu. [IpenenbHble CPOKHM OTTPY3KH 3aTpeOOBaHHBIX aNTEYHOM OpraHu3anuen
JIEKapCTBEHHBIX IPENapaToB Il MEIULMHCKOTO NPUMEHEHUS B 3aBUCHMOCTH OT PACIIOIOXKEHHUS MeCTa
OTTPY3KM  JIGKAPCTBEHHBIX  IpENnaparoB Uil  MEIUUUHCKOIO  IIPUMEHEHHs  YCTaHaBJIMBAIOTCS
YIIOJIHOMOYEHHBIM (peZiepabHbIM OPraHOM MCTIOIHUTEIILHOW BIIACTH.
TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 54 HacmosAuweco @edepaﬂbﬂoeo 3dKOHA

Crarbs 55. [Tops10K pO3HUYHOM TOPTOBIH JIEKAPCTBEHHBIMHU MIpeNapaTaMu

HUnghopmayus 06 uzmenenusix:
Yacmo [ usmernena c 1 cenmsaops 2024 2. - @edepanvhuiii 3axon om 8 aseycma 2024 2. Ne 323-D3

Cm. npedwioywyto pedakyuio

1. Po3Hu4Hasi TOProBisi JICKAPCTBCHHBIMH TIIperiaparaMd B KOJIMYECTBAX, HEOOXOMUMBIX JIJIS
BBITIOJTHCHHUST BpadeOHBIX ((eNbIIIepCKUX) HA3HAYCHUW WJIM Ha3HAYCHWH CIEIUANINCTOB B 001acTu
BETEpUHAPUH,  OCYIIECTBISETCS  aNTEYHBIMU  OpraHU3alUsSMH,  BETEPUHAPHBIMU  ANTEYHBIMU
OpTaHHU3AIUSIMH, UHIUBH Ty IbHBIMH TIPEIPUHAMATEIIIMHU, UMEIONITUMHU JTUIICH3UIO Ha (hapMaIieBTHUECKYIO
NEeSTENIbHOCTh, METUIIMHCKUMHU OpTraHM3alUsIMH, HUMEIONUMH JUIEH3WI0 Ha (dapMaleBTHIECKYIO
JESATEIIbHOCTh, W MX O0OCOOJICHHBIMH ITOJIPA3/ICIICHUSIMHU, PACIIOJIOKCHHBIMA B CEIBCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTeUHble OpraHU3allid, M BETEPUHAPHBIMU OPTraHU3AIMIMH,
UMEIOIITUMHE JIUICH3UI0 Ha (papMaIieBTHUECKYIO JCeSITeILHOCTh. Pa3penieHa po3HUYHAS TOPTOBISI TOJIHKO
JIeKapCTBEHHBIMH TperaparaMu, 3aperucTpupoBaHHbIMU B Poccuiickoii deneparinu 160 B COOTBETCTBUU C
aKTaMu, cocTaBsrommMu  npaBo Coro3a, WM HM3TOTOBICHHBIMH aNTCYHBIMH  OpPTaHH3AIMSIMH,
BETEpUHAPHBIMU AaITEUHBIMH OPTaHU3AIMSIMH, WHIUBUIYaTbHBIMUA TMPEANPUHUMATEISIMHA, HMEIOIIUMU
JTUICH3UIO Ha (apMaIleBTHYCCKYIO JIEATEIBbHOCTh. PO3HMYHAS TOPTOBIIS JICKAPCTBEHHBIMH TIperapaTaMu
OCYIIECTBIIICTCA IO TMpaBWJIaM HaJUIeKalled anTeYHON MPAaKTHKH, YTBEPXKIECHHBIM YIOIHOMOUYEHHBIM
(denepaTbHBIM OPTAHOM HCIIOJTHUTETFHON BIIACTH.

Hngpopmayus 06 usmenenusx:

Cmamus 55 oononnena uwacmoio 1.1 ¢ 3 anpens 2020 2. - @edepanvruiil 3axon om 3 anpens 2020 2. Ne 105-
D3

1.1. Po3Hu4Has TOProBisl JIGKAPCTBEHHBIMU TIpemaparaMu JUisl MEIUIIMHCKOTO TpUMEHEHHus (3a
MCKIIFOUEHUEM JIEKAPCTBEHHBIX MPENnaparoB, OTMYCKAaEMBIX IO PELENTy Ha JIEKAPCTBEHHBIN Ipernapar,
HApPKOTUYECKHUX JICKAPCTBEHHBIX IPENaparoB M TCHXOTPOIHBIX JICKAPCTBEHHBIX MPEMaparoB, a TaKkKe
CIIUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX MpenapaTtoB ¢ OOBEMHOW JOJeH STHUIOBOTO CIHUPTa CBBIIIE 25
MIPOIIEHTOB) MOXKET OCYIIECTBISATHCSA allTEYHBIMUA OPTaHU3AIMSAMU JUCTAHITMOHHBIM criocoOoM. Po3HIYHY10
TOPTOBJIO JIEKAPCTBEHHBIMH TpenapaTamMu JiIsl METUIIUHCKOTO MPUMEHEHUS NUCTAaHIIMOHHBIM CIIOCOOOM
MOTYT OCYIIECTBIISATH alITEYHbIC OPTaHU3AIMH, UMEIOIINE JTUIEH3UIO Ha (JapMalleBTHUECKYIO JICSITEIIbHOCTD
U COOTBETCTBYIOINIEE pasperieHue ¢eaepaibHOro opraHa WCHOTHUTENBHON BIACTH, OCYIIECTBISIOLIETO

Cucrema TAPAHT 144
/
17¢


http://ivo.garant.ru/document/redirect/408457419/146
http://ivo.garant.ru/document/redirect/76822424/541
http://ivo.garant.ru/document/redirect/71546344/1000
http://ivo.garant.ru/document/redirect/404536072/0
http://ivo.garant.ru/document/redirect/404536072/0
http://ivo.garant.ru/document/redirect/409493695/141
http://ivo.garant.ru/document/redirect/76829763/551
http://ivo.garant.ru/document/redirect/73842086/231
http://ivo.garant.ru/document/redirect/403119085/1000

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

GYHKIMM 10 KOHTPOJIO W HaA30py B cdepe 3apaBooxpaHeHus. [lopsaok Belgauu paspelieHus Ha
OCYIIECTBIICHUE PO3HUYHON TOPTOBIM JIGKAPCTBECHHBIMU IMpenapaTaMy JUCTAHIIMOHHBIM CIIOCOOOM,
TpeOOBaHUS K alTeYHbIM OPraHU3ALMIM, KOTOPbIE MOTYT OCYILECTBISTh TaKyl0 TOPTOBIIO, U MOPAJIOK €€
OCYILIECTBIICHHUSI, @ TAKXKE MPaBUJIa JJOCTABKHU JIEKAPCTBEHHBIX MPENapaToB IpakjaHaM yCTaHABIMBAIOTCS
[TpaButenscTBOoM Poccuiickoit @enepanmu. Mapopmarus 06 omnadeHHbBIX (OTIYIIEHHBIX) M MOTYyYE€HHBIX
JIEKapCTBEHHBIX MperapaTax BHOCUTCSA B CHCTEMY MOHUTOPHUHTA JIBUKEHUS JIEKAPCTBEHHBIX ITPENapaToB JJIs
MEJIMIIMHCKOTO MPUMEHEHUS B MOPSIIKE, IPEIyCMOTPEHHOM YacThio 7 cTarbu 67 HacTosero deaepanbHOro
3aKOHa.

TAPAHT:

Cm. ghopmy pewienuss o npexpaweHuu Oeticmeus paspeueHus Ha ocyuwecmsieHue poO3sHU4YHOU Mopeoeiu
JIEKAPCMBEHHbLIMU — NPenapamamu. 01t MeOUYUHCKO20 — NPUMEHEHUs  OUCIAHYUOHHBLIM — CHOCOOOM,
ymeepoicoennyto npukazom Poczopasnaosopa om 17 aneapsa 2024 2. N 112

Unpopmayus 06 usmeHenusix:
Yacmo 2 usmenena c 1 cenmsabops 2024 2. - @edepanvhsiii 3akon om 8 ageycma 2024 2. No 323-D3

Cm. npedwioywyo pedakyuio

2. Bunmel anTeyHBIX OpraHu3alMidi W TpaBWia OTIYCKa JICKAPCTBEHHBIX MpernaparoB JUis
MEMIIMHCKOTO TMPUMEHEHHS aNTeYHBIMUA OpPTaHW3aIUsIMHU, WHIWBHIYATbHBIMH IPEANPUHUMATEISIMH,
UMCIOIIMMHU JIMIICH3UI0 Ha (JapMalleBTHUECKYIO JCSTEIbHOCTh, @ TAKXKE MPABUIIA OTITYCKa JIEKAPCTBEHHBIX
MPEraparoB I MEIUIIMHCKOTO MPUMEHCHHUS MEIUIIMHCKIME OPTaHU3aIUsIMHI, UMEIONUMH JTUIICH3UIO Ha
(apMalleBTHYECKYIO JIEATEIILHOCTh, M WX OO0OCOOJCHHBIMH IOIPA3ICICHISIMHA, PACIOIOKEHHBIMH B
CEJIbCKUX HACEJICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alTCUHBbIC OPTaHU3AIWH, YTBEPIKIAIOTCS
YIIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM UCIIOJIHUTEIILHOW BIIACTH.

HUnghopmayus 06 uzmenenusix:

Deoepanvrvim 3axonom om 3 urons 2016 2. Ne 305-D3 6 yvacme 3 cmamovu 55 nacmosuweco @edepanbHoco
3aKOHA 6HeceHbl USMEHeHUs

Cm. mexecm uacmu 8 npedvioyujel peoaxkyuu

3. [IpaBuia OTITyCKa HAPKOTUIECKUX CPEIICTB U TMICHXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
KauecTBe JIEKAPCTBEHHBIX IPENaparoB, JIEKAPCTBEHHBIX IIPENaparoB, COAEPKAIIUX HAPKOTUYECKUE
CpPeICTBAa W TICHXOTPOITHBIC BEIIECTBA, YTBEPKIAIOTCS YIIOJTHOMOUYEHHBIM (DeepabHbIM  OpPraHOM
UCTIOMTHUTENFHOM BJIACTH TIO0 COMMACOBaHUIO C (¢eAepaibHbIM OpPraHOM HCIHOJHUTENHHOM BIACTH,
YIIOJTHOMOYEHHBIM B c)epe BHYTPCHHHX JICII.

Hnghopmayust 06 usmenenusix:
Yacms 4 usmenena c 13 agzycma 2019 e. - @edepanvusiii 3akon om 2 aszycma 2019 e. Ne 297-D3

Cm. npedwioywyto pedakyuio

4. JlekapcTBeHHBbIE TMpemaparbl AN BETEPUHAPHOTO TMPUMEHEHUS TOAJekAT OTIIYCKY
BETCPUHAPHBIMU aNTCUYHBIMH OPTraHU3AlUsSIMU, BETCPUHAPHBIMU OpPTaHHW3AIUSMU, WHIWBHYaTbLHBIMA
OpeINpUHUMATENIMYA, HMMEIOIIMMH  JIMIIEH3UI0 Ha  (papMaleBTUYECKyl JAedaTelabHocTh. OTmyck
JICKQpCTBEHHBIX TPEMaparoB Ui BETEPUHAPHOTO MPHUMEHEHUS OCYIICCTBISICTCS B COOTBETCTBUU C
MpaBUJIaMU  HaJUIeXkKallled anTe4YHOM WPaKTUKH JIGKAPCTBEHHBIX TMIperaparoB M BETEPUHAPHOTO
MPUMEHEHHS, YTBEP KICHHBIMH YIIOJTHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCIIOJTHATEILHON BIACTH.

Ungpopmayus 06 uzmenenusix:
Yacmo 5 usmenena ¢ 1 cenmsaops 2024 2. - @edepanvruiii 3axkon om 8 aseycma 2024 2. Ne 323-D3

Cm. npedvioywyto peoakyuio

5. IlepeueHb MEAMIIMHCKHX OpraHU3alUi, HWMEIONIMX JHIEH3UI0 Ha (HapMaleBTUYECKYIO
JESATEIIbHOCTh, K UX 000COOJICHHBIX TIOAPA3ISIICHUH, PACTIOJIOKCHHBIX B CEJTLCKUX HACEIICHHBIX ITYHKTaX, B
KOTOPBIX OTCYTCTBYIOT aliTE€YHbIE OPraHU3allNH, a TAKXKE TIEPEUCHb JICKAPCTBEHHBIX MPENapaToB, Mpoaaxa
KOTOPBIX MOXKET OCYIIECTBIIATHCS YKa3aHHBIMHA OPTaHU3ANUSIMA B UX 000COOJICHHBIMU MTOIpa3AciICHUSIMH,
YCTaHABIMBAIOTCS UCTIOTHUTEILHBIMH OpraHamu cyOnrekToB Poccuiickoit denepanuu.
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U3MEHEHUSIM. ..

Hngopmayusi 06 uzmenenusix:

Deoepanvrvim 3akonom om 25 nosopsa 2013 . N 317-D3 uacmv 6 cmamou 55 nacmosweco Dedepanbroco
3aKOHA U3N0JHCEHA 8 HOBOU PeOaKyuu

Cm. mexecm uacmu 8 npedvloyujeil peoaxkyuu

6. AnTedHble OpraHW3alW{, WHAMBHUIYAJIbHBIC IPEANPUHUMATENM, HMMEIOIIUE JIMIECH3UI Ha
(apmMarneBTHUECKYIO AEATEIbHOCTD, 00s13aHbI 00eCTIeYnBaTh YTBEpkKAeHHBIN [IpaBuTenscTBoM Poccuiickoit
denepanun ¥ GopMUpPYEMBIii B yCTAHOBICHHOM MM MOPSAKE MUHUMAJIbHBIA aCCOPTUMEHT JIEKApCTBEHHBIX
npenapaToB, HEOOXOAMMBIX JJISl OKAa3aHUSI MEUIIMHCKON TTOMOIIIH.

Unpopmayus 06 usmeHenusix:
Yacms 7 usmenena c 3 anpens 2020 . - @edepanvuwiii 3akon om 3 anpens 2020 2. Ne 105-D3

Cm. npedwioywyto peoakyuio

7. AnTedHble OpraHM3AllMU, WHIAMBHIyaJbHBIC MPEINPUHUMATEIIN, HMCIONINE JHMIICH3UI0 Ha
(dapMaIeBTHIECKYIO JACSITeIbHOCTD, HAPSy C JIEKAPCTBEHHBIMU MpenapaTaMi UMEIOT MPaBo MPHOOpeTaTh U
npoJaBath, B TOM 4YHCJIE IUCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKHE W3ACHHs, Ie3UH(UIUPYIOIIe
CPEICTBA, TPEAMETHI U CPEJICTBA TMYHON TUTUEHBI, IIOCYAY JUTSl METUIIMHCKUX IEJICH, TPEIMETHI ¥ CPEIICTBA,
npeHa3HaYeHHbIC JJIs1 yX0/1a 32 0OJbHBIMU, HOBOPOXKICHHBIMH U JIETbMH, HE JOCTUTTIIUMH BO3pacTa TPEeX
JICT, OYKOBYIO OITUKY M CPEACTBA yXOJa 3a HeW, MUHEPAIbHBIC BOJBI, IPOIYKTHI JICYEOHOTO, ETCKOTO U
JMETUYCCKOTO MUTaHKs, OUOJOTHYECKU aKTHUBHBIC JOOABKH, MapproMepHble U KOCMETHUECKUE CPEICTBA,
MEIMIIMHCKUEC W CAHUTAPHO-TIPOCBETUTEIIbHBIC TICUATHBIC W3IAHMs, NMPEIHA3HAYCHHBIC IS MPOIAraH bl
3I0POBOTO 00pa3a KU3HHU.

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 13 urons 2015 2. Ne 262-D3 6 uacme 8 cmamou 55 nacmosiweco @edepanbrhoco
3aKOHA BHeceHbl U3MeHeHus, ecmynarowjue 8 cuny ¢ 1 saueapsa 2016 a.

Cm. mexem wacmu 6 npedvloyujeil peoaxyuu

8. JledarenbHOCTh anTeuHbIX opranusanuii Boopyxenneix Cun Poccuiickoit ®@enepanuu, qpyrux
BOWCK, BOMHCKHMX (DOPMHPOBAHUN U OPraHOB, B KOTOPBIX 3aKoHOHarenbcTBOM Poccuiickoit ®enepanuun
IPETyCMOTPEHO MPOX0XKIEHNE BOCHHOM CIIy>KObI WM (eliepabHOM rocy1apCTBEHHOM CITyKObl, CBI3aHHON
C IIPABOOXPAHUTEIBHON MEATEIBHOCTBIO, pPEINIaMEHTHUpYeTCs HacTtosamuMm @DenepaabHbIM 3aKOHOM U
YTBEPKACHHBIMU COOTBETCTBYIOLIUMH (eiepaibHBIMU OpraHaMU UCIIOJIHUTEIBHOM BIACTH MOJIOKEHUSIMHU.
KonTpons 3a coOnrofeHHeM yKa3aHHBIMM aNTeYHBIMM OpraHU3alMsIMU MOJOXXKEHUI HACTOAIIEero
®denepalibHOTO 3aKOHA OCYIIECTBIISIETCSI COOTBETCTBYIOIMMU (e/iepalbHBIMU OpraHaMU UCTIOJIHUTEIbHOM
BJIACTH.

9. He npumensiercs ¢ 1 suBapst 2021 r. - @enepanbhbiii 3akoH ot 3 anpenst 2020 . Ne 105-D3
Hnghopmayust 06 usmenenusix:
Cm. npedwioywyto pedakyuio
TAPAHT:

Cm. kommenmapuu k cmamoe 55 nHacmosueco PedepanvbHo2o 3aKOHA

Crarbs 55.1. He npumensiercs ¢ 1 mapta 2026 r. - ®enepanbhblii 3akoH oT 20 okTs10ps 2022 1. Ne
405-03

Ungpopmayus 06 uzmenenusix:
Cm. npedvioywyio pedakyuio

DedepanvHulii 3aKkoH Oonoanen cmamvell 55.2 ¢ 1 cenmsabps 2026 2. - Dedepanvhwiii 3akon om 2 mas 2026 e.
Ne [25-D3

Cm. 6yoywyto peoaxkyuto
Crarbs 56. U3rotoBieHne U OTIYCK JIEKAPCTBEHHBIX MPEMapaToB
TAPAHT:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Cm. EoOunvie npasuna ogopmnenuss Jekapcme, NpucoOmoBisiemMvblX 6 anmeuHblX —YUpedtcOeHUsIX
(npeonpusamusix) paznuunsix ¢opm cobcmseeHHocmu, ymeepacoenHvle Munucmepcmeom 30pasooxpanetus
P® om 24 urona 1997 a.

HUngpopmayust 06 usmenenusix:
Yacmo 1 usmenena c 1 mapma 2025 a. - @edepanvusiii 3akon om 30 oexaops 2021 2. Ne 463-D3

Cum. npedvioywyio pedakyuio

1. HM3roroBneHue IEKapCTBEHHBIX MPEMaparoB AanTeYHBIMH OPTaHU3AIMSIMH, BETECPUHAPHBIMU
aNTeYHbBIMH  OpPTaHU3AIMsIMH, WMCIONIMMH JIMIEH3UI0 Ha  (apMaleBTHYECKYI  JIeSTEIBHOCTD,
OCYIIECTBIIICTCS TIO peIenTaM Ha JIEKAPCTBEHHBIC Tpenaparbl, MO TPeOOBAHUSAM METUIIUTHCKUX
OpraHu3alvii, BETEPUHAPHBIX OPraHW3alW{d WIM OpraHu3anuid (MHIAWBUAYAIBHBIX MPEIIpUHUMATENICH),
OCYIICCTBIISIOIINX Pa3BEJICHUE, BBHIPAIIUBAHUE U COJCPKAHHUE )KMBOTHBIX, B COOTBETCTBUU C MPaBUIAMH
U3TOTOBJICHUS M OTITYCKa JIEKAPCTBEHHBIX MIPENapaToB, YTBEPKICHHBIMH YITOJTHOMOYEHHBIM (heiepaibHbIM
OpPTraHOM HCIIOTHUTEIHHOW BIACTH.

Unpopmayus 06 usmeHenusix:
Yacms 2 usmenena c 30 aunsapsa 2024 2. - Dedepanvusiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio

2. IIpu M3roTOBICHUH JICKAPCTBEHHBIX MPENApaToOB allTCYHBIMH OPTaHU3aAlUSIMHU, BETCPHUHAPHBIMU
aNTEeYHbIMH OpPTraHU3AIMSIMU, UMEIOIIMMH JIUIICH3HIO Ha ()apMaIleBTUYECKYIO I TEIbHOCTh, UCIOJIb3YIOTCS
JICKapCTBEHHBIC TIpermaparsel u (win) (hapMmaneBTUYeCKUe CyOCTaHIIMU, BKJIFOUEHHBIC COOTBETCTBEHHO B
TOCYIapCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB JJIS MEIMIIMHCKOTO TPUMEHEHUS, TOCYIapCTBEHHBIN
peecTp JEKapCTBEHHBIX CPEACTB ISl BETCPUHAPHOTO NMPUMEHECHHS, SAMHBIA PEECTpP 3apeTUCTPUPOBAHHBIX
JICKapCTBEHHBIX CpeicTB EBpa3uiickOro SKOHOMHUYECKOTO COK03a, CIMHBIA PEeCTp 3aperuCTPUPOBAHHBIX
BETEPUHAPHBIX JICKAPCTBEHHBIX MperaparoB EBpa3suiiCKOro IKOHOMHYECKOTO COI03a B YCTaHOBICHHOM
nopsiike. He jomyckaeTcss HM3rOoTOBJICHHE ANTEYHBIMH OpPraHHM3alUsSMH, BETCPHHAPHBIMH alTCUYHBIMU
OpPraHM3aIUsIMH, HMCIONUMHU JIMIEH3UI0 Ha (apMaleBTHYCCKYI0 JeSATCIBHOCTh, JIGKAPCTBEHHBIX
npenaparoB, 3aperucTpupoBaHHbIX B Poccuiickoit ®exepanmu JMOO B COOTBETCTBHHM C aKTaMH,
cocTasystomumu mmpaso Coro3sa.

Ungpopmayus 06 usmenenusix:
Yacmw 3 usmenena c 1 cenmsnops 2023 2. - @edepanvhulil 3axon om 5 oexaops 2022 2. Ne 502-D3

Cm. npedwioywyto pedakyuio

3. MapkupoBKa JIEKapCTBEHHBIX IPENaparoB, HW3TOTOBIEHHBIX alTEYHbIMH OpraHU3aLUSIMHU,
BETEPUHAPHBIMU  aNTEYHHIMU OpPTaHU3AIMSAMH, WMCIONIUMHU JIMIEH3WI0O Ha  (apMaleBTHIECKYIO
NEeSITENIbHOCTD, U 0()OpPMIICHHE TaKUX MIPENaparoB JOKHBI COOTBETCTBOBATH MPaBUiIaM, YKa3aHHBIM B UACTH
1 HacrosIIEH cTaThy.
Hnghopmayust 06 usmenenusix:

Yacms 4 usmenena c 1 cenmsaops 2023 e. - @edepanvhwiii 3akon om 5 dekaops 2022 2. Ne 502-D3

Cm. npedwioywyto pedakyuio

4. AnTeuHble OpraHu3allid, BETEPUHAPHBIC alTEUHbIE OPraHU3AINH, MMEIOIINE JHUICH3UI0 Ha
(dapMaIeBTHYECKYI0 JIeATEIIBHOCTh, HECYT OTBETCTBEHHOCTH 32 HECOOJIONCHWE TPABWI M3TOTOBJICHHS U
OTITyCKa JIEKAPCTBEHHBIX NMPENapaToB B COOTBETCTBUU C 3aKOHOMATeNsCTBOM Poccuiickoit denepanuu.
TAPAHT:

Cwm. KOMMeHnmapuu K cmambuve 56 HacmosAueco @eéepaﬂbHoeo 3AKOHA

Ungpopmayus 06 uzmenenusix:
Cmamus 57 usmenena c 1 mapma 2025 2. - @edepanvuviii 3axkon om 8 aseycma 2024 2. No 292-D3

Cm. npedvioywyto pedakyuio
Crarbs 57. 3anpenienne NpoAaky OTAEIbHBIX JEKapCTBEHHBIX CPEACTB
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

1. 3anpemaercs nmpoaaxa ¢aabCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEA0OPOKaueCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB.

2. 3amnperiaercs npojaxa:

1) nexapcTBEHHBIX MpENaparoB /sl MEAULIMHCKOIO IPUMEHEHNUS, B OTHOILIEHUU KOTOPBIX B CUCTEME
MOHMTOPUHIA JIBWXKEHHsI JIEKAPCTBEHHBIX MPENaparoB IJs MEIUIMHCKOIO MPHUMEHEHHUS OTCYTCTBYIOT
CBEJICHHSI O HAHECEHUH CPECTB UACHTU(UKAIIMU U (WJIN) CBEJICHUS O BBOJIE B IPAXKIAHCKUI 000POT;

2) JexKapCTBEHHBIX MIPEraparoB Mjsi MEAULHUHCKOTO MPUMEHEHHS, B OTHOIIEHUH KOTOPBIX
OCYILIECTBIICHA OJIOKMPOBKA BHECEHHSI B CUCTEMY MOHUTOPHHTA JIBUKEHUS JICKAPCTBEHHBIX MTPETIapaToB s
MEIMIIMHCKOTO MPUMEHEHHUs CBEIEHUI O BBOJE B IPa)JIaHCKHI 000poT, 00 000poTe WK O IPEeKpaleHuU
obopora;

3) JneKapCTBEHHBIX MpenapaToB s MEIUIMHCKOrO MPUMEHEHUS, TMPUMEHEHHE KOTOPBIX
IPUOCTAHOBIICHO MO PEUICHUIO YIIOJTHOMOYEHHOTO (heIepaibHOTO OpraHa UCIIOTHUTEIBHOW BIACTH;

4) nekapCTBEHHBIX IMPEMAapaToB JJs MEIUIIMHCKOTO MPUMEHEHHUS, TPaKIaHCKUNH 00OPOT KOTOPBIX
IIPEKPALLEH;

5) nekapcTBEHHBIX MPENapaToB sl METUIIMTHCKOTO MPUMEHEHHS, CPOK TOJJHOCTH KOTOPBIX UCTEK;

6) JIeKapCTBEHHBIX IIpENapaToB AJii MEIULMHCKOTO NPUMEHEHHUS, B OTHOLIEHHUH KOTOPHIX HE
coOmofieHbl TpeOOBaHUs, OINpe/IeJICHHbIE HA OCHOBAaHUU YacTu 5 crtarthu 67 Hacrosmero dexepanbHOro
3aKOHa.

3. JleiicTBHe MONOKEHUH 4YacTH 2 HACTOSIICH CTaThU HE PacCHpOCTpaHseTCs Ha JIEKapCTBEHHbBIE
Ipernaparbl, ykazaHHble B yacT 7.1 crarbu 67 Hactosiero deaepaibHOro 3aKOHA.

4. Tlopsimox MpUMEHEHUsl MOJOXKEHUM YacTH 2 HACTOAIIEH CTaThU M CPOKU MPUMEHEHHUS TaKoro
nopsiika ycranasiuparorcs [IpaBurensctBom Poccuiickont denepanum.

TAPAHT:

Cn. KOMMmeHnmapuu K cmambuve 57 HacmosAuweco @edepaﬂbﬂoeo 3AdKOHA

Crarbs 58. XpaHeHue J1eKapCTBEHHBIX CPEJICTB

HUnghopmayus 06 uzmenenusx:

Deoepanvrovim 3axkoHom om 22 oxkmsaops 2014 2. Ne 313-@3 6 wacms 1 cmamvu 58 Hacmoswezo
DedepanbH020 3aKOHA 8HECEHbl USMEHEHUs], 6CIYNaloujue 8 CULY no ucmeyeHuu mpuoyamu OHeti nocie OHs
ouyuanvHo2o onyonuKo8anus Ha3eanHo2o PedepanrbHo20 3aKOHA

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

1. XpaHeHue IeKapCTBEHHBIX CPEACTB OCYIIECTBISETCS TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEJICTB,
OpraHM3aIMsIMH  ONTOBOM TOPTOBIHM JICKAPCTBEHHBIMH CPEICTBAMH, aNTEYHBIMU OPTraHMU3AIMSIMH,
BETCPUHAPHBIMU AITEYHBIMH OPTAHU3AIMSIMY, HHIABUIYATHHBIMHA TPEANPUHUMATEISIMEI, HMCIOIIHMHA
JUIEH3UI0 Ha (DapMalleBTUYECKYIO NEATEIbHOCTh WM JIUIEH3UIO Ha MEIUIIUHCKYIO JIeATEIbHOCTH,
MEJMIIMHCKAMH ~ OPTaHM3AIMSIMH, BETCPUHAPHBIMH OpPTaHHW3alUsIMH W WHBIMH  OpPTaHH3AIHSIMH,
OCYIIECTBISIOMUMU OOpalleHne JIeKapCTBEHHBIX CPEACTB. XpaHEHHE JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHHUS OPTaHU3AIUsIMHU ¥ HHIUBUYaTbHBIME MTPEATPUHUMATEIISIMEA B CITy4asX, €CIU
OHHM HCTIONIB3YIOTCS UCKIIOUUTETIBHO MPHU Pa3BEICHUH, BBIPAIIMBAHUH, COJIEPKAHUU U JICUYSHUH KUBOTHBIX,
MOYKET OCYIIECTBIATHCS 0€3 IMOyUICHHUS JTUIICH3UH Ha (hapMaleBTHICCKYIO JICATEITbHOCTb.

2. IlpaBunma XpaHeHHUS  JICKQPCTBEHHBIX  CPEICTB  YTBEPKIAIOTCS  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heiepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH.

3. XpaHeHue HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, TICHXOTPOITHBIX JIEKAPCTBEHHBIX CPEJICTB,
paarodapManeBTHICCKUX JICKapCTBEHHBIX CPEJICTB OCYIIECTBIIICTCS B COOTBETCTBUH C 3aKOHOIATEITLCTBOM
Poccuiickont @enepanuu.

TAPAHT:

Cwm. KOMMeHnmapuu K cmambuve 58 HacmosAueco (DedepaﬂbHoeo 3AKOHA

Hll(i)()pﬂ'l(llﬂl}l 00 UZMEHeHUsIX:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Deoepanvrvim 3akoHom om 25 oexaops 2012 . N 262-D3 enasa 10 nacmosweco Dedepanvhozo 3aKoHA
dononnena cmamveil 58.1, ecmynaroweil 8 cumry no ucmeuyeHuu cma ocbmudecsimu OHeli Nnocie OHs
ouyuanvbHo2o onyonuKo8anus Ha36anH020 PedepanrbHo20 3aKOHA

Crarbsa 58.1. IIpenMeTHO-KOJMYECTBEHHBIN YYeT JIEKAPCTBEHHBIX CPEACTB JUIsl MEIULMHCKOIO

MPUMEHEHUS

1. IlepedeHb JIEKapCTBEHHBIX CPEJCTB JIJIsI MEAUIIMHCKOTO IPUMEHEHUS], TTOAJIEKAIUX TPEIMETHO-
KOJIMYECTBEHHOMY YYETYy, YTBEp)KIAeTCsl YMOJIHOMOYEHHBIM (peiepalbHbIM OPraHOM HCHOJIHUTEIbHOM
BJIACTH.

Unpopmayus 06 usmeHenusix:

Deoepanvrvim 3akonom om 3 utons 2016 2. Ne 305-D3 6 uacmwv 2 cmamou 58.1 nacmosawezo @edepanbrHoco
3AKOHA BHECEHbl USMEHEHUs.

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

2. Tlopsimok BKIIOYEHHS JEKAPCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO NMPUMEHEHHS B TEPECUCHb
JICKAPCTBEHHBIX CPEACTB ISl METUIIMHCKOTO MPUMEHEHHS, MOUICKAIUX IMPEIMETHO-KOJINICCTBEHHOMY
y4eTy, YCTAaHABJIMBACTCS YIIOJIHOMOYCHHBIM (efepaibHbIM OPraHOM HCIIOMHUTEIBHOW BIJIACTH TI0
COIVIACOBAHHUIO C (heliepaIbHBIM OPraHOM HCIIOJHUTEIBHOM BIIACTH, YIIOJTHOMOYEHHBIM B C)epe BHY TPEHHHUX
Jedt.

3. TlpenMeTHO-KOJIMYECTBEHHBIH Y4YeT JICKAPCTBEHHBIX CPEJCTB JJISl MEIMIIMHCKOTO MPUMECHEHUS
BEAYT MPOM3BOIUTEIIA JICKAPCTBCHHBIX CPEJCTB, OpPraHU3alMd ONTOBOH TOPTOBIH JICKAPCTBEHHBIMH
Cpe/ICTBaMH, alTeUHbIC OpPraHM3AlWHU, WHIUBUAYaJIbHBIC MPEANPUHUMATEIH, MMCIOUIHE JUICH3UI0 Ha
(dapMaIeBTHYCCKYI0 JCITeIbHOCTh WIIM JIUICH3UI0 HAa METUIIMHCKYIO JEATCIbHOCTh, M MEIUIIUHCKUE
OpraHu3alliK, OCYIICCTBISIONINE OOpallleHHe JIEKAPCTBEHHBIX CPEICTB JJIi MEAMIMHCKOTO TPUMEHEHUS,
MyTeM PETUCTPAIMH JTIOOBIX CBS3aHHBIX C WX OOpalICHWEM ONepaluid, MpU KOTOPBIX H3MEHSETCS WX
KOJIMYECTBO M (WJIM) COCTOSIHUE, B CIICIHAIBHBIX JKypHAJIaX ydeTa ONepaluii, CBA3aHHBIX ¢ 00paleHHeM
JICKApPCTBEHHBIX CPEJCTB JIJIsi MEIUIIMHCKOTO TPUMEHEHUS (J1ajiee - CIeIUaIbHBIC )KYPHAIIBI).

4. TlpaBuia perucTpaiy OIlepanuid, CBSI3aHHBIX C OOpalICHHEM JICKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO TMPUMCHECHHS, BKIIOYCHHBIX B TEPEUCHHb JICKAPCTBEHHBIX CPEICTB IS MEIUIIMHCKOTO
MPUMEHEHHUS, TMOANEKAIUX MPEIMETHO-KOITUYECTBEHHOMY YUeTy, B CIEIHAIbHBIX KYypHallaX W TMpaBuiia
BEJICHUS U XPAHCHUS CICIIHABHBIX )KYPHAJIOB YTBEPKIAFOTCS YIIOTHOMOYSHHBIM (heIepaIbHBIM OPraHOM
UCTIOTHUTENFHOU BIACTH.

Ungpopmayus 06 usmenenusix:
Yacmo 5 usmenena c 19 aseycma 2024 2. - @edepanvhsiii 3akon om 8 ageycma 2024 2. No 232-D3

Cm. npedvioyuyro pedaxyuio

5. KoHTponb 3a coOmromeHHeM MpaBWJI PETUCTPAIlMU Olepaluid, CBSI3aHHBIX C OOpalleHueM
JIEKapCTBEHHBIX CPENCTB IJIsl MEAMIIMHCKOTO NPUMEHEHMS, BKIIOYEHHBIX B IIEPEYEHb JIEKAPCTBEHHBIX
CPEICTB JJIsi MEAMIMHCKOTO TPUMEHEHMs], MOAJEKAUUX MPEIMETHO-KOJIMYECTBEHHOMY VY4YEeTy, B
CrelMalIbHbIX XKypHaJax, a TAaKXkKe 3a COOJIIOIEHUEM MPaBHJT BEICHUS U XPaHEHUs CIIEIIMATIbHBIX KYPHAJIOB
BO3J1araeTcsi Ha yMOJHOMOYEHHbIE (peepaabHble OpraHbl MCIOJIHUTEIbHOW BIIACTH M HCIOJHUTEIbHBIE
opranel cyowbekToB Poccuiickoit ®exepanuu, OCYIIECTBISIOIIME JHUIIEH3UPOBAaHUE MPOM3BOACTBA
JIEKapCTBEHHBIX CPEACTB, (apMaleBTHUECKON JeATENbHOCTH M MEIUIMHCKOM JIeATeIbHOCTH, U
OCYUIECTBIIIETCA B PaMKaXx JULEH3UMOHHOIO KOHTPOJIS.
TAPAHT:

Cm. Aomunucmpamusnvlii peziamenm ucnonunenus @Pedepanvholi cayxcOou no Hao3opy 6 cepe
30pasooxpanenus  20CyOapCmeeHHol  QYHKYuu HO  OCYWeCmeNeHUuro  TUYEeH3UOHHO20  KOHMPO/A

Gapmayeemuueckoti Oesmenvrocmu, ymeeporcoerHulll npukazom Munzopaea Poccuu om 1 cenmsaops 2017 2.
Ne 5851

Cm. kommenmapuu k cmamve 38.1 nacmoawe2o PedepanbHo20 3aKOHA
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
I'maBa 11. YHuYTOKeHME JIEKAPCTBEHHBIX CPEICTB

Crartba 59. OcHoBaHusa 1 MOPAIOK YHUYTOXKCHUA JICKAPCTBCHHBIX CPEACTB

Unghopmayus 06 usmenenusx:

Deodepanvrvim 3akonom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 1 cmamwvu 59 nacmoswezo
DedepanvbHo2o 3aKOHA BHECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm uacmu 8 npedvloyujell peoaKyuu

1. HemoOpokavecTBeHHBIC JIEKAPCTBEHHBIC CPENCTBA, (DaTbCHPHUIMPOBAHHBIC JIEKAPCTBEHHBIE
CPEICTBA MOJUICkKAT U3BATHIO U3 00pAIEHUs K YHHITOXKEHHUIO B MOPSIIKE, YCTaHOBIEHHOM [IpaBUTEIbCTBOM
Poccuiickoit ®eneparyn. OCHOBaHUEM JUIsl YHUYTOXXCHHUSI JICKAPCTBEHHBIX CPEACTB SIBISICTCS PEIICHUE
BJIAJIENIbIA JIEKAPCTBEHHBIX CPEJCTB, PEIICHHE COOTBETCTBYIOIIETO YHOIHOMOYEHHOTO (enepaabHOro
OpraHa MCIIOJHUTEIbHOH BIIACTH WM PEIICHUE Cy/a.

Unghopmayus 06 usmenenusx:

Deoepanvrvim 3akoHom om 22 Oekaops 2014 2. Ne 429-d3 6 uacme 2 cmamwvu 59 nacmoswezo
DedepanbHo20 3aKOHA GHecenbl usmeHenus, ecmynaowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem uacmu 8 npedvioyujell peoaxkyuu

2. KoHTpadakTHbIC JICKAPCTBECHHBIC CPEACTBA MOICIKAT U3BATUIO U3 OOPAIICHUS U YHUUYTOXKCHHUIO
no pemieHuto cyna. [lopsaok yHUUTOXKEHUS KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPENCTB YCTaHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanumn.

3. Pacxompl, cBs3aHHBIE C YHHUYTOXKEHHEM KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX CPENCTB,
HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (ambCH(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB,
BO3MEILAIOTCS UX BIAJENbIIEM.

4. Brnanmenern JIeKapCTBEHHBIX CPEACTB JOJDKEH NPEICTaBUTh B YIOJTHOMOYCHHBIN (hefepaabHbIN
OpraH HCIIOJIHUTEIbHOW BJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBIIEHHOM IOPSAJKE €ro KOIHIO,
MOJTBEPIKAAFOIINE (DAKT YHHUTONKCHHSI JICKAPCTBEHHBIX CPEJICTB.

5. CooTBeTCTBYIOIIMI YHOJTHOMOYEHHBIH (efepanbHbIi OpraH HCIOJHUTEIBHONW BJACTH,
NPUHSBIINNA pEIIeHHEe 00 YHMUYTOXKEHUU JIEKAPCTBEHHBIX CPENCTB, OCYIIECTBISIET KOHTPOJb 3a HX
YHUYTOXKEHHUEM.

6. VYHUYTOXXEHHE JICKQPCTBEHHBIX CPEACTB TMPOU3BOAUTCS OPTaHM3AIUAMH, HMEIOIUMU
COOTBETCTBYIOIIYIO JTUIICH3UIO, Ha CHEIHAIBHO 000PYIOBAaHHBIX IJIOMIA/IKAaX, MOJUTOHAX U B CIIEUAIbHO
000pY/IOBaHHBIX TOMENIEHUSAX C COOIIONCHHEM TpeOOBaHUU B OOJIACTH OXPaHBI OKPYXAIOIIEH Cpenbl B
COOTBETCTBHUU C 3aKOHOJATENBLCTBOM Poccuiickon denepanuu.

7. HapkoTuueckue J€KapCTBEHHbIE CpPEICTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEJNCTBA,
panuodapMalieBTHUYECKHE JIEKAPCTBEHHBIE CPEICTBA YHUUTOXKAIOTCSA B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickont @enepannu.

TAPAHT:

Cwm. KOMMeHmapuu Kk cmamose 59 HacmoAuweco (De()epafleoeo 3AKOHA

I'naBa 12. I'ocynapcTBeHHOe peryJMpoBaHue LIeH HA JIEKapCTBEHHbIE Npenaparbl 11
MEeIUIUHCKOI0 MPUMeHEeHH s

Crarbs 60. TocymapcTBeHHOE pEryJUpOBaHME II€H Ha JIEKAPCTBEHHbIC Mpenaparbl i
MEIUIUHCKOTO MPUMEHEHUS

Unpopmayus 06 usmeHnenusix:
Yacms I usmenena c 26 mapma 2020 2. - @edepanvhuiii 3axon om 26 mapma 2020 2. Ne 67-D3
Cm. npedvloywyro pedaxyuro
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

1. TocymapcTBeHHOE perylMpOoBaHHE II€H Ha JIEKAPCTBEHHBIC MpEnapaThl IS METUIIMHCKOTO
MPUMEHEHHUS OCYIIECTBIISICTCS TOCPEACTBOM:

Unpopmayus 06 usmeHenusix:
Ilynkm 1 usmenen c 13 urons 2020 e. - @edepanvhuiii 3akon om 13 utonsa 2020 e. Ne 206-D3

Cm. npedwioywyo peoakyuio

1) yrBepxknenus IlpaButensctBom Poccuiickoit denepanuu nepedHs KU3HEHHO HEOOXOIMMBIX H
BROKHECHUIIINX JICKAPCTBEHHBIX IPENaparoB, KOTOPBIA (OPMUPYETCS U HE PEkKE OJHOrO pa3a B TOJ
nepecMaTpuBaeTcss B yCTAHOBJICHHOM KM TOpSAKE HAa OCHOBE KOMIUIEKCHOM OILIGHKH JIEKapCTBEHHBIX
MperaparoB, BKIIOYAs AaHAIIU3 CBEJICHUI O CPAaBHUTEIILHON KIMHIYECKOH 3(PpPeKkTHBHOCTH 1 O€301TaCHOCTH
JICKapCTBEHHOTO CPEJNICTBA, OLICHKY IKOHOMUYECKUX IMOCIIEICTBUN MPUMEHEHHUSI JIEKApPCTBEHHOTO CPEICTBA
Y U3YYECHHE JIOMOJIHUTEIbHBIX MOCIEACTBUN TPUMEHEHUS JIEKAPCTBEHHOTO CPEICTBA;

Unpopmayus 06 usmeHenusix:
Ilynkm 2 usmenen ¢ 7 utonsn 2019 . - @edepanvusiii 3akon om 6 utons 2019 2. Ne 134-D3

Cm. npedwioywyo pedakyuio

2) yTBEpXKICHHUS METOJWKM pacueTa MpeNeiIbHBIX OTIYCKHBIX II€H MPOW3BOJUTEIICH Ha
JICKapCTBCHHBIC TIpernaparbl, BKJIIOUCHHBIC B IIEpEUCHb IKHU3HCHHO HEOOXOIUMBIX W BAKHEHIIMX
JICKApCTBEHHBIX MPENapaToB, a TAKKE BHEAPEHUS MEXaHU3MOB ()OPMHUPOBAHUS CUCTEMBI pe(hePCHTHBIX IICH;

Hngpopmayus 06 usmenenusx:
Ilynkm 3 usmenen ¢ 7 utonsn 2019 . - @edepanvusiii 3akon om 6 utons 2019 2. Ne 134-D3

Cm. npedwioywyo pedakyuio

3) TOCYHapCTBEHHOH pEruCTpaluu TPEACIbHBIX OTIYCKHBIX II€H IPOM3BOAMTENCH Ha
JICKQpCTBEHHBIC IIperaparbl, BKJIIOUEHHBIC B TIEPCYCHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHIINX
JICKApCTBEHHBIX TPENapaToB;

4) BeleHUS TOCYIAPCTBCHHOTO pEeCTpa NPEICIBbHBIX OTIYCKHBIX II€H IPOW3BOIUTEIICH Ha
JICKapCTBCHHBIC TIpernaparbl, BKJIIOYCHHBIC B TIEpEUCHb JKU3HCHHO HEOOXOIUMBIX W BAKHEHIINX
JICKapCTBEHHBIX MPEIapaToB;

Hnpopmayus 06 usmenenusx:
Ilynxkm 5 usmenen ¢ 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedwioywyto pedakyuio

5) yTBepKJIeHHUSI METOIUKHU yCTAHOBJICHUS UCIOIHUTEIBHBIMU OpraHaMu cyObeKkToB Poccuiickoit
Oenepanuu MpeeIbHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MPEICIBHBIX Pa3MEPOB PO3HUIHBIX HAT0ABOK K
(aKTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM IPOW3BOAMUTEISIMHU JIEKApCTBEHHBIX IMpEnaparoB, Ha
JICKApCTBEHHBIC TIpemaparbl, BKJIIOUEHHBIC B TIEPEYCHb IKU3HEHHO HEOOXOAUMBIX W BaXKHEHIIUX
JIEKapCTBEHHBIX MPEMaparoB;

6) YCTaHOBJICHHS MPEICIHHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIBHBIX Pa3MEPOB POSHHYHBIX
HaI0aBOK K (PaKTHUECKHM OTIMYCKHBIM I[€HaM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX
MperaparoB, Ha JICKApCTBEHHBIC TIperaparbl, BKIIOYCHHBIC B IEpPEUCHb JKU3HCHHO HEOOXOIUMBIX U
BOXHEHUIIINX JIEKAPCTBEHHBIX MPETMaparoB;

Unpopmayus 06 usmenenusix:

Yacms 1 oononnena nynkmom 6.1 ¢ 1 cenmaops 2024 2. - @edepanvruiii 3axon om 30 aneaps 2024 2. Ne 1-
D3

6.1) ompenenenus IlpaButensctBom Poccuiickoit ®enepanuu mopsiika LeHOOOpa3oBaHUS Ha
HE3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE ITPENapaThl JJIsI MEAUIIMHCKOTO IIPUMEHEHHUSI, KOTOPhIE BBE3EHBI B
Poccuiickyro @enepanuto s OKa3aHUs MEAULIMHCKON ITOMOILH I10 )KU3HEHHBIM [TOKa3aHUSAM KOHKPETHOTO
MAlMEHTA U MEKyHapOJHbIC HEMAaTeHTOBAHHBIE, UJIN TPYIIIMPOBOYHBIC, WIIM XUMUYECKAE HAUMEHOBAHUS
KOTOPBIX COJIEPIKATCS B ITEPEUHE KU3HEHHO HEOOXOAUMBIX M BaXKHEUIIINX JIEKApPCTBEHHBIX MPENapaToB;

Unpopmayus 06 usmenenusix:

Ilynkm 7 usmenen c 19 aseycma 2024 2. - @edepanvhsiii 3akon om 8 aseycma 2024 2. Ne 232-D3
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Cm. npedwioywyio pedakyuio

7) yTBEpKICHHS TOPSIIKA BBIIAUU MPEINUCAHUN UCIIOTHUTEIBHBIM OpraHaM cyobekToB Poccuiickoii
denepanuu 0 TPHUBEACHUM B COOTBETCTBHUE C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu pemieHuii 00
YCTaHOBJICHUH TPECIIbHBIX Pa3MEPOB OINTOBBIX HAJ0ABOK U MPEACTHHBIX Pa3MEPOB POSHUYHBIX HAJI0ABOK
K (paKTHYECKUM OTMYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTENSIMU JEKAPCTBEHHBIX IPENaparoB, Ha
JICKApCTBEHHBIC TMIpemaparbl, BKIIOUEHHBIE B TIEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHIIHUX
JIEKapCTBEHHBIX MPENApaToB, €CJIW OHU MPUHATHI C HApyULIEHUEM 3aKOHOJaTenbCcTBa Poccuiickoit
®enepaunu, B nopsake, ycranoBieHHOM [IpaButensctBoM Pocculickoin denepannu;

Unpopmayus 06 usmeHenusix:
Ilynkm 8 usmenen c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedwioywyto peoakyuio

8) HampaBi€HHMs  YHNOJIHOMOYEHHBIM (pefepalibHbIM OpraHOM  MCIIOJHUTEIbHOH  BIIACTH
UCIIOJHUTENBHBIM oOpraHaMm cyObekToB Poccuiickoii ®Penepauny NOpeAnNMCaHUd O NPUBEICHUU B
COOTBETCTBHE C 3aKOHOJATENbCTBOM Poccuiickoit denepanny NpUHATHIX ¢ HAPYLICHUEM 3aKOHOATEIbCTBA
Poccuiickoit @enepanuu penieHUi 00 YCTAHOBJIEHMM NPEIEIbHBIX pa3MEpOB ONTOBBIX HAI0ABOK U
IpeAeIbHBIX pa3MepOB PO3HUYHBIX HAJ0ABOK K LI€HAM Ha JIEKAPCTBEHHBIEC IpPENaparbl, BKIIOYCHHbIE B
nepevyeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKapCTBEHHBIX IPENaparos;

Hnpopmayus 06 usmenenusx:
Ilynkm 9 usmenen ¢ 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedwioywyto pedakyuio

9) ocymiecTBieHUs QeepaTbHOrO roCyIapCTBEHHOTO HAI30pa B chepe 00palieHus JTeKapCTBEHHBIX
CPEICTB M PETHOHAIBHOTO TOCYIApCTBEHHOTO KOHTPOJS 3a MPUMEHEHMEM IIeH Ha JIeKapCTBEHHBIC
Ipenaparbl COOTBETCTBEHHO YIOJHOMOYEHHBIMU (ellepalbHbIMU OpraHaMU HCIIOJIHUTENIBHON BIacTH U
UCIIOTHUTENbHBIMU OpraHaMu cyObekToB Poccuiickoii denepannu coracHO UX KOMIIETEHIIMH B MOPSIKE,
ycranoBieHHOM IIpaBurensctBom Poccuiickoit denepanuy;

HUnghopmayus 06 uzmenenusx:

Ilynkm 10 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexkabps 2019 2. No 475-D3

Cm. npedwioywyto pedakyuio

10) mnpuMeHeHHs TPEAyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccwuiickoit  ®Denepanuu  mep
OTBETCTBEHHOCTH 3a HapYIICHHE TOPsAKa IIEHOOOpa30BaHMS Ha JICKAPCTBEHHBIC TMPENapaThl, BKIFOUCHHBIC
B MIEPEUYCHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIITNX JIEKApCTBEHHBIX MPENaparos.

Ungpopmayus 06 usmenenusix:

Cmamuws 60 dononnena uacmoio 2 ¢ 26 mapma 2020 e. - @edepanvuviii 3axorn om 26 mapma 2020 2. No 67-
D3

2. B ycnoBusix ype3BeIUAliHON CUTyallMd W (WJIM) TIPU BOSHUKHOBEHUHU YTPO3bl PACTIPOCTPaHEHUS
3a005ieBaHuUs, MPEICTABISIONIETO0 OMACHOCTh JUISl OKPY)KAIOLUX, a TaKKe B CIydyae, €ClIM B TEUeHHUE
TPUILIATA KAJICHAAPHBIX JIHeW mnociie npuHAtus [IpaBurensctBom Poccuiickonn denepauuu pemeHus o
MPOBEACHUH MOHUTOPUHTA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE MPEMAPATHI, HE BKIIOUCHHBIC B NEPEUYCHB
JKU3HEHHO HEOOXOIMMBIX W BaXKHEWIUX JIEKapCTBEHHBIX MPEmaparoB, Ha TEPPUTOPUSX CYOBEKTOB
Poccniickoit ®@enepanyy BBISIBIEH POCT PO3HUYHBIX IIEH HAa YKa3aHHBIE JIEKapCTBEHHBIE Ipernaparbl Ha
TPUALIATH MPOILIEHTOB U Ooinee, [IpaButenpcTBo Poccuiickoit @enepanuu BIpaBe yCTAHOBUTH MpeeIbHBIS
OTIYCKHBIE II€HBI MPOU3BOJUTENICN Ha YKa3aHHbIE JIEKAPCTBEHHBIE MpENaparhbl, MPEAeIbHbIE pa3Mephl
ONTOBBIX HAJA0aBOK W TpeelbHbIE pa3Mepbl POZHUYHBIX HAJ0aBOK K (DAKTHUUECKUM OTITYCKHBIM IIEHAM
MPOU3BOJIUTENIC HA YKa3aHHbBIE JIEKAPCTBEHHbIE Tpemnaparhl. [lepedeHb JIeKapCTBEHHBIX MPENaparoB, HE
BKIIFOYCHHBIX B MePEUEHb )KU3HEHHO HEOOXOAMMBIX U BKHEHUIIINX JIEKAPCTBEHHBIX MIPEMaparoB, U MOPSI0K
ero popmupoBanus omnpenenstorcs [IpasurensctBom Poccuiickoit deneparuu.

Hnpopmayus 06 uzmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM
Cmamuws 60 oononnena uacmoio 3 ¢ 26 mapma 2020 e. - Dedepanvubiii 3axkon om 26 mapma 2020 2. Ne 67-
D3

3. B TeueHue neBsSHOCTa KaJlCHIAPHBIX JHEW cOo NHs yTBepxkaeHusa [IpaBurenbctBom Poccuiickoit
®denepanun NepeyHs, yKa3aHHOTO B YaCTH 2 HACTOSIIEH CTaThb, HE JOMYCKAIOTCS peaan3alusi U OTIyCK
BKJIFOYCHHBIX B HETO JICKAPCTBEHHBIX MTPEMapaToB I10 LIeHaM, TPEBBIIIAIOIINM MPEACTbHBIE OTITYCKHBIE [IEHBI
MPOM3BONTENICH HAa yKa3aHHBIC JICKAPCTBEHHBIC MPEMaparkl, MpeaeabHbIe Pa3Mephbl ONTOBBIX HAT0ABOK U
npeaenbHble pa3Mepbl PO3HUYHBIX Ha/lI0aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM IMPOU3BOJAUTENCH Ha
yKa3aHHBIC JIEKAPCTBEHHBIC MPENapaThl C Y4ETOM HAJIOTa Ha I00aBIEHHYIO CTOMMOCTb.
TAPAHT:

Cm. kommenmapuu k cmamue 60 nacmoaweco PedepanvbHo2o 3aKOHA

Unpopmayus 06 usmeHenusix:
Cmamuws 61 usmenena c 7 urona 2019 2. - @edepanvruiil 3axkon om 6 utonsn 2019 2. Ne 134-D3

Cm. npedwioywyo pedakyuio
Crarbs 61. TocymapcTBeHHAss perucTpamnysi W IEePeperucTpaIus NPeaesIbHBIX OTITYCKHBIX I1eH
NPOM3BOJMTENICH Ha JICKAPCTBCHHBIC MpENapaThl, BKIIOYCHHBIC B IEPCUCHb KHU3HCHHO
HEOOXOAMMBIX M BAXHEHININX JIEKAPCTBCHHBIX MTPETIapaToB

Hughopmayusi 06 usmenenusix:

Yacms 1 usmenena c 30 aunsapsa 2024 2. - @edepanvusiii 3akon om 30 auseaps 2024 2. Ne 1-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenus uacmu 1 (8 peoakyuu @Pedepanvroeo 3akona om 30 aneaps 2024 e. Ne [-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCiye npu oopaujeruu 1eKapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapPCMBEHHbIX NPEnapamos 0k MeOUYUHCKO20 NPUMEHEHUs, No0meepicoarouue paxm
20Cy0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeouyuHcko2o npumenenus ¢ 1 aueaps 2026 o. He
evl0aomcs

1. IlpenenbHas OTIyCKHasl IIeHa NMPOU3BOAUTEINS Ha JICKAPCTBEHHBIM Npemnapar, BKIIOYCHHBIH B
nepedeHb JKU3HEHHO HEOOXOIUMBIX M  BaXHEUWIIMX JIEKAPCTBEHHBIX  IPEMaparoB, MOMIEKUT
roCy/lapCTBEHHOM perucTpanuu B nopsjake, ycranoBieHHoM IIpaButensctBoM Poccuiickoit denepanuu, Ha
OCHOBaHHMH HAIPABIECHHOTO MOCPEICTBOM €IUHOTO IMOpTalia B YIOJTHOMOUYEHHBIN (emepanbHblii opraH
UCTIOJIHUTENILHON BIIACTH MJIU JIMYHBIN KaOMHET YIOJIHOMOUEHHOTO (hefiepalibHOTO OpraHa UCIIOJTHUTEIbHON
BJacCTU B €IUHOW CHUCTEME, IMOJANUCAHHOTO YCHJIEHHOW KBaJIM(DHUIMPOBAHHON SJIEKTPOHHOM MOIMHUCHIO
3agBJICHMS JepiKaTeNss WM BIaJeiblla PErMCTPallMOHHOIO YAOCTOBEPEHHUs JIEKApCTBEHHOIO Iperapara
(YTIOJIHOMOYEHHOTO UM JIUIIA).

Hnghopmayust 06 usmenenusix:
Yacms 2 usmenena c 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 ausaps 2024 2. Ne 1-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Tonoowcenua yacmu 2 (8 peoakyuu Dedepanvrozo 3axkona om 30 ausaps 2024 2. Ne 1-D3), kacarowuecs
npedocmasienusi 20CyOapCmeeHHbliX Yciye npu oopaweHuu 1eKapCmeeHHblX cpeocma Ol MeOUYUHCKO20
npumenerus nocpeocmeom EI'MC3 u (unu) EIII'Y, npumenstomes ¢ 1 ansaps 2026 e. Pecucmpayuontule
YOOCmMOoBepeHUsl 1eKapCmMBeHHbIX NPenapamos 0Jisi MeOUYUHCKO20 NPUMEHEHUS, NoOmeepxcoarouue paxm
20Cy0apcmeenHol  pecucmpayuy, Ha OyMaxdchom Hocumene U OYOIUKAMbL  PeUCMPAYUOHHBIX
YOOCMOoBepeHUll J1eKAPCMEEHHbIX Npenapamos 0Jisi MeOuyunckoeo npumernenus ¢ 1 saumeaps 2026 e. ne
evloaomcs
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

2. 3aperucTpupoBaHHas MpeJesibHas OTIYCKHas LIEHa IPOU3BOAMTEINS Ha JIEKapCTBEHHBIN Mpenapar,
BKJIIOUCHHBIH B MEPEYCHb )KM3HEHHO HEOOXOIUMBIX W BaKHEHIINX JEKAPCTBEHHBIX IPENaparoB, MOXKET
ObITh IEPEPEruCTPUPOBAHA B CTOPOHY YBEIMUYEHHMsS OJUH pa3 B KaJICHJAPHOM TIOly Ha OCHOBAaHUU
HampaBJIEHHOTO 10 | OKTAOps KaKIOro roja MOCPEICTBOM EAMHOTO IOpTala B YMOJTHOMOYEHHBIN
(benepanbHbI OpraH MCHOJIHUTENBHOM BIACTU WM JIMYHBIM KaOMHET YNOJHOMOYEHHOTrO (enepaabHOro
OpraHa HCIOJHHUTEIBHOM BJIACTH B €IWHOW CHCTEME, MOAMUCAHHOTO YCHUJICHHOW KBaIH(pUIMPOBAHHOM
JIEKTPOHHOM IOANUCHIO 3asBICHHUS JepXaresis WIM BIAJeiblla PEruCTPallMOHHOIO YJOCTOBEPEHUs
JIEKapCTBEHHOTO Npenapara (yIoJIHOMOYEHHOTO UM JINLA).

Unpopmayus 06 usmeHenusix:
Yacms 3 usmenena c 30 aunsaps 2024 2. - @edepanvusiii 3akon om 30 anseaps 2024 2. Ne 1-D3

Cm. npedwioywyto peoakyuio
TAPAHT:

Tonoowcenus uacmu 3 (8 peoakyuu Pedepanvrozo 3akona om 30 aneaps 2024 2. Ne [-D3), kacarowuecs
npeoocmasienus 20cy0apCmeeHHbIX YCiye npu oopaujeHuu 1eKkapCcmeeHHblX cpeocme 0 MeOUYUHCKO20
npumenernus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 aunsaps 2026 o. Pecucmpayuonusie
YOOCMOoBepeHUsl 1eKapPCMBEHHbIX NPEnapamos 05k MeOUYUHCKO20 NPUMEHEHUs, NoOmeepicoarouue paxm
20Cy0apCcmeenHou  pecucmpayuu, Ha OyMaxcuom Hocumene U OYOIUKAmMvl  PecUCMPAYUOHHBIX
YOOCMOoBepeHUll J1eKAPCMBEHHbIX NPenapamos 0Jisi MeOuyuHckoeo npumernenus ¢ 1 saueaps 2026 e. ne
svloaomcs

3. 3apeructpupoBaHHasi IpeiebHas OTITyCKHas [IeHa TPOU3BOAMUTENS Ha JIGKAPCTBEHHBIN Mpernapar,
BKIIFOYCHHBIN B TICPEYCHb XKU3HEHHO HEOOXOMUMBIX M BOKHEHIIMX JICKAPCTBEHHBIX MPEIApaTOB, MOXKET
OBITH TMEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHS Ha OCHOBAHUU HAMPABICHHOTO MOCPEICTBOM EAHHOTO
nopTaja B YIIOJIHOMOYCHHBIN (elepalbHbIii OpPraH HCIIOJHUTEIBHON BIACTH WM JIMYHBIA KaOWHET
YHIOJHOMOYEHHOTO (peIepaibHOTO OpraHa HCIOJIHUTEIBHOW BIIACTH B €IMHOM CUCTEMe, MOAMHCAHHOTO
YCUJICHHOH KBaJM(UIIMPOBAHHOW JIIEKTPOHHOM TIOAMMCHIO 3asBICHUS JIep)Kareist WM  BIaJeibla
PETUCTPALIMOHHOTO YAO0CTOBEPEHUS JIEKApCTBEHHOTO Mpenapara (yrnoIHOMOYEHHOTO UM JIUIA).

HUnghopmayus 06 uzmenenusix:
Yacmw 4 usmenena ¢ 30 sneaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxyuio
TAPAHT:

Tonoowcenua yvacmu 4 (8 peoaxyuu Dedepanvrozo 3axkona om 30 auneapsa 2024 2. Ne 1-D3), kacarowuecs
npeodocmasienus 20Cy0apCmeeHHbIX YCye npu oopaujeHuu 1eKapCcmeeHHblX cpeocma 0 MeOUYUHCKO20
npumenenus nocpeocmeom ETUC3 u (unu) EIITY, npumensiomes ¢ 1 ausaps 2026 e. Pecucmpayuonusie
YOOCMOoBepeHUs IeKapCmEeHHbIX NPenapamos 0 MeOUYUHCKO20 NPUMEeHeHUs, noomeepaicoarowue haxm
20CY0apCcmeenHou  pecucmpayuu, Ha Oymaxcuom Hocumene U OYOIUKAmMbl  PecUCPAYUOHHBIX
YO0OCmogepeHull 1eKapCmeeHHbIX Npenapamos 0is MeOuyuHcko2o npumenenus ¢ 1 aueaps 2026 2. ne
8v10aomcs

4. Jlepxarenb WU BIaJeNell PETUCTPAIIOHHOTO YAOCTOBEPEHMS IIEKapCTBEHHOTO IIperapara
(YmomTHOMOYEHHOE UM JIUI0) O0si3aH HAIpPaBUTh IMMOCPEACTBOM EAMHOTO IMOpTalia B YIOJTHOMOYECHHBIN
denepanbHBIl OpraH MCHOTHUTENHLHON BIACTH WM JIMYHBIA KaOWHET YIMOJHOMOUYEHHOTO (henepambHOro
OpraHa HUCIHOJHHUTENbHOM BJIacTH B €IMHOM CHUCTEME MOANUCAHHOE YCHUJIEHHOW KBaJU(UIIMPOBAHHON
AIIEKTPOHHON TOJIMUCKHIO 3asBICHHE O TEPEPETUCTPALUU 3aPETUCTPUPOBAHHON MpENeTbHON OTITYCKHOM
IIEHBI TIPOU3BOIUTEIIS Ha JICKAPCTBEHHBIN TpEIapart, BKIIFOYCHHBIN B ITepeUeHb KU3HEHHO HEOOXOIMMBIX U
BROXHEHUIIINX JIEKAPCTBEHHBIX MPEMapaToB, B CTOPOHY CHUKECHHSI B CIICIYIOIINX CIIyYasX:

1) cHUKEeHHE [IEHBI B MHOCTPAHHOW BAJTIOTE Ha JICKAPCTBEHHBIN Mperapar B CTpaHe IPOU3BOIUTEIS
U (WIK) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIK) B KOTOPBIE MOCTABISIETCS
IPOM3BOUTEIICM;
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

2) cHWXXEHUE LIeH Ha pedepeHTHbIe JIEKapCTBEHHbIE Mpenaparbl B COOTBETCTBUU C IYHKTOM |
HACTOSIIIEH YacTH (A7 COOTBETCTBYIOIIMX BOCIPOHM3BEACHHBIX, OHOAHANOTOBBIX (OMOMOTOOHBIX)
JIEKapCTBEHHBIX MIPENaparoB);

3) npeBbIllIEHUE TPEAETbHON OTITYCKHOM II€HBI Ha MEPBBIM BOCIPOU3BE/ICHHBIN, OMOaHAIOTOBBIN
(OnomnomoOHbBIN) JIEKApCTBEHHBIA Mpernapar MHOCTPAHHOTO IPOM3BOJACTBA HAJ MPEAeNbHOM OTIYCKHOU
[IEHOW MPOU3BOIUTEISI HA BTOPOM BOCIPOU3BEICHHBIN, OMOAHAIOTOBBIN (OMONOAO0HBIN) JIEKapCTBEHHBII
npernapar, pacCuuTaHHOM B COOTBETCTBUM C METOAMKOM, yTBepxaeHHOW [IpaButenncTBoM Poccuiickoit
®denepaunu;

4) mpeBbIICHUE MPEACIHbHOM OTITYCKHOM IIEHBI Ha TEPBbI BOCIPOU3BEICHHBINA, OMOaHATIOTOBBIM
(OnomomOOHBIN) JIEKAPCTBEHHBINM Mpenapar MPOU3BOAMTENS TOCydapcTBAa - WieHa EBpa3uiickoro
SKOHOMMYECKOI'O COX03a HaJl IPEAEIIbHON OTIIYCKHOM LIEHOM MPOU3BOAUTENS HA BTOPOI BOCIIPOU3BEICHHBIN,
OunoaHanoroBelii  (OMOMONOOHBIN) JIEKAPCTBEHHBIM Ipermapar MPOM3BOAMTENS TOCylapcTBa - 4iIEHA
EBpa3uiickoro 3KOHOMHMYECKOIO CO033, PACCUUTAHHOW B COOTBETCTBUM C METOAMKOW, YTBEpKIACHHOU
[IpaBurensctBoM Poccuiickoit denepanuu.

Hughopmayusi 06 usmenenusix:

Cmamus 61 oononnena uacmoio 4.1 ¢ 1 mapma 2026 2. - @edepanvuviii 3axon om 31 urona 2025 2. Ne 304-
D3

4.1. B cnyyae, ecau OT UMEHHM JeprKaTeisl WM BIAJENblla PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 IIpernapara JAEHCTBYeT €ero mpeacTaBuTellb ((U3MYecKoe JUIO), YHOIHOMOUEHHBIN
JIeCTBOBATh Ha OCHOBAHUU JIOBEPEHHOCTH B JICKTPOHHOU (hopMe B MAITMHOYUTAEMOM BHJE, 3asBIICHUS,
yKa3aHHbIE B yacTAx 1-4 Hacrosue cTaTthbu, MOTYT OBITh HMOANMCAHBl YCHJIEHHON KBaJU(UIMPOBAHHON
AIIEKTPOHHOH MOINHUCHIO THO0 YCHICHHON HEKBaTH(PUIIMPOBAHHON 3JIEKTPOHHON MOATHUCHIO.

5. Ilopsnok nepeperucTpanyy 3aperucTpupOBaHHbIX IPEAEIBHBIX OTITYCKHBIX LIEH IPOU3BOAUTENIEH
Ha JIGKapCTBEHHBIC IIperaparhl, BKIIOYEHHBIC B IIEpEUCHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IPENaparoB, B Cily4asX, NPEAYCMOTPEHHBIX 4YacTsIMU 2 - 4 HaAcTOAIIEW CTarby,
ycranasinuBaercs [IpasurensctBoM Poccutickont denepanun.

6. DKOHOMUYECKUH aHalIW3 IpPENENbHOM OTIYCKHOW LIEHBI NPOU3BOAUTENS HA JIEKAPCTBEHHBIN
Ipernapar, BKIIOYEHHBIN B IIEPEUYEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX MPENaparos,
IpU €€ ToCyAapCTBEHHOW PErucTpalui WK MepeperucTpalii OCyIecTBIseTcs (heaepalbHbIM OpraHoM
UCIIOJTHUTENBHOM BIACTH, OCYLIECTBISIIOIIMM (YHKIIMM MO HMPUHATHUIO HOPMATHUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOZICHHEM 3aKOHOATeNbCTBA B c(epe roCylapcTBEHHOIO PeryaIupoBaHus LieH (TapudoB)
Ha TOBapHbI (YCIyTH).

7. PacueT mpenenbHBIX OTIIYCKHBIX LIEH, YKa3aHHBIX B 4acTAX | M 2 HAcTOALIEH CTaTbH, IPH UX
TrOCYJITapCTBEHHON PETUCTPALMU WM INEPEPETUCTPALUN OCYIIECTBISIETCS B COOTBETCTBUM C METOIUKOM,
yTBepkaeHHou [IpaBurensctBom Poccuiickoii denepaniy 1 y4UTHIBAIOLIEN B TOM YUCIIE:

1) cobntonenue OaaHca MHTEPECOB MOTPEOUTENIEH JIEKAPCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B
HepeueHb >KU3HEHHO HEOOXOIUMBIX M BaXHEUIIMX JIEKapCTBEHHBIX IIPENaparoB, M NPOU3BOAUTENEH
JICKapCTBEHHBIX IpENaparoB, BKIIOYEHHBIX B IMEPEYCHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MIPENApaTOB;

2) (hakTHUECKYIO OTIYCKHYIO LIEHY Ha JieKapCcTBEeHHBIE Ipenaparsl B Poccuiickoit denepanuu, neHy
BBO3a JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro ®Penepanuro, a Takke LEHbl Ha aHAJIOTHYHbIC
JIEKapCTBEHHBIE TIPeTapaThl, Haxoasmuecs B oopamienuu B Poccutickoit deneparuu;

3) 3arparel IpPOU3BOAMTENS JIEKAPCTBEHHOIO IIpernapara Ha MPOM3BOJACTBO M PeaU3alUI0
JIEKapCTBEHHOTI'O IIpenapara;

4) neHy Ha JIEeKapCTBEHHBIN MpEMapar, ero eHy B CTpaHe MPOU3BOJUTEINS U B CTPaHaX, B KOTOPBIX
JIeKapCTBEHHBIN Mpenapar 3aperucTpUpOBaH U (MJIM) B KOTOPbIE MOCTABISAETCS POU3BOUTEIIEM.

8. He nomyckarorcst peanuzanus ¥ OTIIYCK JEKapCTBEHHBIX MPENaparoB, BKIIOYEHHBIX B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX M Ba)XHEHMIMX JIEKAPCTBEHHBIX IMPENaparoB, Ha KOTOPbIE MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IPENapaTroB HE 3aperuCTPUpOBaHa IMIpeleNibHas OTIYCKHAas II€Ha, peanu3aius
IIPOU3BOJIUTEISIMUA JIEKAPCTBEHHBIX IPENAparoB IO I€HaM, IPEBBIMIAIONIMM 3apErUCTPUPOBAHHBIE HIIH

Cucrema TAPAHT 15¢
/
17¢


http://ivo.garant.ru/document/redirect/412424148/5217
http://ivo.garant.ru/document/redirect/12184522/21
http://ivo.garant.ru/document/redirect/411850974/1000
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/5756200/1111

®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

nepeperucTPUPOBAHHBIC TIPEICTbHBIC OTITYCKHBIE IIEHBI Ha JICKAPCTBEHHBIE TPEnaparhl ¢ y4eTOM Hajiora Ha
N00aBICHHYIO CTOUMOCTD.

Unpopmayus 06 usmeHenusix:
Yacms 9 usmenena ¢ 8 mapma 2022 2. - @edepanvhuiti 3akon om 8 mapma 2022 2. Ne 46-D3

Cm. npedwioywyo peoakyuio

9. OCOOEHHOCTH TOCYIaPCTBEHHOTO PETYIHMPOBAHUS MPEACITBHBIX OTITYCKHBIX IIEH POU3BOAUTEICH
Ha JIGKapCTBEHHBIC IpErapaThl, BKIIOUECHHBIC B IEPEUCHb JKU3HEHHO HEOOXOAMMBIX W BaXKHEWUIIMX
JICKApCTBEHHBIX MPENapaToB, B 3aBUCHMOCTH OT SKOHOMHUYECKMX W (WJIHM) COIMAJIbHBIX KPUTEPUEB
(M3MeHeHHEe YCTIOBUH, MOPSAAKA U CTOMMOCTH IPOHM3BOACTBA JICKAPCTBEHHBIX MPENaparoB, UCIOIb30BaHHUE
HOBBIX ()OpM, METO/IOB M CITIOCOOOB TOCYJAPCTBEHHOT'O PETYJIMPOBAHUS IICH Ha JICKAPCTBEHHBIC MTPETIapaThl,
B TOM YHCIIE Ha OCHOBE MEXaHHW3Ma PePEepeHTHOTo IIEHOOOpPAa30BaHMS, W3MEHEHHH MOpPSIKA OKa3aHHs
MEIUIIUTHCKOM MTOMOIIY, U3MEHEHHE Kypca WHOCTPAHHOW BaJIOTHl U WHBIC M3MCHEHUS) YCTAHABIMBAIOTCS
[IpaBurensctBoM Poccuiickoit denepanuu.
TAPAHT:

Cn. KOMMmeHnmapuu K cmambuve 61 HacmosAuweco Cbedepaﬂbﬂoeo 3AdKOHA

Crarba 62. locynapcTBEHHBIM peecTp IpelenbHbIX OTIYCKHBIX LIEH IPOM3BOAUTENEH Ha
JIEKapCTBEHHBIE IIpenaparbl, BKIIOUEHHbIE B IEPEYEHb KU3HEHHO HEOOXOAMMBIX U
BaKHEHIINX JIECKAPCTBEHHBIX MPENAPaTOB

Hngpopmayus 06 usmenenusx:
Yacms 1 usmenena c 7 utons 2019 2. - @edepanvhuiii 3akon om 6 urons 2019 2. Ne 134-D3

Cm. npedwioywyto pedakyuio

1. 3aperucTpupoBaHHbIE WM [EPEPErMCTPUPOBAHHBIC MPEICIIbHBIE  OTIYCKHBIE  I[CHBI
MPOM3BOMTENICH HA JICKAPCTBCHHBIC IPEIaparhbl, BKIIOUYECHHBIC B NMEPECUCHb KMU3HCHHO HEOOXOIUMBIX H
BO)KHEHIIINX JICKAPCTBCHHBIX NIPENapaToB, MOICKAT BKIIOUCHHIO B TOCYJAPCTBEHHBIN PEECTp MPEIeTbHbBIX
OTITYCKHBIX IIEH MPOM3BOJUTENICH Ha JICKAPCTBEHHBIC IpEIaparbl, BKIOYCHHBIC B MEPEUCHb KU3HESHHO
HEOOXOAMMBIX U BOKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

2. TocynmapcTBeHHBIN peecTp MpeneinbHBIX OTIYCKHBIX I[€H MPOWU3BOAMUTEICH Ha JICKAPCTBCHHBIC
Mpernaparbl, BKIFOYCHHBIE B TIEpEUeHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIIHNX JIEKAPCTBEHHBIX MPENaparos,
COJZIEPXKHT B ceOe CIeAyIONIy0 HHPOPMAITHIO:

Hnpopmayus 06 usmenenusx:
Ilynxkm 1 usmenen c 1 aneaps 2018 2. - @edepanvruiii 3axon om 28 oexabpsa 2017 2. Ne 425-D3

Cm. npedwioywyto pedakyuio

1) HaMeHOBaHUE JIeprKaTeNsd WK BIaJeblla PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, HaMMEHOBAaHUE TIPOMU3BOJUTENS JIEKAPCTBEHHOI'O Ipenapara, CBEACHHMS O PErucTpalnuu
JiepKaTensl WIK BIaJeNblia PErMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapara, CBEJICHUs O
perucTpany Ipou3BOAUTENS JIEKApCTBEHHOrO Mpernapara Juisi MEIULHUHCKOTO NMPUMEHEHHUS B KayecTBE
HAJIOTOIUIATENbIIMKA B CTPaHE PETUCTPALMH (11 POCCUUCKHUX IOPUINYECKUX JUIL - UICHTU(UKAITMOHHBIN
HoMep Hanoromarenpiuka (MHH), mist uHOCTpaHHBIX IOPUIMYECKUX JIMIl - CTpaHa pErucTpalud,
HAaMMEHOBAaHUE PETHCTPUPYIOUIETO OpraHa, perucTpallMOHHBIA HOMEp, KOJ HaJIOTrOIJIaTelNbIIMKa B CTPaHe
peructpanuy (MHKOPIOpAlMKM) MM €r0 aHajor), MECTO HaxOXJIEHHUS IMPOU3BOJCTBEHHBIX IUIOMIAJIOK,
YYacTBYIOIIUX B MPOIECCE MPOU3BOJACTBA JIEKAPCTBEHHOIO IMperapara, C yKa3aHHEeM CTaJuu Mpolecca
IIPOU3BO/ICTBA;
Ungpopmayus 06 uzmenenusix:
Deoepanvruvim 3akonom om 22 oexabps 2014 2. Noe 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosue2o
DedepanbHo2o 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nynkma 8 npeovloyujeti pedaKyuu
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..
2) HauWMCHOBaHHME JICKAPCTBCHHOTO TMpemapara (MEeXIyHapOIHOE HEMaTeHTOBAaHHOE, WIIH
IpyNIMPOBOYHOE, WIIM XMMHUYECKOE U TOPrOBOE HAUMEHOBAHUS );
3) HOMep PEruCTPaIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara;
b

HUngpopmayust 06 usmenenusix:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. No 429-D3 ¢ nynkm 4 yvacmu 2 cmamvu 62 Hacmosue2o
DedepanvbHo2o 3aKOHA BHECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHKkma 6 npeovloyujetl pedaKyuu
4) nekapctBeHHas hopMa ¢ yKa3aHUEM JTO3UPOBKH JICKAPCTBEHHOTO MperapaTa u ero KOJIM4ecTBa BO
BTOPUYHOH (ITOTPEOUTENHCKOM) YITAKOBKE, 2 TAKIKE KOMIUIEKTHOCTB;

Unpopmayus 06 usmeHenusix:
Ilynkm 5 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexabps 2019 2. Ne 475-D3

Cm. npedwioywyto peoakyuio
5) 3aperucTpupoBaHHas PpeAeTbHAs OTIYCKHAs IIEHA Ha JICKAPCTBEHHBIN Iperapar B pyossx;

Hughopmayusi 06 usmenenusix:
Ilynkm 6 usmenen ¢ 7 utonsn 2019 . - @edepanvusiii 3akon om 6 utons 2019 2. Ne 134-D3

Cm. npedwioywyo pedakyuio

6) nara ¥ HOMEp MpHUKa3a YHNOJIHOMOYEHHOTO (elepalbHOr0 OpraHa UCHOJHUTEIBHOM BIACTH O
rOCyAapCTBEHHOW PErMCTPALMU WM NEPEPETUCTPALMU MPEAEIbHON OTIYCKHOW LIEHBI Ha JICKAPCTBEHHBIN
Ipernapar, BKIFOYSHHbIN B TIEPEYeHb KU3HEHHO HEOOXOUMBIX M BaKHEHIIIHNX JICKAPCTBEHHBIX MPENapaTos;

HUnghopmayus 06 uzmenenusix:

Yacmw 2 oononnena nynkmom 6.1 ¢ 7 utons 2019 2. - @edepanvhuiii 3akon om 6 uions 2019 2. Ne 134-D3

6.1) mara BCTyIUICHUSI B CUJTY MIPUKa3a YIOJIHOMOYEHHOTO (peepaibHOro opraHa UCIIOTHUTEIHLHOM
BJaCTU O TOCYIAapCTBEHHOM pEerucTpaluy WIH HepeperucTpalud MNpefebHON OTIMYCKHON IEHBI
MPOU3BOAUTENSI HAa JIEKAPCTBEHHBIN Mperapar, BKIIOUYCHHBIH B TEPEUEHb >KMU3HEHHO HEOOXOIUMBIX H
BOXHEHIIINX JIEKAPCTBEHHBIX MIPETMapaToB;

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. Ne 429-D3 uacms 2 cmamou 62 nacmosujeco PedepanbHoco
3aKOHA OONONHeHa NyHKmom 7, ecmynarowum 6 cuiy ¢ 1 urons 2015 e.

7) WITPUXOBOM KO, HAHECEHHBI Ha BTOPHUYHYIO (MOTPEOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npernapara;
Hnghopmayust 06 usmenenusix:
Deoepanvrvim 3axkonom om 22 dexabps 2014 2. Ne 429-D3 yacmsb 2 cmamou 62 nacmosujeco PedepaibHoco
3aKoHa 0ononneHa nynkmom 8, cmynarougum 8 cuny ¢ 1 urona 2015 .

8) Koj JIEKapCTBEHHOIO Ipernapara MO aHaTOMO-TEPareBTUYECKO-XUMHUYECKON Kiaccudukanuu,
PEKOMEHI0BaHHOM BceMupHOU opraHusanuei 34paBoOXpaHeHus.

Ungpopmayus 06 usmenenusix:
Yacmw 3 usmernena ¢ 7 urons 2019 2. - @edepanvhuiii 3axon om 6 uions 2019 2. Ne 134-D3

Cm. npedwioywyto pedakyuio

3. TocymapcTBeHHasi perucTpanus WM TepeperucTpanusi MTPeaeNbHbIX OTHYCKHBIX IIeH Ha
JICKApCTBEHHBIC TIperaparbl, BKJIIOUYECHHBIC B TIEPEYCHb JKU3HEHHO HEOOXOMUMBIX W BaXKHEHIINX
JICKapCTBEHHBIX IMpENaparoB, BEACHHE TOCYJApCTBEHHOTO pEecTpa TMPEeAeNbHBIX OTIYCKHBIX II€H
MIPOM3BOJIMTEIICH HA JICKAPCTBCHHBIC TpENaparbl, BKIIOUCHHBIC B IEpPEUYCHb KU3HEHHO HEOOXOIWMBIX U
BRXHEHIIINX JICKAPCTBEHHBIX MPEMaparoB, OCYIIECTBISIOTCS B MOPsAKe, yCTaHOBIeHHOM [IpaBUTENHCTBOM
Poccuiickoit @enepanuu.
TAPAHT:

Cm. Aomunucmpamusnulil peenamenm Munzopaea Poccuu no npedocmasnenuto 20cyoapCcmeenHou yeayeu
nO 20CYOAPCMBEHHOU pecUucCmpayuy NpeoeibHbIX OMNYCKHbIX YeH HA JeKApCMmeeHHble Npenapamol,
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

BK/IIOYEHHbIE 6 NePeYeHb JCUSHEHHO HeOOXOOUMbIX U BANCHEUUUX JTIeKAPCMBEHHbIX Npenapamos,
ymeepacoennvlil npuxazom Munucmepcmea 30pagooxparerusi om 24 uions 2012 2. N 42u

Cm. kommenmapuu k cmamue 62 nacmosaujeco PedepanbHo20 3aKOHA

Unpopmayus 06 usmeHenusix:
Haumenosanue uzmeneno c 19 aszycma 2024 2. - @edepanvusiii 3akon om 8 agzycma 2024 2. Ne 232-D3

Cm. npedvioywyio pedakyuio
Crarbst 63. YcTaHOBICHHE MWCIOJHHUTEIBHBIMH OpraHaMu cyObekToB Poccuiickoit Denepanun
IpeAeIbHBIX Pa3MEPOB ONTOBBIX HAZ0ABOK U MPEJIENIbHBIX Pa3MEPOB PO3HUYHBIX HaJ0aBOK
K (haKTUYEeCKMM OTITYCKHBIM LI€HAM, YCTaHOBJICHHBIM IPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX
IpenaparoB, Ha JICKApCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IIEPEYEHb JKU3HEHHO
HEOOXOAMMBIX U BaKHEHMILINX JIEKAPCTBEHHBIX [IPENapaToB

Unpopmayus 06 usmeHenusix:
Yacms 1 usmenena c 19 aseycma 2024 2. - @edepanvusiii 3akon om 8 aseycma 2024 2. Ne 232-D3

Cm. npedwioywyo pedakyuio

1. WcnonnutensHble opranbl cyObekToB Poccuiickoit dexepanuu ycTaHaBIUBAaIOT HpeAeIbHbIC
pa3Mepsl ONTOBBIX HAJA0aBOK W TPEIEIbHBIE pa3Mepbl PO3HUYHBIX HAJ0ABOK K (PAaKTHUYECKUM OTITYCKHBIM
neHam (0e3 ydera Hajmora Ha J00aBIEHHYI0 CTOMMOCTb), YCTAHOBJIEHHBIM IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENApaToB, Ha JIEKAPCTBEHHBIE IPENApaThl, BKIIOYEHHBIE B IIEPEUEHb JKU3HEHHO
HEOOXOIUMBIX U BaXHEUIIMX JIEKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUU C YTBEP)KJIECHHOH B MOpPSAKE,
yctaHoBieHHOM [IpaBurensctBoM Pocculickont @enepannn, METOAUKON YCTaHOBIICHHS UCIIOJHUTEIbHBIMU
opranamu cyobexktoB Poccuiickoit denepannu npeaeabHbIX Pa3MEpPOB ONTOBBIX Ha/l0aBOK U MpeEesIbHBIX
pa3MepoB PO3SHUYHBIX HAA0AaBOK K (PAaKTHYECKUM OTITYCKHBIM I[€HAM, YCTAHOBJICHHBIM MPOU3BOIUTEIISIMA
JIEKapCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIC IIpENaparbl, BKIIOYEHHBIE B IIEPEYCHb >KU3HEHHO
HEOOXOAMMBIX U BaKHEHIINX JIEKapCTBEHHBIX NpenaparoB. [IpoeKkThl penieHnii HCIIOMHUTEIbHBIX OPraHOB
cyowrexToB Poccuiickoit @eneparyu 00 yCTaHOBJIEHUU U (MJIM) U3MEHEHUH IPeAeIbHBIX Pa3MEPOB ONTOBBIX
HaJ0aBOK U TMPEAETIbHBIX pPAa3MEPOB PO3HUYHBIX HAA0aBOK K (DAaKTUYECKUM OTIYCKHBIM LI€HaM,
YCTaHOBJICHHBIM ITPOU3BOAMTEISAMHU JIEKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIE IIpeIaparsl,
BKJIIOYEHHBIE B M€PEUEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHMILINX JIEKAPCTBEHHBIX IPENaparoB, MOJIexkKar
COIVIACOBAHUIO C YTIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM MCIIOJHUTEIBHON BIACTH, OCYIIECTBISIONIUM
(YHKIMH 110 IPUHATUIO HOPMATUBHBIX IPABOBBIX aKTOB M KOHTPOJIIO 3@ COOJIOIEHNEM 3aKOHO/IaTENIbCTBA B
cdepe rocy1apCTBEHHOIO peryarpoBanus 1ieH (Tapu¢oB) Ha TOBaphl (YCIyTrH), B HOPsIIKE, YCTAaHOBIEHHOM
[IpaBurensctBOoM Poccuiickoit denepanum.

Hnpopmayus 06 usmenenusx:
Yacms 2 usmenena c 1 cenmsaops 2024 2. - @edepanvusiii 3akon om 8§ aszycma 2024 2. Ne 323-D3

Cm. npedwioywyto pedakyuio

2. OpraHuzanuy ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH, ANTEYHBIE OPraHU3aLNH,
WHAMBUAyalIbHbIE MPEANPUHUMATENN, HMEIOIINE JIMIEH3UI0 Ha (apMaleBTHUYECKYIO JESTeIbHOCTD,
MEIMIMHCKHE OpraHu3aliy, HUMEIoIue JMLIEH3UWI0 Ha (apManeBTUYEeCKyl0 JeATeNIbHOCTh, U HX
000COOJIEHHbIE TOAPA3/IENeHNs], PACHOJOXKEHHbIE B CEJIBbCKUX HACEJICHHBIX IIYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEYHbIE OpraHU3alUH, OCYIIECTBISAIOT pealM3alMi0 JIEKAPCTBEHHBIX IPENaparos,
BKJIIOYEHHBIX B IIEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB, 10 [eHaM,
KOTOpBIE (OPMHUPYIOTCSI B COOTBETCTBUHU C IOPSAJIKOM, ycTaHOBIEHHBbIM IIpaBurensctBom Poccuiickoit
®denepanun, ¥ ypoBEeHb KOTOPHIX (0€3 ydeTa Hajora Ha I00aBICHHYIO CTOMMOCTH) HE JIOJIKEH MPEBBIIIATH
cyMMy (aKTHUECKON OTITYCKHOW IIEHBI, YCTAaHOBJICHHOW MPOM3BOAMUTENIEM JIEKAPCTBEHHOI'O Ipernapara, He
MIPEBBIIIAOIIEH 3apETUCTPUPOBAHHON WM TMEPEPETUCTPUPOBAHHOM MPEAEIBHOW OTITYCKHOW IIE€HBI
NPOM3BOAUTENS (Ha ATy pealu3ally JIEKApCTBEHHOTO IMperapara Mpou3BOIUTENEM), U pa3Mepa ONTOBOM
Ha10aBKH U (WIK) pa3Mepa poO3HUYHOMN HaJ0aBKH, HE PEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa MpeAeabHOM
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

ONTOBOM Han0aBKM U (WJIHM) pa3Mepa NpeneIbHON pPO3HMYHON Haa0aBKH, YCTAHOBIECHHBIX B CYOBEKTE
Poccuiickont @enepanuu.

Unpopmayus 06 usmeHenusix:
Yacms 3 usmenena c 19 aseycma 2024 e. - @edepanvusiii 3akon om 8 agzycma 2024 2. Ne 232-P3

Cm. npedwioywyo peoakyuio

3. UcnonauTtenbHble opranbl cyobekToB Poccuiickoit deneparnuu pazmeniator B cetu "MuTepHeT"
UH(OPMAITUIO O 3apETUCTPUPOBAHHBIX PEAETBHBIX OTIYCKHBIX LIEHAX MPOU3BOANTEIICH Ha JIEKAPCTBECHHbIE
Ipernaparbl, BKIIOUCHHBIE B IIEpeUeHb )KU3HEHHO HEOOXOIUMBIX U BayKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos,
00 ycTaHoBIIEHHBIX B cyObekTe Poccuiickoit depepannu npenenbHbIX pa3Mepax ONTOBBIX HAaA0aBOK U (MIIH)
IpeeNbHBIX pa3Mepax PO3HUYHBIX HaI0aBOK K YCTAHOBJIEHHBIM IMPOM3BOJUTENIAMU JIEKAPCTBEHHBIX
npenaparoB (pakTUYECKHUM OTIYCKHBIM IIeHaM Ha JICKapCTBEHHBIE Ipenaparhl, BKIIOUCHHBIC B MEPEUCHb
JKU3HEHHO HEOOXOAMMBIX Y BaKHEWIIUX JIGKAPCTBEHHBIX IpEnaparoB, a Takke O CcyMMe
3aperuCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LIE€H IPOM3BOJUTENICH HA JIEKApCTBEHHBIE IIpEraparsbl,
BKIIIOYCHHbIE B T[E€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHMIIUX JIEKAPCTBEHHBIX IIPENaparos,
YCTaHOBJEHHbIX B cyObekre Poccuiickoii ®denepauuu MpeneiabHbIX pPa3MEpPOB ONTOBBIX HaI0aBOK M
IpeIeNbHBIX Pa3MEPOB PO3HMYHBIX HAJA0AaBOK M Hallora Ha J00aBIEHHYIO CTOMMOCTh. MHdbopmarius,
IPEeyCMOTPEHHAs HACTOSILEHN YacTbhI0, JOJHDKHA HAXOIUTHCS TAK)KE B allTEUHBIX OPraHU3alUsAX B IOCTYITHOM
JUISL BCEX 3aMHTEPECOBAHHBIX JIHII (PopMe U OOHOBIATHCS MO MEpe €€ pa3MEeIleHUs HCHOTHUTEIbHBIMU
opranamu cyobektoB Poccuiickoit @enepanuu B cetn "UnTepuer".

4. Yrparuna cuny ¢ 1 mapra 2020 r. - denepanbHblii 3akoH oT 27 nekadpst 2019 . Ne 475-03

HUnghopmayus 06 uzmenenusx:

Cm. npedvioywyio peoakyuio
TAPAHT:

Cwm. KOvMMeHnmapuu K cmamose 63 HacmoAuwezo @€C)€paﬂbH020 3AKOHA

Hngpopmayus 06 usmenenusx:

Deoepanvrovim 3akonom om 22 Oexabps 2014 e. Ne 429-D3 6 naumenosanue enagvl 13 Hacmoswe2o
DedepanbHo20 3aKOHA 8HeceHbl usmeHenus, ecmynaowue 6 cuny ¢ 1 utons 2015 2.

Cm. mexcm HaumeHOB8aHUs 8 Npedvbloyulell pedaxKyuu

I'naBa 13. MonuTopuHr 3¢ GeKTHUBHOCTH 1 6€30MACHOCTH JIeKAPCTBEHHBIX Npenaparos,
HaxoAsmuxcs B oopamenun B Poccuiickoit @enepanun

Hnpopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. Ne 429-D3 cmamus 64 nacmosueco PedepanvbHoo 3aKoHA
U3n0diceHa 6 Hogou pedaxyuu, ecmynarouei 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm cmamwu 8 npedvloyujell pedaKyuu
Cratba 64. ®apmakoHaa30p

Ungpopmayus 06 uzmenenusix:
Yacmo [ usmenena c 13 ascycma 2019 2. - @edepanvhuiii 3axkon om 2 aseycma 2019 2. Ne 297-D3

Cm. npedvloywyro pedaxyuro

1. JIekapcTBeHHBIEC TIpenapaThl, HaxoasIKecs B oopamennn B Poccutickoit denepanuu, moaiexar
MOHUTOPHHTY 3()(h)eKTUBHOCTHU U O€30MACHOCTH B IIEJISAX BBISABICHHUS BO3MOXKHBIX HETaTUBHBIX MTOCIIEICTBUI
UX TPUMEHEHHs, WHJIWBUIYaJbHOW HENEePEeHOCHMOCTH, MPEAYNPEKICHUS MEIULUHCKUX pPaOOTHHKOB,
CIEIMAIMCTOB B OOJIACTH BETEPUHAPHUH, IMAIMEHTOB WU BIAJENbIEB JKUBOTHBIX M HMX 3alIUTHl OT
IIPUMEHEHNS TAKUX JIEKAPCTBEHHBIX MPENAapaToB.

Hnpopmayus 06 uzmenenusix:
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NRAMEeHEeHUIM

Yacmo 2 usmenena ¢ 30 susaps 2024 2. - @edepanvuwiii 3akon om 30 sneaps 2024 2. Ne [-D3

Cum. npedvioywyio pedakyuio

2. dapMakoHaA30p OCYIIECTBISIETCS COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (pesiepanbHbIM OPTaHOM
UCIIOJIHUTENILHON BJIACTH B YCTAHOBJICHHOM UM MOPSAJKE ¢ yueToM TpeOoBaHui HacTosero deaepanbHoro
3aKOHA U aKTOB, COCTABIAIOUINX MpaBo Cor03a, MyTEM aHaIM3a MPEe0CTaBIsIeMOl cyObeKTaMu 0OpameHHs
JIEKapCTBEHHBIX CPEICTB MH(POPMALMK O MOOOYHBIX JEHCTBUAX, HEXKETATEIbHBIX PEaKLUsiX, CePbe3HbIX
HE)KEJaTeIbHBIX PEaKLUAX, HENPEABUICHHBIX HEXKENATEIbHbIX PEAKLUAX IIPU IPUMEHEHUH JIEKAPCTBEHHBIX
npenaparoB, 00 HWHIMBUAYAJIbHOW HENEPEeHOCUMOCTH, OTCYTCTBHHM 3()(PEKTUBHOCTU JIEKApCTBEHHBIX
IpenapaToB, a TAKKe 00 MHBIX (paKTax U 0OCTOSATENbCTBAX, MPEICTABIISIONINX YIPO3Y KU3HH WIH 3710POBBIO
YeJioBeKa JIM00 KUBOTHOI'O IIPU MPUMEHEHHUH JIEKApCTBEHHBIX MPENapaToB M BbIABICHHBIX HA BCEX 3Tamax
oOpallieHus1 JIeKapCTBEHHBIX IpernaparoB B Poccuiickoit denepanuu 1 Jpyrux rocy1apcrbax.

3. CyObexTsl OOpallleHus JIEKapCTBEHHBIX CPEACTB B MOPSIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM
(enepaabHBIM OPraHOM HCIOJIHUTEIBHON BIACTH, 00s13aHBI COOOIATh B YIIOJTHOMOYEHHBIN (eaepatbHbIi
OpraH MCIIOJHHUTEIbHONM BIACTH O TOOOYHBIX JEHCTBUSIX, HEXKEIATEJbHBIX pEeaKIUsIX, CEepPbe3HBIX
HE)KEJaTeIbHBIX PeaKUsiX, HEMPEABUACHHBIX HEXKENIATebHbIX PEaKLUAX IIPU IPUMEHEHUH JIEKAPCTBEHHbIX
npenaparoB, 00 HWHIMBUAYAJIbHOW HENEpEeHOCUMOCTH, OTCYTCTBUM 3()P(HEKTUBHOCTH JIEKAPCTBEHHBIX
IpernapaToB, a TaAkKe 00 MHBIX (paKTax v 0OCTOSTENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HHU UITH 37J0POBBIO
YeJioBeKa MO0 KUBOTHOIO IPU MPUMEHEHHUH JIEKApCTBEHHBIX MPENapaToB M BBIABICHHBIX HA BCEX 3Tanax
oOpailieHus JJeKapCTBEHHBIX MpernaparoB B Poccuiickoit @enepan U Jpyrux rocy1apcTpax.

4. Jlep>karenu WM BIaA€blLbl PETHCTPALIMOHHBIX YNOCTOBEPEHUMN JIEKAPCTBEHHBIX IIPENaparoB,
IOPUAMYECKHE NI, HA UMSI KOTOPBIX BbIJIAHBI pa3pellieHusl Ha MPOBEICHNE KIMHUUYECKUX UCCIIEOBAHUN B
Poccuiickoit ®eneparyu, 11060 yOJIHOMOYEHHbIE MU APYTHE IOPUINYECKHE JHIAa B paMKax o0ecreyeHus
0€30MacHOCTH  JIEKApCTBEHHBIX  IpPENaparoB B  MOPSAKE, YCTAHOBIEHHOM  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (heiepalibHbIM OPraHOM UCHOJIHUTENbHOM BIacTH, 0053aHbl OCYLIECTBIATh IPUEM, YUET,
00paboTKy, aHAIM3 M XpaHEHHE IMOCTYMAIOIUX B HUX aJIpec OT CyOBbEKTOB OOpaIleHHUs JTEKaPCTBEHHBIX
CPEACTB M OpraHOB TOCYJapCTBEHHOH BJIACTU COOOIIEHHH O MOOOYHBIX JEMCTBUAX, HEXKelaTelbHbIX
peakLusax, CEpbE3HbIX HEKENATENIbHBIX U HETPEIBUICHHBIX HEXENATeIbHbIX PEAKIUAX MPU NPUMEHEHUU
JIEKapCTBEHHBIX INpenaparoB, 00 OCOOCHHOCTSX HUX B3aMMOJEHCTBHUA C JAPYTMMH JIEKapCTBEHHBIMU
npenaparaMy, WHAMBHUAYyaJIbHONM HENEPEHOCHMMOCTH, a Takke 00 MHBIX (pakTax U OOCTOSATENIbCTBAX,
NPEACTaBISIIOIUX YTPO3y KHU3HHU WIH 3/J0POBBIO YEJIOBEKa JINOO )KMBOTHOTO WJIM BIUSIOUIMX HA U3MEHEHUE
OTHOIIECHHUS O’KUAAEMOM O3l K BO3SMO)KHOMY PUCKY IPUMEHEHHUS JIEKapCTBEHHBIX IPENaparos.

5. Ilpu BeIABIEHMHM HMH(GOPMALIMU O CEPbE3HBIX HEXENaTelbHbIX PEaKkIUsIX U HENpeIBUACHHBIX
HE)KENaTeIbHBbIX pEeaKIUsIX MpH NPUMEHEHUHM JIEKapCTBEHHBIX IIpenaparoB, 00 OCOOEHHOCTAX UX
B3aMMOJICHCTBHUS C IPYTUMHU JIEKApCTBEHHBIMH MpenapaTaMu, MHANBUAYaIbHON HENEPEHOCUMOCTH, a TAKXKE
00 MHBIX (akTaXx U OOCTOSATENbCTBAX, BIUSIOIIMX HAa M3MEHEHHE OTHOLICHHUS OXUAAEMOM MOJb3bl K
BO3MOXHOMY PHUCKY TIPUMEHEHHUS JIEKApCTBEHHBIX IIPENaparoB, JEp)KaTelud WIM  BIAACIbLbI
PEruCTPaIMOHHBIX YIOCTOBEPEHUN JIEKapCTBEHHBIX IMpEnaparoB, IOPUAMYECKHUE JIUIA, HA UM KOTOPBIX
BBIJIaHBl Pa3pelleHus] Ha IMPOBEACHUE KIMHUYECKUX uccienoBaHuii B Poccuiickoit @eneparuu, 1100
YIOJIHOMOYEHHbIE UMHU IPYTHE IOPUANYECKHE JINLA 00s13aHbl IPUHATH MEPBI, HAIIPABJICHHbIE HA yCTPAHEHUE
HETaTUBHBIX I1OCJIEICTBUI IPUMEHEHMSI TAKUX JIEKAPCTBEHHBIX ITPENAPATOB, IPENYIPEKACHUE IPUUNHEHUS
Bpe/ia )KU3HH WM 30POBBIO YeTIOBeKa 100 )KUBOTHOT'O, 3aIIUTY UX OT MPUMEHEHHS TaKUX JIEKAPCTBEHHBIX
IpenapaToB, Ha JIOTOJIHUTENbHBIA cOOp AJaHHBIX 00 3PPEKTUBHOCTH 1 6€30MaCHOCTH TAKHUX JIEKAPCTBEHHBIX
IIpernaparos.

6. 3a HecoOOIIEHHE UM COKPBITHE UH(OpMALIUHY, TIPEAYCMOTPEHHON YacThi0 3 HACTOSAIIEH CTaThbH,
JIeprKaTesy WK Ba/lesblbl PErUCTPAlMOHHBIX YIOCTOBEPEHH JIEKapCTBEHHBIX [TPENapaToB, IOPUINIECKIE
JMIA, HA UMsI KOTOPBIX BBIJIaHbI pa3pellieHusl Ha MIPOBEJEHUE KIIMHUYECKUX HcCciIeoBaHUM B Poccuiickoil
Oenepauuu, 1100 YHNOJTHOMOYEHHBIE UMHU JIpYrHe IOpUIUYECKHe JIMLA, a TakKe JOJDKHOCTHBIE JIUIIA,
KOTOpPBIM 3Ta HMH(OpMAIMs cTajda M3BECTHA IO POAY HUX NPOPECCHOHAIBHOW AEATEIbHOCTH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU € 3aKOHOJATENLCTBOM Poccuiickont denepanuu.
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7. Tlpu moMy4YeHUH YIOJTHOMOUEHHBIM (pefiepaibHbIM OPTaHOM HCITOTHUTEIBHON BIACTH B PaMKax
OCYIIECTBIICHUS MM (apMaKoHAA30pa JOKA3aTeIbLCTB O HECOOTBETCTBHH JICKAPCTBEHHOIO IIpermapara
YCTaHOBJICHHBIM TPEOOBaHUSAM WM TIPU TOJYyYECHUH WHQPOPMALUU O HECOOTBETCTBHHM JaHHBIX 00
3QPEeKTUBHOCTH U O 0E30MaCHOCTH JICKAPCTBEHHOTO Iperapara JaHHBIM O JICKApCTBEHHOM IIpernapare,
COZIEPIKaIIMMCSl B UHCTPYKIMH 10 €r0 MPUMEHEHHIO (B TOM YKCIIE BBISBICHHBIX B XOJE OCYIIECTBIICHUS
dbapMakoHa30pa KOHTPOJIBHO-HAI30PHBIMU OpraHaMH WHOCTPAHHBIX TOCYIApCTB), YIOJHOMOYCHHBII
(denepaabHBI OpraH MCIOJHHUTEIBHON BIACTH B YCTAHOBIIEHHOM WM TOPSIKE PacCMarphBaeT BOIPOC O
MPUOCTAHOBJICHUY IPUMEHEHUS TAaKOTO JICKAPCTBEHHOTO TIperapara.

TAPAHT:

Cm. Memoouueckue pexomenoayuu "Opeanuzayus cayrcobl MOHUMOPUH2A 6€30NACHOCMU JIeKAPCMBEHHbLX
cpeocms (papmaxkonHad3opa) 8 KOMNAHUAX NPOU3BOOUMENX NeKAPCMBEHHBIX CPEOCME UM 0epiHCAmeNsxX
pe2ucmpayuoHubix yoocmogepenuii”, ymeepacoenusie Poczopasnadzopom om 25 okmsaopsa 2008 a.

Cn. KOMmeHnmapuu K cmambuve 64 HacmosAuweco @eéepaﬂbnoeo 3dKOHA

Hngpopmayus 06 usmenenusx:
Haumenosanue usmeneno c 1 ansapsa 2026 2. - @edepanvruiii 3axon om 30 ausapsa 2024 2. Ne 1-D3

Cm. npedvioywyio peoakyuio
Crarbs 65. [lprocraHoBICHHE TPUMEHEHHUsS JIGKAPCTBEHHOTO TIperapara Jjisi BETCPUHAPHOTO
PUMEHCHHUS

HUnghopmayus 06 uzmenenusx:
Yacmw [ usmenena c 1 ausaps 2026 e. - @edepanvuwiii 3akon om 30 ausaps 2024 2. Ne [-D3

Cm. npedvioywyio peoakyuio

1. Ilpu nomyyenun uHGOPMALIMKM O HEKEIATEIBHBIX PEAKIUAX MPU MPUMEHEHUH JIEKAPCTBEHHOTO
mpenapara, He YKa3aHHBIX B HHCTPYKLIHMH IO MPHUMEHEHMIO JIEKAPCTBEHHOTO Ipemnapara, Cepbhbe3HbIX
HEKETAaTeIbHBIX PEaKIHiIX, 00 OCOOCHHOCTAX €ro B3aWMOJICHCTBUS C JPYTHMH JICKapCTBEHHBIMH
npernaparaMy, KOTOpPbIE€ MOTYT MPEACTaBIATh Yrpo3y >KM3HH WM 3J0POBBIO JKMBOTHOTO, a TaKXe O
HECOOTBETCTBUU JAHHBIX 00 3(PHEKTUBHOCTH M O OE30MAaCHOCTU JIEKAPCTBEHHOTO Iperapara JaHHBIM O
JIEKapCTBEHHOM TIpemnapare, CoAepKallUMCsl B HMHCTPYKLIIMHM MO €ro NPUMEHEHHIO, B TOM YHCIE OT
YIOJIHOMOYEHHBIX OPTaHOB MHOCTPAHHBIX TOCYIApCTB, 0OMEH KOTOPOU OCYIIECTBIISIETCS B COOTBETCTBUH C
COTMIAIICHUSAMHU MEXIY YIOTHOMOYEHHBIM (peepanbHbIM OpPraHOM HCIIOJHUTEIbHOW BIACTH H
YIOJIHOMOYEHHBIMH OpPraHaMM HWHOCTPAHHBIX TOCYAApCTB, YIOJHOMOYEHHBIM (heaepaibHbId OpraH
UCTIOTHUTENFHON BIACTH pAacCMAaTPUBAET BOMPOC O BO3MOXKHOCTH MPHOCTAHOBICHUS OOpAaIIEHHS] TAaKOTO
JIEKapCTBEHHOTO TIpernapara B TOPSJIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (emepanibHbIM OpPraHoM
WCIIOJIHUTENIbHOM BJIACTH.

Ungpopmayus 06 usmenenusix:
Yacmw 2 usmenena c 1 ausaps 2026 e. - Dedepanvuwiii 3akon om 30 aueaps 2024 2. Ne 1-D3

Cm. npedvioyuyro pedaxkyuio

2. Ilpm HEUCHONHEHMHM WM HEHAUIEKALIEM MCIOIHEHUN JEpKaTelsiMU WIM  BIIaJelIbLIIaMu
PErUCTPALIMOHHBIX YIAOCTOBEPEHUN JIEKAPCTBEHHBIX IIPENaparoB JUIsi BETEPUHAPHOIO NPUMEHEHUS,
IOpUIUYECKUMH JIMIAMH, Ha HMs KOTOPBIX BBIJAHBl pPa3pelleHUs Ha IPOBEACHUE KIMHUYECKUX
uccienoannil B Poccniickoin @enepannu, Wiy yrnoIHOMOYEHHBIMA UMH JIPYTUMU FOPUINYECKUMHU JIMLAMHU
00513aHHOCTEH, YCTaHOBIIEHHBIX YacTAMHU 3 U 4 ctatbu 64 HacTosiero denepanbHOTO 3aKOHA, TMO0 B CiTydae
HEBBITIOJTHEHUSI MPEANUCAHUs, BBIJAHHOTO YIOJHOMOUYEHHBIM (heiepabHBIM OPraHOM HCIIOJHUTEIbHOM
BJaCTU IO WTOTaM OCYIIECTBICHHS BBIOOPOYHOIO KOHTPOJS KadecTBa JIEKApCTBEHHOTO IIpernapara,
YIOJIHOMOYEHHBIN (efepanbHblii OpraH HWCHOJHUTENBHOW BIACTH B YCTAaHOBIEHHOM MM MOpsJIKe
paccMarpuBaeT BONPOC O MPHUOCTAHOBICHUM IIPUMEHEHHs TAaKOro JIEKAPCTBEHHOIO IIpemapara Juist
BETEPUHAPHOIO IIPUMEHEHUS.
TAPAHT:
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O npedocmasnenuu  meppumopuanvHuiMu  Ynpaenenuamu  Poczopasnadsopa  ungopmayuu o
He00OPOKAUeCMBEHHbIX U PanbCUDUYUPOBAHHBIX TEeKAPCMBEHHbIX cpeocmeax cm. npukaz DedepanvHou
CyoHcObl N0 HAO30py 6 cghepe 30pasooXpaneHus u coyuanbHoeo passumus om 8 ¢espans 2006 . N 255-
1Ip/06

3. Yrparuna cuiy ¢ 1 ssuBaps 2026 r. - @enepanbubiii 3akoH oT 30 suBaps 2024 1. Ne 1-D3

Unghopmayus 06 usmenenusx:

Cm. npedvioywyio pedakyuio

Unghopmayus 06 usmenenusx:

Cmamuws 65 oononnena yacmoio 4 ¢ 15 uronsn 2018 . - Dedepanvusiii 3akon om 4 utons 2018 2. Ne 140-D3

4. YnoinHOMOUYEHHBIH (pefiepanbHblii OpraH UCTIOMTHUTEIBHON BIACTH IPU HAJMYUHU Y HETO CBEJCHUN
O HECOOTBETCTBHM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM IIPAaBUJ  HaJJIexXallen
IPOM3BOJICTBEHHON MTPAKTUKHU U (MJIN) O HAPYILICHUH JIUIICH3UOHHBIX TPEOOBaHUHN, KOTOPHIE OBLITH BHISBICHBI
B XOI€ IPOBEICHHUS HHCIECKTUPOBAHUS IIPOU3BONUTENS JIEKAPCTBEHHBIX CPEACTB WM OCYLIECTBICHHS
JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U MIPUBEIH MIIM MOTYT IPUBECTH
K IPOMU3BOJCTBY JIEKAPCTBEHHBIX IPENAparoB [Js BETECPUHAPHOIO IPUMEHEHUs, NPUYMHUBLIMX WIH
CIOCOOHBIX MPUYMHUTH BpPEJ JKU3HU WIM 370pPOBbIO0 JKMBOTHBIX, paccMarpuBacT BOIPOC O
IIPUOCTAHOBJICHUN peaju3alud W IPUMEHEHHs JIEKapCTBEHHBIX IpEnaparoB Ijsl BETEPUHAPHOIO
IPUMEHEHUS B YCTAHOBJICHHOM UM IOPSJIKE B CIEAYIOIIUX CIydasx:

1) coctaB M (MIM) TEXHOJIOTHS INPOM3BOJICTBA JIEKAPCTBEHHOI'O Ipernapara Uil BETepUHAPHOIO
IPUMEHEHHUS (C ONIMCAHUEM CTaANM IPOU3BOICTBA) OTIMYAIOTCS OT 3asIBIIEHHBIX B PETUCTPALIMOHHOM JIOChHE;

2) nexapCTBEHHBIH Ipenapar JUisi BeTepUHAPHOIO IPUMEHEHUsI IIPOU3BEICH Ha IPOU3BOACTBEHHON
IUIOIAJIKE, HE YKa3aHHOM B PErMCTPALMOHHOM JIOCHE;

3) y mnpou3BoAMTENs JEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, HOATBEPKIArOIIUE
COOTBETCTBME KayecTBa JIEKAPCTBEHHOI'O Ipenapara s BETEpUHAPHOTO NPUMEHEHHs, BBOJUMOIO B
rpaXkJJaHCKUI 000pOoT, TpeOOBaHUIM, YCTAHOBICHHBIM IIPU €r0 FOCY1apCTBEHHON PEerucTpaluy;

4) 1npoOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIVIACOBAaHHBIM C  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (pefiepaibHbIM OPraHOM MCIIOJHHUTENbHOM BIACTU CPOK HE YCTPAaHEHbl HapyLICHUs
TpeOOBaHUIl MpaBWJI HaJJIeXallell MPOU3BOACTBEHHON MPAaKTHUKW M (MJIM) JIMLEH3UOHHBIX TpeOOBaHUM,
KOTOpBI€ ObUIN BBISIBIICHBI B XO/I€ TIPOBECHHUS MHCIEKTUPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
WJIM OCYUIECTBIICHHUS JIMLIEH3MOHHOTO KOHTPOJIS B c(hepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB U MPUBEIH
WIM MOTYT NPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IPENApPaToOB JJIsl BETEPUHAPHOIO NPUMEHEHMS,
NPUYMHUBLINX WIH CIIOCOOHBIX MPUYMHUTD BPE AKU3HU WIN 3J0OPOBBIO KUBOTHBIX.

TAPAHT:

HyMepauuﬂ yacmeti npueodumc;z 6 coomeemcmeuu C USMEeHAIWUMU doxymeﬂmamu

Hnpopmayus 06 usmenenusx:

Cmamus 65 dononnena yacmoto 7 ¢ 1 cenmsaops 2023 e. - @edepanvruiii 3akon om 2 utonsn 2021 2. Ne 317-
D3

7. B nopsnke, npeayCMOTPEHHOM 4YacThio 4 HACTOSIIEH CTaThH, YIIOJTHOMOUEHHBIN (henepanibHbIi
OpraH MCIIOJIHUTENIbHON BIACTH PacCMaTPUBAET BOMPOC O MPUOCTAHOBJICHUHU pea3alluy U MPUMEHEHUs
JIEKapCTBEHHOTO Mperapara Jijisi BETepHHApHOT0 IPUMEHEHUS B CIIy4ae BBISBIECHUS B I'paXk1aHCKOM 000poTe
CEpHH JICKApCTBEHHOTO Ipernapara Jijisi BETEpUHAPHOTO MPUMEHEHHUs, TOKYMEHTbI U CBEIAEHUSI O KOTOPOii,
peaycMOTpeHHbIe yacTsMu | - 3 u 6 ctatbu 52.2 Hacrosiuero denepanbHOrO 3aKOHA, HE MPEJCTABIICHBI B
yKa3aHHBIM opraH, TM00 cepuy UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO IMpemnapara Jisi BETepPHHAPHOTO
IIPUMEHEHNs, HE HMEIOUIEH pa3pellieHus, NPEeIyCMOTPEHHOI0 4YacThlo &8 crarbu 52.2 HACTOALIETO
®denepalbHOTO 3aKOHA. B yka3aHHOM cilydae yHOJTHOMOYEHHBIH (elepaibHBbIi OpraH HCIOTHUTEIHHOU
BJacCTH TPUHUMAET pELIEHHE O MPUOCTAHOBIEHUH pealn3allud M TPUMEHEHUsT TaKuX Ccepuil 10
MPECTaBICHUS YKa3aHHBIX JOKYMEHTOB U CBEJIEHUH JINOO /10 MONyYeHHUs YKa3aHHOTO pa3peIieHusl.
TAPAHT:

Cwm. KOMMeHmapuu K cmambuve 65 HacmosAueco @e@epaﬂbHoeo 3AKOHA
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Ungopmayus 06 uzmenenusx:

Cmamuws 66 usmenena c 1 mapma 2020 e. - Dedepanvuviii 3axkon om 27 dexkabps 2019 o. Ne 475-D3

Cum. npedvioywyio pedakyuio

Crarbs 66. Undopmanus o pesynprarax papmakoHaazopa

VYronHoOMOueHHBIH  (enepanbHBIA  OpraH  HUCIOJTHUTEIBHOW  BJIACTH,  OCYIISCTBIISIOIINMA
dbapMakoHa30p, MO €ro pesyabrataM pa3MellacT Ha cBoeM odumuambHOM caiite B cetn "MHTepHeT"
uHpopmaruio o:

1) BBISIBIIGHUM HOBBIX IOATBEPKICHHBIX JAHHBIX O TOOOYHBIX JEHCTBHUSAX, HEKEIATeITbHBIX
pEaKusX, CEpbe3HbIX HEKENATENbHbIX PEaKIMSIX, HENPEIBUICHHBIX HEKEIATEIbHbIX PEaKUUsIX MpH
MPUMEHEHHUHU JIEKaPCTBEHHOTO Mperapara, B TOM YHCIIE€ BIUSIONIMX HA OTHOIICHUE OXKUIAEMOU MOJIb3bI K
BO3MOXKHOMY PUCKY IPUMEHEHUS JaHHOTO JIEKAPCTBEHHOT'O Mpernapara;

2) IpUHATHIX PEHICHUSX O BHECEHUU U3MEHEHUN B MHCTPYKIUIO IO TPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara, 0 IMPHOCTAHOBICEHUU MPUMEHEHUs JIEKAPCTBEHHOIO Mpernapara, 00 U3bSATHH U3 0O0palleHus
JIEKapCTBEHHOTO Ipernapara Wik 0 BO300HOBJICHUH IIPUMEHEHHS JIEKAPCTBEHHOTO Iperapara.

TAPAHT:

Cn. KOMmeHnmapuu K cmambuve 66 HacmosAuwezo Cbedepaﬂbﬂoeo 3AdKOHA

HUnghopmayus 06 uzmenenusx:

Haumenosanue usmerneno c 1 ausaps 2018 e. - @edepanvuviii 3axkon om 28 oexaodps 2017 2. No 425-D3

Cm. npedvioyuyio pedakyuio

I'naBa 14. I/IH(l)OpMaIII/Iﬂ 0 JICKAPCTBCHHLIX IpeIraparax. Cucrema MOHHUTOPHUHIA NBUKCHUSA
JICKAPCTBCHHBIX IPpenaparoB 1/ MCAUIIUHCKOI0O NIpUMEHCHUSA

Hngpopmayus 06 usmenenusx:
Haumenosanue usmeneno c 1 ansapsa 2018 e. - @edepanvuviii 3axkon om 28 dexaops 2017 2. Ne 425-D3

Cm. npedwioywyto pedakyuio
Crarbs 67. MudopMmaruss o nekapcTBEHHBIX mnpemnaparax. CucTteMa MOHUTOPHHTA JIBHXKECHUS
JICKaApCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO TPUMECHECHHUS

Hnpopmayus 06 usmenenusx:
Yacms 1 usmenena c 13 ageycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 e. Ne 297-D3

Cm. npedvioyuyro pedaxyuio

1. Mudopmarust o JeKapCTBEHHBIX Mperaparax, OTIYCKAaeMbIX MO PEIENTy Ha JIEKapCTBEHHBIN
npenapar, JOJKHA COAEPKATbCs TOJIBKO B CHELUUATU3UPOBAHHBIX M3JaHUAX, NpPEIHAa3HAYEHHBIX s
MEIUIIMHCKHX, (hapMaIleBTUYECKNX PAaOOTHUKOB, CIEIIUATNCTOB B oOnacTu BerepuHapuu. Mudopmanms o
JIEKapCTBEHHBIX Tperaparax sl CIelUaIlCcTOB B 00IacTH OOpaIleHus JIEKApCTBEHHBIX CPEICTB MOXKET
colepkarbcsi B MOHorpadusax, CHpPaBOYHUKAX, HAYYHBIX CTaThsiX, B JIOKJIAgaX Ha KOHIpeccax,
KOH(EepeHIUAX, CHMIIO3UyMaX, HAyUYHbIX COBETaX, a TAK)KE B MHCTPYKIIHSX 110 TPUMEHEHHUIO JIEKAPCTBEHHBIX
IIpernaparos.

2. Nndopmanus o JeKapcTBEHHBIX IMpernaparax, OTIyCKaeMbIX 0e3 perenTa Ha JIeKapCTBEHHBIN
mpemnapar, MOXET COIEpXarbCsi B MYOJUKAMSIX W OOBSIBICHHSIX CPEACTB MAacCOBOW WH(MOpMAIINH,
CHEIUAIM3UPOBAHHBIX U OOIIMX TEYaTHBIX W3JAHUSAX, MHCTPYKIUSAX MO MPUMEHEHHIO JIEKapCTBEHHBIX
MpenaparoB, UHBIX M3AHHUSIX CYOBEKTOB OOpAIeHMsI JICKAPCTBEHHBIX CPEICTB. PekiiaMHbIE MaTepHabl O
JIEKapCTBEHHOM TMpemnapare, OTIHyckaeMoMm 0e3 pelenTta Ha JIEKapCTBEHHBIH Mperapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKIIUU 110 IPUMEHEHHIO JIEKAPCTBEHHOTO TIpemapara.

3. JlomyckaeTcsl HCMONb30BAaHHE IIOOBIX MaTepHAIbHBIX HOCHUTENeH, TMO3BOJSIONIMX XPAHUTh,
nepenaBarh U UCIOIh30BaTh HHPOPMAITHIO O JIEKAPCTBEHHBIX Mpenaparax 0e3 ee NCKaKEHUSI.
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Ungpopmayus 06 uzmenenusix:

Yacmo 4 usmenena c 1 anpensn 2024 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne 428-D3

Cum. npedvioywyio pedakyuio

4. Jlns uenel wuASHTU(UKAMH YIAKOBOK JIGKAPCTBEHHBIX IIPENaparoB s MEIUIITHCKOTO
IIPUMEHEHUs IIPOU3BOAMTENN JIEKAPCTBEHHBIX CPENCTB B IOPsZKE, YCTaHOBJIEHHOM IIpaBurenscrBom
Poccuiickoit @enepanyu, HAHOCAT HAa IEPBUUHYIO YIIAKOBKY (B OTHOIIIEHUH JIEKAPCTBEHHBIX IIPENapaToB /s
MEIUIMHCKOTO IPUMEHEHHUs, JUIsl KOTOPBIX HE IpelyCMOTpeHa BTOpPUYHAsl YNAKOBKa) M BTOPHUYHYIO
(MOTpEOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIMHCKOTO NMPUMEHEHHS CpEeACTBa
UJCHTU(QUKALMY, 3a MCKIIOYEHUEM JIEKapCTBEHHBIX IIPENnaparoB s MEAULUHCKOTO IPUMEHEHU,
IPOU3BOAMMBIX JUISl IPOBEIEHUS KIMHUYECKUX UCCIIEOBAHNUMN, IKCIIOPTA, JIEKApCTBEHHBIX IIPENapaTroB AJis
MEIHUIMHCKOIO IPUMEHEHUs, YKa3aHHbIX B 4acTaX 5 u 8 crareu 13 Hacrosimero denepanbHOro 3aKoHa,
pannodapManeBTHUECKUX  JIEKAPCTBEHHBIX  IPEMaparoB, BBICOKOTEXHOJOTHMYHBIX  JIEKAPCTBEHHBIX
IIPENaparoB, KOTOpBIE IPOU3BENCHBI MAJIBIMH CEPUSAMH, COCTOAT W3 OJHOW WM HECKOJIBKUX 103
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O IIpenapara, peHa3HadeHbl JUIsl KOHKPETHOTO MMAlMEHTa, UMEIOT
KOPOTKHUH CPOK FOIHOCTH (/10 JIeBSIHOCTA KaJIEHAAPHBIX THEH) U (WIM) TEMIIEPaTyPHbIH peKUM XpaHEHUS U
TpaHcnoptupoBanus MuHyc 60 rpagycos Lleabcus niam Huxe, NUSIBOK MEAUIIMHCKUX U Ta30B METULIUHCKUX.
Jlig J1eKapCTBEHHBIX IIPENaparoB ¢ MEXAYHAapOAHBIM HENAaTeHTOBAaHHBIM HaMMEHOBaHWEM '"OrtaHou"
CPEeACTBO HIECHTH(PHUKAMN HAHOCUTCA Ha BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIIAKOBKY B CIIydae, €CIIU TaKast
yIaKOBKa SBJISIETCA MHIUBUAYaJbHONW BTOPUYHON (MOTPEOUTENILCKON) YIAKOBKOM 3TOr0 JIEKapCTBEHHOI'O
npernapara, a B cilydyae OTCYTCTBUSI BTOPUYHOMN (IOTPEOUTENbCKOM) YIIAKOBKU WM HAJIWYMs YIIaKOBKHU, B
KOTOPOM HaXoAUTCs 6os1ee OHON €MHUIIBI YKa3aHHOT'O JIEKAPCTBEHHOI'0 IIpenapara B IEpBUYHOM YIIaKOBKe,
CpeACTBO WACHTU(UKAIIMHA HAHOCUTCS HA TIEPBUYHYIO YIIAKOBKY.

Hngpopmayus 06 usmenenusx:

Cmamus 67 dononnena uacmoio 5 ¢ 1 aneaps 2018 2. - @edepanvuwiii 3akon om 28 oexabps 2017 2. Ne 425-
D3

5. XapaKTepuCTHKH CPe/ICTBA WACHTU(DHUKAIINN, TIOPSIOK €r0 HAHECCHUS U TPEOOBAHUS K CTPYKTYpe
U Gopmary uHMOpPMAIIMU, KOTOPYIO COIEPIKHUT CPEACTBO HaeHTU(DUKAIUK, onpeaeisitoTcs [IpaBurenbcTBoM
Poccuiickont @enepanuu.

Hnpopmayus 06 usmenenusx:
Yacms 6 usmenena c 28 dexaops 2025 2. - Dedepanvusiii 3akon om 28 oexaobps 2025 2. Ne 514-D3

Cm. npedvioywyto pedakyuio
TAPAHT:

Heticmeue nonoowcenuti uacmu 6 (8 peoakyuu Pedepanvrozo 3akona om 28 dexabps 2025 2. Ne 514-D3)
PAacnpocmpansaemcst Ha Co2NauieHust 0 20cy0apcmeeHHO-4aCmHoM Napmuepcmee (MyHUYuUnaibHO-4acmHom
napmuepcmee), 3axaoueHuvie 00 28 oexaops 2025 e.

6. Co3nmaHue, pa3BUTHME W OKCIUTyaTalllsl CUCTEMbl MOHHUTOPHHIA JBUKEHUS JIEKAPCTBEHHBIX
IpenaparoB JUisli MEAMIMHCKOTO IPUMEHEHHs OCYIIECTBISIOTCS Ha OCHOBAHMM CONIAIIECHHUSA O
rOCYyJIapCTBEHHO-YaCTHOM NApTHEPCTBE, 3aKIOYEHHOIO MEXKIYy POCCHHCKUM IOPUIUYECKHM JIMLIOM H
Poccuiickoit deneparnueil, OT IMEHU KOTOPOH BbICTymHaeT ¢enepaabHblii OpraH MCIOJHUTENbHOM BIacTy,
OCYUIECTBIIIOMIUNA (QYHKIHUK IO BbIPAOOTKE TOCYJAapCTBEHHON NOJUTHKHM W HOPMAaTHBHO-TIPAaBOBOMY
PETYIHUPOBaHUIO B cepe BHYTPEHHEH TOPTroBiIu. YKazaHHOE COIVIAIIEHHE 3aKIJII0YaeTCsl B COOTBETCTBUH C
®enepanpHbM 3ak0OHOM OT 13 wmrons 2015 roma N 224-®3 "O rocynapcTBEHHO-4YaCTHOM IMapTHEPCTBE,
MYHUIMIIAJBHO-9aCTHOM MapTHepcTBe B Poccuiickoit denepanuy 1 BHECEHUM U3MEHEHHU B OTIEIIbHBIC
3aKkoHoJarenbHble akThl Poccuiickoit ®epepanuu” c ydeToM ycTaHaBiuMBaeMbIX [IpaBuTenbcTBOM
Poccniickoit @enepanuy nopsika CoO3qaHus, pa3BUTHs, BBOIA B DKCIUIYaTallHIO, SKCITyaTalluy U BBIBOZA U3
9KCIUTyaTallUd CHCTEMbl MOHUTOPHMHIA JIBUXKEHMsI JIEKAPCTBEHHBIX IIPENAparoB JJs MEIUIMHCKOTO
NPUMEHEHHUS, OpSAIKa IPeA0CTaBICHUS HHPOPMAILINH, COAEpIKaIIeHcsa B CUCTEME MOHUTOPUHTA IBUKECHHUS
JIEKapCTBEHHBIX IPENaparoB A MEIUIUHCKOIO NMPUMEHEHMsI, M IOpsIKa B3aUMOJECHCTBUS yKa3aHHOMN
CUCTEMBI C UHBIMU FOCYJIapCTBEHHBIMH UH()OPMALIMOHHBIMU CUCTEMaMU U MHPOPMALIMOHHBIMU CUCTEMaMU

Cucrtema [APAHT 164
/
17¢
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

OPUINYECKUX JIUI] 1 HTHANBUIYaJbHBIX PEAIPUHAMATEIICH, YKa3aHHBIX B 4acTsAX 7 1 10 HacToOAIIEH CTaThU.
Poccuiickoe ropumudeckoe IUI0, YKa3aHHOE B HACTOAIICH YacTH, OCYIIECTBISET (DYyHKIMU omeparopa
CHUCTEMbl MOHUTOPWHIA JBUKEHUS JIEKAPCTBEHHBIX IIPENApaToB I MEAUIMHCKOIO IMPUMEHEHHUS.
[Ipunstue IlpaButensctBoM Poccuiickont @enepanuu pelieHUd O 3aMEHE YKa3aHHOIO Oleparopa WU
MPEeKpalIeHNN OCYIIEeCTBIEeHUSI UM (YHKIMI omepartopa He JOMyCKaeTcs B TEUCHHE CpoKa JeWCTBUA
COMIAILIECHHUS, YKA3aHHOTO B HACTOSIICH YacTu.

Unpopmayus 06 usmeHenusix:

Cmamws 67 dononnena uacmwio 6.1 ¢ 28 dexabps 2025 2. - Dedepanvuuiii 3akon om 28 dexaops 2025 2. No
514-D3
TAPAHT:

eticmeue nonoxcenuit uacmu 6.1 (8 peoaxyuu Dedepanrvrozo 3akona om 28 dexabps 2025 e. No 514-D3)
DPACNPOCMPAHAEMCs HA CONAWEHUS. O 20CYOAPCMEEHHO-YACIMHOM NAPMHepCcmee (MyHUYUNATbHO-4ACMHOM
napmuepcmee), 3akaouenuvie 00 28 oexaops 2025 e.

6.1. Oneparop cucTeMbl MOHUTOPUHIA ABM)KEHUS JIEKAPCTBEHHBIX IIPENAPATOB JUIsI MEAUIIMHCKOTO
NPUMEHEHUs [IEeHTpaIu30BaHHO oOecreurnBaeT (opMmupoBaHue (TeHEepaluio) Koga MPOBEPKU C
UCTIOJIb30BAaHMEM TEXHHUYECKHX CpPEACTB (OPMUPOBAHHMS KOJIAa MPOBEPKM W OKAa3bIBACT YCIYTH II0
MPEIOCTABICHUIO KOJIOB MapKHPOBKU, HEOOXOAMMBIX s (DOPMUPOBAHUS CPEICTB UIACHTHUPHUKAIMH U
oOecrieueHrss MOHUTOPUHIA JBUKEHHS JIEKApPCTBEHHBIX IPENaparoB ISl MEAULHUHCKOTO MPUMEHEHHUS.
Pazmep mnarel 3a oka3zaHHME TakUX YCIYr W MOPSJAOK €€ B3UMAaHUSA YCTAaHABIIMBAKOTCS HOPMATHBHBIM
npaBoBbIM akToM lIpaBurenscTBa Poccuiickoil @enepanny, NpuHUMaeMbIM Ha OCHOBaHUM 4acTU 4 CTaThbu
20.1 ®denepanpHoro 3akoHa oT 28 nexabpsa 2009 roma N 381-®3 "OO ocHOBax rocygapCTBEHHOTO
perynupoBaHusi TOpropoil naeareiabHoctu B Poccuiickoir @enepauun". M3MeHeHne pasMepa yKa3aHHOM
IJ1aThl B TE€YEHUE CPOKA JIEWCTBHS COIVIAIICHHS O rOCYIapCTBEHHO-YACTHOM NAapTHEPCTBE, YKa3aHHOIO B
yacTu 6 HACTOSIILIEN CTaTbU, HE IOy CKaeTCsl.

Hngpopmayus 06 usmenenusx:

Cmamuws 67 oononanena yacmoio 6.2 ¢ 28 dexabps 2025 2. - @edepanvruiil 3axon om 28 dexabpsa 2025 2. Ne
514-®3
TAPAHT:

eticmeue nonoxcenuit uacmu 6.2 (8 peoaxyuu Dedepanrviozo 3akona om 28 dexadps 2025 . No 514-D3)
PACRPOCMPAHAEMCS HA CONAWEHUS. O 20CYOaPCMEEHHO-YACMHOM NAPMHepCcmee (MYHUYUNATbHO-4ACHHOM
napmuepcmee), 3axaouenuvie 00 28 oexaops 2025 e.

6.2. Onepatop cucTeMbl MOHUTOPUHTA ABM)KEHUS JIEKAPCTBEHHBIX MPENAPATOB JIJIsI MEAUIIMHCKOTO
NPUMEHEHUS OCYIIECTBICT CBOU (YHKIIMHM B COOTBETCTBHUH ¢ HacTosmmMm DenepanbHBIM 3aKOHOM,
®enepanbHbiM 3akoHOM OT 13 wmtonst 2015 rona N 224-®3 "O rocynapcTBEHHO-4YaCTHOM IapTHEPCTBE,
MYHUIMIIAJBbHO-4aCTHOM napTHepcTBe B Poccuiickoit denepanum 1 BHECEHUM MU3MEHEHUU B OTIEIIbHbBIC
3aKoHoAarenbHble akThl Poccuiickoit denepanuu" W coralieHUEM, yKa3aHHBIM B 4acTH O HacTosIIei
crarby. [Tpu 3TOM B TeueHue cpoka IEeHCTBUS TAKOTO COMIAIIECHUS HE JOITyCKAtOTCS:

1) W3MeHeHHe CyIIEeCTBEHHBIX YCIIOBUM TaKOrO COMIAIIEHMsS] B YacTH YMEHbBILIEHHUS CpPOKa €ro
NeHcTBUS M M3MEHEHHMs o0beMa (MHAHCOBBIX O00S3aTEIBCTB €ro CTOPOH, 3a MCKIIOUYEHHEM Cllydas,
yKa3aHHOTro B nmoAnmyHkTe 1 myHkra 2 crareu 450 ['paxkmanckoro konaekca Poccuiickoit @enepanuu;

2) W3MEHEHHE TMPOILIeHTa OOILIEro KOJMYECTBA TOJOCOB, MPUXOMAIIMXCA Ha JIOMH, KOTOpHIE
COCTAaBIIIOT YCTaBHBIA KallUTajl ONeparopa M B OTHOLIEHUH KOTOpbIx Poccuiickas Penepauust v (WiaH)
rocyAapCTBEHHAs KOPIOpalys UMEIOT ITPaBo MPSIMOTO U KOCBEHHOT'O PAaCIOPSIKEHHUS.

Unpopmayus 06 usmeHnenusix:

Cmamuwsa 67 dononnena yacmoto 7 ¢ 1 utona 2020 e. - @edepanvhusiii 3akon om 28 dexabpa 2017 2. Ne 425-
@3 (8 pedaxyuu Pedepanvroeo 3akona om 27 dexkabps 2019 2. No 462-D3)

7. Opuanueckue auna U MHIUBUAYaATbHbIE IPEIIPUHUMATEINHN, OCYIIECTBISIOIINE TPOU3BOJICTBO,
XpaHeHue, BB03 B Pocculickyro denepanuio, OTIYCK, peain3alnio, nepeaady, IpUMEHEHHE U YHUUTOXKEHUE
JIEKapCTBEHHBIX MpEnapaToB Uil MEIULUHCKOTO NMPUMEHEHHs, 00eCleunBaloT B MOpPsJIKE U B COCTaBe,

Cucrema TAPAHT 16°
/
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..

KOTOpbIe ycTaHoBIIeHbI [IpaButensctBoM Poccuiickoit Denepanui ¢ y4eToM BUJA OCYIIECTBISIEMON UMH
ACATCIIbHOCTHU, BHCCCHUC PIH(l)OpMaI_[I/II/I 0 JICKApCTBCHHBIX IIpCIliaparax s MCAUIHUHCKOTO NPpUMCHCHUS B
CUCTEMY MOHUTOPUHTA IBUKEHHUS JIEKAPCTBEHHBIX MIPENapaToB AJis MEAUIIMHCKOTO TPUMEHEHHUS.

HUngpopmayust 06 usmenenusix:
Yacmo 7.1 usmenena c 13 urons 2020 2. - @edepanvruiil 3axon om 13 urons 2020 2. Ne 206-D3

Heticmeue nonoxcenuit uacmu 7.1 (8 pedaxyuu @edepanvroco 3axkona om 13 urons 2020 2. No 206-D3)
pacnpocmpansemcs Ha npagoomHuouieHus, 6o3Hukuue ¢ 1 urona 2020 a.

Cm. npedwioywyto peoakyuio

7.1. JlexapcTBeHHbIE IIpenaparbl s MEIUIMHCKOIO IPUMEHEHUs, NpeJHa3HAuYECHHbIE UL
oOecriedyeHus Jull, OOJBHBIX TeMOGUINENH, MyKOBUCIIUA030M, TUIIO(PU3apHBIM HAaHU3MOM, Oos1e3HbIo0 [o1e,
37I0KaY€CTBEHHBIMH HOBOOOPA30BaHUSIMU JIMM(POUIHON, KPOBETBOPHOM W POJCTBEHHBIX UM TKaHEW,
paccestHHbIM CKJIEpO30M, JIMIl MOCJIe TPAaHCIUIAHTALMKM OPraHoB M (WJIM) TKaHeH, mpousBeneHHble 10 31
nekadbpss 2019 roma, a Takke HHBIE JIEKAPCTBEHHBIE IIpenaparbl s MEAMIMHCKOTO MpUMEHEHUS,
npousBeneHHbie 10 1 urons 2020 roaa, moyekar XpaHEeHUIO, IEPEBO3Ke, OTITYCKY, peaju3aluu, nepeaaye,
NpPUMEHEHHIO 0e3 HAaHECEHUs CPEACTB UACHTU(DHUKAIINN 0 UCTEUCHUS CPOKa UX TOAHOCTH. [IpaBuTenbpCcTBO
Poccuiickoit @enepanun BlipaBe yCTaHOBUTh OCOOEHHOCTH BBOJA B IPAXKAAHCKUI 000POT JIEKAPCTBEHHBIX
MpenaparoB I MEIUIIMHCKOTO TPUMEHEHUS, IPOM3BeACHHBIX B Tiepuos ¢ 1 urons 2020 rona mo 1 okTaopst
2020 rona. B mensx BBoAa B Ipa)AaHCKUIL 0OOPOT JIEKapCTBEHHbIE Mpenaparbl i MEAUIIMHCKOrO
MPUMEHEHHUS, 32 UCKJIIOUEHUEM JIEKapCTBEHHBIX MPENnaparToB, MpeIHAa3HAYeHHBIX i1 00eCleueHus JIHIl,
OO0JIBHBIX TeMO(HITHEH, MyKOBUCIIHI030M, TUTIO(U3aPHBIM HAHU3MOM, 00J1€3HbI0 [ 0111e, 3710Ka4eCTBEeHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHON U POACTBEHHBIX UM TKAHEU, PACCESTHHBIM CKIIEPO30M,
JMI TIOCJ€ TPaHCIUIAHTAlMM OpraHoB M (WIKM) TKaHEW, NpPOM3BEINEHHBIC 3a IpelesiaMU TEPPUTOPHUU
Poccuiickoit denepanuu 10 1 oktsa6psa 2020 roga, MoryT ObITh BBe3eHbI B Poccuiickyro denepanuto no 1
auBaps 2021 roga B nopsiake, ycranosiaeHHoM [IpaButensctBom Poccuiickoit denepanuu, 6€3 HaHECEHUS
CPEICTB UACHTU(UKALINH.

HUnghopmayus 06 uzmenenusx:

Cmamuws 67 oonoanena yacmoio 8 ¢ 1 sineaps 2018 . - @edepanvusiii 3akon om 28 oexadps 2017 2. Ne 425-
D3

8. Opranmzanuss HHPOPMAIMOHHOTO B3aMMOJICHCTBUS CHCTEMbl MOHUTOPHUHTA JBUIKEHUS
JIEKapCTBEHHBIX IpEnaparoB JUisi MEAMIMHCKOTO MPUMEHEHHUS C HUHBIMH TOCYJapCTBEHHBIMHU
WH()OPMAITMOHHBIMA CHUCTEMaMU OOECIEUYMBACTCS B TOM YHCIE TOCPEIACTBOM HWH(PACTPYKTYPHI,
obecrneunBaromeld MHPOPMALIMOHHO-TEXHOJIOTMYECKOE B3aUMOJACHCTBUE HMH(POPMALMOHHBIX CHUCTEM,
UCIIOJIb3YEMbIX [UISl TPEJOCTABICHUS TOCYIAPCTBEHHBIX M MYHHUUUIAIBHBIX YCIYI W HUCHOJHEHUS
TOCY/IapCTBEHHBIX U MYHHUIIUNATBHBIX (PYHKIMI B 2JIEKTPOHHOU (opMe.

Hnpopmayus 06 usmenenusx:
Yacms 9 usmenena c 15 aseycma 2023 e. - @edepanvusiii 3akon om 4 aseycma 2023 e. Ne 474-D3

Cm. npedvioyuyio pedakyuio

9. Undopmanus, coneprxaliascs B CHCTEME MOHUTOPUHIA JBUKEHUSI JIEKAPCTBEHHBIX IPENaparoB
JUIE METUIIMHCKOTO TPUMEHEHUs, sBIsSeTcsl WH(pOpMalueil orpaHUYeHHOro J0CTyIla B COOTBETCTBUU CO
crarbell 9 ®enepanpHoro 3akoHa ot 27 utonst 2006 roga N 149-03 "O6 undopmanuu, UHPOPMALHOHHBIX
TEXHOJIOTHSIX M O 3aluTe HHPOpMauH', 3a UCKIIOUCHHEM MH(POPMAIIUH, HEIOMYCTUMOCTb OTpaHUYECHUS
JIOCTyIa K KOTOpPOM YycTaHOBIeHA (enepanpbHBIMH 3aKOHAMH, a TaKke WH(OPMAIMH, OTHECEHHOU
IIpaButensctBoM Poccuiickoii @enepauuu B COOTBETCTBMU € HacrosmuM DenepanbHbIM 3aKOHOM K
obmenoctynuoit uHbopManuu. OO0menocTymHas nHGpopMaIs, CoAepKaascs B CUCTEME MOHUTOPUHTA
JIBYDKEHUS JIEKAPCTBEHHBIX IIPENapaToB Ul MEUIIMHCKOTO TPUMEHEHH S, pa3MelaeTcs B *HPOPMalMOHHO-
TeJIeKOMMYHUKalMOHHOU cetn "WHTepHer" (B TOM uuciae B (QoOpMe OTKPBITHIX IaHHBIX) B IOPSIKE,
ycranoBieHHOM IIpaBurensctBom Poccutickoit denepanuu.

Unpopmayus 06 usmeHnenusix:

Cucrema TAPAHT 16¢
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
NAMEHEeHUIM
Cmamus 67 dononnena yacmoto 9.1 ¢ 15 aseycma 2023 e. - @edepanvhuiii 3akon om 4 ageycma 2023 2. Ne
474-D3

9.1. Joctyn x uHbopMaIuy, coiepkalieiicss B cUCTeMe MOHUTOPHUHTA JBH)KEHUS JIEKApCTBEHHBIX
IpenaparoB Ui MEJUIIMHCKOTO MPUMEHEHHs, O0eCIeuMBaeTCs ONepaTopoM CHCTEMbl MOHHMTOPHHTA
JBUKEHUS JICKApCTBEHHBIX IPENaparoB i MEAMIMHCKOIO NPUMEHEHHUS B MOPSAKE, YCTAaHOBJIEHHOM
IIpaButenscTBoM Poccuiickoii @enepannn, B COOTBETCTBUH € 3aKOHOIATENbCTBOM Pocculickort denepanuu
00 uHdopmanuu, HHPOPMALMOHHBIX TEXHOJIOTUAX U O 3alure HHGOpMAIUHU, 3aKOHOAATEIbCTBOM
Poccuiickont @enepannu 0 TOCYNAapCTBEHHOM TailiHe, 3akoHoAareiabcTBOM Pocculickon ®Penepauuu o
KOMMEpPYECKOM M HMHOM OXpaHSAEeMOM 3aKOHOM TallHE M C YYETOM IOJIOKEHUH HACTOAILUEH CTaThH.
[IpaBurensctBo Poccuiickoi denepanuu BpaBe yCTaHABIMBATH IIEPEYEHB JIEKAPCTBEHHBIX IIPENApaTOB IS
MEJIMIIMHCKOTO MPUMEHEHHUS U (WJIH) TPYIII JIEKAPCTBEHHBIX MTPENapaToB I MEAUIIMHCKOTO TPUMEHEHUS U
0COOEHHOCTH JIOCTYyNa K MH(GOPMALMU O TAKUX JIEKAPCTBEHHBIX Mpernaparax, COAEprKalleicss B cUCTEME
MOHUTOPUHTIA JABUKEHUS JIEKAPCTBEHHBIX IIPENapaToB JJIi MEAULMHCKOTO IPUMEHEHUSI.

Unghopmayus 06 usmenenusx:

Cmamuws 67 dononnena yacmoto 9.2 ¢ 15 aseycma 2023 2. - @edepanvhuiii 3akon om 4 ageycma 2023 2. Ne
474-D3

9.2. Tlonmp3oBareiau CHCTEMbl MOHUTOPHHTA JBHIKCHHUS JICKAPCTBEHHBIX IIpENaparoB IS
MEMIIMHCKOTO TIPUMEHEHHUs OO0JIaZafoT MPaBOM JOCTyNa K HMH(OpMAIWU, COIEpKalleics B CHCTEME
MOHHMTOPUHTA JBIDKEHHUS JICKQPCTBEHHBIX IMPENaparoB [Uisi MEIUIUHCKOIO MPUMEHEHUS, C Y4EeTOM
OTpaHMYCHUHN JOCTyNma K yKa3aHHOW wuH(opManuu W ee mocienyroleld o0paboTke, yCTaHOBICHHBIX
HactosmuM DenepanbHbIM 3aKOHOM M HWHBIMH HOPMAaTMBHBIMH IIPABOBBIMH aKTaMH Poccuiickoi
®denepanuu.

Hngpopmayus 06 usmenenusx:
Yacms 9.3 usmenena c 19 aseycma 2024 2. - @edepanvruiil 3axon om 8 aseycma 2024 2. No 232-D3

Cm. npedwioywyto pedakyuio

9.3. @enepanbHble OpraHbl MCIOJHUTEIBHON BIACTH M MCIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @eneparuu B Lensx, onpeaeneHubix [IpasutensctBoM Poccuniickoit denepannu, UMEKOT IPaBO
J0cTyna K uHpopManuu o cyObeKkTax oOpallleHus JIeKapCTBEHHBIX CPEJICTB, O JEKAPCTBEHHBIX MpernapaTrax
1 00 000poTe TaKMX JIEKAPCTBEHHBIX MIPENapaToB, HEOOXOAUMOM /ISl BBITIOJIHEHUS 3a/1a4 U OCYILECTBICHUS
(byHKIUH, BO3JIOXKEHHBIX Ha (eiepalibHble OPraHbl UCTIOJHUTEIBLHON BIACTH U UCHOJIHUTENIbHBIE OPTaHbI
cyobextoB Poccuiickoit denepanuu, ctaructuyeckol nHGOpMAIK O JEKapCTBEHHBIX Mpernaparax u 00 ux
obopore, a Takxke K oOmenoctynHo wuHpopmanuu. CocTaB 3TOH HHPOpPMAIMKM  OIpeaenseTcs
CorameHusMu o0 HMHPOPMALIMOHHOM B3aMMOJEHCTBUHU, 3aKJIIOUYEHHBIMH OIEpPAaTOpPOM  CHUCTEMBI
MOHUTOPHHIA JBU)KEHUS JICKAPCTBEHHBIX MpenapaTroB JUIsl MEAULIMHCKOTO MPUMEHEHUs ¢ (eaepaibHbBIMU
OpraHaMM HMCIIOJHUTENLHOM BIACTH MJIU MCTIOJIHUTEIbHBIMU OpraHaMu cyObekToB Poccuiickoil @enepanyu
U (QenepaabHbIM OpPraHOM MCIIOJHUTEIbHON BIIACTH, OCYILECTBISIOMUM (QYHKIUH IO BBIPAOOTKE U
peanu3anuy TOCYIapCTBEHHON NOJUTHKM UM HOPMAaTMBHO-IIPAaBOBOMY pETyJIMpPOBaHUIO B cdepe
3paBOOXPAHECHUS.

Ungpopmayus 06 usmenenusix:

Cmamuwsa 67 oononnena yacmoio 9.4 ¢ 15 aszycma 2023 2. - @edepanvhviil 3akon om 4 ageycma 2023 2. Ne
474-D3

9.4. CyObekT oOpalieHHs JEKapCTBEHHBIX CpPEACTB HMMEET IMpaBoO AOCTyNna K HH(popMauuu o0
Olepanusx C JIEKApCTBEHHBIMHU IperaparaMy JUIsi MEIUITUHCKOTO TPUMEHEHHS, COBEPIICHHBIX 3THUM
CyOBEKTOM 0OpallieHus JIEKapCTBEHHBIX CPE/ICTB, a TAaKXkKe K 00IIeJ0CTyTHOM HH(pOpMaLUH.

Unpopmayus 06 usmeHnenusix:

Cmamuwsa 67 oononnena yacmoio 9.5 ¢ 15 aszycma 2023 2. - @edepanvhviil 3akon om 4 agzycma 2023 2. Ne
474-D3

9.5. Oneparop cucteMbl MOHUTOPUHIA ABM)KEHUS JIEKAPCTBEHHBIX IIPENAPATOB JUISI MEAUIIMHCKOTO
NpUMEHEHHs o0JlaflaeT MpaBoOM JO0CTyna K HHQpOpMalMH, COAEp)KalleHCs B CHCTEME MOHUTOpPHHTA
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

JBYKEHUS JICKQPCTBCHHBIX TIpEnaparoB IS MEIWIIMHCKOTO TPHUMEHEHUS, BKIIOYas WHQPOPMAIUIO
OTPAaHHYEHHOTO JIOCTYIAa, C BO3MOXXHOCTBHIO €€ O00paboTKHM, B TOM YHCIE €€ MPEIOCTABICHUS H
pacrpocTpaHeHus, oOecleueHusl JOCTyna K Hed M OKa3aHHWs YCIyr C €€ HCIOJb30BaHWEM (nanee -
o0paboTka).

HHghopmayusi 06 usmenenusix:

Cmamus 67 dononnena yacmoio 9.6 ¢ 15 aseycma 2023 2. - @edepanvhuiii 3akon om 4 ageycma 2023 2. Ne
474-D3

9.6. Oneparop cuCTEMbl MOHUTOPUHTA JABWKCHUS JIGKAPCTBECHHBIX MPEMAPATOB ISl MEAUIIMHCKOTO
NPUMEHEHHS MOXKET OCYIIECTBIISITh 00pabOTKy MH(pOPMAIMK OIpaHHYEHHOTO JIOCTyIa, COAepXKAIICHCs B
CUCTEME MOHUTOPHHTA JBUKCHHS JIEKAPCTBCHHBIX IPENapaToB ISl MEIUIMHCKOTO MPUMECHEHHUS, TMPU
YCIIOBHH 0053aTEIbHOTO O0C3ITMYMBAHUS TaKOW HWH(POPMAIMM B COOTBETCTBHH C YTBEPXKIaEMBIMHU
denepanibHBIM OPraHOM HWCIOJHUTEIBHON BIACTH, OCYIICCTBISIOMNAM (YHKIMH 10 BBIPAOOTKE U
peanu3ani TrOCyJIapCTBEHHOW TIOJIMTUKA W HOPMAaTHBHO-TIPABOBOMY PpEryJIHpOBaHHIO B cdepe
3[PABOOXPAHECHMS, [0 COIIacOBaHWIO ¢  (enepanbHBIM  OpPraHOM  HCIIOJHUTEIBHON  BIIACTH,
OCYIIECTBIISIOIUM (YHKIIUU TI0 KOHTPOJIIO M Ha30py B chepe NHPOPMAITMOHHBIX TEXHOJIOTUH U CBSI3H, U
(benepaabHBIM OPTaHOM HCIOJTHUTEIBHOM BIACTH B 001acTH 00ecTiedeHns1 0e30MMacHOCTH TPEOOBAHUSMH K
00e3MMYMBaHUI0 Takod WHGOpMAIMK M MeTonaMu oOe3nuyuBaHus Takoil mHbopmarmu. OOe3nuueHHas
uH(pOpMaIKs, IOTyYSHHAsI B Pe3yJIbTaTe YKa3aHHOW 00pabOTKU M CcoNeprKaliasicsi B CHCTEME MOHUTOPUHTA
JIBM)KCHUST JICKAPCTBEHHBIX TIPENaparoB Ui MEIAMIIMHCKOTO TPUMEHEHUs, SIBISCTCS HHQOpMAaIen
orpanu4eHHoro jpocryma. O6e3nuuenHas wHOpMaKs, TOCTYH K KOTOPOH ObLI 00ECIedYeH OIepaTopom
CHCTEMbI MOHUTOPHHTIA JBM)KEHHSI JICKAPCTBEHHBIX MPEMapaToB il MEIUIIMHCKOTO MPUMEHEHUS B IEIISAX
OKa3aHUsl yCIyT C €€ WCIIOJIb30BAHUEM, IMOUICKUT XPAaHEHUIO B CHCTEME MOHUTOPWHTA JIBHKCHUS
JICKapCTBEHHBIX MPENapaToB /Ui MEAUIIMHCKOTO MPUMEHEHUSI HE MEHEE IISITH JIET C JaThl IPEIOCTABICHUS
JIocTyna K o0e3nmueHHOW WH(OpManuu, W Ha HEe HE PacCIpOCTPaHSIOTCS TpeOOBaHUS K WHQPOpPMAIHH
OTPaHUYEHHOTO JIOCTYIIa, YCTAHOBJICHHBIC HACTOSIIEH CTAaTheH.

HUnghopmayus 06 uzmenenusx:

Cmamuws 67 dononnena yacmoto 9.7 ¢ 15 aseycma 2023 e. - @edepanvhuiii 3akon om 4 ageycma 2023 2. Ne
474-D3

9.7. Oneparop cUCTEMbl MOHUTOPUHTA JIBU>)KEHUSI JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO
MIPUMEHEHHUS MOXET OCYIIECTBISATh 00pabOTKy MH(OpPMAIIMU OTPaHUYEHHOTO JOCTYIIA, COIEPIKAIICHCS B
CUCTEME MOHMTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIUIUHCKOTO MPUMEHEHUs,
MOJIYYEHHOM OT cyObeKkTa oOpamieHusi JEKapCTBEHHBIX CPEICTB, 3apETUCTPUPOBAHHOTO B CHUCTEME
MOHUTOPHUHTA ABUKEHUS JIEKAPCTBEHHBIX MPENapaToB AJIsi MEAUIIMHCKOTO IPUMEHEHHUS U MPEACTAaBUBILETO
B HEE CBEJICHUS, B MHTEPECAX U IO MOPYUYEHHUIO TAKOTO CYObhEeKTa 00paIlleHUs JIEKApCTBEHHBIX CPENCTB 0e3
o0e3nuuuBaHus HH(HOPMAIIUU OTPAHUYEHHOTO JOCTYTIA.

Ungpopmayus 06 usmenenusix:

Cmamuws 67 dononnena yacmoito 9.8 ¢ 15 aseycma 2023 2. - @edepanvhuiii 3akon om 4 aseycma 2023 2. Ne
474-D3

9.8. Oneparop cuCTEMbl MOHUTOPUHTA JIBU>KEHUSI JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO
MPUMEHEHHUs BIpaBe OKa3blBaTh HAa HEIUCKPUMHUHAIIMOHHOW OCHOBE YCIYTH C HCIIOJIb30BaHUEM
o0e3nuyeHHON uH(OpMaIMK, colepKalleiics B CHCTEeME MOHUTOPUHTA JIBIDKEHUS JIEKapPCTBEHHBIX
MpenaparoB sl MEAUIIMHCKOTO MPUMEHEHHUsI, CyObeKTaM oOparieHus JEKapCTBEHHBIX CPEACTB, OPSIOK U
CTOMMOCTb OKa3aHUsl KOTOPBIX OIpPEAENSIOTCS ONepaTopoM CHUCTEMbl MOHUTOPUHIA JIBUIKEHUS
JIEKapCTBEHHBIX TMpENaparoB JUIsli MEIUIIMHCKOTO TPUMEHEHHUs, C YyYeTOM OTrPaHHYCHHA OCTyma K
o0e3nmnyeHHON HMH(OpPMAaIMK, YCTAaHOBIEHHBIX HACTOSIICH CTarbell. YKa3zaHHBIE TOPSAOK U CTOMMOCTH
OKa3aHMS TaKUX YCIyT pa3MEeNIaloTcs ONMeparopoM CHUCTEMbI MOHHUTOPHHTA JBIKEHUS JIEKAPCTBEHHBIX
MpenaparoB JIsl MEJUIIMHCKOTO TPUMEHEHHUS Ha CaliTe€ CUCTEMbl MOHUTOPHUHTA JIBHXKEHUSI JIEKAPCTBEHHBIX
npenaparoB  JUisli MEAWIIMHCKOTO TPUMEHEHHS B HMH(POPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON CETH
"NHTepHeT" U moJ1eKaT KOHTPOJIIO B COOTBETCTBUM C aHTUMOHOTMOJIBHBIM 3aKOHOAATENhCTBOM Poccuiickoi
Oenepanun. Yka3aHHBIC TTOPSIIOK U CTOUMOCTh OKa3aHUS TaKUX YCIYT JOJDKHBI OBITh €IMHBIMU JUTS BCEX
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSM. ..

JWL, OOpamaronMXxcs 3a OKa3aHWEM YCIyTW B OTHOIICHHHM OJMHAKOBBIX BHJa, 00beMa M COCTaBa
npenocraBisieMorr  uHGopMmaruu. CyObekTam OOpamieHHs JIEKapCTBEHHBIX CPEACTB  3alperacTcs
IPEIOCTABIATh U PACIIPOCTPAHATH HH(POPMALIUIO, TOTYYEHHYIO B COOTBETCTBUY C HACTOSILECH YaCThIO.

HUngpopmayust 06 usmenenusix:
Yacmo 10 uzmenena c 15 aseycma 2023 e. - @edepanvusiii 3akon om 4 aseycma 2023 2. No 474-D3

Cum. npedvioywyio pedakyuio

10. IIpom3BomuTens JIEKapCTBEHHBIX CPEACTB, JAEp)Kareilb JTUO0 BIaAeJel] PEerUCTPAIlHOHHOTO
YIOOCTOBEPEHHUsI JIEKAPCTBEHHOIO IIpernapara WIA IPEICTaBUTEIBCTBO HHOCTPAHHOM OpraHU3aLuy,
SIBIIAIOILEHCS  Jiep)kaTesieM JIMOO BIaAEbLEM PETUCTPALIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapara, Ha teppuropun Poccuiickoir denepanuu, 3aperucTpUpOBaHHBIE B CUCTEME MOHMTOpPHHIA
JBUKEHUS JICKaPCTBEHHBIX IIPENApaTOB JIJIs MEAUIIMHCKOTO IPUMEHEHUS U IIPECTABUBIINE B HEE CBEICHUS
0 HAaHECEHUU CPEJCTB UACHTU(UKAIIMY HA YIIAKOBKH JIEKAPCTBEHHBIX IIPENapaToB, HapsLy ¢ HHPpOpMauei,
yKa3aHHOH B yacTH 9.4 HacTOsIIEN CTAaThy, OMYYaeT COACPKAILYIOCS B CUCTEME MOHUTOPUHIA IBUKEHUS
JIEKapCTBEHHBIX IMpEnaparoB Ui MEAUIUHCKOTO INPUMEHEHUs MH()OPMAIMIO OIPaHMUYEHHOIO JOCTyIa O
CepUsX M NapTUAX OITUX JIEKAPCTBEHHBIX IIpernaparoB O€3BO3ME3AHO U BIIpaBE OCYIIECTBIATH
CaMOCTOATENILHO MJIM MOpydaTb 00paboTKy Takod MH(OpMAIMM TOJIBKO B COOCTBEHHBIX MHTepecax. Ipu
3TOM JOCTYIl K Takod MH(OpPMAIMHM WIN pe3yibTaraM ee OOpaOOTKHM HMMEET TOJBKO JaHHBIM CYOBEKT
oOpallleHuss JIEKapCTBEHHBIX CpPEACTB WM JIMIO, KOTOpOMY OH THopyuua oOpaborky. Cocras
IIPEIOCTABIIIEMOl B COOTBETCTBMM C HACTOSIIEH yacThio MHpopMmauuu omnpezensercs IIpaBurenscTBoM
Poccuiickoit @enepanuu.

HUnghopmayus 06 uzmenenusx:

Cmamuws 67 oonoanena wacmoio 11 ¢ 1 urona 2020 2. - @edepanvhuiii 3axkon om 28 dexaops 2017 2. Ne 425-
@3 (8 pedaxyuu Pedepanvrozo 3akona om 27 oexkabps 2019 2. Ne 462-D3)

11. 3a mpou3BOACTBO WJIM MPOJAXKY JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO TPUMEHEHUS
0e3 HAaHECCHHUS CPEICTB HICHTU(DUKAIINH, C HAPYIICHUEM YCTAHOBICHHOTO IMOPSIIKA UX HAHECCHUS, a TAKXKE
32 HECBOEBPEMEHHOE BHECEHUE JAHHBIX B CUCTEMY MOHMTOPUHIA JBUKECHUS JIEKAPCTBEHHBIX MpPEraparoB
JUTSE METUIIUHCKOTO NPUMEHECHUS WM BHECCHHE B HEE HEOCTOBEPHBIX JIAHHBIX FOPUIUYCCKUE JIUIA U
WHAVBHUAyalbHbIE TpPEANPUHUMATENHN, YKa3aHHble B dacTaXx 4 W 7 HacTosAled cTaThbd, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJATENLCTBOM Poccuiickon denepanuu.

Hnpopmayus 06 usmenenusx:

Cmamuws 67 donoanena wacmoito 12 ¢ 1 snsaps 2018 e. - @edepanvuwiii 3axon om 28 dexabps 2017 2. Ne 425-
D3

12. IIpaButensctBO Poccuiickoit @enepanyiy BpaBe yCTaHOBUTh OCOOEHHOCTH BHEAPEHUS CUCTEMBI
MOHUTOPHHTIA JIBUKEHUS JIEKAPCTBEHHBIX MPENAapaToB AJIsi METUIIMHCKOTO IPUMEHEHHUS, BKIIIOYasi CPOKH €€
BHEJIPCHHUSI, B OTHOILICHUH JICKAPCTBEHHBIX IMPETApaToB Ui MEAUIIMHCKOTO NMPHUMEHEHHS, BKIIFOYEHHBIX B
HepeuyeHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IPENaparoB, JIEKapCTBEHHBIX
npenaparoB, MpeJHa3HAYeHHBIX Ui OOECTeYeHus: JHI, OONBHBIX TeMO(HINeH, MYKOBHCIHIO30M,
runopu3apHbIM HaHU3MOM, Ooyie3Hblo lome, 370KauecTBEHHBIMH HOBOOOPA30BaHUAMM JHUM(OUTHOH,
KPOBETBOPHOH M POJICTBEHHBIX UM TKaHEH, PACCESTHHBIM CKJIEPO30M, JIUI] IIOCJIE€ TPAHCIUIAHTAIIMHA OPTaHOB
U (WIM) TKaHEH, UHBIX JIEKApPCTBEHHBIX PEnapaToB sl MEAUIIUMHCKOTO TPUMEHEHHS.
TAPAHT:

Cwm. KOMMeHnmapuu K cmambuve 67 HacmosAuweco (DedepaﬂbHoeo 3AKOHA

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3axkonom om 25 Hoaops 2013 2. N 317-D3 nacmoawuii PedepanvbHulil 3aKOH OONOJIHEH 21a8oU
14.1
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
HU3MEHEHUSIM. ..
I'maBa 14.1. OrpannyeHus, HajlaraeMbie Ha OPraHU3alMU, OCYLIECTBJISIIONIUE 1eATeIbHOCTD
10 00palIeHN IO JIEKAPCTBEHHBIX CPEACTB

Crarbs 67.1. Orpannyenus, HaJlaraeMble IPU OCYIIECTBICHUH IESATEILHOCTH B cpepe oOpalieHus
JIEKapCTBEHHBIX CPEJCTB

1. Opranmzanuu, 3aHUMAOIIMECS pPa3pabOTKOW, TMPOM3BOACTBOM H (WJM) peanu3anuei
JICKapCTBEHHBIX MPENaparoB Al MEAULMHCKOTO MPUMEHEHHUs, OpraHu3aluu, obOjajaroliue npaBaMu Ha
UCIIOJIb30BaHHE TOPrOBOTO HAaMMEHOBAHMS JIGKAPCTBEHHOTO Iperapara JJisi MEAULIUHCKOTO MPUMEHEHUS,
OpraHM3alliyl  ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEICTBAMH, alTE€YHbIE OpraHu3anuu (ux
NpeACTaBUTEINN, MHBIE (PU3UIECKUE U FOPUINIECKHE JINIIA, OCYIIECTBISIOIINE CBOIO IEITELHOCTh OT UMEHHU
9TUX OpPTraHU3alKii) B OTHOUICHUH METUIIUHCKUX PAOOTHUKOB U PYKOBOAUTENICH MEIULIMHCKUX OpraHu3aluit
HE BIIpaBe:

1) Bpy4arh mojgapku, BBIIUIAYMBATH JCHEKHBIE CPE/ICTBA (32 MCKIIOUYEHHUEM BO3HATPAKICHHM IO
JIOTOBOpaM IIpH MPOBEICHUH KIIMHUYECKUX UCCIIEAOBAHMA JIE€KAPCTBEHHBIX MPETaparoB Ui MEIUIITHCKOTO
NPUMEHEHHUS, BO3HArpaXJCHUW, CBA3aHHBIX C  OCYLICCTBICHHEM  MEIUIIMHCKUM  PaOOTHHUKOM
NeIarOTUYeCKON U (WIIM) HAYYHOH JIEITETFHOCTH ), B TOM YHCJIE OIIAYMBATh PA3BICUCHHUS, OTIBIX, IPOE3T K
MECTY OTJAbIXa, a TAK)XKE MPUBJIEKATh K YYaCTHIO B pa3BIeKaTeIbHBIX MEPOIPHUATHIX, IPOBOAUMBIX 32 CUET
CBOUX CPE/CTB;

2) 3akirouaTh COMVIAIICHHS O Ha3HAYCHWM WM PEKOMEHJAlUM TalMeHTaM JIeKapCTBEHHBIX
npenapaToB Il MEIUIIMHCKOTO MPUMEHEHH (32 MCKIIOUEHHEM JOTOBOPOB O MPOBEICHUH KIMHUYECKHUX
UCCJIEZIOBAHUI JIEKAPCTBEHHBIX MPENaparoB JJIsl MEIUIIUHCKOTO IPUMEHEHUS);

3) npenocTaBisATh 00pas3iibl JIGKAPCTBEHHBIX MPENApaToB JJII MEAUIIMHCKOTO MPUMEHEHHUSI B TESIX
BpPYUCHHS MalMEeHTaM (32 UCKIIFOYCHHEM CITy4aeB, CBA3aHHBIX C IPOBEACHUEM KIIMHUYECKUX UCCIIETOBAHUIMA
JIEKapCTBEHHBIX MPEMApaToB ISt MEAUIIUHCKOTO IPUMEHEHHS);

4) mpeoCTaBIATh HEAOCTOBEPHYIO U (MIJIHM) HETONIHYI0 HH(GOPMAIIUIO O JIEKAPCTBEHHBIX Mpenaparax
JUTS. METUITUHCKOTO IPUMEHEHHS;

5) mocemiate uXx B pabouee BpeMsi Ha pabOYMX MECTax, 3a UCKIIOUEHHUEM CIy4yaeB, CBA3AHHBIX C
NPOBEICHHEM KIIMHUYECKUX UCCIIEOBAHNHN JIEKAPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO IPUMEHEHUS,
C ydacTHeM B TOpSJKE, YCTAaHOBJIEHHOM PYKOBOAWTENIEM MEIMIIMHCKONM OpraHu3aluu, B COOpaHHsIX
MEIUITUTHCKIX PA0OTHUKOB M MHBIX MEPOIPHUSTHUSX, HAITPABJICHHBIX Ha MMOBBIIICHUE UX TTPO(PECCHOHATILHOTO
YPOBHSI WM Ha MpeI0CTaBIeHNnEe HH(OPMALIH, CBI3aHHON € OCYLIECTBICHHEM MOHUTOPUHTA 0€3011aCHOCTH
JIEKapCTBEHHBIX TPENapaToB;

6) moOy>kK1aTh K BBHIMHCHIBAHUIO JIEKAPCTBEHHBIX MPENaparoB Al MEIUIIMHCKOTO MPUMEHEHUs Ha
OnaHkax, cofep)Kammx HH(OPMAIHMI0O PEKIAMHOTO XapaKTepa, a TakKe Ha pPeleNTypHBIX ONlaHKax, Ha
KOTOPBIX 3apaHee HaleyaTaHo HAMMEHOBaHME JIEKapCTBEHHOTO IIpernapara sl MEAULMHCKOTO IPUMEHEHHUS.

2. Opranu3zanuu, ykazaHHble B ab3aie mepBoM 4acTu | HacTOSIIEH CTaTbu, U WX MPEACTAaBUTEIH B
OTHOIIEHUHU (hapMalleBTUYECKUX paOOTHUKOB U PYKOBOAMTEINEH alTeuHbIX OpraHu3aluii He BIIpaBe:

1) Bpy4ars momapku, BHITUIAYUBAThH JICHE)KHBIE CPEJCTBA, B TOM YHCJIE OIUIAYMBATh Pa3BICUCHHUS,
OTJBIX, IPOE3]T K MECTY OT/IbIXa, U MIPHUBIIEKATh K YYaCTHUIO B Pa3BIEKATENbHBIX MEPOIIPUSATHSX, TPOBOAUMBIX
3a CYET CBOMX CPEJICTB;

2) mpemocTaBiIATh O0paslbl JEKAPCTBEHHBIX IPENaparoB Uil MEIUIUHCKOTO MPUMEHEHMs IS
BPYYCHUS HACEIICHUIO;

3) 3aKJr04aTh COIVIAIICHHS O MPEATI0KEHUHN HACETICHHUIO OTIpe/IeIEHHBIX JIEKapCTBEHHBIX MpenapaTroB
JUTSE METUITTHCKOTO IPUMEHEHHS;

4) npeaocTaBIATh HEAOCTOBEPHYIO U (MJIH) HEMOJIHYIO HH(OPMALIMIO O JIEKAPCTBEHHBIX MperapaTax
JUTSE MEJTUIIMHCKOTO TPUMEHEHHS, B TOM YHCJIe MMEIOIINX OJMHAKOBOE MEKIYHAPOIHOE HEMAaTeHTOBAaHHOE
HalMEHOBAHUE.

TAPAHT:

Cm. kommenmapuu k cmamoe 67.1 nacmosiweco PedepanbHo2o 3aKOHA
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NRAMEeHEeHUIM

Crarbst 67.2. TpeOGoBaHus K OpraHu3alMd W TPOBEJCHHUIO HAYYHBIX MEPOIPHUITUN, HHBIX
MEpOINPUATHIA, HAIPABJIECHHBIX Ha MOBBILIEHHE NPO(HECCUOHATBHOTO YPOBHS MEIULIMHCKUX
paOOTHUKOB MM Ha TPeNoCTaBlIeHHE HH(GOpPMALMU, CBI3aHHOW C OCYIIECTBICHHUEM
MOHUTOPHHIa 0€3011aCHOCTH JIEKAPCTBEHHBIX IIPENapaToB

1. Ilpu npoBeaeHUN HAy4HBIX MEPONPUSITUM, UHBIX MEPOIPUSITHH, HAIPABICHHBIX HA IOBBIIICHNE
Ipo(eCCUOHAILHOTO YPOBHS MEAMLMHCKUX PpPa0OTHUKOB MWJIM Ha MPEJOCTaBIEHUE CBA3aHHOW C
OCYILIECTBIEHUEM MOHUTOPUHTA 0€30MMaCHOCTH JIEKAPCTBEHHBIX MPENapaToB HH(POPMALIUU, OPTaHU3YEMbIX
OpraHu3alUsIMM, YKa3aHHbIMU B a03aiie nepBoM 4actu 1 crarbu 67.1 Hactosmero denepaabHOro 3aKoHa,
UX MPEICTaBUTEISIMU U (MIJTH) (MHAHCHPYEMBIX 3a CUET CPENICTB 3TUX OpPraHU3alui U UX MPEICTaBUTEIICH,
3alpeIaeTCcsl MPEMSITCTBOBAaTh YYaCTHI0 B YKAa3aHHBIX MEPONPUATHAX HHBIX OpraHu3alui, KOTOpBIE
IPOU3BOAAT WIM PEATU3YIOT JIEKAPCTBEHHBIE Ipenaparhl A8 MEIULUHCKOTO IPHUMEHEHUS CO CXOXKHM
MEXaHU3MOM (hapMaKoIOIHYECKOTO ACHCTBUS, IMO0 CO3/aBaTh JUCKPUMHUHALIMOHHbIE YCIOBUS JUISl OJHUX
YYaCTHUKOB 10 CPAaBHEHUIO C APYTUMHU yYaCTHUKaMH, & UMEHHO:

1) mpenocTaBiATh pa3InyHOE KOJIMYECTBO BPEMEHHU JUIsl BHICTYIUIEHUH YYaCTHUKOB, PAa3JIMYHbIE 110
pa3Mmepy 3aHMMaeMOH IUIOMIAN MECTa Ui JIEMOHCTPAalUU OO0pa3loB JEKAPCTBEHHBIX NpPENapaTroB s
MEIMLIMHCKOTO IIPUMEHEHUs WIN PEKJIaMHBIX MaTepUajoB O JIEKapCTBEHHBIX IIpenaparax Juisd
MEIUIMHCKOTO MPUMEHEHUS! Ha JKCIIO3ULUAX, CTEHJaX, 3a UCKIIOYEHHUEM CIy4yaeB, €CIM TaKUe YCIOBUSA
3aKpeIUIeHbl B COIVIALICHUSAX 3THX OpraHu3alMid, MX MpeJcTaBUTENed O (MHAHCUPOBAHMM YyKa3aHHBIX
MEPONpPUITUIA U 00YyCIOBIEHBI PA3IMYHBIMU 3aTpaTaMy yYaCTHUKOB HA MX OpraHU3aIHIO;

2) ycraHaBiIuBaTh pa3Mep B3HOCA JJIl YYAaCTHHUKOB MEpONPHUATHH, YKa3aHHBIX B a03ale MepBoM
HACTOSIEH YaCTH, IIPEBBIIIAOIINN CYMMY 3aTpaT Ha OPraHU3alyI0 YKa3aHHBIX MEPOIIPUATHN U BEAYIIUN K
HEOOOCHOBAHHOMY OTPAaHUYEHHUIO YHCIIA UX YUACTHUKOB.

2. Opranu3zanuu, ykazaHHbele B a03aiue nepBoMm yactu 1 ctarbu 67.1 Hactosmero denepanbHOro
3aKOHA, UX IPEICTABUTENH, OCYILECTBIIAIONUIME OpraHu3aluio U (Win) (GUHAHCUPOBAHHWE MEPONPUSITHH,
yKa3aHHBIX B 4acTH | HacTosmen crarbu, 00s3aHbI 0OecIeunBaTh 1OCTYN K HH(OpMALUU O JaTe, MecTe U
BPEMEHM IIPOBEICHUS YKa3aHHbIX MEPONPUATUM, IUIAHAX, IporpaMmax IpPOBEACHUS YKa3aHHBIX
MEPONPUITUIA U TeMaX, MIAHUPYEMBIX Ul PACCMOTPEHHUS, COCTABE MX YYAaCTHHUKOB IyTEM pa3MeEIlIeHUs
COOTBETCTBYIOLIEH MH(OpPMAIMU Ha CBOUX O(HUMANbHBIX caiiTax B ceTH "MHTepHeT" He mo3aHee NBYX
MecsLEB JI0 Hayaa MPOBEIeHUS YKa3aHHBIX MEPONPUSATHUH.

3. Nadopmarus o MpoBeIeHUN MEpOIPUITUH, YKa3aHHBIX B 4acTH | HacTosmell cTaTbi, B CPOK,
YCTAHOBJICHHBIM YacThl0 2 HACTOSIIEW CTarbd, JOJDKHA OBITh HampaBieHa B (QenepalibHbIl opraH
UCTIOJIHUTENILHON BJIACTH, OCYIECTBISIONUI (DYHKIIUHU IO KOHTPOJIIIO U HAaA30pY B cdepe 3ApaBOOXpaHEHNs,
JUTSL TIOCJIEYIOIIETO pa3MENIeHHs €€ Ha O(DUIIHaIbHOM caiTe 3Toro oprana B cetu "MuTepHet".

TAPAHT:

Cm. kommenmapuu k cmamoe 67.2 Hacmosiueco PedepanbHo2o 3aKOHA

I'naBa 15. OTBeTCTBEHHOCTD 32 HApYILIeHHE 3aKOHOAaTeabCTBA Poceniickoi @exepanun npu
o0paleHNH JIEKAPCTBEHHBIX CPEACTB U BO3MellleHUue BpeAa, IPMYHHEHHOT0 310POBbI0 I'PaXK/AaH
BCJIEACTBHE IPUMEHEHH JIEKAPCTBEHHbIX NIpenaparos

Ungopmayus 06 uzmenenusx:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. Ne 429-D3 ¢ cmamvio 68 nacmosweco PedepanbHoco
3aKOHA 6HeceHbl usmMeHenus:, gcmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmamou 6 npedvioyujel pedaKyuu
Crarbsi 68. OTBETCTBEHHOCTh 3a HapylIeHHE 3aKoHojarenbcTBa Poccuiickor denepauuu npu
0OpalIeHN! JIEKAPCTBEHHBIX CPEJICTB
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HU3MEHEHUSIM. ..

1. Hapymenue 3akoHomarenbcTBa Poccuiickoit ®denepamuu npu oOpalieHHH JIEKapCTBEHHBIX
CPEJCTB BIIEUET 3a COO0I OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickoit deneparuu.

Unpopmayus 06 usmeHenusix:
Yacms 2 usmenena c 15 urona 2018 2. - @edepanvrviii 3axon om 4 utons 2018 2. Ne 140-D3

Cm. npedwioywyo peoakyuio

2. 3a HenpezAcTaBIEHUE WIM HECBOEBPEMEHHOE IpeJIcTaBleHre HHpOopMauu 1 (K1) JOKYMEHTOB
1100 TpeACTaBICHNE HETOCTOBEPHBIX MH(POPMALUU U (WIK) JOKYMEHTOB, NPEIyCMOTPEHHBIX HACTOSIIUM
denepanbHbIM 3aKOHOM, CYOBEKTHI OOpallleHHsl JIEKapCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBMHU C 3aKOHOAarenbcTBoM Poccuiickoit denepanuu.
TAPAHT:

Cm. kommenmapuu k cmamue 68 nHacmosaweco PedepanvbHo20 3aKOHA

Crarbsa 69. Bo3MenieHue Bpena, NPUYMHEHHOIO 3/10pPOBBIO I'Pa)KAaH BCIEICTBUE NPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB

1. IIpousBoauTEINb JIEKAPCTBEHHOT'O Ipernapara 00si3aH BO3MECTUTh BpeJl, IPUUMHEHHBIN 310pPOBBIO
rpakJiaH BCJIEACTBUE NPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara, €CJM J10Ka3aHo, YTo:

1) nexapcTBEHHBII Ipenapar NPUMEHSUICS MO Ha3HAYEHHMIO B COOTBETCTBUU C MHCTPYKLMEH IO
NPUMEHEHHUIO JIEKapCTBEHHOTO Mperapara M IMPUYMHOM Bpena SBUJICS BBOA B TPaXKIAHCKUNA 00O0pOT
HE100pOKaueCTBEHHOIO JIEKapCTBEHHOTO Npenapara;

2) Bpea 3I0pOBbIO TNPUYMHEH BCIEACTBHE HEJOCTOBEpHON HUHGOpMAINK, COAepKalleiics B
MHCTPYKLUHU 10 NMPUMEHEHHIO JIEKAPCTBEHHOI'O Ipernapara, U3JaHHOW MPOM3BOIUTENIEM JIEKAPCTBEHHOTO
npenapara.

HUnghopmayus 06 uzmenenusx:
Yacmw 2 usmenena ¢ 1 cenmsnops 2024 2. - @edepanvhuiii 3axon om 8 aseycma 2024 2. Ne 323-D3

Cm. npedvioyuyio peoakyuio

2. B cnyuae, eciu Bpen 30pOBBIO I'PaXJaH MPUUMHEH BCIIEICTBUE MPUMEHEHUS JIEKAPCTBEHHOIO
npenapara, HNPUILEAINIEr0 B HETOAHOCTh B PE3yAbTaTe HapyLICHUs IPaBWJI XPAaHEHMs JIEKAPCTBEHHBIX
CPEICTB, MPAaBHJI ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU IpenapaTamMy, MpPaBUJ OTIYCKa JIEKAPCTBEHHBIX
IIPENnaparoB, IPaBWJ HW3TOTOBJIEHUS W OTIYCKa JIEKAPCTBEHHBIX IIPENaparoB, BO3MEILEHUE Bpena
OCYIIECTBIIIETCS COOTBETCTBEHHO OpraHM3alllell ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEICTBAMH,
anTeYyHOW  OpraHM3alMeld, WHIMBHAYAJIbHBIM NPEANPUHUMATENEM, HMEIOIUMHU JIMIECH3UI0 Ha
(dapMaleBTHYECKYI0 JI€ATEIbHOCTh WM JIMLIEH3UI0O Ha MEAMIMHCKYIO JeSTEJbHOCTh, MEIULUHCKON
OopraHu3aiei, uMemrIell JUIeH3uI0 Ha (apMaleBTHUECKYI0 JeATeNIbHOCTh (ee  000CO0JEeHHBIM
MOJPAa3/IeJICHUEM, PACIIOIIOKEHHBIM B CEJIbCKOM HACEJIEHHOM IyHKTE, B KOTOPOM OTCYTCTBYET arTedHas
OpraHu3anys), JOMyCTUBIINMHU IPOAAXKY MIIM OTIIyCK TaKOro JIEKAPCTBEHHOTO Ipenapara.

3. Bo3memienue Bpeaa, NPUYMHEHHOTO 3J0POBBI0 TpakJaH BCJIEACTBUE INPUMEHEHUS
JIEKapCTBEHHBIX NpEnapaToB WM COBEPIIEHUS NPOTHUBONpPABHBIX JEHCTBUH CyObeKTaMu oOpalieHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIETCS B COOTBETCTBHHM € 3aKOHOAATENBCTBOM Poccuniickoit denepanun.
TAPAHT:

Cm. kommenmapuu k cmamoe 69 nacmosueco PedepanvbHo2o 3aKOHA

I'maBa 16. 3aka0uuTeabLHbIE MOJ0KECHUSA

Crarba 70. O npu3HaHUU YTPATUBIIMMH CUIIY OTAEJBbHBIX 3aKOHOJATENIbHBIX aKTOB (ITOJIOKEHUIA
3aKOHOMATENBHBIX akTOB) Poccuiickoit deneparum
IIpr3HaTe yTpaTUBIIMMU CUITY:
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HU3MEHEHUSIM. ..

1) ®enepanbubrii 3ak0oH oT 22 uroHa 1998 roga N 86-D3 "O nekapctBennbIx cpeacTBax" (Cobpanue
3akoHopaarenbcTBa Poccuiickoit @enepanuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH oT 2 sHBapsa 2000 roxa N 5-®3 "O BHeCEHHUU M3MEHEHUS U JOTIOJTHEHUH B
OenepanbHblii 3akoH "O nekapctBeHHBIX cpencTBax (CoOpaHue 3akoHOMATEeNbCTBA Poccuiickoii
®enepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbuoro 3akoHa oT 10 ssuBaps 2003 roga N 15-03 "O BHeceHUU U3MEHEHUN U
JIOTIONIHEHUH B HEKOTOpbIe 3aKoHonaTeNbHble akThl Poccuiickoil denepanuy B CBSI3U C NPUHSATHEM
QenepanbHoro  3akoHa 'O JTUIEH3WPOBAHUM  OTAETBHBIX BHIOB  jaearenbHocTH"  (CoOpanue
3akoHonarenbcTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crarpio 31 ®enepansuoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUN U
JIOTIONIHEHUN B HEKOTOphIE 3aKoHoJareibHble akThl Poccuiickoit @enepanuu, TpU3HAHUHU YTPATUBIIMMHU
CUJIy OTJEJIbHBIX 3aKOHOJATENBHBIX akTOB Pocculickon denepanuu, NpeaoCTaBICHUH OTACIbHBIX TapaHTHH
COTPYIHHMKAaM OpraHOB BHYTPEHHHX [I€JI, OPTraHOB 110 KOHTPOIIO 32 0O0OPOTOM HAPKOTHYECKUX CPENCTB U
MICUXOTPOIHBIX BEIIECTB M YIPa3AHICMBIX (elepallbHbIX OPraHOB HAJOTOBOW TOJWIIMH B CBSI3H C
OCYIIECTBIICHHEM Mep TI0 COBEPIIEHCTBOBAaHUIO rocynapctBeHHoro ympaeieHus" (CoOpanue
3akoHoaarenscTBa Poccuiickoit @enepanuu, 2003, N 27, ct. 2700);

5) crarpio 101 @enepanbhoro 3akona ot 22 asrycta 2004 rona N 122-®3 "O BHeceHHH U3MEHEHUN
B 3akoHozaarenbHble axkTel Poccuiickoin ®enepanvu W NpPU3HAHUM YTPATUBIIMMU CHJIy HEKOTOPBIX
3aKOHOJATENbHBIX akTOB Poccuiickoii ®Denepanuu B CBsI3W ¢ OpuHATHEM (eaepanbHbiX 3akoHOB "O
BHECEHHHM H3MEHEHWH H jaononHeHuil B DenepanbHblii 3akoH "OO 0oOmIMX MPUHIMIAX OpPTaHU3AIUH
3aKOHOJATEIbHBIX (MPEACTABUTENbHBIX) U UCIOTHUTEIBHBIX OPraHOB TOCYIaPCTBEHHON BIACTH CYOBEKTOB
Poccuiickoii @eneparuu” u "OO0 00mMHMX NPUHIWINAX OpPTaHU3ALUU MECTHOTO CaMOYIIPABICHUS B
Poccuiickoit @enepanun" (Codbpanue 3akoHomarenbcTBa Poccutickoit ®eneparuu, 2004, N 35, ct. 3607);

6) crarbio 28 denepanbHoro 3akoHa ot 18 nexadpst 2006 rona N 231-D3 "O BBeneHuu B JeHCTBHE
yacTu d4erBepTor [paxmanckoro komekca Poccuiickoit ®Penepanuu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @enepanuu, 2006, N 52, ct. 5497).

I'APAHT:

Cm. kommenmapuu k cmamoe 70 nacmosweco PedepanvbHo2o 3aKOHA

Crarbs 71. Berynnenue B cuity Hacrosuiero denepaibHOTO 3aKOHA

1. Hactosmmiit ®denepanbHblil 3aKOH BeTynaeT B cuity ¢ 1 ceHts0ps 2010 rona.

2. JlexapcTBEHHbBIE CpPEICTBA, 3apErUCTPUPOBAHHBIC 1O JHSA BCTYIUIEHHS B CHIIy HacCTOSIIETO
denepanbHOTO 3aKOHA, MOUIEKAT BKIIOYEHUIO B TOCYIApPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YyKa3aHHbIX B 4acTu 1 ctareu 33 Hacrosmero denepanbHOro 3aKOHa CBENEHHH 00 3THX
JIEKapCTBEHHBIX CpPEACTBaX 0€3 TPOXOXKACHUS BHOBb TNPOIEAYPHl TOCYIAPCTBEHHOH pETHCTpaIuu
JIEKapCTBEHHBIX MPEMNaparoB.

Ungpopmayus 06 usmenenusix:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-P3 6 uwacmv 3 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexem wacmu 8 npedvloyujel peoaxkyuu

3. TocymapcTBeHHas perucTpalivs JeKapCTBEHHBIX MPENaparoB, 3a UCKIIOUEHHUEM JIEKApCTBEHHBIX
IperaparoB Uil MEIWIIMHCKOTO MPUMEHEHHS, MPEICTABICHHBIX HAa YKa3aHHYIO PETUCTPALUI0 IO JTHS
BCTYIUJICHUS B CUJIy HacTtosiero denepanbHOT0 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUHU C HACTOSIIUM
®denepalibHBIM 3aKOHOM Ha OCHOBAHHH JIOKYMEHTOB U JTAHHBIX, TPECTABICHHBIX JIO JHS BCTYIICHUS B CHITY
HacTosero denepalbHOTO 3aKOHA.

Unpopmayus 06 usmeHnenusix:

Deodepanvhvim  3akonom om 29 nosopa 20102 N 313-@3 uyacme 3.1 cmamvu 71 Hacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 6 HOBOU pedaxkyuu, GCmynailowjei 8 cuny co OHA OQUYUATLHO20
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSIM. ..

onyonukosanus HazeanHo2o PedepanbHo20 3aKOHA U PACHPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
soznuxuiue ¢ 1 cenmaopsa 2010 2.

Cm. mexem uacmu 8 npedvloyujeil peoaxkyuu

3.1. TocynapcTBeHHast perucTpalys JEKapCTBEHHBIX MPEnaparoB ISl MEAUIIMHCKOTO TPUMEHEHUS,
IPEICTABICHHBIX Ha TOCYJapCTBEHHYI0 PETUCTpalMIO [0 JHSA BCTYIUIEHHUS B CHIJIy HaCTOSIIETO
@DenepalibHOTO 3aKOHA, U TOCY/IAPCTBEHHAS] PETUCTPALIMS JIEKAPCTBEHHBIX MPENaparoB Ui MEAUIIMHCKOTO
IPUMEHEHHUS, IPEICTABICHHBIX Ha 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB /0 JHS BCTYIUIEHUS B CHIY
Hactosimero ®denepanbHOrO0 3akoHa B LEMSIX MX MOCIEAYIONIEH TOCYIapCTBEHHOW perucrpaiui,
OCYLIECTBJIIOTCSI HA OCHOBAHUHU JOKYMEHTOB M JIAHHBIX, NMPEACTABIEHHBIX 10 JIHS BCTYIUJICHUS B CUILY
HacTosimiero deepanbHOro 3aKOHa, a TAKXKE 3asBICHUSI O TOCYIaPCTBEHHON PETUCTPALIUU JIEKaPCTBEHHOTO
npernapara, IpeJCTaBICHHOIO MPOU3BOJUTENIEM JIEKAPCTBEHHBIX MPENapaToB WM YIIOJIHOMOYEHHBIM UM
JIUIIOM B COOTBETCTBHM C HacTosimuM DenepaibHbIM 3aKOHOM B YIOJTHOMOYEHHBIN (eaepanbHbIi opraH
UCTIONHUTENbHOU BiacTu 70 1 mapra 2011 roma, 6e3 TpeGoBaHUs YIUIaThl TOCYJapCTBEHHOM MOLUIMHBL,
MIPETyCMOTPEHHOM 3aKOHOIATEILCTBOM Poccuiickoit denepamnuu o Hajgorax u coopax.

HUnghopmayus 06 uzmenenusx:

Deoepanvrvim  3akonom om 29 nosops 20102. N 313-@3 uyacme 3.2 cmamwvu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 6 HOB0U pedakyuu, 6cmynarouieti 6 cuiy co OHA OQUUUATLHO2O
onybnukosanus Haseanno2o PDedepanvbHo20 3aKOHA U PACHNPOCMPAHAIOWLEUC HA NPABOOMHOULEHUS,
so3Hukuiue ¢ 1 cenmsaopsa 2010 e.

Cm. mexcm uacmu 8 npedvioyujell peoakyuu

3.2. IloaTBepkleHHE TIOCYyAApCTBEHHOW PpErucTpaly JIEKAPCTBEHHBIX IpenaparoB s
MEIULIMHCKOTO IPUMEHEHUS, IPEICTABICHHBIX JIJIS TOTBEPKACHUS FOCYyAapCTBEHHON pEeruCcTpaluu J10 JIHS
BCTYIUIEHUS B crTy Hactosulero denepanbHOro 3aK0Ha, M MOATBEPKIEHHE FOCYIapCTBEHHON perucTpaltuu
JIEKapCTBEHHBIX IpEenaparoB JUisli MEIUWLUHCKOTO IPUMEHEHMs, IPEACTABICHHBIX Ha JKCIEPTU3Y
JIEKapCTBEHHBIX CPEACTB 10 MAHS BCTYIUIEHHS B CHily Hacrosuiero @denepanbHOr0 3akoHa B LEJSX
HOCJICAYIOLIEro MOATBEPKACHHUSI MX TOCYyJapCTBEHHOM PpEerucTpanuy, OCYIIECTBISIOTCS Ha OCHOBaHHUU
JIOKYMEHTOB U JIaHHBIX, IPEACTABICHHBIX J10 JHS BCTYIJICHUS B CUITy HacTosuiero denepanbHOro 3akoHa, a
TaK)X€ 3asBJICHUS O NOATBEPXKACHUM TOCYJapCTBEHHOW pErucTpaluy JEKapCTBEHHOro Ipemnapara,
IIPEICTaBICHHOTO MPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WM YIOJIHOMOYEHHBIM WM JIMIIOM B
COOTBETCTBUM ¢ HacTosmuM @DenepanbHbIM 3aKOHOM B YIIOJHOMOUYEHHBIM (enepanbHbIi  Oprax
UCTIONHUTENbHOU BiacTH 70 1 mapra 2011 roga, 6e3 TpeGoBaHUS YIUIaThl TOCYAAPCTBEHHOW MOLUIMHBL,
IpeIyCMOTPEHHOM 3akoHoaTenbCcTBOM Poccuiickoit denepannu o Hajgorax u coopax.

Hnpopmayus 06 usmenenusx:

@eoepanvrvim  3akonom om 29 nosaops 2010e. N 313-@3 uyacme 3.3 cmamwvu 71 nacmosawezo
DedepanbHo20 3AKOHA U3NONCEHA 6 HOBOU pedakyuu, ecmynarouieli 8 cuiy co OHA OQUUUATLHO2O
onybaukosanus Haseanno2o PDedepanvbHo20 3aKOHA U PACHNPOCMPAHAIOWEUCs HA NPABOOMHOUEHUS,
sosHuxuue c 1 cenmsaopsa 2010 e.

Cm. mexcm yacmu 6 npeovloyujel pedaxyuu

3.3. IlpuHaTure penieHns 0 BHECEHHUH U3MEHEHHH B TOKYMEHTBI, COJIEPKaIIeCs B pErUCTPAIMOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIA JIGKAPCTBCHHBIH Ipemapar JUIs MEIUIIMHCKOTO TNPUMCHEHHS |
MpECTaBICHHbIE 0 AHS BCTYIUICHHS B CHIIy HacTosmiero denepalbHOT0 3aK0HA, U MPUHITHE PEUICHHS O
BHECCHUW M3MCHCHHI B JJOKYMEHTBI, COIEPIKANTUECs B PETUCTPAIIMOHHOM JIOChEe Ha 3apETHCTPUPOBAHHBIN
JICKApCTBEHHBIM Mpenapar Hjs MEIUIUHCKOTO TPUMEHEHUsS W TPEACTaBIEHHBIE Ha DKCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB JIO JIHS BCTYIUICHUS B CHITY Hactosmiero denepaibHOTO 3aKOHA, OCYIIECTBISIOTCS
HA OCHOBaHWUHU JOKYMEHTOB W JAaHHBIX, MPEICTABICHHBIX [0 JHS BCTYIUIEHUS B CHJIY HACTOSIIETO
®denepalIbHOTO 3aKOHA, a TaKXKe 3asABJICHHS O BHECEHUM W3MCHCHHMH B JOKYMEHTBI, COACpXKamluecs B
PETUCTPAIIMOHHOM JOChe Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA TMpemapar Ui METUIIHHCKOTO
MPUMEHEHUS, MPEJICTABIICHHOTO MPOM3BOIUTENIEM JICKAPCTBCHHBIX IIPEIapaToB MM YIIOJTHOMOYCHHBIM UM
JUIIOM B COOTBETCTBHH C HacTosiimuM DenepaibHBIM 3aKOHOM B YIIOJTHOMOYEHHBIN (eaepanbHbIii opraH
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
WU3MEHEHUSIM. ..

UCTIOIHUTENbHON BiacTu 10 1 mapra 2011 roma, 6e3 TpeGoBaHUS yIUIaThl TOCYIapCTBEHHOHN MOILIUHBI,
peayCMOTPEHHON 3akoHOaTenbcTBOM Poccuiickoit denepannu o Hamorax u coOopax.

Unpopmayus 06 usmeHenusix:

@eoepanvrovim  3akonom om 29 noaopsa 2010e. N 313-@3 uyacme 3.4 cmamwvu 71 nacmosawezo
DedepanbHo20 3aKOHA U3NONCEHA 6 HOBOU pedaKyuu, ecmynarouieti 8 cuiy co OHA OQUUUATLHO2O0
onybaukosanus Haseanno2o PDedepanvbHo2o 3aKOHA U PACNPOCMPAHAIOWEUCS HA NPAGOOMHOUEHUS,
so3Hukuiue ¢ 1 cenmsaops 2010 e.

Cm. mexem wacmu 8 npedvloyujeil peoaxyuu

3.4. Beinaua pa3penieHuii Ha IpoBeeHUE KIMHUYECKUX UCCIIEA0BaHUH JIEKAPCTBEHHBIX IIPENapaTroB
JUIs MEAMLIMHCKOTO NPUMEHEHUS O 3asBJICHUSM, MOJAHHBIM /0 JHSA BCTYIUICHHMS B CHJIy HACTOSIIErO
@denepalibHOTO 3aKOHA, @ TAK)KE 110 3asBJICHUAM, MOAAHHBIM IIOCJIE JHS BCTYIUIEHUS B CHJIy HACTOSILErO
denepanbHOrO 3aKOHa Ha OCHOBAaHMU JKCIEPTU3, IPOBEIEHHBIX /10 HS BCTYIUIEHHUS B CHJIy HACTOSILETO
@enepalibHOTO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUU C HacTosuM PenepanbHbIM 3aKOHOM Ha
OCHOBaHMU JOKYMEHTOB U JAHHBIX, MPEICTABICHHBIX WM IOJYYCHHBIX JO AHS BCTYIUICHHS B CUILY
Hactosimero denepanbHOro 3aKkoHa, a TaK)Ke€ HAa OCHOBAHMM KONMM IPEIBAPUTEIBHOIO JOTOBOpA
00513aTeIbHOI0 CTPAXOBaHUA KU3HHU, 310POBbS MAIMEHTOB, YYaCTBYIOIUX B KIMHUYECKOM HCCIEJOBAHUU
JIEKapCTBEHHOTO IIpernapara i MEIUIUHCKOrO IMPUMEHEHMs, WJIM KOIUU J0roBopa 0053aTebHOrO
CTPaXOBaHUs )KU3HHU, 3710POBbS MALMEHTOB, YYaCTBYIOLIMX B KIMHUYECKOM UCCIIEIOBAHNH JIEKAPCTBEHHOTO
npenapara s MEIUIUHCKOTO TPUMEHEHUs, JUOO0 TPEICTaBICHHONW KOMWU JOTOBOpa 00S3aTeIhbHOro
CTPaxOBaHUs, 3aKJIIOUYCHHOI'O B COOTBETCTBMM C THUIIOBBIMH INpaBWJIAMHU 00s3aTEIBbHOTO CTPAXOBaHMS, C
yKa3aHUEM IMpEeleIbHOW UHCIEHHOCTH MAlUEHTOB, YYaCTBYIOIIMX B KJIMHUYECKOM HCCIIEI0BAaHUU
JIEKapCTBEHHOTO Ipernapara JUlsi MEJUIIMHCKOIO IpUMEHEHus, 0e3 TpeOoBaHus yIjaThl roCy1apCTBEHHOM
HOLUIMHBI, IPEAYCMOTPEHHON 3aKoHOoAaTenbcTBOM Poccuiickoit deneparuu o Hanorax u coopax.

Hngpopmayus 06 usmenenusx:

Deoepanvrvim 3akonom om 11 okmaops 2010 . N 271-D3 cmamoes 71 nacmoaweco @edepanvhozo 3akona
oononuena wacmoio 3.5

3.5. 3apeructpupoBaHHBIE B WHOCTPAHHOW BaNIOTE 10 JHA BCTYIUIGHHS B CHIIy HACTOSIIETO
denepantbHOTO 3aKOHA MpeiebHbIE OTITYCKHBIC LIEHbl HMHOCTPAHHBIX MMPOU3BOIUTENCH Ha JIEKapCTBEHHbIE
npernaparbl, BKIIOUCHHBIE B IEPEYCHB )KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIINX JIEKAPCTBEHHBIX MIPENapaTos,
nojsexxar mnepecuery B pyonu mo kypey LlentpanmsHoro 6anka Poccuiickoit ®enepauuu Ha aarty,
ycraHoBieHHYI0 [IpaBurenscrBom Poccuiickoit @enepanyu, 0e3 npeAcTaBIeHUs 3asBICHUS O NEpecyeTe
IIEHbI C BHECEHHEM COOTBETCTBYIOILINX N3MEHEHUH B FOCY/IapCTBEHHBIN PeecTp MpeiebHbIX OTITYCKHBIX LIEH
NPOM3BOJMTENEH Ha JIEKAaPCTBEHHBIE Tpenaparbl, BKIIOYCHHBIC B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX H
BO)KHEHIIINX JIEKAPCTBEHHBIX MPENaparoB.

Ungpopmayus 06 usmenenusix:

Deoepanvrvim 3akonom om 11 okmsaops 2010 2. N 271-D3 cmames 71 nacmosweco DedepanbHozo 3aKoHa
oononHena yacmoio 3.6

3.6. 3aperucTpupoBaHHBIE 10 IHS BCTYIUIGHHUS B CHIIy Hactosuero ®eaepanibHOro 3akoHa
npeAebHbIE OTIYCKHBIC IIEHB POCCHICKHUX TPOU3BOAUTEINCH Ha JIEKAPCTBEHHBIE MPETaparhl, BKIIOUCHHBIE
B IIepeueHb KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIHX JIEKAPCTBEHHBIX MPENapaToB, MOJIekKaT HHIEKCAIIUH C
1 HOs0pss 2010 roma Mcxons W3 MPOTHO3ZUPYEMOTO YPOBHS MHQIISLMH, YCTaHOBIEHHOro denepalibHbIM
3akoHOM oT 2 nexadps 2009 roga N 308-D3 "O denepansaom Oropxete Ha 2010 roa 1 Ha MIIAHOBBIN TEPHOJ
2011 n 2012 romos" Ha 2011 rox.

Ungpopmayus 06 uzmenenusix:
Deodepanvrvim 3akonom om 6 Oexkabps 2011 2. N 409-@3 6 uacme 3.7 cmamwvu 71 nacmosawezo

CDe()epaJleoeo 3AKOHA 6HECEHbl USMEHEHUA, ecmynaouiue 6 CUly no ucmedeHuu mpuduamu ouetl nocue Ousl
0¢1/l1/ﬂ/laﬂbH020 0ny6/m1<06aHuﬂ HA364HHO20 (Dedepaﬂbﬂoeo 3dKOHA

Cm. mexem wacmu 8 npedvloyujel peoaxyuu
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®enepanbHblit 3ak0H oT 12 anpens 2010 . N 61-D3 "O6 obOparieHnu JIeKapCTBEHHBIX CpencTB" (C
U3MEHEHUSM. ..

3.7. llocne 1 mapra 2011 roma He momyckaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyro denepanuio
JICKapCTBEHHBIX MPENaparoB B YIIAKOBKaX ¢ MAPKUPOBKOM, KOTOpast ObUTa HAaHECeHA 10 JHS BCTYIUICHUS B
cuiny Hactosiuiero denepanbHoro 3akoHa. [lo McTedeHHMH yKa3aHHOTO CpOKa JAaHHBIE JIEKAPCTBEHHBIC
npenaparbl MOTYT OTITYCKaThCsl, PEaM30BBIBATHCS, MIEPEAABATHCS U IPUMEHSTHCS 10 UCTEUCHUS UX CPOKa
TOIHOCTH.

4. Co aus BcrymuieHus B cuiny Hactosmero ®denepanbHoro 3akoHa u no 30 ampens 2011 rona
BKJIFOYUTENLHO JIOMYCKAETCs MPOBEJIEHNE SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB IKCIEPTaMU IKCIEPTHOTO
YUPEKACHUS 1O TPOXOXKACHUS HWMHU aTTeCTallid B TOPSJAKE, YCTAaHOBICHHOM YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJIHUTEIBHON BIACTH.

5. Co nmHa BcTyIwieHusi B cuily Hactosmero ®deaepanbHoro 3akona u mo 31 gexadbpst 2013 roga
BKJIIOYUTENILHO OCYIIECTBIIICTCS MEpexo]] K MPOU3BOACTBY JEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
NpaBWIaM{ OpPraHU3alMK MPOM3BOACTBA U KOHTPOJIS KayeCcTBa JIEKAPCTBEHHBIX CPEACTB, YKAa3aHHBIMHU B
yactu 1 crarbu 45 Hactosuiero denepanbHOro 3aKoHa, B MOJIHOM o0beMe. CpoKu Mepexosa Mpou3BOACTBa
JICKQpPCTBEHHBIX CPENICTB K UX MPOM3BOJICTBY B COOTBETCTBHHM C KOHKPETHBIMU TPEOOBAaHUSMHU ITaHHBIX
IpaBWJI, BKIIOYAss CPOKH aTTECTAIlMM YIOJHOMOYEHHBIX JIMI, yKa3aHHBIX B 4YacTsax 6 u 7 crarbu 45
HacTosmero denepanbHOro 3aKoHa, ycranasiusarorces [IpasurensctBom Poccuiickoit denepanun.

6. JIuneH3un Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB, BbLIaHHbIE 10 1 suBaps 2014 roaa,
neiictBytor nociie 1 sHBapst 2014 rona 10 McTeueHUs CpoKa UX AEUCTBUS NMPU YCIOBUM COOTBETCTBHS
JUIEH3UaTa MpaBUiaM OpraHM3alli TPOU3BOJICTBA W KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB,
yKa3aHHBIM B yacTH 1 crarbu 45 HacTosuiero denepaibHOro 3aKOHa.

Hngpopmayus 06 usmenenusx:

Deoepanvrovim 3akonom om 29 nosopsa 2010 e. N 313-D3 cmamus 71 nacmosawezo PedepaibHo2o 3aKOHA
oJononHena uyacmelo 7, ecmynailowjeil 8 Cuny co OHA OQUUUATbHO20 ONYOIUKOBAHUS HA36AHHO20
DedepanbHo20 3aKOHA

7. ®opMUpOBaHUE TOCYITAPCTBEHHOTO 33aJaHUS Ha MPOBEICHUE SKCIIEPTU3I JIEKAPCTBEHHBIX CPEICTB
denepanbHOMY TOCYIapCTBEHHOMY  OFO[DKCTHOMY — YUPEXKICHHIO 10 MPOBEACHUIO  JKCIIEPTHU3BI
JICKapCTBEHHBIX CPEICTB U (PUHAHCOBOE OOECIEUEHHE BBIMOJIHEHHS 3TOTO 3aJaHUsI OCYIIECTBISIOTCS B
nopsiike, ycranoBiaeHHOM DenepaibHbIM 3aKOHOM OT 12 stHBapst 1996 roga N 7-03 "O HekoMMepuecKux
opraHuzanusx".
TAPAHT:

Cwm. KOMMeHmapuu Kk cmamose 71 HacmoAuwezco (De()epafleoeo 3AKOHA

[Ipesunent Poccniickoit @enepannn . Mengenes

Mocksa, Kpemib
12 anpenst 2010 .
N 61-03
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