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DenepajabHblii 3ak0oH 0T 23 uioHs 2016 . N 180-®3 "O OMoMeTUUMHCKUX KJIETOYHbBIX
npoaykrax"

C usmenenusamu u OONOAHEHUAMU OM.:
3 aseycma 2018 e., 27 oexabps 2019 ., 11 uronsa 2021 2., 8§ mapma 2022 2., 4 aseycma 2023 2.

Hpunsat I'ocynapcrBennoii Jymoii 8 uronst 2016 roga
Ono6pen CoBerom Denepanun 15 urons 2016 rona
TAPAHT:

Cm. kommenmapuii kK Hacmosawemy DedepairbHoMy 3aKOHY

Crarps 1. [Ipeamer perynupoBanus HacTosiiero denepaibHOro 3aKoHa
TAPAHT:

Cwm. KOMMeHmapuu Kk cmamse 1 HacmoAueco CDe()epafleoeo 3AKOHA

HUnghopmayus 06 uzmenenusx:
Yacmw [ usmenena c 1 anpens 2024 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedwioywyto pedakyuio

1. Hactosimumii @enepanbHblil 3aKOH PETyIHPYyeT OTHOLICHHS, BOSHUKAIOIIUE B CBSI3U C pa3pabOTKOI,
JOKJIMHUYECKUMH HCCIICIOBAHUSMU, KIMHUYECKUMHU HCCIEIOBAHUSIMH, SKCIEPTU30U, TOCYIapCTBEHHOM
perucTpanmeii, MpPOU3BOJACTBOM, KOHTPOJEM KauyecTBa, pealu3alueld, NPUMEHEHUEM, XPAHEHUEM,
TPaHCIIOPTUPOBKOM, BbIBO30M M3 Poccuiickoit denepanuu, YHUUTOKCHUEM OMOMETUITMHCKUX KJIETOYHBIX
MPOAYKTOB, MPEAHA3HAYCHHBIX JIJIs1 TPO(MUIAKTHKY, TUaTHOCTUKH U JIeUeHUs 3a00JIeBaHUN UM COCTOSHUN
MaIUeHTa, COXpaHEHHsI OCPEMEHHOCTH W MEIUIIMHCKOW peaduiuTaIy marnueHTa (manee - oOparmieHue
OMOMEIUIIMHCKUX KIJIETOYHBIX MPOAYKTOB), a TAaKXKE PETYIHpPYeT OTHOIICHHS, BO3HHUKAIOIINE B CBS3U C
JIOHOPCTBOM OMOJIOTHUYECKOTO MaTrepralia B IEJIsIX MPOU3BOICTBA OMOMETUITMHCKUX KIIETOYHBIX IMPOIYKTOB.

2. [letictBue Hactoswmero ®enepaJbHOrO 3aKOHA HE PacHpOCTPaHSAETCs HAa OTHOLICHMS,
BO3ZHHKAIOIME TpU pa3pabOTKe M TMPOU3BOACTBE JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKHUX W3JCIHM,
JIOHOPCTBE OPTraHOB M TKaHEH YelloBeKa B IIENAX WX TPaHCIUIaHTAlUU (MIEPecaiki), TOHOPCTBE KPOBU U €€
KOMITOHEHTOB, TPU HCIOJIB30BAHUH TOJIOBBIX KJIETOK YEJIOBEKA B IIEJISAX MPUMEHEHHS BCIIOMOTATEIbHBIX
PEMPOTYKTUBHBIX TEXHOIOTHM, a TaKKe Ha OTHOILICHHUS, BOSHUKAIOIINE TIPU OOpaIlleHUH KJIETOK U TKaHeH
YEJIOBEKa B HAYYHBIX U 00Pa30BaTEIbHBIX IEIISIX.

Cratbs 2. OCHOBHBIE OHATHS, UCTIOIB3yeMbIe B HacToseM denepanbHOM 3aKOHE
TAPAHT:

Cwm. KOMMmeHnmapuu K cmamauve 2 HacmosAueco (DedepaﬂbHozo 3dKOHA
B Hacrosmem CDC,I[CpaJ'IBHOM 3aKOHC HUCIOJIB3YIOTCA CICAYIOIIUEC OCHOBHBIC ITOHATH:

Ungpopmayus 06 usmenenusix:
Ilynxkm 1 usmenen c 1 anpensa 2024 2. - @edepanvhviii 3akon om 4 agzycma 2023 2. Ne 466-D3

Cm. npedvloywyro pedaxyuro
TAPAHT:

Tonoowcenus nynkma 1 (8 pedaxyuu @edepanvrozo 3axona om 4 agcycma 2023 2. Ne 466-D3) 6 omunowenuu
OUOMEOUYUHCKUX KNEeMOUHbIX NPOOYKMOG, 3dAAGNEeHUS O 20CPeUCmpayuy KOmopvlx Obliu nOOaHbl 6
Munzopas Poccuu 0o 1 anpens 2024 2., npumensitomes ¢ 1 ansaps 2026 2.

1) OMOMeIMUMHCKHII KJIETOYHBI NPOAYKT - KOMIUIEKC, COCTOSIIUN W3 KJIETOYHOW JIMHUH
(KJIETOUHBIX JMHUN) M BCIIOMOTATENIbHBIX BEIIECTB JUOO M3 KJIETOYHOM JIMHUM (KJIETOYHBIX JMHUN) U
BCIIOMOTATENbHBIX ~ BEIIECTB B COYETAaHUUM C MPOHICAINIMMH TOCYJapCTBEHHYIO  PETHCTPAIUIO
JIEKapCTBEHHBIMHU TpenaparaMu JUIsi MEIUIIUHCKOTO PUMEHEeHHUs (Jlanee - JIeKapCTBEHHbBIE Mpenaparsl), u
(wnn) QapmanieBTUUECKUMH CYyOCTaHIIMSIMH, BKIIFOYEHHBIMH B TOCYJapCTBEHHBIM peecTp JIEKapCTBEHHBIX
CPEACTB, U (MJIM) MEJUIMHCKUMH u3aenusiMu. K OMOMeIUIIMHCKIM KIETOYHBIM MPOAYKTaM HE OTHOCSTCA
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00BEKTHI TPAHCIUIAHTAILIUU, a TAKXKE BHICOKOTEXHOJOTUYECKUE JIEKAPCTBEHHBIE CPEICTBA, BKJIIOYAsi T€HHO-
TEpaNeBTUYECKUE JIEKAPCTBEHHBIE CPEJCTBA, IOUIEKAIIME PETUCTPALlUU B COOTBETCTBUU C IIPaBOM
EBpasuiickoro SKOHOMHYECKOTO CO03a W (MJIM) TOCYIapCTBEHHOW PErucTpalid B COOTBETCTBHM C
®enepanbHbIM 3ak0HOM 0T 12 anpenst 2010 roga N 61-@3 "O06 obOpaiieHnn 1eKapcTBEHHBIX CPEACTB';

2) peanu3anusi OMOMEIMUIMHCKOI0 KJIETOYHOTO TMPOAYKTa - [ieperadya OHOMEIUIIMHCKOTO
KJIETOYHOTO TMPOAYKTA Ha BO3ME3IHOM OCHOBE U (MJM) HAa 0€3BO3ME3THOM OCHOBE;

3) ayTOJIOTHUYHBIH OUOMETUIIMHCKUH KJIETOYHBIH NPOAYKT - OMOMEAMITMHCKHA KJIETOYHBIN
IPOAYKT, COAEpXkallliii B CBOEM COCTaBE KJIETOYHYIO JIMHMIO (KJIETOYHBIE JIMHWUH), MOJYYEHHYIO U3
OHMOJIOrMYECcKOro Marepuasa ONpeAeNIeHHOrO YeloBeKa, U MpeJIHAa3HAYCHHBIN 11 MPUMEHEHUS 3TOMY K€
YEJIOBEKY;

4) aJUIOTeHHbIIT OUOMEIMUMHCKUI KJIETOYHBIH MNPOAYKT - OHOMEIUIIMHCKUN KJICTOYHBIN
IPOAYKT, COAEpXkallliuii B CBOEM COCTaBE KJIETOYHYIO JIMHHMIO (KJIETOYHBIE JIMHWUH), MOJYYEHHYIO U3
OHMOJIOrMYECKOr0 Marepuayia ONMpeeJICHHOTO YelloBeKa, U IMpeIHa3HAYCHHbIN UId MPUMEHEHUs IPYyruM
JIONSIM;

5) KOMOMHMPOBAHHBI OMOMeTMIMHCKHI KJICTOYHBINA NPOAYKT - OMOMETUIIMHCKUIN KIETOYHBIN
IPOAYKT, COAEpKAIUN B CBOEM COCTAaBE KJIETOYHBIE JIMHUHU, TIOTYYEHHbIE U3 OMOJIOTMYECKOro Marepuala
HECKOJIbKUX JIIOCH, U MpeAHa3HAYCHHBIN JJ11 IPUMEHEHUS OJJHOMY U3 HHX;

6) oOpa3en; OMOMEIUIIMHCKOIO KJIETOYHOI0 MPOAYKTA - OMOMEIUIMHCKUN KJIETOYHBIA MPOAYKT
WIK €ro 4acTh, TMOJY4YEHHbIE B LEISIX H3yYEHUS €ro CBOWCTB, B TOM YHCJE JUIS OLIEHKH KadecTBa
OMOMEINIIMHCKOTO KJIETOYHOI'O MPOJIyKTa U €ro 0€3011aCHOCTH;

Hngpopmayus 06 usmenenusx:
Ilynkm 7 usmenen c 1 anpens 2024 2. - @edepanvruiil 3axon om 4 aseycma 2023 2. No 466-D3

Cm. npedwioywyto pedakyuio
TAPAHT:

Tonoowcenus nynkma 7 (8 pedaxyuu @edepanvrozo 3axona om 4 aecycma 2023 2. Ne 466-D3) ¢ omHowenuu
OUOMEOUYUHCKUX KIEMOUHbIX NPOOYKMO8, 3AGNEeHUSL O 20CPeSUCMPAayuu KOMopvlx ObLiu NOOAHbl 6
Munzopas Poccuu 0o 1 anpens 2024 2., npumensiromes ¢ 1 aneaps 2026 e.

7) KJieTouHAasi JIMHUSA - CTAHIAPTU30BaHHAs MOMYIIALNS KIETOK OJJHOTO TUIIA C BOCIIPOU3BOAUMBIM
KJICTOYHBIM COCTaBOM, MOJIyYCHHAS ITyTEM U3BATHUS U3 OPraHU3Ma YelIOBeKa OMOJIOTHUECKOTo Mareprana;

8) BcromMoraresibHble  BellleCTBA -  BELIECTBA  HEOPraHMYECKOro MM  OPraHMYecKoro
IPOUCXOXKACHUS, HCIOJIb3yeMble IMpH pa3paboTKe U TPOM3BOJICTBE OHOMETUIIMHCKOTO KJIETOYHOTO
IPOJIYKTa;

9) 6uoJsioruyeckuii Mmarepuas - OMOJIOrMUECKHUE KUIKOCTH, TKAHU, KIETKH, CEKPEThl U MPOTYKTHI
KHU3HEJIEATETbHOCTH YeJI0BeKa, PU3NOIOTMUECKUE U ITAaTOJIOIMUECKUE BBIJIEIEHHS, Ma3KH, COCKOObI, CMBIBBI,
OMOTICHITHBIN MaTepHar;

10) noHop OmoIOrHYECKOro MaTepuasa (Jajee TaK:Ke - IOHOP) - YEIOBEK, KOTOPBIN MPHU KUZHU
PEeIOCTaBIII OMOJIOTMYECKUI MaTepuai, WM YeJlOBEK, Y KOTOpOro OMOJIOTMYECKHI MaTepuai IMOJydyeH
IIOCJIE €r0 CMEPTH, KOHCTaTUPOBAHHON B IOPSAJKE, YCTAaHOBJIEHHOM 3aKOHOJATENILCTBOM Poccuiickoin
®denepanuu;

11) toHOpPCTBO OMOJIOTMYECKOr0 MaTepuaja - MpoIecc IOCMEPTHOIO IPeJOCTaBICHUs
OMOJIOrMYecKOro Marepuaia (Jajnee - HOCMEPTHOE JOHOPCTBO) WJIM MNPHKU3HEHHOTO MPEA0CTaBICHUS
OMoJIOrnYecKoro Marepuaia (j1ajaee - IpUKU3HEHHOE JOHOPCTBO);

12) HopmaTUBHAA  JAOKYMeHTAIMS HAa OHMOMeIMUMHCKHMH  KJIETOYHbI  NPOAYKT -
pa3pabarbiBaeMblii MMPOU3BOIUTENEM OMOMEIUIIMHCKOTO KIJIETOYHOIO IMPOIYKTa JAOKYMEHT, COAEpIKaIlui
nepedyeHb nokazaresneil kadecTBa OMOMEINIIMHCKOrO KJIETOYHOT'O MTPOAYKTA, OMPEIEISIEMbIX IO Pe3yJIbTaTaM
COOTBETCTBYIOIIMX OJKCIEPTHU3, W HHPOPMALMIO O METoJaX KOHTPOJS KadecTBa OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJIYKTa;

13) kauecTBO OMOMEIMIIMHCKOIO KJIETOYHOI0 MPOAYKTA - COOTBETCTBHE OHMOMEIUIIMHCKOTO
KJIETOYHOTO MpPOAyKTa TpeOOBaHHSIM HOPMATUBHOM JOKyMEHTAllMM Ha OMOMEAMIIMHCKHM KJIETOYHBIH
TPOJTYKT;
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14) 6e3omacHOCTL  OMOMEIMUIMHCKOIO  KJIETOYHOT0  MPOIAYKTAa -  XapaKTepUCTHUKA
6I/IOMG,Z[I/II_II/IHCKOI‘0 KJICTOYHOTI'O HpOI[yKTa, OCHOBAHHAasA Ha CpaBHI/ITeJII:HOM aHaJIn3€ €ro 3(1)(1)GKTI/IBHOCTI/I )41
pUCKa IPUIMHEHUS BPEIa )KU3HHU M 3J0POBBIO YEIOBEKA MPU €ro MPUMEHCHUH;

15) 3¢pdexTHBHOCTL OMOMETUIHMHCKOIO KJIETOYHOIO MPOAYKTA - XapaKTEPUCTHKA CTEIECHU
MOJIOKUTEJILHOTO BIIMSIHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa Ha TEUEHHUE, MPOIOJDKUTEIHLHOCTH
3a00/IeBaHUsI WJIM COCTOSHUSI MO0 Ha WX MPENOTBpAILCHHE, HAa COXpaHEHHWE OCpEeMEHHOCTH, Ha
MEIUITMHCKYIO0 pea0MIMTAIINIO TTAlUCHTA,

16) npoTOKOJ KJIMHUYECKOTO MCCACAOBAHNS OHOMEIMUIMHCKOI0 KJIETOYHOI0 TMPOAYKTA
- IOKYMEHT, OTIPECIISIONTUHN e KIMHUYECKOTO NCCIEA0BaHM OMOMEANITMHCKOTO KJIIETOUHOTO TIPOAYKTa,
(GOpMBI €10 OpraHU3alMud U METOAOIOTHIO MPOBEICHUS, CTATUCTHYECKHE METOABI 00paOOTKH PEe3ynbTaToB
WCCJICIOBAaHUSI M MEpPhl 10 OOECHEYCHHIO OE30MacHOCTH MAIMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
WCCJICZIOBAHUN OMOMEIUIIMHCKOTO KIIETOYHOTO TPOYKTa;

17) unopManmoHHBII JUCTOK MAIMEHTA - TOKyMEHT, B KOTOPOM B JIOCTYITHOM (hopMe H3IIOKEeHA
uH(pOpMAIUS O KIMHHYECKOM HCCIIEIOBAaHUN OMOMETUITMHCKOTO KJIIETOYHOTO MPOIYKTa, €ro MeJsiX, TUIaHe
MPOBEJACHHUS] U BO3MOXKHBIX PHUCKAX, COCTaBe OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTAa M CONEPIKUTCS
MUCBMEHHOE JIOOPOBOJIBHOE COIVIacMe TMalMeHTa Ha ydYacThe B KIMHUYCCKOM HCCIICIOBAHHUH
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

18) perucTpaniuoHHOe YI10CTOBepeHUEe OMOMETUIIMHCKOr0 KJIETOYHOI0 MPOAYKTA - IOKYMEHT,
MOATBEPXKAAIOIMINIA (DAKT rOCyIapCTBEHHON PErucTpaluu OMOMEAUIIMHCKOTO KIETOYHOTO POTIYKTa;

19) npou3BoanTEIb OMOMETUIIMHCKOTO KJIETOYHOI0 MPOAYKTA - OPraHu3aliusi, OCYIIECTBISIOIAs
MPOU3BOACTBO OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA HA OHOM CTaJuU, HECKOJIbKHUX MM BCEX CTAAMIX
TEXHOJIOTUYECKOTO TIpollecca B COOTBETCTBHHM C JIMIIEH3WEH HA OCYIIECTBICHUE JIEATEIBbHOCTH IIO
MPOU3BOCTBY OMOMETUIIMHCKUX KIIETOYHBIX MPOTYKTOB;

TAPAHT:

Cwm. Ionoowcenue o nuyeHsupo8aHuu OessMeNbHOCMU N0 NPOU3BO0CME) OUOMEOUYUHCKUX KILeMOYHbIX
npooyKmos, ymeepoicoeHnoe nocmarnosnenuem llpasumenvcmea P® om 3 okmsaops 2018 2. N 1184

20) noGouHoe jeiicTBMe - peakius OpraHM3Ma 4YelOBeKa, CBS3aHHAs C M[PUMEHEHHEM
OMOMEINIIMHCKOTO KJIETOYHOT'O MPOJIyKTa B COOTBETCTBUU C MHCTPYKIUEH 110 €ro MPUMEHEHHUIO;

21) HexxeslaTesIbHASI peaKlusl - HEOIAroNmpusATHAS Peakivs OpraHU3Ma YeJIoBeKa, KOTopas MOXKET
OBITH CBSI3aHA C MPUMEHEHUEM OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTA;

22) cepbe3Hasi HexKeJlaTe/IbHAsi pPeaklusi - HEOIArompusATHAs peaklvs OpraHu3Ma YelnoBeKa,
KOTOpasi CBsI3aHa C MPUMEHEHNEM OMOMEANIIMHCKOTO KJIETOUHOTO IPOAYKTa B COOTBETCTBUH C MHCTPYKIIHEH
M0 ero NMPUMEHEHMIO, MPUBEIIIAss K CMEPTH, BPOXKICHHBIM aHOMAIMAM WJIM TOPOKAM Pa3BUTHUS OO
IpEICTaBIsIoNmas co00i yrpo3y KH3HU 4YelloBeKa, TpeOyrollas rocnuTain3aluu Jubo mMpuBeamas K
BPEMEHHOH yTpare TPyA0CIOCOOHOCTH WIIH K HHBAJIUIHOCTH;

23) HenpeJABU/eHHAsl He)KeJlaTeJlbHAasi peakuusi - HeOJaronmpusiTHas peaklus OpraHu3Ma
YeJI0BeKa, KOTopas CBA3aHa ¢ MPUMEHEHHEM OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa B COOTBETCTBHUHM C
IPOTOKOJIOM KJIMHUYECKOTO HCCIIEIOBAaHUS OWOMEIUIIMHCKOIO KIIETOYHOTO MPOAYKTa, OpouIopoii
WCCIIEZIOBATENSl MM WHCTPYKLUMEH IO €ro NPUMEHEHHMIO U CYLIHOCTb, TSDKECTb M MCXOXI KOTOPOl He
COOTBETCTBYIOT MHQOpPMALIUU O OMOMEIUIIMHCKOM KJIETOYHOM MPOIYKTE, COoAepi allelcs B yKa3aHHBIX
JIOKyMEHTaXx;

24) panbcupuIUPOBaHHBIN  OMOMEIMUMHCKMIT KJIETOYHBIH NPOAYKT - OUOMEAUIIMHCKHMA
KJIETOYHBIN MPOAYKT, IPEeIHAMEPEHHO COMPOBOXKIAEMBIM JTOXKHONW MH(pOpMAIHEH 0 ero coctaBe W (W)
MIPOU3BOAUTETIE;

25) HenOOpOKaYeCTBEHHbINE OMOMEIUIIMHCKUI KJIETOYHBIH MNPOAYKT - OMOMEAWIIMHCKHIA
KJIETOYHBI TPOAYKT, HE COOTBETCTBYIOIIMNA TpeOOBaHUSM HOPMATUBHOM JIOKYMEHTAallUM Ha
OMOMETUIIMHCKHUIA KIIETOYHBIN TPOIYKT;

26) kouTpadgaKTHbIH OHOMEIMUMHCKUN KJIETOYHbIH MPOAYKT - OMOMEIMIIMHCKUNA KIIETOYHBII
MPOAYKT, HAXOSAIIUNCS B 00pallleHnH C HapyIIEHUEM TPasKJaHCKOTO 3aKOHO/IATeNIbCTBA;

27) NOKJIUHUYECKOe Ncc/ie]0BAaHUE OMOMETUIITMHCKOT0 KJIeTOYHOI0 MPOAYKTA - OMOJIOTHYECKUE,
MHUKPOOHOJIOTHYECKHE, HWMMYHOJIOTHYECKHE, TOKCHUKOJOIMUYECKue, (apMakolorndeckue, (Qpu3nuecKue,
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XUMHUYECKHE U JPyrHe HCCIAEIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B LENSIX BBIABICHUS
CHGI_II/I(I)I/I‘ICCKOFO MEXaHu3Ma I[GﬁCTBHH TAKOTI'O MPOAYKTA, MOJYUCHHUS NOKA3aTCIbLCTB €TO 6G3OHaCHOCTI/I,
kauectBa U 3(G(GEKTUBHOCTH, NPEIIIECTBYIONIME KIMHUYECKOMY HCCIEI0BAaHUI0 OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa;

28) KIIMHUYeCKOe WCCe0BaHue OMOMETUIIMHCKOTO0 KJIETOYHOro MNPOAYKTa - H3y4YeHHUe
NpOpHIAKTHYECKUX, JUATHOCTUYECKUX, JICUCOHBIX, PEaOMIMTAIIMOHHBIX CBOMCTB OMOMEIMIIMHCKOTO
KJIETOYHOTO TIPOAYKTa B IPOIIECCE€ €ro MPUMEHEHMsI YeJIOBEKY B ILIENSAX MOJTYYEHHs J0Ka3aTelbCTB €ro
0€e30I1aCHOCTH U 3(1)(1)GKTI/IBHOCTI/I, JAaHHBIX O IMOOOYHBIX I[CﬁCTBHSIX TAKOT'O MPOAYKTA W HCKCIIATCIbHBIX
peakiusx, CBSI3aHHBIX C €ro NpUMEHeHHeM, a Takxke 00 3ddekre B3aUMOICHCTBUS HCCIETYEMOTO
6I/IOMGI[I/II_II/IHCKOF0 KJICTOUHOT'O IPOAYKTa C APYyTHMU 6I/IOMC,Z[I/II_[I/IHCKI/IMI/I KJIICTOUHBIMU HPOAYKTAMU,
JIEKapCTBEHHBIMHU NpenapaTamMu U (WIM) MEIULUHCKUMHU U3JEIUIMHU, TUIIEBBIMHU MPOTYKTaMHU;

29) MHOTOIIEHTPOBOE KJIMHIUYECKOE UCCIeI0BAHUE OMOMETUIIMHCKOI0 KJIETOYHOI0 MPOAYKTA -
KIIMHUYECKOE HCCIIEJIOBAaHNE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOBOJUMOE B JABYX M Ooiee
MCIUIUHCKUX OpraHu3alusax IO CAWHOMY IMPOTOKOJY KIMHHUYCCKOTO HCCICAOBAHUA 6I/IOMGI[I/ILII/IHCKOI‘O
KJIETOYHOTO MPOJIYKTa;

30) Me:kIYyHAPOIHOE MHOIOIEHTPOBOE KJIMHHUYECKOEe HCCIe0BaHHEe OHOMEIUIIHHCKOTOo
KJIETOYHOI0 TPOAYKTa - KIMHUYECKOE HCCIe0BaHUE OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa,
IMPOBOAUMOC B Pa3InYHBIX CTpaHax Jule} CANHOMY IMPOTOKOJIY  KIMHHUYCCKOI'O HUCCIICOJOBAaHUA
OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIyKTa;

31) mocTperucTpanoHHoe KJIHMHUYECKOE HCCAeJ0OBaHUEe OMOMEIUINHCKOI0 KJIETOYHOIOo
NMPOAYKTA - KIMHUYECKOE HCCIeI0BaHNE OMOMETUITMHCKOTO KJIIETOYHOTO MPOYKTa, oOpalieHue KOToporo B
Poccuiickoii  @enepaunu  OCYLIECTBISIETCS  MOCJHE  TOCYJApPCTBEHHOM  PErucTpauvd, B  ILENAX
JIOTIOTHUTEIBHOTO cOOpa AaHHBIX O ero Oe3omacHOCTH W 3(PPEKTUBHOCTH, PACHIUPEHHUS MOKa3aHU K
IMPUMCHCHUIO TaKOIo 6I/IOMGIH/IIII/IHCKOFO KJICTOYHOT'O IIPOAYKTA, a TAaKKC BBIABJICHUA HCEKCIATCIIBHBIX
peaxiuii Ha ero MpUMEHEHHUE.

Crarbs 3. [IpuHIMIBI OCYIIECTBICHUS IEATENBHOCTH B cdepe oOpamieHus OMOMEIUIIUHCKUX
KJIETOYHBIX MPOTyKTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 3 Hacmosawe2o PedepanrbHo2o 3aKoHA

[TpuHIMITaMU OCYIIECTBIEHUS JIEATEIHHOCTH B cepe oOparneHus OMOMEAUIIMHCKUX KIETOUHBIX
MIPOTYKTOB SIBJISIFOTCS:

1) 106pOBONBEHOCTH U 0€3BO3ME3THOCTH TOHOPCTBA OMOJIOTUYECKOTO MaTepHana;

2) cobmofieHue BpaueOHOM TalfHBI 1 MHOM OXpaHsSIeMOW 3aKOHOM TalHBI;

3) HEIOMYCTUMOCTD KYTIIH-TIPOJAKH OMOJIOTHYECKOTO MaTepuarna;

4) HEIONYCTUMOCTh CO37IaHUsI SMOpPHOHA YeJIOBEKa B IENIAX MPOU3BOJACTBA OWOMEIMIIMHCKUAX
KJIETOYHBIX MTPOYKTOB;

5) HEZIOMYCTUMOCTh ~ WCIIONIB30BaHUsI  JUIsl  pa3paOOTKH, TPOU3BOJACTBA W  NPUMEHEHUS
OMOMEIUIIMHCKHUX KIJIETOYHBIX MPOAYKTOB OMOJOTHYECKOT0 MaTepuaia, MOTYyYeHHOTO MyTeM MpephIBaHUS
npoluecca pa3BUTHS SMOpPHOHA WM TUI0/1a YeJIOBEeKa MM HapyIlIEHUsl TAaKOro Ipolecca;

6) cobmofenre TpeOoBaHUI OMOIOTHYECKON 0€30MacHOCTH B IIENSAX 3aIIUTHI 3[I0POBbs JOHOPOB
OMOJIOTMYECKOTO Marepuaja, pPaOOTHUKOB, 3aHATHIX Ha TPOU3BOJCTBE OMOMETUIIMHCKUX KIIETOYHBIX
MPOAYKTOB, MEIUIIMHCKUX PAOOTHHUKOB, MAIIMEHTOB M OKPYXKAIOIIEH Cpelibl.

Crarps 4. [IpurorosieHue KI€TOYHON JTUHUA
TAPAHT:

Cwm. KoMmenmapuu K cmamause 4 HacmosAaueco (De()epaﬂbuozo 3dKOHA

Ungpopmayus 06 uzmenenusix:
Yacmo [ usmenena c 1 anpensn 2024 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedwioywyto pedakyuio
TAPAHT:
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Tonoowcenusn wacmu 1 (8 peoakyuu Pedepanvrozo 3akona om 4 aseycma 2023 2. Ne 466-D3) ¢ omnoweruu
OUOMEOUYUHCKUX KAEeMOUHbIX NPOOVKMOS, 3dAGNEeHUs O 20CPeUCPpayuu KOMopbvlx Obliu NOOaHbl 6
Munzopas Poccuu oo 1 anpens 2024 2., npumensirtomes ¢ 1 aneaps 2026 e.

1. IIpuroroBieHue KIECTOYHON JIMHWUU, TMPETHA3HAUYEHHOW IS TPOW3BOICTBA OMOMEIUIIMHCKHX
KJICTOUYHBIX TPOIYKTOB, BKJIOYAaeT B ceOd MOJdydyeHHe OMOJIOrHYecKOro Mmarepualia, ero HccieloBaHue,
BBIJICTICHHE W3 HETO KJICTOK, U IPU HEOOXOTUMOCTH UX KyJBTUBHPOBAHHE U MOIU(DUKAIIMIO BHE OpraHU3Ma
YeJI0BEKa, MOJYyUYEHHUE CTAHIAPTU30BAHHOM MOMYJISIIIUU KJIETOK U OLIEHKY COOTBETCTBHSI MOIYJISILIUN KIETOK
crnenupuKauu Ha OWOMEIWIIMHCKUI KIETOYHBIM MPOAYKT, COACPIKAIICH CBEJACHHS, YCTAaHOBIICHHBIC
crarbell 7 Hacrosuero denepanbHOro 3aKoHa.

2. Jlyis mpUTrOTOBIIEHUS KJIETOYHOM JIMHUHM HCIIONB3YIOTCS HCKIIOYUTENIBHO KJIETKUA YeNIOBEKa HIIU
YeJI0BEKa, B OTHOLIEHUU KOTOPOr0 KOHCTATUPOBaHA CMEPTh B MOPSIJIKE, YCTAHOBIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickont @enepanuu.

3. IlonyyeHue M HCMONB30BaHUE JUISI MPOU3BOACTBA OMOMEIUIIMHCKUX KJIETOYHBIX IMPOAYKTOB
OMOJIOTMYECKOT0 MaTepralia HEYyCTaHOBICHHBIX JIUI, KOTOPBIE 110 COCTOSIHUIO 3I0POBbSI, BO3PACTY WM MHBIM
OpUYMHAM HE MOMIM COOOUIUTH HAHHBIE O CBOEHW JIMYHOCTHU, B OTHOIIEHHWU KOTOPHIX BIOCIEACTBUU
KOHCTaTUPOBaHA CMEPTh B IOPSIKE, YCTAHOBICHHOM 3aKOHoAarenbcTBoM Poccuiickonn denepanuu, n Ha
MOMEHT TMOJyuyeHHUs: OMOJIOrMYEecKOr0 Marepuana JaHHbIE O JTUYHOCTH KOTOPBIX HE YCTAHOBJICHBI, HE
JTOTTY CKalOTCA.

Crarbs 5. PazpaboTka OMOMETUITMHCKUX KJIETOUYHBIX MPOTYKTOB
TAPAHT:

Cm. kommenmapuu k cmamve 5 nacmosaujeco PedepanvbHo2o 3aKOHA

1. PazpaboTka OMOMEIUIIMHCKUX KJIETOUHBIX MPOIYKTOB INpEJCTaBiIseT cOOON Mpolecc COo31aHus
OMOMEINIIMHCKOTO KJIETOYHOI'O MPOIyKTa U TEXHOJIIOTUU €r0 MPOU3BOJICTBA.

2. @uHaHCcOBOE oObecrieueHue pa3pabOTKU OMOMETUIIMHCKUX KJIETOYHBIX HPOIYKTOB MOXKET
OCYLIECTBJIATHCSA 32 CUET:

1) GrOMKETHBIX aCCUTHOBAaHUH (heIepaibHOTO OIOKETA;

2) OrOIKETHBIX aCCUTHOBaHUH OromkeToB cyObekToB Poccuiickoit denepannu;

3) cpencTB pa3pabOTUYMKOB OMOMEAULIMHCKUX KIETOYHBIX MIPOILYKTOB;

4) HBIX UCTOYHUKOB, HE 3aIIPEIIEHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit @enepanuu.

3. IlpaBa pa3zpaboTurka OMOMEAMIIMHCKOIO KJIETOYHOTO MPOJYKTA OXPAHSIOTCS B COOTBETCTBHUH C
IpaXXIaHCKUM 3aKOHOJIaTEIbCTBOM.

Crarbs 6. JloknMHIYECKOE UCCIIEI0BAaHUE OMOMEIUIIMHCKOTO KJIIETOYHOIO IIPOIYKTa
TAPAHT:

Cm. kommenmapuu k cmamve 6 nacmoaujeco PedepanbHoco 3aKOHA

1. JlIoknmuHUYEeCKoe HCcleoBaHue OWOMETUIIMHCKOTO KJIETOYHOTO TIPOAYKTa MPOBOAMTCS Ha
MOICIUPYEMBIX B OPraHU3ME KHBOTHBIX 00 BHE >KHUBOIO oprannu3Ma IMaTOJOIMYCCKHUX IIpoleccax,
MPOTEKAIONINX B OpPraHM3ME 4YellOBeKa, U (WJIM) MAaTONOTUYECKUX COCTOSHHUSAX YENOBEKa, MPU KOTOPBIX
Ipeanojaraercs MPUMEHITh pa3padarbiBacéMblii OMOMEIMIMHCKUM KJIETOYHBIM MPOAYKT, a Takke Ha
MOJIENIAX, TO3BOJSIONINX BBIIBUTh CHEIU(PUUESCKHA MEXaHW3M JCUCTBUS TaKOro TMPOAYKTa, €ro
3 PEeKTUBHOCTH U O€30TTACHOCTb.

2. 1o pesynbpraTtam MpoOBENEHHOTO JOKIMHUYECKOTO HCCIEIOBAHUS OMOMEIUITMHCKOTO KJIETOYHOTO
NPOMYKTa OpraHW3amus, KOTopas MPOBOAWIA JOKIMHUYECKOE HCCIEAOBaHUE, COCTABISET OTYET O
JTOKJIMHUYECKOM HCCIEIOBAaHUU OWOMETUIIMHCKOTO KIIETOYHOTO TMPOAYKTa, COACpXKAIIUK OINUCaHUE,
PE3yNBTaThl M aHATIU3 PE3YIIBTAaTOB JOKIMHUYECKOTO MCCIEOBAHUS, a TAKXKE 3aKITF0YCHNE O BO3SMOKHOCTH
MPOBEACHHUSI KIIMHUYECKOTO UCCIIEOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

3. HpaBI/IJ'Ia MMPOBEACHHA JOKIIMHUYCCKUX I/ICCHGJIOBaHI/Iﬁ 6I/IOMe)II/IHI/IHCKI/IX KJICTOYHBIX ITPOAYKTOB,
BKIItOYasi TpeOOBaHMUS K KBaTU(UKALKUK CIEIUAINCTOB U MaTepHaIbHO-TEXHUYECKOW 0a3ze HaydHBIX
OpraHM3aIyii, 00pa30BaTEIbHBIX OPTaHM3AIMA BBICIIETO 00pa30BaHMs, 00Pa30BATEIBHBIX OPTaHU3AIUI
JIOTIOTHUTEIHHOTO MPOQECCHOHATHFHOTO 00pa30BaHuUs, HHBIX OpTaHHU3aIfil, yCTAHABIUBAIOTCS MPAaBHIAMU
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HaJJIeXKalleld MPakTUKU M0 pabdoTe ¢ OMOMETUIIMHCKUMH KJIETOYHBIMU MPOAYKTaMH, YTBEP)KIAEMbIMU
denepanbHBIM OpPraHOM HWCHOJHUTEIBHON BIACTH, OCYIISCTBISIOMUM (YHKIMH 10 BBIPAOOTKE U
peayiv3ali  TOCYJapCTBEHHON TOJIUTUKM UM HOPMATUBHO-IPAaBOBOMY pETyJIHpOBaHUIO B cdepe
3paBOOXPAHEHUS (Jlajee - yIOJIHOMOYCHHBIHN (pefiepalibHbli OpraH UCTIONTHUTEIHHON BIACTH).

4. ®unancoBoe obecneueHue JOKIMHUYECKUX MCCIEIOBAaHUN OMOMETUIIMHCKUX KIETOYHBIX
MPOJYKTOB MOXET OCYIIECTBISTHCA 3a CUET:

1) GrOMKETHBIX aCCUTHOBAaHUH (heIepaibHOTO OIOKETA;

2) OIOMKETHBIX aCCUTHOBaHMM Oro/pkeToB cyOBeKTOB Poccuiickoit denepannuy;

3) cpencts pa3pabOTYUKOB OMOMEIULIMHCKHUX KIETOYHBIX MPOIYKTOB;

4) UHBIX UCTOYHUKOB, HE 3aMPEIIEHHBIX 3aKOHOAATeILCTBOM Poccuiickoit denepanuu.

Crarbs 7. Cnenuduxanus Ha OMOMETUITMHCKUNA KJICTOYHBIN MPOAYKT
TAPAHT:

Cm. kommenmapuu k cmamove 7 Hacmosawe2o PedepanrbHo2o 3aKoHA

1.Ha xaxnapiii pa3paboTaHHBI  OMOMETUIIMHCKUN  KIETOYHBIM  MPOMYKT, MPOIIETIIAN
JOKIIMHUYECKOE  HCCIEeOBaHUE, pa3pabOTYMKOM OMOMEIUIIMHCKOTO KJIETOYHOTO TNPOAYKTa WU
npou3BoAMUTEIeM  OMOMEOUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa  COCTaBisieTcss  crneuuduxanms,
MpeAcTaBisgmonias coO0M JTOKYMEHT, COACpIKallui CBEIACHUS O THUME (ayTOJIOTHYHBINA, aJUIOTCHHBIMH,
KOMOMHHUPOBAaHHBIA) OMOMEIUIIMHCKOTO KIETOYHOTO TMPOIYyKTa, €ro KaueCTBEHHOM COCTaBe U
KOJIMYECTBECHHOM COCTaBC, OHMOJIOTHYECKUX U HHBIX XapaKTCPUCTUKAX KJIETOYHON JIWHHUH (KJIGTO‘-IHI)IX
JUHUI) 1 OMOMEIMIIMHCKOTO KIIETOYHOTO MPOIYKTa.

2. ®opma crnenupukanuu HAa ~ OMOMETUIIMHCKWK  KJICTOYHBIM  MPOAYKT  yTBEPKIACTCS
YIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOJHUTEIHLHON BIACTH.

Cratba 8. FOCYI[apCTBCHHaH perucTpanus 6I/IOM6I[I/II_II/IHCKI/IX KJICTOUYHBIX IIPOAYKTOB
TAPAHT:

Cwm. KOMMeHmapuu K cmamse 8 HacmoAueco @edepaﬂbHoeo 3AKOHA

Ungpopmayus 06 usmenenusix:
Yacmw [ usmenena c 1 anpens 2024 2. - @edepanvhsiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedvioyuyio pedakyuio

1. IIpou3BoncTBO, peanu3anus, NPUMEHEHNE, XPAHEHUE, TPAaHCIIOPTUPOBKA, BBIBO3 U3 Poccuiickon
denepany, YHUYTOXKEHHE OHUOMEIUIIMHCKUX KIETOUHBIX IPOAYKTOB OCYIIECTBISIOTCS, €CJIM OHHU
3aperucTpupOBaHbl YIIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM MCIIOJIHUTEIBHON BIACTH.

2. I'ocynapcTBEHHOM perucTparum noajesKar:

Ungpopmayus 06 usmenenusix:
Ilynkm 1 usmenen c 1 anpens 2024 2. - @edepanvhviil 3axon om 4 aseycma 2023 2. No 466-D3

Cm. npedwioywyto pedakyuio

1) OuoMenMIMHCKHE KJIETOYHbIE TPOAYKTHI, BIEpBbIE IMOAJIEKAIIME BBOAY B oOpalleHue B
Poccuiickoit @enepanuy, 3a UCKIOYEHHEM OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB, MpeAHa3HAYCHHBIX
JUIS NCTIOJTHEHUS! MHIMBUAYaJIbHOTO MEIMITUHCKOTO HAa3HAYCHHsI OMOMETUITTHCKOTO KJIETOUHOTO MPOYKTa,
CHEIHaIbHO IPOU3BEIECHHOTO I OT/IEIBHOIO MAl[UeHTa HETIOCPEICTBEHHO B METMIIMHCKOW OpraHU3alu,
B KOTOPOH NMPUMEHSETCs TaHHBIN OMOMEMITMHCKUNA KJIETOUYHBIN MPOAYKT;

2) GuoMeMIMHCKHE KIETOUHbIE TPOAYKTHI, 3apErUCTPUPOBAaHHbBIE paHee, B ClIydae U3MEHEHUS THIIa
(ayTOJOrMYHBIN, aJIJOTeHHBIH, KOMOMHMPOBAHHBINH) OHOMETUIIMHCKOIO KIJIETOYHOTO TPOIYKTa, €ro
Kaue€CTBEHHOT'0 COCTaBa M (MJIM) KOJIMYECTBEHHOTO COCTaBa (3a UCKIIOUEHUEM COCTaBa BCIIOMOTaTeIbHbIX
BEIECTB), OHMOJIOIMYECKUX U MHBIX XapaKTEPUCTUK KIETOUYHOW JMHUU (KJIETOUHBIX JIMHHHA) WU
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTA.

3. TocynapcTBeHHasi perucTpanusi OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa OCYIIECTBISAETCS IO
pe3yabraram:

1) OroMeaUIIMHCKOM SKCIEPTH3bl OMOMETUIIMHCKOTO KJIIETOYHOTO MPOIYKTa, BKIFOYAIOIEH:
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a) HKCIEPTU3Y KauyecTBa OMOMEAUIIMHCKOTO KJIETOYHOT'O MPOYKTa, B TOM YHCIIE SKCIIEPTU3Y COCTaBa
00pa31oB OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M METOAOB KOHTPOJIS €T0 KauecTBa (Jalee - SKCIepTu3a
KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO POIYKTA);

0) oSKcHepTU3y JOKYMEHTOB /sl MOJY4YEHMsI pa3pelieHUs] Ha IPOBEIEHUE KIMHUYECKOTO
UCCJIEZIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

B) 9KCHEPTU3Y APPEKTUBHOCTH OMOMETUIIMHCKOTO KIETOYHOTO MPOIYKTa;

I) OKCIEePTH3y OTHOIICHHUS OXHMJIAeMOM TMONb3bl K BO3MOXXHOMY DPHCKY MPUMEHEHUS
OMOMEINIIMHCKOTO KJIETOYHOI'O IPOIyKTa;

2) OTUYECKOM JKCHEPTU3bl  BO3MOXKHOCTH  IPOBENEHUS  KIMHUYECKOTO  HMCCIIEAOBaHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa (Jajiee - ITUUECKask HIKCIEePTU3A);

3) KIMHUYECKHUX UCCIIEOBAHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

4. TocymapCTBeHHasi pETUCTpaIisi OMOMEIMIMHCKUX KJIETOYHBIX IPOAYKTOB OCYIIECTBISETCS
YIOJHOMOYEHHBIM (pefiepaibHbIM OPraHOM HCIOJIHHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMIAIOMIMI CTa
OATHISCATH pabouumx JHEH €O JHSA NPUHATHS 3asBICHHS O TOCYIApCTBEHHOH perucTpanuu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, JINOO B CPOK, HE MPEBBIMIAIONMINN TBYXCOT MATUACCATH pabodnx
JHEH CO JHA NPUHATUS 3asBJICHUS O TOCYJapCTBEHHOM perucrpauuud OMOMEAMIIMHCKOIO KJIETOYHOTO
NPOAYKTa, B Ciy4yae MNPUHSATHS YIOJIHOMOYECHHBIM (elepalibHbIM OpPraHOM HCIOJMHUTEIBHONW BIACTH
pelieHus O TIOBTOPHOM IPOBEACHUU OMOMEIMIIMHCKON SKCHEPTH3bl OMOMEIUIIMHCKOTO KJIETOYHOTO
NpOAYKTa M (MJIM) STHYECKOM SKCIEpTHU3bl B COOTBETCTBUU CO cTarhei 19 Hactosmiero denepaibHOro
3akoHa. CpoK rocyaapCTBEHHON perucTpanuy OMOMEIUIMHCKOrO KJIETOUYHOTO MPOIYKTa MCUUCISETCS CO
JHS TIPUHSATUS YIOIHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH 3asBICHUS O
TOCYIapCTBEHHON PErucTpanuy OMOMEIUIIMHCKOTO KIETOUYHOTO MPOIYKTa C MPHIOKECHHEM HEOOXOIMMBIX
JIOKYMEHTOB JIO JIHSI BBIIa4l PETUCTPALIMOHHOTO YAOCTOBEPEHUsI OMOMEAUIIMHCKOTO KIIETOYHOTO IPOIYKTA.
Bpemss mnpoBeneHHs KIMHUYECKOTO HCCIEIOBAHMS OMOMEAMIIMHCKOTO KJIE€TOYHOIO IPOAYKTa He
YUUTBHIBACTCS TPU HCUUCICHUU CPOKA TOCYAAPCTBEHHOW DPETUCTpAlUU OMOMETUIIMHCKOTO KIIETOYHOTO
IPOAYKTA.

5. He nomyckaercs rocygapcTBeHHasi perucTpanus:

1) pa3auuHbIX OMOMEOMIIMHCKMX KIJIETOYHBIX HPOAYKTOB TOA OAMHAKOBBIM  TOPTOBBIM
HaMMEHOBaHUEM,;

2) omgHOro OMOMENULMHCKOTO KJIETOYHOTO MPOAYKTA, BBIMYCKAEMOTO IPOU3BOAMTEIEM 0]
pa3IMYHBIMHU TOPTOBBIMA HAMMEHOBAHUSIMHU U MPEACTABICHHOTO HA TOCY/IaPCTBEHHYIO PETUCTPALIUIO B BUAE
JBYX 1 0oJjiee OMOMETMIIMHCKUX KJIETOYHBIX MPOyKTOB.

6. YIoOIHOMOYEHHBIM (efepantbHbIM OPraHOM HCIOIHUTENBHON BJIACTU B YCTAHOBICHHOM UM
HNOpSAKE M0 3ampocy IOPUAMYECKHX JIMI[, OCYIIECTBISIOIIUX JEATEIbHOCTh MpU  OOpalieHuu
OMOMEIUIIMHCKUX KIJIETOUHBIX MPOAYKTOB (J1ajnee - cyObeKThl oOpalieHusi OMOMETUIIMHCKUX KJIETOYHBIX
IPOAYKTOB), B MUCbMEHHON WJIM AJIEKTPOHHOHN (hopMe HaroTcsl pa3bsCHEHUs MOJ0KEHUN TOKYMEHTAIUH,
CBA3aHHOM C TOCYIapCTBEHHOM perucTpanued, a Takke ¢ JOKIMHUYECKUMH W KIMHUYECKUMU
UCCJIEZIOBAHUAMU OMOMEIUIIMHCKHUX KJIETOUHBIX IPOIYKTOB.

Hnghopmayust 06 usmenenusix:
Cmamus 8 dononnena wacmoto 7 ¢ 8§ mapma 2022 2. - @edepanvhuiii 3akon om 8 mapma 2022 2. Ne 46-D3

7. IlpaBurensctBoM Poccuiickorn @enepanuu B Ciiydae BBEIAEHUs B OTHoLIeHUM Poccuiickon
@enepalli  OTPAHUYUTEIBHBIX MEp JKOHOMHYECKOTO XapaKTepa YCTAHABIUBAIOTCS OCOOEHHOCTH
oOpareHuss OMOMEIUIIMHCKUX KIETOUHBIX MPOAYKTOB, B TOM YHCJIE€ OCOOCHHOCTH MX TOCYIapCTBEHHOM
perucrparmm.

Crarba 9. IlpeacraBienue JOKYMEHTOB MJisi TOCYIapCTBEHHOW PETHCTpallMd OMOMEIUITHHCKOTO
KJIETOYHOTO MPOAYKTA
TAPAHT:

Cm. kommenmapuu k cmamoe 9 Hacmosawe2o PedepanrbHo2o 3aKOHA
1. Inst TocymapCTBEHHOM PETHUCTpaIliid OMOMETUIIMHCKOTO KIJIETOYHOTO TPOAYKTa OpraHU3aIlvs,
oOmanaromasi mpaBaMHU Ha PE3yiabTaThl JOKIMHUYECKUX HCCIEIOBAHUNA OMOMEIMIIMHCKOTO KJIETOYHOTO
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IPOIYKTa, KIMHUYECKUX UCCIIEAOBAaHUNA OMOMETUIIMHCKOTO KJIETOYHOTO IPOAYKTa U (WJIM) Ha TEXHOJIOTHIO
IPOM3BOJICTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, U YIIOJIHOMOYEHHOE €10 JIPYroe I0pUINYECcKOe
JMLO (1ajee - 3asBUTENb) IPEICTaBIAET B YIOJTHOMOYEHHBIN (pefiepaibHbIi OpraH HCIOIHUTEIbHON BIACTH
3asBJICHHE O TOCYAaPCTBEHHOM PEruCcTpalui OMOMEIUITTHCKOTO KIETOYHOTO IPOIYKTa M MHBIE TOKYMEHTHI,
U3 KOTOPBIX (hOpMHUpYyETCs PEerucTpallMOHHOE J10Che HAa OMOMEIMIMHCKUN KJIEeTO4YHbIN mpoaykT. dopma
3asBJICHUS W TOPSAOK NPEICTABICHUS YKa3aHHBIX 3asBICHHUS W JIOKYMEHTOB, BKJIIOYas 3TallHOCTb
npezacTaBieHus (A1 OMOMEAMLIMHCKUX KJIETOYHBIX IMPOIYKTOB, B OTHOLIEHUH KOTOPBIX HE IPOBOIMIIUCH
KIMHUYECKHE  UCCIEOBaHMS Ha  Tepputopun  Poccuiickoil ~ @enepauuu), yCTaHaBIMBAIOTCA
YIOJIHOMOYEHHBIM (peZiepabHbIM OPraHOM UCIIOJIHUTENILHON BIIACTH.

2. PeructpanoHHOE 10Che Ha OMOMETUITMHCKHUNA KIIETOUHBINA MTPOAYKT (POPMHUPYETCSI U3 CIIETYFOLIIX
JIOKYMEHTOB:

1) 3asiBIEHUE O TOCYAAPCTBEHHON PErUCTpaiMi OMOMEIUIIMHCKOTO KIIETOYHOTO POIYKTa;

2) Komusi JIOKYMEHTa Ha pYCCKOM SI3bIKE, 3aBEPEHHOIO B YCTAHOBIEHHOM IOpAJKE U
HNOJTBEPKAAIOIIET0 IIPABOMOYHOCTh 3asiBUTENS I0JaBaTh 3asBICHHUE O IOCYyHapCTBEHHOW PETrHUCTpaluu
OMOMEIUIIMHCKOTO KJIETOYHOTO MIPOIYKTa (JI0BEpPEHHOCTH);

3) cierudukanys Ha OMOMETUITMHCKUHA KIIETOUHBINA TPOIYKT;

4) npoeKT HOPMAaTUBHOW JOKYMEHTAIIMU Ha OMOMEIMIIMHCKUN KJIETOYHBIN POAYKT;

5) MPOEKTHI MAKETOB MEPBUYHON YIMAKOBKU W BTOPHYHOU YITAKOBKH OMOMETUIIMHCKOTO KJIETOYHOTO
IPOIYKTa;

6) OTYET O MPOBEJECHHOM JOKJINHUYECKOM UCCIIEI0BAHUN OMOMEIUIIMHCKOTO KJIIETOYHOTO IIPOIYKTa;

7) IPOEKT MPOTOKOJIA KIIMHUYECKOTO UCCIIEI0BAHNS OMOMEUIIMHCKOTO KJIIETOUHOTO IPOIYKTa;

8) MPOEKT perraMeHTa Mporu3BOACTBA OMOMEIUIIMHCKOTO KJIIETOYHOTO IPOAYKTa;

Hngpopmayus 06 usmenenusx:
Ilynkm 9 usmenen c 1 sineaps 2021 2. - @edepanvhuiii 3akon om 27 oexaops 2019 2. Ne 478-D3

Cm. npedwioywyto pedakyuio

9) cBefieHHs O PETUCTPALMIOHHOM HOMEpE U Jare MpeJOCTaBICHUs JHMIEH3UU HA OCYIIECTBIECHUE
JeSITEILHOCTH 110 IPOU3BOJICTBY OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTA;

10) nH(pOpMALIMOHHBIN JTUCTOK MAUEHTA;

11) uadopmaius o CTpaxoBbIX BBIIJIATAX MAUEHTaM, IPUBJICUEHHBIM K IPOBEICHUIO KIMHUYECKOTO
UCCIIeIOBaHNsl OMOMEIMIIMHCKOTO KJIETOYHOTO MPOYKTa;

12) otTuer o pe3ynpTarax MEXAYHAapOAHBIX MHOTOLIEHTPOBBIX KIMHUYECKUX HCCIIEIOBAHUN
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa, 4YaCTh U3 KOTOPBIX NMpoBeaeHa B Poccuiickoii Peneparum;

13) npoeKT MHCTPYKIMH 10 NPUMEHEHHIO OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa, CoAepKaliei
CJIEYIOIINE CBEICHUS:

a) HaMMEHOBaHHe OMOMEIUIIMHCKOTO KJIETOYHOTO IPOIYKTa;

0) Tun OMOMETUIIMHCKOTO KJIETOYHOTO MIPOAYKTa (ayTonmorn4HsIi, aJJIOTE€HHBIN,
KOMOMHHUPOBAaHHBIN );

B) KAUECTBEHHbIE M KOJIMYECTBEHHBIC XapPAKTEPUCTUKU KIETOYHON JIMHUM (KJIETOUHBIX JIMHUI),
HAaUMEHOBAaHUSA U KOJIMYECTBO BCIIOMOTATENbHBIX BEILIECTB, BXOJSAIIMX B COCTaB OMOMEIMUIIMHCKOTO
KJIETOYHOT'O MPOJYKTa;

Unpopmayus 06 usmeHnenusix:

Iloonynxkm "2" usmenen c 14 aszycma 2018 2. - @edepanvnviii 3axon om 3 ageycma 2018 2. Ne 323-D3

Cm. npedvloywyro pedaxyuro

') HANMEHOBAHUS (MEXKIyHAPOIHbIC HETIATEHTOBAHHBIC, HITH TPYIITHPOBOYHBIE, WIIM XUMHUYECKUE) U
KOJIMYECTBO JIEKAPCTBEHHBIX NpenaparoB U (apMaleBTUYECKHX CYOCTaHIUM, BXOAALIMX B COCTaB
OMOMEUITMHCKOTO KJIIETOYHOTO MTPOIYKTa;

1) HAUMEHOBAHUS MEIUIUHCKUX HW3AETHH, BXOIAIIMX B COCTaB OMOMEIMIIMHCKOTO KJIETOYHOTO
NIPOITYKTa;

€) MoKa3aHMs K PUMEHEHHUIO;

) IPOTHBOTIOKA3aHUS K IPUMEHEHHUIO;
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3) peXKMM U CIIOCOO NMPUMEHEHHs OMOMEIMIIMHCKOIO KJIETOYHOIO MPOAYKTA, MPOJOKUTENBHOCTD
JIeYEHUS;

1) MEpbI IPETOCTOPOKHOCTH MPU MPUMEHEHHH OMOMETUIIMHCKOTO KIETOYHOTO IIPOAYKTa;

K) YKazaHue (Ipy HaAJTM49MU) OCOOCHHOCTEN IeHCTBHSI OMOMETUIIMHCKOTO KIETOYHOTO MPOIYKTa IPU
IIEPBOM €ro PUMEHEHUH;

J) BO3MOXKHbIE TOOOYHBIE NEHCTBUS IPU IPUMEHEHNU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

M) COYETaeMOCTh C HMHBIMH BHIAMU JICUEHHs, BKJIIOYas COYETAEMOCTb C JIEKAPCTBEHHBIMHU
npenaparamu 4 (Win) MEAUIUHCKUMHE U3ICTHSIMU, IPyTUMH OMOMEINIIMHCKUME KJIETOYHBIMH IPOTYKTaMH,
a TaKk)Ke MULIEBBIMU NIPOAYKTaMH;

H) CPOK T'OIHOCTH M YKa3aHHE Ha 3alpeT IPUMEHEHUs OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTa 110
UCTEYEHUH CPOKA T'OJHOCTH;

0) 0COOEHHOCTH TPUMEHEHUS Yy JeTeil, OEpeMEHHBIX >KCHIIUH W JKEHIIWH B TMEPHOJI TPYIHOTO
BCKapMJIMBaHUS;

) JaHHbIE O CTAOUILHOCTH OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTA;

P) YCIOBHUS XpaHEHUs1 OMOMEAMLIMHCKOTO KJIETOYHOTO IPOIYKTa;

HUnghopmayus 06 uzmenenusx:
Ilynkm 14 usmenen ¢ 14 aseycma 2018 e. - @edepanvhuiii 3akon om 3 aseycma 2018 2. Ne 323-D3

Cum. npedvioyuyio peoakyuio

14) pekBU3UTHI JOKYMEHTOB, IOATBEPKIAIOLIUX YIUIATy TOCY/IapCTBEHHOM MOLUIMHBI 3a IPOBEICHUE
9KCIEPTHU3bl KaueCTBa OMOMEIUIIMHCKOIO KJIETOUYHOIO MIPOAYKTa, SKCHEPTH3bl JOKYMEHTOB AJIS OTYUYEeHUs
paspeluieHns Ha MPOBEICHUE KIMHUYECKOTO MCCIIEOBAHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa U
THUYECKOM 3KCIEPTU3bl, 3KCIEPTU3bl IPPEKTUBHOCTH OHMOMETUIIMHCKOTO KJIETOYHOIO IpOAyKTa U
HKCHEPTU3bl OTHOUIEHMSI OKUIAEMOM MOJb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHUsSI OMOMEAMIIMHCKOTO
KJIETOYHOTO IMpPOAYKTa, B OTHOLIEHHHM KOTOPOrO IPOBENEHBl MEXKIYHAPOAHBIE MHOIOLEHTPOBBIC
KJIIMHAYECKHUE UCCIIEI0OBAaHNUs, YaCTh U3 KOTOPBIX IpoBeaeHa B Pocculickon @enepanny;

15) nOKyMeHTBI, IpeiCTaBisieMble B COOTBETCTBMM C YacTbio 2 CTarhu 18 Hacrosiero
®denepanbHOro 3aKOHa.

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. 3asgBUTENs BIpPABE NMPEICTABUTH IO COOCTBEHHON HWHHUIIMATHBE JOKYMEHTBI, ITOATBEPKIAONINE
yIUIaTy TOCYIapCTBEHHOH MOILIUHBI 32 MPOBEICHUE IKCIEPTU3bI KadeCcTBAa OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTa, OJKCIEPTU3bl JOKYMEHTOB [UIsl TOJYYEHHUS pa3pelieHuss Ha MpOBENeHHE KIMHHYECKOTO
UCCIICJIOBAHUS OWOMEIUITMHCKOTO KJIETOYHOTO TMPOAYKTAa W OITUYCCKOW OKCHEPTU3BI, 3KCIICPTH3BI
3¢ (HeKTUBHOCTH OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTA M AKCIEPTU3bI OTHOIICHUS OXKHIaeMOU TOIb3bI
K BO3MOXXHOMY PHUCKY NMPUMECHECHHS OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTA, B OTHOIICHHH KOTOPOTO
MPOBEACHBI MEXKIYHAPOAHBIE MHOTOIIEHTPOBBIE KIIMHUYECKHE NCCIIEIOBAHUS, YaCTh U3 KOTOPBIX MTPOBEICHA
B Poccuiickoii @eneparum, cBeIeHUS O PETUCTPAIMOHHOM HOMEPE | JIaTe TPEOCTABICHUS JTUIICH3UH TIPU
oOpallleHuu 3a TOCYAapCTBEHHOW perucrpanueii OMOMEIMIIMHCKOTO KJIETOYHOro MpoaykTa. B ciydae
HENPE/ICTABICHNsT YKa3aHHBIX JIOKYMCHTOB U CBEJCHHWN YIIOJHOMOUYCHHBIH (elepaibHbIi  OpraH
UCTIOMTHUTENFHON BIACTU 3alpaliuBaeT WX B TMOPSAKE MEXKBEIOMCTBEHHOT0 WH(GOPMAIIOHHOTO
B3aUMOJICHCTBUA.

4. He pomyckaeTcss WCIONb30BaHHE B KOMMEPYECKHX IeNsX HHPOpMAMH O pe3yibrarax
JOKJIMHUYECKUX UCCIICAOBAaHNN OMOMEIUIIMHCKUX KJICTOYHBIX MPOAYKTOB U KIMHUYCCKUX HCCIICTOBAHMMA
OMOMEIUIIMHCKUX KJIETOYHBIX TMPOAYKTOB, TPEACTABICHHOW 3asBUTENEM s TOCyAapCTBEHHOM
perucTpanuy OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOIYKTa, 0e3 ero cornacus B TEUCHHE IIECTH JIET C JaThl
rOCyIapCTBEHHON perucTpanuyu OMOMEIUIIMHCKOTO KIETOYHOTO poaykTa B Poccuiickoii @eneparum.

Crarbsa 10. Pemenue o Bblgaye SKCIEPTHOMY YUPEKACHHMIO M COBETY II0 ITHKE 3aJaHUN Ha
MIPOBEACHHE IKCIIEPTU3 OMOMEIUIIMHCKOTO KIETOYHOTO IIPOAYKTa
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[APAHT:

Cm. kommenmapuu k cmamoe 10 nacmosuweco PedepaivbHo2o 3aKOHA

1. B Teuenne nsaTu pabouynx JHEH CO JHS MPUHATHS 3asSBICHHUS O TOCYIapCTBEHHON PETUCTpAaIllUn
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa YITOJITHOMOUYEHHBIN (eiepaabHbIil OpraH NCIIOJIHUTEIBHON BIACTH
MIPOBOAUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH CBEJCHUMN, COAEPKALIUXCS B MPEACTABICHHBIX 3asIBUTEIEM
JIOKYMEHTaX, ¥ MPUHUMAET PEUICHUE O BbIJIa4y€ 3a/IaHUs Ha MPOBEICHUE:

1) OMOMENIUIIMHCKONW AKCIEPTU3bI OMOMETUITMHCKOTO KJIETOYHOTO MPOMYKTa B YaCTH JKCIEPTU3BI
Ka4eCcTBa OMOMEIUIIMHCKOTO KJIETOUHOTO MTPOAYKTA, SKCIEPTH3bI JOKYMEHTOB ISl TIOJTYYCHHUSI pa3peIICHUs
Ha MPOBEJICHUE KIMHUYECKOTO HCCIICOBAHUS OMOMETUIIMHCKOTO KIIETOYHOTO MPOAYKTa M ITUYCCKON
SKCIEPTU3bl HA OCHOBAHUHU JOKYMEHTOB, YKa3aHHbIX B MyHKTax | - 11, 13 wactu 2 crateu 9 Hactosiero
®denepanbHOro 3aK0Ha;

2) OMOMEIUIIMHCKON AKCIEPTH3bl OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTAa B YaCTH DKCHEPTU3BI
3P PEKTUBHOCTH OMOMEAUIIMHCKOTO KJIECTOYHOTO MPOAYKTA U SKCIIEPTH3BI OTHOIICHUS! 0’KUAEMOU TTOJTh3bI
K BO3MOXXHOMY PHCKY NPUMEHEHHUS OMOMETUIIMHCKOTO KJIETOYHOTO IMPOAYKTa, B OTHOLIEHWH KOTOPOTO
MIPOBEJICHBI MEXKTyHAPOAHBIE MHOTOIIEHTPOBBIC KIIMHUYECKUE UCCIEAOBAHMS, YACTh U3 KOTOPHIX MTPOBEICHA
B Poccuiickoii denepanuu, Ha OCHOBaHUHU JOKYMEHTOB, YKa3aHHbIX B yHKTax 1 - 6, 8,9, 12 u 13 yactu 2
cratbu 9 Hacrosero denepanbHOTO 3aKOHA.

2. YnomHOMOuYeHHBIH (enepanbHbI OpraH MCHOIHUTENHFHON BIACTH YBEIOMIIAET B NMUCHMEHHON
dbopmMe 3asBUTENS O MPUHSATOM PEIIEHHWH, a B ClIydae OTKa3a B OpPraHU3alldd MPOBEICHUS SKCIIEPTH3,
YKa3aHHBIX B 4aCTH | HACTOSIIEN CTAThHU, - C YKa3aHUEM IIPUYUH TAKOTO OTKa3a.

3. B cnydae BBISIBIEHUS HEMOJMHOTHI WM HEAOCTOBEPHOCTH CBEACHHUH, COACPKAIIMXCA B
MPEICTaBICHHBIX 3asgBUTENIEM JIOKyMEHTaX, YINOJHOMOYEHHBIH (defepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH HAIPABIISCT 3asBHTEIIO 3alPOC 00 YTOYHCHHWH 3THUX CBEICHUH, KOTOPBIA MOXET OBITh MepeiaH
YIOJIHOMOYEHHOMY MPEACTABUTENI0 3asBUTENS JIMYHO IOJ PACHHUCKY, HAMpAaBIEH IO MOYTE 3aKA3HBIM
MUCHBMOM WJIM TIepeliaH B 3JCKTPOHHOW (PopMe Mo TEeIeKOMMYHHKAIIMOHHBIM KaHajdaM CBs3u. B ciydae
HaIpaBJICHUs JAHHOTO 3apoca IO MOYTE 3aKa3HbIM MHCbMOM OH CUMUTAETCS MOJYYEHHBIM 10 UCTEUCHUHU
[IECTH JHEH C J1aThl HAIIPABJICHUS 3aKa3HOTO MTUCHMA.

4. 3asgBuTenb 00s3aH MPEICTABUTh OTBET Ha 3alpoC YMOTHOMOUEHHOTO (hefepaibHOro OpraHa
WCIIOJIHUTENILHON BJIACTH, YKa3aHHBIN B YaCTU 3 HACTOSIIIEH CTaTbU, B CPOK, HE MPEBBIIAIONINN IEBIHOCTA
pabouunx AHEl co qHs ero nomy4deHus. Cpok, yKa3aHHBIM B 4acTH | HaCTOSIIEH CTaTbU, MPUOCTAHABIUBACTCS
CO JIHsI HAmpaBIICHUS 3asBHUTEINIO 3alpoca YIMOJIHOMOUYEHHOTO (enepansbHOro opraHa HMCIOJHUTEIHHOU
BJIACTH /10 JHS MOJYYEHHS] UM COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMEM JIsl OTKa3a B OpPTaHU3alMM IKCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | HacTOsIIeH
CTaTbU, SIBISIETCS TPEICTaBICHHE HEOOXOAMMBIX JOKYMEHTOB B HEMOTHOM OOBEMeE, HEIMpelCTaBICHHE
3asBUTENIEM B YCTAHOBJIEHHBIH CpPOK OTBETAa Ha YKa3aHHBIM B 4YacTU 3 HACTOSIICH CTarbu 3ampoc
YIOJTHOMOYEHHOTO (hefiepaibHOrO OpraHa UCIOIHUTENBHON BIacTU JHOO OTCYTCTBHE B MPEACTABICHHBIX
JIOKyMEHTaX MCUEPIBIBAIOIICTO MEepeyHsi HeoOXoMuMon nH(MOpMAIK, KOTOpast JOJKHA OBITh OTpakeHa B
HUX, a TAK)KE OTCYTCTBUE MH(OpMAIUU, MOATBEPKAAIONICH (DaKT yIiaThl rOCyJapCTBEHHOM MOIUTHHEI 32
MIPOBEJICHNE IKCIIEPTU3HI KauecTBa OMOMEIUITUHCKOTO KJIETOUHOTO TPOAYKTA, SKCIIEPTU3BI JOKYMEHTOB JJIS
MONyYEHUsI Pa3pelIeHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIETOBAHMUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOYKTA, STUIECKON IKCTIEPTU3HI, IKCTIEPTH3HI 3DPEKTUBHOCTH OMOMEAUITTHCKOTO KJIETOYHOTO MPOAYKTA
M OKCIIEPTU3bl OTHOIICHUS OKHUIAEMOM TOJIb3bI K BO3MOXKHOMY PHCKY TPHUMEHEHUS OWOMEIMIIMHCKOTO
KJIETOYHOTO TMPOJAYKTa, B OTHOIIEHMH KOTOPOTO MPOBEAECHBI MEXIAYHAPOJHBIE MHOTOLEHTPOBBIC
KJIIMHUYECKHUE UCCIIEIOBAHMS, YaCTh U3 KOTOPBIX MpoBeneHa B Poccuiickoit deaepanuu, mpu oOpaiieHuu 3a
rOCyIapCTBEHHON perucTpamnueil OMOMEAUIIMHCKOTO KIIETOYHOTO TMPOIYKTa.

Crarbs 11. ®@enepanbHOE TOCYJapCTBEHHOE OIOUKETHOE YUpEeXKJIEHHE M0 MPOBEICHHIO
6HOM€HHHHHCKOﬁ OKCIICPTU3BI 6I/IOMe)II/IHI/IHCKI/IX KJIICTOYHBIX ITPOAYKTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 11 nacmosueco PedepanbHoeo 3aKoHa
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1. buomenunuHCcKass  DKCIEpTH3a  OWOMEAMIIMHCKUX  KJIETOUYHBIX  TPOAYKTOB  IPOBOIUTCS
q)ellepaHBHLIM I‘OCy,[[apCTBCHHBIM 6IO,Z[)KCTHI>IM yqpenc;[eHHeM, HaxoJAmMMMCs B BEACHUHN yHOJIHOMO‘-ICHHOF (0]
dbeneparbHOrO OpraHa HMCIOJHUTEIBHOW BIACTH M OOCCIEYMBAIONIAM HCIIOJIHEHHE ITOJIHOMOYUN 3ITOTO
denepanrbHOTO OpraHa MCIOJHUTEILHOM BIIACTH MO BBIJAa4e Pa3pelieHUu Ha MPOBEICHUE KIMHHYECKHX
WCCJICIOBAaHUM OMOMEIUIIMHCKUX KJICTOYHBIX MPOAYKTOB W (MJIM) TOCYIAPCTBEHHOH pPErHCTpalluu
OMOMETMIIMHCKUX KJIETOUHBIX MPOAYKTOB (J1aJiee - HIKCIIEPTHOE YUPEKICHUE).

2. DKCIIEPTHBIM YYPEKICHUEM OCYIIECTBISACTCS KOHCYJIBTHPOBAHUE IO BOMPOCAM, CBS3aHHBIM C
HpOBelleHI/IeM JOKIIMHUYCCKUX I/ICCJICI[OBaHI/II\/JI 6I/IOM€I[I/H_[I/IHCKI/IX KJIICTOYHBIX HpOI[yKTOB, KIIMHUYCCKUX
MCCJICIOBAaHUM OMOMEIUIIMHCKUX KJIETOYHBIX MTPOAYKTOB, OMOMEIUIIMHCKON AKCIIEPTHU3bI OMOMETUITMHCKUX
KIICTOYHBIX HpO,HYKTOB, I‘OCy,IIElpCTBGHHOfI peFHCTpaHHCﬁ 6I/IOM€,Z[I/ILII/IHCKI/IX KJIICTOYHBIX HpOI[yKTOB, B
MOPSIZIKE, YTBEPIKJACHHOM YIIOJTHOMOYEHHBIM (peiepaaIbHbIM OPraHOM HCIIOJIHUTEIIBHON BIACTH.

Crarbst 12. Opranuzainus TpOBEICHUS OHMOMEIUIIMHCKON SKCIEPTU3bl OMOMEIUITMHCKOTO
KJIETOYHOTO MPOAYKTA
TAPAHT:

Cm. kommenmapuu k cmamue 12 nacmoswjeco PedepaibHo20 3aKOHA
1. buomenuuuHCcKas 3KcepTH3a OMOMETUIIMHCKOTO KIIETOYHOTO MMPOYKTa MPOBOIUTCS B /1B dTarla!
1) Ha mepBOM 3Tare MPOBOJATCS IKCIEPTH3a KA4eCTBA OMOMEAMIIMHCKOTO KIIETOYHOTO MPOIYKTa U
JKCIIEPTH3a JOKYMEHTOB JUIsl TMOJyYEHHS pa3pelleHuss Ha MpOBeeHUE KIMHHUYECKOTO HCCIIEeTOBAHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTA, 32 MCKIFOUCHUEM OMOMEIHMIIMHCKOTO KJIETOYHOTO MPOIYKTa, B
OTHOIIEHUH KOTOPOTO MPOBEJACHBI MEKIYHAPOAHBIE MHOTOIICHTPOBBIC KIMHUYECKHUE HCCIEI0BaHUs, YacTh
13 KOTOPBIX IpoBeaeHa B Poccuiickont denepannu;

Hughopmayusi 06 usmenenusix:
Ilynkm 2 usmenen ¢ 14 aseycma 2018 2. - @edepanvusiii 3akon om 3 aseycma 2018 2. Ne 323-D3

Cm. npedwioywyto pedakyuio

2) Ha BTOPOM HTale MPOBOAATCSA HKCHepTU3a 3PPEKTUBHOCTH OMOMEAMLIMHCKOIO KJIETOYHOIO
IPOAYKTa W OKCHEpTU3a OTHOIICHHS OXHUJAEMOM IOJIb3bl K BO3MOXKHOMY PHCKY IPUMEHEHHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MpPOAYKTa. YKa3aHHbIE SKCIEPTU3bl MPOBOAATCA IO pe3ylbTaram
KJIMHUYECKUX HUCCIIETOBAaHUM OMOMEANIIMHCKOTO KJIETOYHOTO IPOIYKTa.

2. buomenuuuHCKast 3KcrepTu3a OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa MPOBOAUTCS KOMUCCHEN
9KCIIEPTOB 3KCIEPTHOTO YUPEKACHUs, HA3HAYEHHON PYKOBOJUTENIEM AITOTO YUPEXKIEHHS, HA OCHOBAaHUU
3aJaHusl  YHNOJHOMOYEHHOro  (hefiepalbHOTO OpraHa HCIOJHUTENBHOW BJIAcTH Ha IPOBEJCHHE
OMOMEINIIMHCKOM SKCIEpTU3bl OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa. PyKOBOIUTENb SKCHEPTHOrO
yupexkaeHusi oOecreunBaeT HajJiexallee MpoBeleHne OMOMETUIIMHCKOW SKCIEepPTU3bl OMOMEIUIIMHCKOTO
KJIETOYHOTO TMPOJYKTa B COOTBETCTBMM C 3a/JaHHEM YIIOJIHOMOYEHHOTO (enepaspbHOro opraHa
VCIIOJTHUTENIBHOM BIAaCTH M OPraHu3yeT IIOATOTOBKY CBOJHOIO 3aKJIIOYEHHMS] KOMHMCCHH JKCIIEPTOB
9KCIEPTHOTO YUPEXKICHUS.

3. B cocTaB KOMHCCHH KCIIEPTOB IO XOaTalCTBY IKCIEPTAa HA OCHOBAHUM PEILIECHUS PYKOBOAUTESA
9KCIIEPTHOTO YUPEXKJIECHUS MOTYT ObIThb BKJIIOUEHBI B Ka4eCTBE JKCIIEPTOB MHBIE JIMIA, B TOM YHCIIE HE
paboTaronie B 3TOM OHKCIEPTHOM YUPEXKICHHH, €CIAM HUX CIENUalIbHble 3HAHUS HEOOXOAMMBI JUis
MPOBEACHUSI SKCIIEPTU3bI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

4. Tlpu npoBeneHUH OUOMEIUIIMHCKOM HSKCHEPTU3bl OMOMEIMIIMHCKOTO KIIETOYHOTO MPOIYKTa
9KCIIEPT HE MOXET HAXOAUTHCA B KaKOM-TMOO 3aBUCHUMOCTH OT 3asiBUTENs, JIMIA, HA3HAUMBILIETO 3Ty
JKCHepTH3y, WM JPYTHX JIMI, 3aUHTEPECOBAHHBIX B pe3ylbTaraX OHOMEIUIIMHCKOM SKCHEepTH3BI
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTA.

5.1lpu mpoBeAeHUH OMOMETUIIMHCKOW OSKCIEPTU3bl OMOMEIUIIMHCKOTO KIJIETOUYHOTO MPOAYKTa
9KCIIEPT HE BIIPABE CAMOCTOATEIbHO HCTpeOOBaTh y 3asiBUTENSI JTOKYMEHThl U (WJIM) MarepHabl,
HEOOXOIUMBIE Uil MPOBEIACHUS SKCIEPTU3bl. B cilydyae HEZOCTaTOYHOCTH MPEIOCTABIEHHBIX IKCIEPTY
JOKYMEHTOB M (MJIM) MarepuajoB i1 Jlaud 3aKJIIOueHUs SKCIEepT BIpaBe IOCTaBUTh BOMNPOC O
NPEAO0CTaBIEHUHN eMy HEOOXOAUMBIX TOKYMEHTOB M (MJIM) MAaTepHaJIOB Mepel] pyKOBOIUTENIEM SKCIIEPTHOTO
YUpEXJIEHUs, KOTOPBIA 0o0OpaliaeTcss ¢ COOTBETCTBYIOUIMM 3allpOCOM B YIOJTHOMOYEHHBIN (enepanbHblil
Cuctema TAPAHT 11/
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OpraH HCIIOJIHUTEIbHON BJIACTH, BBIJABIIMN 33JaHUE HAa NPOBEICHHE OMOMETUIIMHCKOW AKCIEPTU3bI
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa. YIOIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIbHON
BIaCTH B TEYEHHUE IATH pabouux IHEH CcO JHS IOCTYIUIEHUS 3alpoca PYyKOBOAUTENS SKCHEPTHOI'O
YUPEKACHUS HANPABISIET B ANEKTPOHHON WIIM MUCBMEHHOM (hopMe 3asBUTEIIO 3alPOC O MPEJOCTABICHUN
JIONIOJTHUTEBHBIX JJOKYMEHTOB U (MJIM) MAaT€pHaJIOB C YBEJOMIIEHUEM O €ro MOJIy4eHUH. 3asBUTENb 00s3aH
B CPOK, HE NPEBBIMIAIOIINN MIECTUACCITH paboynx THEH cOo AHA MOTyUYeHHs 3ampoca YIMOJIHOMOYEHHOTO
(enepanbHOro oOpraHa MCHOJHUTEIbHOM BIACTH, NPEACTABUTH 3alpPOLICHHbIE TOKYMEHTbl M (WJIN)
Marepuaibl 1100 000CHOBATH HEBO3ZMOXKHOCTh X MPEACTaBICHUS. BpeMs co AHA oTmpaBiieHUs 3ampoca U
JI0 TIOJTYYEHUsl YIIOJHOMOYEHHBIM (ellepaabHbIM OPraHOM HCIOJHUTEIbHOM BJIACTH OTBETA 3asBUTENS Ha
3aMpoc HE YYUTHIBACTCS IMPH HCYUCICHUM CPOKAa TOCYAApCTBEHHOM pErHUCTpalu OHOMETUIIMHCKOTO
KJIETOYHOT'O IPOIYKTa.

6. Pe3ynbrarel KakIoro sTana OMOMEIMIIMHCKOM HKCHEePTU3bl OMOMEIMIMHCKOTO KIETOYHOTO
IPOIYKTa O(OPMIIIOTCS 3aKJIFOYEHHEM KOMHCCHUHU SKCIEPTOB SKCHEPTHOIO yupexJeHus. B 3axitoueHun
KOMHCCHU OKCIEPTOB JKCIIEPTHOTO YUPESKICHUS YKa3bIBAIOTCS IIEpeueHb HCCIENOBaHUH, 00beM
IPOBEJICHHBIX KaX/IbIM 3KCIIEPTOM MCCIIEJ0BAaHUH, YCTaHOBICHHbIE KAXKAbIM U3 HUX (aKThl U CIe/IaHHbIC B
pe3yabTare MCCIENOBAHUN BBIBOJBI. DKCIEPT, MHEHUE KOTOPOrO0 HE COBNAJACT C PELICHHUEM KOMHUCCUU
9KCIEPTOB HKCIEPTHOIO YUPEKACHHUsS, BIPAaBE BbIPA3UTh B MUCbMEHHOW (hopmMe CBOE€ MHEHHE, KOTOpOE
IpHOOIIAeTCs K 3aKIF0YEHUI0 KOMUCCHH 3KCIIEPTOB.

7. IlpaBuiia npoBeeHHs] OMOMEIUIIMHCKON SKCIePTU3bl OMOMEANLIMHCKUX KIETOUHBIX TPOAYKTOB U
(OpMBbI 3aKJIFOYEHUI KOMUCCUU 3KCIIEPTOB AKCIEPTHOTO YUPEKACHUS YCTAaHABIUBAIOTCS YIIOJTHOMOUYEHHBIM
(enepaabHbBIM OPraHOM HCHOJIHUTENBHOM BIACTH.

8. DKcmepTHOE YUYpeKACHHWE HECeT OTBETCTBEHHOCTh 3a COOJIONEHHE TIPAaBWII TPOBEIACHUS
OMOMEUIIMHCKON 3KCIIEPTU3bl OMOMETUIIMHCKOTO KIIETOYHOTO MIPOIYKTa U 33 KaYeCTBO €€ MPOBEICHMS.

Crarbsa 13. TpeGoBaHus, NpenbsABIsSEMble K JKCIEpTaM IMpPH MPOBEACHUU OHMOMETUIIMHCKOMN
AKCIIEPTU3bI OMOMEANIIMHCKUX KJIETOYHBIX MPOIYKTOB, IpaBa U 003aHHOCTH SKCIIEPTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 13 nacmosueco @edepanvbHozo 3aKoHA

1. DxcreproM MO MPOBEIEHUIO OMOMETUIIMHCKOW SKCHEPTH3bl OMOMEIMIMHCKUX KIIETOUHBIX
IPOAYKTOB SIBJIIETCS aTTECTOBAaHHBIM PAOOTHUK SKCIEPTHOTO YUPEXKICHHS, KOTOPBIA HMEET BBICIIEE
MEJIUIMHCKOe, (hapMalleBTUYECKOe, BeTepHHApHOE, OMOJIIOTHYECKOEe WIM XMMHUYECKoe o0pa3oBaHuEe U
IPOBOJIUT OMOMETUIIMHCKYIO SKCIIEPTU3Y OMOMEIUIIMHCKHUX KJIETOUHBIX POIYKTOB B MOPSJIKE UCTIOTHEHUS
CBOUX JTOJDKHOCTHBIX OOSI3aHHOCTEH.

2. TpeOoBaHus K npodeccruoHalIbHOM MOATOTOBKE 3KCIIEPTOB M CTaXXy pabOThI MO CIEHUAIbHOCTH,
HOPS/I0K aTTeCTalllU SKCIIEPTOB, MOPAA0K (OPMHUPOBAHUS U AESITEIBHOCTH KBATU(PHUKAIIMOHHBIX KOMUCCUI
YCTaHABJIMBAIOTCS YIIOJTHOMOYEHHBIM (e/iepabHbIM OPTaHOM UCIIOJIHUTENBHON BIIACTH.

3. ATTecranys SKCIEpTOB HA MPaBO MPOBEIEHUS OMOMEIUIIMHCKOW AKCTIEPTU3bI OMOMETUIIMHCKUX
KJIETOYHBIX IPOAYKTOB OCYIIECTBISAETCS KBaJIU(PUKAIUOHHBIMH KOMHUCCHUSIMU  YIIOJHOMOUYEHHOTO
(benepaabHOro OpraHa UCIOJHUTENILHON BIACTH HE peXXe YeM OAMH Pa3 B IIAThH JIET.

4. OKkcriepT TpU  TMPOBEACHUU OMOMEIUIIMHCKOM OSKCHEPTHU3bl OMOMEIUIIMHCKUX KJIETOYHBIX
IPOJIYKTOB 00sI3aH:

1) npoBOIUTE HCCIENOBAaHUE MPEICTABICHHBIX €My OOBEKTOB MCCIIEIOBAHUS, JOKYMEHTOB U (MJIH)
MarepuasoB, OCYIIECTBIATh OLIEHKY INpeAjaracMbIX METOAOB KOHTPOJIS KauecTBa OMOMEIUIIMHCKOTO
KJIETOYHOT'O IIPOYKTA, AaBaTh 3aKIIOYEHHUE 0 MOCTaBICHHBIM MEpe]] HUM BOIIPOCaM C COOTBETCTBYIOLINUM
00OCHOBaHMEM WM 3aKJIIOYEHHE O HEBO3MOXXHOCTH TPOBEACHUS WM OMOMEIUIIMHCKON HKCIIEPTU3bI
OMOMEIMIIMHCKUX KJIETOUYHBIX MPOAYKTOB, €CJIM IOCTAaBIIEHHBIE BOIPOCHI BBIXOAAT 3a MPEAEb
CHelMalbHbIX 3HAHMU 3Kcrepra JU00 ecinu OOBeKThl HCCIeOBaHUM, JOKYMEHTHI M (MJIM) MaTepHalbl
HENPUTOAHbBI WK HEJOCTAaTOUHBI JIsl IPOBE/IEHUS MCCIIEA0OBAHUMN U 1aul 3aKJIIOUECHHUS;

2) obecrieunTh Ha/AJEKaIlee XpaHEHNUE MPEACTABICHHBIX O0OBEKTOB HCCIIEAOBaHMMA, JOKYMEHTOB U
(unm) mMaTepuasos.

5. DKcnept He BIIpaBe:
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1) npoBoUTh OUMOMENUIMHCKYIO O3KCIEPTU3y OMOMEIUIMHCKUX KIETOYHBIX MPOIYKTOB IO
00palIeHNIO0 HEMOCPEACTBEHHO K HEMY IOPHINYECKUX MITH (PU3MUYECKUX JIMIL;

2) caMOCTOSITENIbHO CcOOMpaTh MaTepuaibl Uil HPOBEIEHUs OMOMEIMLMHCKON SKCHEepTH3bI
OMOMEINIIMHCKUX KJIETOUHBIX IIPOIYKTOB;

3) IpoBOIUTh KOHCYJIBTALlMM B 00JacTH MPO(ECCHOHAIBHOM JEATEIbHOCTH BHE CIyKeOHOro
3a/laHus;

4) pa3miamarh CBEJEHUs, KOTOPbIE CTAJIM €My U3BECTHBI B CBSI3H C IPOBEJCHUEM OMOMETUIIMHCKON
OKCIEPTU3bl  OMOMEOUIIMHCKUX  KJIETOYHBIX TMPOAYKTOB, a TAaKKe CBEICHUS, COCTABIISIOIINE
roCyapCTBEHHYI0, KOMMEPUYECKYIO MU UHYIO OXPAHIEMYIO 3aKOHOM TalHY.

6. Kaxplil sKCepT, BXOISALINI B COCTaB KOMUCCUH 3KCIIEPTOB SKCIIEPTHOIO YUPEKACHUSI, KOTOPOM
IOPYYEHO MpOBEIeHHE OUOMEIMLIMHCKOM SKCHEepPTU3bl OUOMEIMIMHCKUX KIETOYHBIX IPOLYKTOB,
HE3aBHCHMO U CaMOCTOSTEIbHO IPOBOAUT MCCIIEI0BAHUS, OLICHUBAET PE3YJIbTATHI, 10JIyYEHHbIE UM JIUYHO
U JIpyTUMH 3KCIepTamMH, U (HOPMYJIUpPYET BbIBOJbl OTHOCHUTEJIBHO MOCTaBJIECHHBIX BOIPOCOB B Ipenenax
CBOMX CIELHAJIbHBIX 3HAHUH.

Crarba 14. DTH4eckas sKcrepTusa
TAPAHT:

Cm. kommenmapuu k cmamoe 14 nacmosueco DedepanvbHozo 3aKkoHa

1. DTnyeckas sKcnepTU3a MPOBOAUTCS COBETOM II0 3TUKE, CO3AAHHBIM B IOPSIZIKE, YCTaHOBJIEHHOM
YIOJIHOMOYEHHBIM (peiepagbHbIM OpPraHOM MCIIOJIHUTEIBHONW BIACTH, B LEJIAX BbIIAYM 3aKJIIOUYEHHUS 00
THYECKONH 0OOCHOBAHHOCTHU BO3MOKHOCTH IPOBEAECHUS KIMHUYECKOTO MCCIIE0BaHU OMOMETUIIMHCKOTO
KJIETOYHOT'O IPOAYKTA.

2. DkcnepTamMM COBETA 10 3THKE MOTYT OBITh MPEICTaBUTEIN MEAUIUHCKUX OpraHu3alui, HayYHbIX
opraHusaiuii, oOpa3oBaTebHBIX OpPraHMU3alMi BhICLIET0 0Opa3oBaHMs, 00Pa30BATEIbHBIX OpPraHU3ALMM
JIONIOJTHUTEIBHOTO  NPO(ecCHOHAaIbHOrO 00pa3oBaHMs, a TakkKe MPEJCTaBUTENN OOIIECTBEHHbIX
OpraHM3alil, peIMIHO3HbIX OPraHU3alMi U CPeACTB MAaCCOBOM MHPOPMALIUU. ITH SKCIEPTHI HE JOJIKHBI
HaXO/AUTHCS B KAKOH-JIMOO 3aBUCHUMOCTH OT 3asBUTENS M JIPYTUX JIUI], 3aMHTEPECOBAHHBIX B pe3yjbTarax
ATUYECKOUN SKCIIEPTHU3BI.

3.Ommara yciyr SKCIEPTOB COBETa II0 3THUKE OCYLIECTBIIAETCS Ha OCHOBAHMM JOrOBODA,
3aKJIFOYEHHOTO MEXAY YIHOJIHOMOYEHHBIM (heepaqbHbIM OpPraHOM MCIIOJIHUTENbHOM BIACTH, KOTOPHIM
CO3[JaH COBET IO OTHUKE, U DJKCIEPTOM COBETa M0 JTHKE, 3a cYeT OIKETHBIX AaCCUTHOBAHUH,
IPEIyCMOTPEHHBIX YIIOJIHOMOUYEHHOMY (penepanbHOMy OpraHy HCIOJIHUTEIbHOW BIIACTH, CO3/aBLIEMY
COBET I10 3THKE, B (hefiepalibHOM OIOKeTe Ha COOTBETCTBYIOIMH ol Ha 00ecIieueHue ero JIesTebHOCTH, B
pa3mepax, ycranoBieHHbIX [IpaBurenscTBoM Poccuiickoit @eneparum.

4. DKcnepTel COBETa IO ITHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATEIIBCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa 10 3TUKE, NTOJI0KEHUE 00 ITOM COBETE, MOPSAJIOK €ro eATeIbHOCTH, TPeOOBAHUS K
KBaJIM(UKALKUK U ONBITY pabOThI MO SKCIEPTHOM OLEHKE HAYyYHBIX, MEIUIIUHCKUX U ATHUECKHUX ACIEKTOB
KJIMHUYECKUX HCCIIEIOBAaHUNA OMOMETUIIMHCKUX KJIETOYHBIX IMPOIYKTOB, NMpENbSBIIEMbIE K 3KCHEpTam
COBETA IO ATHKE, MOPSAIOK OPraHU3alMU U IPOBEIACHMS STUUECKOM SKCIIepTU3bl, (hopMa 3aKIIOUEHHUS COBETA
[0 THKE YCTaHABJIMBAIOTCS YIOJIHOMOYEHHBIM (pefiepaibHbIM OpraHOM MCIOIHHUTENbHOM BracTu. Yucio
IIPEICTABUTENEN MEIUIIMHCKUX OPTaHU3aMI U HAyYHBIX OPTaHU3ALMI HE MOXKET MPEBBIIIATH IOJIOBUHY OT
0OI1Iero YncIia SKCIEPTOB COBETA MO ATHKE.

6. Undopmaruss 0 coctaBe coBeTa MO ATHKE, TUIAHAX €ro pabOThl U TEKYIIEeH ACSITEIBHOCTH
pasmeniaercs Ha OQUIIHATBEHOM CaiiTe YIIOJHOMOYEHHOTO (eepaibHOr0 OpraHa UCIOJIHUTEIFHON BIacTh
B HH(OpPMalMOHHO-TEIEKOMMYHHUKAIIMOHHON cetn "Wutepuer" (manee - cetb "HUHrepner") B
YCTaHOBJICHHOM UM IOPSIJIKE.

7. DTH4YeCcKass JKCIEpPTH3a, COCTABICHHE COBETOM IO 3THKE 3aKIOYEHHH O BO3MOXKHOCTH WIIH
HEBO3MOXKHOCTU TPOBEJEHHS KIMHUYECKOTO HCCIEIOBaHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa U
HalpaBJIeHUE S3TUX 3aKIIOUYEHUN B YIOJIHOMOUYEHHBIN QenepalbHblii OpraH HCHOJIHUTEIBHOW BIACTU
OCYILECTBIIAIOTCS B CPOK, HE MPEBBIMIAIOIINN TPUALATA pabouuX THEH CO THS MMOTy4YeHHs COBETOM IO 3TUKE
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3aJJaHus YIIOJIHOMOYEHHOTO (eIepaibHOr0 OpraHa MCIOJHUTENbHOM BIACTH U HEOOXOAUMBIX IOKYMEHTOB,
yKa3zaHHbIX B IyHKTax | - 11, 13 yactu 2 crarbu 9 HacTosmero @enepabHOTO 3aKOHA.

8. JIOKYMEHTBI, COiepKalIecs B PETUCTPALMOHHOM JOChE M MOCTYIIMBIINE B COBET 10 3THUKE JUIS
MPOBEJICHUSI PTHUUYECKOM SKCIEPTU3bl B LIENSAX MOJYYCHHUS pa3pelieHUs Ha MPOBEJICHHUE KIMHUYECKOrO
UCCJIEJIOBAHNUS OMOMENUIIMHCKOTO KJIETOYHOTO MPOAYKTa, IOJUIekKAaT BO3BpaTy B YIIOJHOMOUYEHHBIN
denepanbHBIN OPraH UCTIOTHUTEILHOU BIACTH.

Crarbs 15. Dkcrmepru3a KadecTBa OHMOMEIUIIMHCKOTO KIIETOYHOTO TPOAYKTAa W OKCIEPTU3a
JIOKYMEHTOB I TIOJYYEHHs pa3pellieHus Ha MPOBEICHUE KIMHUYECKOTO HCCIIEA0BaHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOTYKTa

TAPAHT:

Cm. kommenmapuu k cmamve 15 nacmoswe2o PedepanvbHo20 3aKoHa

1. OkcnepTu3a KayecTBa OMOMEAMLIMHCKOTO KJIETOUHOTO IPOAYKTa, 3KCIEPTU3a JOKYMEHTOB IS
MOJIy4YCHHA Pa3pClHICHUA Ha IMPOBCACHUC KIMHHUYCCKOIO HCCICAOBAHUA 6I/IOMCI[I/II_II/IHCKOI‘ O KJIC€TOYHOI'O
IPOJYKTa, COCTaB/IEHHNE KOMUCCHEH SKCIEPTOB 3KCIEPTHOIO YUPEKICHUS 3aKIIOUSHHS O TOATBEP)KICHUN
KadyecTBa 6I/IOMGI[I/II_II/IHCKOFO KJICTOUHOT'O IIPOAYKTAa MW BO3MOXHOCTH IIPOBCACHUA €TI0 KIIMHHUYCCKOI'O
UCCIICIOBAaHUS WM O HENOATBEP)KICHUU KayecTBa OMOMETUIIMHCKOTO KJIETOYHOrO MpOJyKTa |
HEBO3MOXXHOCTH TPOBEIEHUS €ro KIMHUYECKOTO MCCIE0BaHus, HaIpaBIC€HUE COOTBETCTBYIOILEIO
3aKJIFOUYEHUS B YIIOJIHOMOYEHHBIH (peiepanbHblii OpraH UCIOJHUTEIbHOMN BIACTH OCYLIECTBISIOTCS B CPOK,
HE NPEBBIIAIOMMKA cTa paboynx IHEH CO JHSA TONYyYeHHs] AKCIEPTHBIM YUYPSKICHHEM 3aJaHUs
YIOJIHOMOYEHHOTO (pefiepalibHOrO0 OpraHa MCIOJHUTENbHOM BIAacTH C MPUIOKEHUEM He0OXOJUMbIX
JIOKYMEHTOB, yKa3aHHBIX B IyHKTax 1 - 11, 13 yactu 2 crarbu 9 Hacrosero denepanbHOro 3aKOHa.

Hughopmayusi 06 usmenenusix:
Yacms 2 usmenena c 14 aszycma 2018 e. - @edepanvusiii 3akon om 3 aszycma 2018 e. Ne 323-D3

Cm. npedwioywyto pedakyuio

2.B TeueHue miecTUAECATH pabOUUX JHEW CO JHsS IOJNyYEHHs 3asgBUTEIEM OT 3KCIIEPTHOTO
YUPEKACHUS  YBENOMJICHHS O TIONyYeHHHM YKa3aHHBIM OKCHEPTHBIM  yUPEXKJACHUEM  3aJaHus
YIOJIHOMOYEHHOTO (e/iepajbHOro OpraHa HCIOJHUTENIBHONW BJIACTH, yKa3aHHOTO B yacTd | Hacrosmien
CTaThH, 3asSBUTENb MPEACTABISIET B DKCIEPTHOE YYPESKICHWE JUISA TPOBEACHUS SKCIEPTH3Bl KauecTBa
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa 00pa3libl OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, KIETOYHOMH
THAN (KJIETOYHBIX JIMHUHN), MEIUIIMHCKUAX W3EIHH, JIEKAPCTBEHHBIX TpenaparoB, (hapMareBTHYECKUX
CyOCTaHIIMi{, BEIIECTB, BXOAAIINX B COCTaB OMOMEIUIIMHCKOIO KIETOYHOTO MPOAYKTa, IPUMEHsEMbIE TIPH
NPOBENICHUH IKCIIEPTHU3bI KauecTBA OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTA IyTeM CpPaBHEHHS C HUMHU
UCCIIElyeMOro  OMOMETUIIMHCKOTO  KJIETOYHOrO  IMpOAYyKTa, B  KOJUYECTBE, HEOOXOAMMOM  JJis
BOCITIPOM3BEJICHUS METOIOB KOHTPOJS KadecTBa OMOMEIHMIIMHCKOTO KJIETOYHOTO MPOMYKTa, B TOPSIKE,
YCTaHOBJICHHOM YIOJTHOMOUYEHHBIM (pe/iepanibHbIM OpraHOM UCIIOJIHUTEIBHOM BIACTH.

3. Ilpu nomydenun oOpa3OB OMOMEAMIIMHCKOTO KJIETOYHOTO MpPOAYKTa M HUHBIX 00pasloB,
yKa3aHHbIX B YaCTH 2 HACTOAIIEH CTaThbH, SKCHEPTHOE YUPEKJICHHE BBIJACT 3agBUTENIO JOKYMEHT,
MOATBEPKIAFOIINH TOTy4YeHHE YKa3aHHBIX 00pa3IloB, M B CPOK, HE MPEBBIIIAIONINI TpexX pabounx JHEH co
JIHS TIOy4€HUs yKa3aHHbIX 00pa3loB, yBEIOMJSET 00 3TOM YIOJIHOMOUYEHHBIN (enepanbHblii Oprax
VCITOJIHUTEIIEHON BIIACTH.

4. B ciryuae, eci 3asBIISIEMbIi CPOK XpaHEHHs] OMOMEIUIIMHCKOTO KJIETOYHOTO MMPOYKTa COCTABISIET
MeHee MATHAIIATH CYTOK, SKCIEPTH3a KadyecTBa OMOMEIUITMTHCKOTO KJIETOYHOTO MPOMYKTa MPOBOJUTCS B
HOpsI/IKE, YCTAHOBJIEHHOM YIIOJIHOMOUYEHHBIM (hefiepaibHbIM OPraHOM UCIOJIHUTEIBHOM BIaCcTH, KOMUCCHEH
9KCTIIEPTOB IKCIIEPTHOTO YUPESKACHUS B MECTE MPOM3BOACTBA OMOMETUIIMHCKOTO KJIETOYHOTO TPOIYKTa C
UCIIOJIb30BaHHEM O00OpY/IOBaHUS MPOU3BOJUTENS, IIPU 3TOM 3asBUTENb B TEUCHUE IIECTHAECITH pabodnx
JTHEW CO JHA TOJYYCHHS OT OSKCIEPTHOTO YYPESKICHHS, YKa3aHHOTO B YacTH | HACTOSIIEH CTaThH,
YBEJIOMJICHUS O MOJTYYSHUH UM 3a/1aHUs YTIOJIHOMOYEHHOTO (he/IepaIbHOro OpraHa UCIIOJIHUTEIbHON BIACTH
YBEIOMJISIET ~ OKCIEPTHOE YUYPEXKJEHHE O TOTOBHOCTH K TIPOBEJCHHIO OKCIIEPTHU3bl KayecTBa
OMOMEUIIMHCKOTO KJIETOUHOTO MPOJYKTa B MECTE IMPOU3BOJICTBA OMOMEUIIMHCKOTO KIETOYHOTO MPOIYKTA.
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5. YkazaHHbIE B 4acTaX 2 W 3 HACTOAIICH CTaThU CPOK JIJISl TIPEIICTABICHUS 3asBUTENIEM 00pa3IoB
6I/IOMG,Z[I/II_II/IHCKOI‘0 KJIICTOYHOT'O HpO,Z[yKTa U HHBIX 06p3.3L[OB )41 CpOK YBG,Z[OMJIGHI/HI 3KCHepTHI>IM
YUpEKICHUEM 00 3TOM YIIOJTHOMOYCHHOTO (heepalibHOrO OpraHa UCIIOTHUTEIIBHON BIACTH HE BKITFOUAIOTCS
B CPOK IIPOBEJICHUS SKCIIEPTHU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaTbH.

6. DKCIIEPTHBIM ~ YUPEXKJCHUEM U3 00pa3loB KJIETOYHOW JIMHUM  (KJICTOYHBIX  JIMHHH),
MPEICTAaBICHHBIX Ha JKCIEPTH3y KadyecTBa OMOMEIUIIMHCKOTO KIETOYHOTO IPOAYKTA, COCTABISECTCS
KOJIJICKIIMSI TIOCTOSTHHOTO XpaHEHHUs 00pa3IoB CTAHIAPTHU30BAHHBIX KJIETOYHBIX JIMHWN, (OpMUPOBAHHE,
HUCIIOJIB30BaHUC, XpaHeHI/IC, yqu 158 YHI/I'-ITO)KGHI/IG KOTOpOfI OCYH_IGCTBJISIIOTCSI B HOpSIIIKe, yCTaHOBJIeHHOM
YIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM UCIIOJTHUTEIIBHON BIACTH.

7. JOKyMEHTBI, COAEpMAIIUECSs B PErUCTPALMOHHOM JIOCh€ M TMOCTYNHBIIME B 3KCHEPTHOE
YUpEXKIACHUE IS TMPOBEACHUS COOTBETCTBYIOIIMX OKCIIEPTH3 B IENAX TOJYyYCHHsS pa3pelIeHUs Ha
HpOBelleHI/Ie KIIMHNYCCKOI'O UCCJICAOBAHUA 6I/IOM6I[I/II_[I/IHCKOI‘O KJICTOYHOI'O HpOI[yKTa, moaJiexkar BO3BpaTy B
YIIOJIHOMOYEHHBIN (peepaibHbId OpraH MCIIOTHUTEIBHOW BJIACTH OIHOBPEMEHHO C 3aKJIFOUEHHUEM II0
pe3yJibTaTtaM 3TUX IKCIEPTHU3.

Crartbs 16. [lomydeHue 1 oleHKa 3aKII0UEHUI IO pe3yJbTaraM dKCIIEPTU3, IIPOBEACHHBIX B LENIX
BBIJJaUM pa3pelleHus Ha IMPOBEACHUE KIMHUYECKOTO HCCIEe0BaHUS OMOMEAMLIMHCKOIO
KJIETOYHOT'O IPOAYKTA
TAPAHT:

Cm. kommenmapuu k cmamve 16 nacmoswezo PedepanbHo2o 3aKoHa

1. B cpok, He MmpeBbILAOUIMA MATH padoyux JHEW cO AHS MOJyYEHHs 3aKIHOUEHHs] KOMHCCUHU
HKCIEPTOB IKCIEPTHOTO YUPEKAEHUS, YKa3aHHOTO B yacTu 1 crarbu 15 HacTosmero denepaibHOIO 3aKOHA,
U 3aKJIIOYEHMs COBETa IO ITHKE, YKa3aHHOro B yacTu 7 crtarbu 14 Hacrosmero denepanbHOrO 3aKoHA,
YHOJIHOMOT-IGHHI)II;'I q)eﬂepaHLHLIﬁ opran HCIIOTHUTEIILHON BJIACTH OCYHICCTBIIACT OLCHKY IMOCTYIIMBIIUX
3aKJIFOUYEHUH JUIs OIIpeeNICHHs UX COOTBETCTBHS 3aJJaHUSM Ha IPOBEJICHHE COOTBETCTBYIOIIMX SKCIEPTHU3 U
YBCAOMIIACT 3ad4BUTCIIA B MMACHEMEHHOMN q)OpMC O NPCACTABJICHHBIX I10 PE3yJibTaTaM IMPOBCACHHBIX SKCIICPTU3
3aKJIFOUYEHUSIX.

2. HpI/I IMMOJIYYCHHH 3aKIIOUCHU A KOMHUCCHUHN SKCIICPTOB SKCIICPTHOI'0 YUPCIKACHHUA O IMOATBCPIKIACHUN
KayecTBa OMOMEIMIIMHCKOTO KJIETOYHOIO MPOJAYKTa M BO3MOXKHOCTH TPOBEACHUS €ro KIMHHUYECKOTO
UCCJIEZIOBAHUS M 3aKJIIOYEHHS COBETA IO ATHKE O BO3MOXKHOCTHU MPOBEIEHUS KIIMHUYECKOTO HUCCIIeI0BaHUS
OMOMETUIIMHCKOTO KJIETOUHOTO MPOJYKTa YIOJIHOMOUEHHBIH (pefiepanbHblii OpraH UCIIOJHUTEIbHOM BIaCTH
MMPUOCTAHABIIMBACT MMPOBCACHUC FOCy,I[&pCTBGHHOfI peructpanuun 6I/IOM€JII/IHI/IHCKOFO KJICTOYHOT'O ITPOAYKTa
JI0 TOJIaYM 3asiBUTENIEM B YIOJIHOMOYEHHBIN (elepaibHblil OpraH UCIOJHUTENBHOM BIACTH 3asiBICHUS O
BO300HOBJIEHUH TOCYIaPCTBEHHON PETUCTPALUN OMOMEIULIMHCKOTO KJIETOYHOTO MPOIYKTa.

3.1lpy moMydYeHUM  3aKIIOYEHUS KOMHUCCHUM  DKCIIEPTOB  DKCIEPTHOTO  YUPEKICHUS O
HCIMIOATBCPIKACHNUN Ka4€CTBA 6I/IOMCI[I/IHI/IHCKOFO KJICTOYHOT'O MMPOAYKTA 1 HEBO3MOXHOCTHU MMPOBCACHUA €TI0
KJIMHUYECKOTO HCCIICOBAaHNSA WM 3aKJIIOUEHHUS] COBETA IO JTUKE O HEBO3MOXKHOCTH IIPOBENCHHUS
KJIIMHUYECKOTO MCCIIEA0BaHUs OMOMEANIIMHCKOTO KJIETOYHOTO MPOAYKTa YIOJHOMOUEHHBIH (erepanbHblii
OpraH HMCIOJHWUTEIBbHOW BJIACTU NPUHUMAET PEUICHHE O NMPEKPAIICHUH TOCYJapCTBEHHOH PETHUCTpALUU
6I/IOM€I[I/IHI/IHCKOFO KJICTOYHOT'O MPOAYKTA U YBEAOMIIACT 00 PTOM B MMCHLMEHHOM (bopMe 3asABUTCIIA.

Crarba 17. Pemienue o Bblgaue pa3pelieHHUs] HA MPOBEACHUE KIMHHYECKOTO HCCIIEIOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOIYKTa
TAPAHT:

Cm. kommenmapuu k cmamoe 17 nHacmosaueco PedepanbHo2o 3aKOHA

1. JIng nony4deHus! pa3pelleHusl Ha MPOBEJACHUE KIMHUYECKOTO MCCIEeA0BaHUs OMOMETUIIMHCKOTO
KJIETOYHOTO TPOAYKTa 3asBUTENb, MOITYYMBIIMA B COOTBETCTBMM C 4YacTblo 1 crareu 16 Hacrosiiero
@denepanbHOrO 3aKOHA YBEJAOMIIEHHE O BBIHECEHHH I10 PE3yibTaraM JKCIEPTH3, YKa3aHHBIX B ITyHKTE |
gactu | crareu 12 Hactosmero ®enepanbHOrO 3aKOHA, 3aKIFOUEHUS KOMHUCCHM JKCIIEPTOB JKCIEPTHOTO
YUPEXKJIEHUSI O MOATBEPKICHUM KayecTBa OMOMEAMIIMHCKOTO KIJIETOYHOIO MPOAYKTAa M BO3MOKHOCTH
IIPOBEJICHHUS €r0 KIIMHUYECKOTO UCCIIENOBAHUS U 3aKJIFOUEHUs COBETA 110 ATUKE O BO3SMOKHOCTHU IIPOBEACHUS
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KJIIMHUYECKOTO UCCIIETOBAHMS OMOMEIUIIMHCKOTO KJIETOUHOTO MTPOAYKTA, MPEICTABISAET B YIIOJIHOMOYEHHBIH
denepanbHBI OPraH UCMIOTHUTEILHOUN BIACTH:

1) 3asgBneHue O BbIJau€ pa3peuieHUs] Ha MPOBEACHHE KIMHUYECKOTO  HMCCIIEAOBaHUs
OMOMETMIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) Opourtopy HcCcleAoBaTelns, MPEACTaBIAIONYI0 Cc000il CBOIHOE U3IOKEHHE pPEe3yIbTaTOB
JIOKJIMHUYECKOTO MCCIIEI0BAHUS OMOMETUIIMHCKOTO KJIETOUHOTO MPOIYKTa U KIIMHUYECKOTO UCCIIEI0BAHMS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

3) cBeneHus 00 OmbITe PAOOTHI UCCIIEIOBATENCH 10 COOTBETCTBYIOIIUM CIICIIUATBHOCTSM U X OTIBITE
paboThI IO MPOBEACHUIO KJIMHUYECKUX UCCIIEIOBAaHUNA OMOMEIUIIMHCKUX KIETOYHBIX MPOITYKTOB;

4) komHIo J0TOBOpa 00s3aTEHHOTO CTPAXOBAaHUS KHU3HHU, 37J0OPOBBS MAIMECHTA, YYAaCTBYIOIIETO B
KIIMHUYECKOM HCCIIEZIOBAaHUU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAyKTa (Jajiee - TOroBOp 00sS3aTeNbHOTrO
CTPaxOBaHUsl), KOTOPBI 3aKJIFOUYEH B COOTBETCTBUU C TUIIOBBIMU MPAaBHIAMH O0S3aTEILHOTO CTPAaXOBAHUS
YKU3HU, 3710POBbsI MAI[UEHTA, YYACTBYIOILIETO B KIMHUYECKOM UCCIIeI0BAaHIUH OMOMEIUIIMHCKOTO KIIETOYHOTO
npoaykra, yrtBepxkaaeMmbiMu [lpaButenbctBom Poccuiickoit @enepanuu (zajgee - TUIIOBBIE IpaBuia
0053aTeNbHOT0 CTPaxOBaHUS), C YyKa3aHHEM CBEIACHHM O TMpEeAeNbHOW YHMCICHHOCTH TAallMeHTOB,
YYaCTBYIOIINUX B KJIMHHYECKOM UCCIICOBAHUHA OMOMEIUIIMHCKOTO KIIETOYHOTO TPOTyKTa;

Hughopmayusi 06 usmenenusix:
Ilynkm 5 usmenen c 1 anpens 2024 2. - @edepanvruiil 3axon om 4 aseycma 2023 2. No 466-D3

Cm. npedwioywyo pedakyuio

5) cBefieHHs 0 METUIIMHCKUX OPTaHU3alUsX, B KOTOPBIX MPEAIOJIaraeTcs IpoBeJeHUE KIMHUYECKOrO
UCCJIEJIOBAHNUS OMOMEIUIIMHCKOIO KJIETOYHOTO MpOoAyKTa (TOJIHOE€ M COKpAIleHHOE HaWMEHOBaHMUS,
OpraHU3allMOHHO-IIPaBOBast (hopMa, MECTO HAXOXKJIEHHs, MECTO OCYILECTBIECHUS JIEATEIbHOCTH, Tene(oH,
Tenedakc, agpec IEKTPOHHOH MOYTHI);

6) cBeZleHUs O  IpeNIojaraeéMblX  CpOKax HpPOBEICHHs  KIMHUYECKOrO  HMCCIEJOBaHUS
OMOMEIUIIMHCKOTO KJIETOYHOT'O MPOIyKTa;

7) pPeKBU3UTHI JTOKYMEHTa, MOATBEP)KIAIOILEro YIUIATy TIOCYIapCTBEHHOM HOLUIMHBI 3a BbLAAYY
pa3pelieHns Ha IPOBEICHNE KIMHUUECKOT0 NCCIeI0BaHHsI OMOMETUIIMHCKOTO KJIETOYHOTO IPOAYKTA.

2.B cpok, He NpeBbILAIOIMMNA MATH pabouux AHEH cOo JHS NPUHATHS yKa3aHHBIX B 4acTu |
HACTOSIIEH CTaTbU 3asBJIEHUS U JOKYMEHTOB, YIOJIHOMOYEHHBIN (hefepanabHblii OpraH MCHOIHUTEIbHOU
BJIACTH:

1) npoBOAUT MPOBEPKY MOJHOTHI U JIOCTOBEPHOCTU CBEACHMM, COAEPKAIMXCS B MPEICTaBIEHHBIX
3asiBUTEJNIEM JTOKYMEHTAX;

2) npUHUMaeT pelIeHWE O BbIJAYe pa3pelieHuss Ha IPOBEACHHE KIMHMYECKOTO HCCIIeA0BaHUs
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa WM 00 OTKa3e B BbIAA4Y€ YKA3aHHOTO Pa3peIIeHus;

3) yBenoMisieT B NMHUCbMEHHOHN (opMme 3asBUTENS O NPUHITOM PEUIeHHH (B Cllydyae NPUHATHS
peleHns 00 OTKa3e ¢ yka3aHUEeM MIPUYMH TAKOTro 0TKa3a);

4) BblIaeT pa3pellieHue Ha NPOBEACHHE KIMHUYECKOTO HCCIEAOBaHUS OHMOMEAMIIMHCKOTO
KJIETOYHOTO TPOAYKTa B TMOpSAAKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (enepaJbHbIM OpraHoM
VICITOJIHUTEJIBHOM BJIACTH.

3. B cimydae BbIABIEHUS HENOJIHOTBI WJIM HEIOCTOBEPHOCTH CBEICHUMH, COAEpIKAIUXCA B
MPEJCTaBICHHBIX 3asgBUTENIEM JIOKYMEHTAaX, YINOJHOMOYEHHBIH (efepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH HAIPABISET 3asIBUTEIIO 3alPOC 00 YTOUYHEHUH YKa3aHHBIX CBeJeHUN. J[aHHBIN 3a1ipoCc MOXKET ObITH
IepelaH yIOJHOMOYEHHOMY IIPEICTABUTENIO 3asBUTENS JMYHO IIOJ PACIHCKY, HANpPABICH IO I0YTE
3aKa3HBIM MMMCHMOM WJIM NEpe/iaH B IEKTPOHHON (opMe Mo TeIeKOMMYHHMKALMOHHBIM KaHajlaM CBs3U. B
CIy4yae HalpaBl€HUs MAHHOTO 3alpoca MO ITOYTE 3aKA3HBIM IMMHCbMOM OH CYMTAETCS MOJYYEHHBIM IO
VCTEUEHUH ILIECTU JHEU C 1aThl HAPaBJIEHUS 3aKa3HOTO MHCHhMA.

4. 3asgBuTenb 00s3aH MPEICTAaBUTh OTBET Ha 3alpoC YMOJHOMOUYEHHOTro (eaepaibHOro opraHa
VCIIOJTHUTENIBHOM BJIACTH, YKa3aHHBIN B YaCTH 3 HACTOSIIEH CTAaThbH, B CPOK, HE IIPEBBIIAIOIINN JEBIHOCTA
pabouux JHEW CO NHS MOJydYeHHUs NaHHOro 3ampoca. Cpok, yKa3aHHBIM B 4YacTH 2 HACTOAIIEH CTaThH,
NPUOCTAHABIMBAETCS CO JIHS HAIpaBJICHUS 3asBUTENIO 3allpOca YHOJIHOMOYEHHOIO (peepatbHOro opraHa
VICITOJIHUTEJIBHOM BJIACTH /10 JAHS MOJYyYEHHsI UM OTBETa Ha JaHHBIN 3ampoc.
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5. OcHOBaHMSIMH I OTKa3a B BbIJaue pa3pericHus] Ha MPOBEICHNE KIMHUYECKOTO MCCIIEeIOBAHUS
6I/IOMG,Z[I/II_II/IHCKOI‘0 KJICTOYHOTI'O HpOI[yKTa ABJIAKOTCA HCHpCI{CTaBHeHI/IC B IIOJITHOM OG’beMe I[OKyMCHTOB,
YKa3aHHBIX B YaCTH | HACTOSIIECH CTaThbU, HEIIPEACTABIICHUE 3asBUTEIEM B YCTAHOBJIICHHBIM CPOK OTBETA HA
3aMpoc yMOJTHOMOYEHHOTO (peepanbHOr0 OpraHa WCIOJMHHUTEIHHOW BIIACTH, yKa3aHHBIA B 4YacTd 3
HACTOSINEH CTaThU, WJIM HECOOTBETCTBHE COJICPKAHUS TMPEACTABICHHBIX 3asBUTEIEM JOKYMEHTOB
TpeboBaHUsM HacTosIiero deneparbHOTO 3aKOHA.

Crarbsa 18. Dxcneprusa 3pGeKTHBHOCTH OMOMEIUIIMHCKOTO KIETOUHOTO MPOJYKTa M IKCIEPTH3a
OTHOILLICHUS OXHMJAeMOH IMOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHs OMOMEAMLIMHCKOIO
KJIETOYHOI'O IIPOIyKTa
TAPAHT:

Cm. kommenmapuu k cmamve 18 nacmoswezo DedepanvHozo 3aKkoHa

1. OkcnepTu3a 3pPEKTUBHOCTH OMOMETUIIMHCKOIO KJIETOYHOTO MPOAYKTA U SKCIIEPTU3a OTHOIIEHUS
OXHJIAa€MOH TMOJB3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHS OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa,
COCTABJICHUE KOMMCCHEH DKCIIEPTOB 3KCIIEPTHOIO YUPEXKIEHHUS 3aKIIOUYEHUN [0 HUX pe3yabraraM u
HalpaBJIeHUE STHX 3aKIIOYCHUN B YIMOJHOMOYEHHBIH (enepaibHbIii OpraH HCHOJIHUTENLHOW BIIACTH
IPOBOASATCSA B CPOK, HE IMPEBBIIAIOLINNA ABAIATH MATH PadO4MX AHEH cO JHS MOIY4YEHUS SKCHEPTHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO 33aJaHHS YIOJIHOMOUEHHOTO (elepajbHOro OpraHa HCIIOJHUTEIbHON
BJIACTU C JOKYMEHTaMHM, YKa3aHHbIMU B IyHKTax 1 -5, 13 wactu 2 crarbu 9 Hacrosero ®denepanbHOro
3aKOHA, U OTYETOM O MPOBEIEHHOM KIMHUYECKOM HCCIIEI0BaHUN OMOMETUIIMHCKOTO KJIIETOYHOTIO IIPOIYKTa.

2. Jlyia IpoBeeHUs yKa3aHHBIX B YacTH | HACTOSIILEN CTAaTbU IKCIIEPTHU3 3asBUTENb IIPEICTABIISAET B
YIOJTHOMOYEHHBIN (pefiepanbHblii OpraH UCIIOJHUTEIbHOM BIIACTH:

1) 3asBeHHe O BO30OHOBICHMM TOCYJApCTBEHHOM perucrpanuyd OMOMEAMLIMHCKOIO KJIETOYHOIO
IPOAYKTA U MPOBEICHNHN YKa3aHHBIX B 4aCTU | HACTOALIEH CTaThbU 3KCIIEPTU3;

2) IpOEKThl MAaKETOB EPBUYHOMN YIIAaKOBKM U BTOPUYHOM YIAKOBKHM OMOMEIUIIMHCKOTO KJIETOYHOTO
NOPOMYKTa, TPU HEOOXOAMMOCTH JOpabOTaHHBIE MO pe3yibTaTaM IPOBEICHHOTO KIMHHYECKOTO
UCCIIeI0BaHUs OMOMEMIIMHCKOTO KJIETOYHOTO IPOYKTa;

3) oT4eT 0 MPOBEIEHHOM KJIIMHUYECKOM HCCIIEI0BAaHUN OMOMEIUIIMHCKOTO KJIETOUHOTO MPOJYKTa;

4) NpoeKT MHCTPYKLMH 1O MPUMEHEHUI0 OMOMEIMIIMHCKOrO KJIETOYHOIO MPOAYKTa, MpHU
HEOOXOAMMOCTU  JI0pa0OTaHHBI MO  pe3yiabTaTaM IPOBEIEHHOIO  KIMHUYECKOTO  HCCIIeI0BaHUS
OMOMETUIIMHCKOTO KJIETOYHOTO MPOYKTa;

5) PEKBU3UTHI IOKyMEHTOB, MOATBEPKIAIOIINX YIUIaTy FOCYJapCTBEHHOM MONUIMHBI 33 IPOBEACHNE
9KCHepTU3bl 3(P(HEKTUBHOCTH OMOMETUIIMHCKOTO KIJIETOYHOTO MPOAYKTAa W SKCHEPTH3bl OTHOIIEHUS
OKUJAEMOM TOJIB3bl K BO3MOXKHOMY PHUCKY NPUMEHEHHsS] OMOMEIUIMHCKOIO KJIETOYHOIO MPOAYKTa MpH
rOCy/IlapCTBEHHOM perucTpalnuu OMOMEAUIIMHCKOTO KJIETOYHOTO MPOYKTa. 3asBUTENb BIIPaBe MPEICTABUTh
10 COOCTBEHHOI MHMIIMATHBE YKa3aHHbIE JOKYMEHTHI. B cilydyae ux HempencTaBlIeHUs YHOJTHOMOYEHHBIN
(benepanabHbI OpraH MCIOJHUTEIBHON BIACTH MpPOBEpseT (DAaKT yIUIaThl FOCYIapCTBEHHON MOIUIMHBI Ha
OCHOBAHUMU IIPEJICTABICHHBIX 3asiBHUTEIIEM PEKBU3UTOB JOKYMEHTOB, IOATBEPKAAIOIIUX €€ YIUIaTy, C
UCIOJIb30BaHHEM HH(pOpMalLuu 00 yIulaTe rocyaapcTBEHHON MOIUIMHEIL, cofiepxareiics B [ocynapcTBeHHOM
MH(OPMAIIMOHHOMN CHCTEME O FOCYAapCTBEHHBIX U MyHUIIMIIAIbHBIX IJIaTexkKax.

3. B cpok, He NPEeBBIIAIONINI IATH pabouuX JAHEH CO JAHSA MPUHATHA 3asBJICHUS O BO30OHOBICHUHU
roCyAapCTBEHHOW perucTpanuy OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA C JOKYMEHTAMH, YKa3aHHBIMU B
yacTsax | u 2 HacToALIeH CTaTh, YIOJIHOMOUYEHHBIH (eepanbHblil OpraH UCTIOIHUTEbHON BIACTH:

1) npoBOAUT MPOBEPKY IMOJIHOTHI M JOCTOBEPHOCTH JIaHHBIX, COAEPIKALIUXCA B INPEACTaBICHHOM
3asBUTEJIEM OTYETE O MPOBEACHNUU KIMHUYECKOTO HCCIIeI0BaHUs OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTA;

2) npUHUMaeT pELIEHHE O BO30OHOBJIEHHHM TOCYJAapCTBEHHOM perucrpanuu OHOMeIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa U MPOBEICHUH YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThU HKCIEPTU3 UM 00 OTKa3e B
BO300HOBJIEHUU TOCYAAPCTBEHHON PETMCTPAallMi OMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTa U MPOBEACHUU
YKa3aHHBIX DKCIIEPTU3;

3) yBenoMisieT B NMHUCbMEHHOHN ¢opMme 3asBUTENS O MPUHITOM pEUIeHHH (B Cllydyae MNPUHATHS
peteHns 00 OTKase - ¢ yKa3aHHWEeM MPUYUH TaKOTO OTKa3a).
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4. B ciy4ae BBISBICHHS HEMOJHOTHl WJIM HEJOCTOBEPHOCTH CBEICHUMN, COICPKAIIUXCS B
MPEICTABICHHBIX 3asBUTENIEM JOKyMEHTaX, YIMOJHOMOUYEHHBIH (efepanbHblii OpraH HCHOTHUTEIHHOM
BJIACTH HaIpaBJISET 3asABUTEIIO 3apOC 00 YTOUHEHUH YKa3aHHBIX CBeACHMM. J[aHHBIN 3ampOC MOXKET OBITh
nepeiaH yImoJHOMOYEHHOMY TMPEJCTABUTEINIO 3asBUTENS JIMYHO TI0J] PACIUCKY, HANpaBJIEH MO IO4YTe
3aKa3HBIM MTMCHMOM WJIM TIEPEIaH B AICKTPOHHON (OpME IO TEIIEKOMMYHHKAIIMOHHBIM KaHaiaMm CBs3H. B
CIy4yae HampaBlieHUs JAHHOTO 3ampoca MO IMOYTE 3aKa3HBIM MHCHbMOM OH CUYMTAETCS MOJYyUYEHHBIM IO
WCTEYCHHH IIECTH JIHECH C JaThl HAIIPABJICHH 3aKa3HOTO MHChMa.

5. 3agBuTens 005M3aH TMPEACTABUTH OTBET HA 3allpPOC YMOJTHOMOYCHHOTO (elepallbHOrO OpraHa
WCITOJIHUTENILHON BJIACTH, YKa3aHHBIN B 4acTH 4 HACTOSIIICH CTaThH, B CPOK, HE MPEBBIMIAIONINN IEBTHOCTA
pabouux AHEW co JHA MOJy4deHHUs JaHHoro 3ampoca. Cpok, yKa3aHHBIM B 4acTH 3 HACTOAIIEH CTaThH,
MIPUOCTAHABIMBACTCS CO JTHS HAIPaBJICHUS 3asBUTEIIO 3alpoca YIOJIHOMOYEHHOTO (eiepaaIbHOTO OpraHa
WCITOJIHUTENILHOM BJIACTH JI0 AHS MOJYyYEHUsI UM OTBETa Ha JaHHBIN 3ampoc.

6. OcHOBaHMEM IS OTKa3a B BO30OHOBJIEHUU TOCYIAPCTBEHHOW PETHUCTpAIiid OMOMEIUITTHCKOTO
KJIETOYHOTO TMPOJAYyKTa M MPOBEICHUM YKa3aHHBIX B 4YacTU | HACTOSIIEH CTAaThU DKCHEPTU3 SBISETCS
NpeICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTaXx | W 2 HacTosmield CcTaTbd, B HEMOJHOM O0OBEME,
HEIPE/ICTABJICHHE 3asBUTEIIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKA3aHHBIA B 4acTH 4 HACTOAIIEH CTaThU
3aMpoc  yHOJTHOMOYEHHOro (¢efepanbHOr0 OpraHa HCIOJMHUTEIBHOW BIAcTH JIMOO OTCYTCTBHE B
MPEJICTABICHHBIX TOKYMEHTAX WCUEPIIBIBAIONIETO MEpeYHs HeoOXoauMon HH(OpMALUU, KOTOpas IOJDKHA
ObITh OTpakeHa B HHUX, a TaKXKe OTCYTCTBUE UHGOpMAIMK, TMOATBEpKAatoei ¢GakT yIiarhl
rOCy/IapCTBEHHOM MOILIUHBI 32 MIPOBEICHUE IKCIEPTU3bl IPHEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO
OPOAYKTa M OKCIEPTU3bl OTHOIIEHUS OXHIAeMOW TMOJIb3bl K BO3MOXHOMY PHUCKY HPHUMEHEHHS
OMOMEIMIIMHCKOTO KJIETOYHOTO TIPOAYKTa NPU TOCYAAPCTBEHHOW PErHCTpalluk OMOMEAUIIMHCKOTO
KJIETOYHOTO MPOIYKTA.

7. Oxcnieprrsa 3pHEeKTUBHOCTH OMOMETUIIMHCKOTO KJIETOYHOIO MPOIYKTa U SKCIEPTH3a OTHOLLIEHUS
OXKUJAEMON TMOJB3bl K BO3MOXKHOMY PHUCKY MNPUMEHEHHS OMOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTa, B
OTHOIIIEHUU KOTOPOTO MPOBEICHBI MEXKTyHAPOAHBIE MHOTOIIECHTPOBBIC KIMHUYECKHUE UCCIICIOBAHUS, YaCTh
U3 KOTOpBIX IMpoBenaeHa B Poccuiickoit Denepanuu, OCYIIECTBISIOTCS HAa OCHOBAaHUU JTIOKYMEHTOB,
yKa3aHHBIX B TyHKTax 1 - 6, 8,9, 12 u 13 ywactu 2 crareu 9 Hacrosimero denepanbHOro 3akoHa, B CPOK,
yKa3aHHBIM B 4acTu | HacTOALIEH CTaThH.

Crarbs 19. [ToBTOpHOE MTpOBECHIE OMOMETUITMHCKOMN SKCTIEPTH3bI OMOMEIUIIMHCKOTO KJIIETOYHOTO
MPOJYKTA U (MJIN) ITHUECKON IKCIIEPTHU3bI
TAPAHT:

Cm. kommenmapuu k cmamoe 19 nacmosueco PedepaivbHo2o 3aKOHA

1. B cmydae HanuuMs B 3aKIIFOYEHUU KOMUCCHUHU HKCIIEPTOB AKCIIEPTHOTO YUPEKACHHUS HIIM COBETA MO
ATUKE TPOTUBOPEUNBBIX JTAHHBIX, HEOOOCHOBAHHBIX U (WJIM) HETIOJIHBIX BHIBOJIOB, (haibCU(UKAITUU BHIBOJIOB
OMOMEIUIIMHCKOM SKCIIEPTU3bl OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTA U (MIIM) 3TUYECKOM SKCIEPTHU3HI,
COKPBITHSI OT YIOJHOMOYEHHOTO (heJepaIbHOTO OpraHa WMCIIOTHUTEIIBHONW BJIACTH OCHOBAaHUM JJIsl OTBOAA
JKCIIepTa BCIEJACTBUE €r0 3aMHTEPECOBAHHOCTH B PE3YJIbTATaX COOTBETCTBYIOIIEH AKCIEPTHU3bI, HATUUHS
JAHHBIX O MPSAMOM JTUOO KOCBEHHOM BMEIIATEIHCTBE B MPOIECC COOTBETCTBYIOMIEH AKCIIEPTHU3bI JIHI], HE
YYacTBYIOIIUX B €€ MPOBEICHUM, HO OKAa3aBIIMX BJIMSHUE Ha MPOLIECC U PE3YJbTaThbl €€ MPOBEICHUS,
YIOJIHOMOYEHHBIM  ()eiepadbHbIM  OpPraHOM  HWCIIOJIHMTEIBHOW  BJACTH  HA3HAYalOTCS  TTOBTOPHAS
OMOMEIUIIMHCKAS JKCIEpTHU3a OMOMEAMIIMHCKOTO KIIETOYHOTO MPOAYKTa U (MJU) MOBTOPHASI STHUYECKAas
skcrieptrza. OObEeM MOBTOPHOM HKCHEPTU3BI OINpENEeseTcsl YIOTHOMOYEHHBIM (efepaibHbIM OpPraHOM
HCITOJIHUTEILHOM BJIACTH.

2. IToBTropHast OGMOMEIUIIMHCKAS YKCIIEPTU3a OMOMEIUITMHCKOTO KJIETOUHOTO MPOIYKTA MPOBOIUTCS
B CpPOK, YCTAHOBIICHHBI YIMOTHOMOUYEHHBIM (eepanbHbIM OpPraHOM HCIIONHUTEIBHOW BIACTH W HE
MIPEBBIMIAIONINKN cTa pabounX THEH CO AHS MOTYyYCHHS SKCTIEPTHBIM YUPEKICHUEM 3aJJaHUs Ha TTPOBEICHUE
MOBTOPHON OMOMEIMIIMHCKON AKCHEPTU3bl OMOMEIMIIMHCKOTO KIETOYHOTO TMPOAYKTa, a MOBTOpHAS
ATHUYECKas SKCIIEPTH3A - B CPOK, HE MPEBBINIAOIINHN MATHAAIATH PAaO0OYNX JHEH CO JHS MOTyYCHHS] COBETOM
M0 3THUKE 33J]aHUs1 HA TPOBEJICHUE MTOBTOPHOM 3TUUECKON HKCIIEPTU3BI.
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3. DKCnepThl KOMUCCUH SKCTIEPTHOTO YUPEKACHUS U YJICHBI COBETA 10 THKE, B OTHOIIIEHUH KOTOPBIX
yCTaHOBJIeHI:I 06CTO$IT€J'H:CTB3., yKaBaHHBIe B HaCTHu 1 HaCTOSIH_IeI\/’I CTarbHu, HC IIOHyCKaIOTCSI K HpOBe,Z[eHI/IIO
MTOBTOPHBIX IKCIIEPTH3.

4. ®unancoBoe  oOeCmeYeHHWE  TPOBEACHHUS  IMOBTOPHOH  OMOMETUIIMHCKONW  DKCIEPTH3BI
OMOMEUIIMHCKOTO KJIETOYHOTO MPOJYKTa OCYIIECTBISACTCS 3a CUET CPEACTB, MOJYYCHHBIX AKCIEPTHBIM
YUPEKIACHUEM OT MPUHOCSIIEH T0XO0/T AEATEIHLHOCTH.

Crarbs 20. Pemenue o rocygapcTBEHHOM perucTpanui OMOMEIUIIMHCKOTO KIIETOYHOTO POIYKTa
TAPAHT:

Cm. kommenmapuu k cmamue 20 nacmosaujeco PedepanbHo20 3aKOHA

1. B cpok, He mpeBBIIAIOIMNUNA TATH padOYMX JAHEH CO JHS TMOJTYYEHHUS 3aKJIFOUEHUNH KOMHCCHUH
OKCIEPTOB IKCIEPTHOTO YUPEKIACHHS IO Pe3yabTaTaM dKCIepTH3bl dPPEKTUBHOCTH OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTA M SKCIEPTU3bI OTHOIICHUS 0XKHJIa€MOM MOJIb3bl K BOBMOKHOMY PUCKY MPUMEHEHHUS
OMOMEIHUIIMHCKOTO KIIETOYHOTO TPOAYKTa, YHOTHOMOYCHHBIH (eaepaNibHbBIi OpPraH HUCHOTHUTEIbHOM
BJIACTHU:

1) ocymiecTBIISIET OLEHKY IMOCTYNUBIIUX 3aKJIIOYCHUN MO pe3ysibTaTaM MPOBEICHUS YKa3aHHBIX
SKCIIEPTU3 ISl ONpEIENICHUsT COOTBETCTBHSI STHUX 3aKIIOUEHHUI 3aJaHHI0 Ha TPOBEACHHE YKa3aHHBIX
AKCIIEPTH3;

2) mpuHUMAET pEelIeHHEe O TOCYIapPCTBEHHON perucTpaiiuy OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTa
WH 00 OTKa3e B TOCYIaPCTBEHHOMN pErucTpaiuu OMOMEIUITUHCKOTO KJIETOYHOTO MPOIYKTa;

3) BHOCUT TMpH TMPUHATHU PpEHIeHHs O TOCYJAapCTBEHHOH perucrpanud OHOMETUIITHCKOTO
KJIETOYHOTO TMPOJAYKTa JIaHHBIE O 3apETUCTPUPOBAHHOM OMOMEIUIIMHCKOM KJIETOYHOM MIPOAYKTE B
TOCYyHapCTBEHHBIH  peecTp OHMOMEOUIIMHCKUX  KJIETOYHBIX TMPOAYKTOB M  BBIAACT  3asBUTEIIO
PETHCTPAIIMOHHOE  yAOCTOBEpEHHE OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, (opma KOTOpPOTro
YTBEPKAACTCS YMOTHOMOYEHHBIM (heiepanbHbIM OPraHOM HWCIOJHUTENIBHON BIACTH, COTJIACOBAHHbBIE
CHeUPUKAUI0 HA OHOMEIUIMHCKHNA  KJICTOYHBIM TPOAYKT, HHCTPYKIHIO 10 TPHUMEHEHHUIO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa, HOPMAaTHUBHYIO IOKYMEHTAIMIO HA OMOMETUIIUHCKUN KIIETOUHbII
MPOJYKT WM B CJIy4ae MPHUHSATHS PEIICHHs] 00 0TKa3e B TOCY/IapCTBEHHON PETHCTPAlU OMOMEIUIIMHCKOTO
KJIETOYHOTO TIPOJIyKTa yBEIOMIIsIeT 00 5TOM B MUCbMEHHOH (hopMe 3asiBUTENS ¢ YKa3aHHUEM MPUYUH TaKOTO
OTKa3a.

2. OcHOBaHMEM ISl IPUHATHS YIIOTHOMOUEHHBIM (he/iepaabHbIM OpraHOM UCTIOTHUTEIHHOM BIACTH
peteHust 00 0TKa3e B TOCYAAPCTBEHHOM PETHCTPallid OMOMETUIIMHCKOTO KJIETOYHOTO TPOAYKTA SIBISIETCS
BBIHECEHHOE IO pe3ylibTaraM SKCIEePTH3, YKa3aHHbIX B yacTu | crateu 18 Hactosimero dexepanbHOTO
3aKOHA, 3aKJIIOYCHHE KOMHUCCHU JKCIIEPTOB HDKCIEPTHOTO YUPEKACHHS O TOM, 4YTO 3(PPEKTUBHOCTH
PETUCTPUPYEMOTO OMOMETUITMHCKOTO KJIETOYHOTO MPOIYyKTa HE MOATBEPKACHA MOMYyUYEHHBIMU JAHHBIMHU
WJIM PUCK MPUYMHEHUS BPEia 3/TOPOBbIO UEJIOBEKa BCIIEICTBUE TPUMEHEHHS OMOMEIUITTHCKOTO KIIETOUHOTO
MPOAYKTa MpeBbIIaeT 3PGHEeKTUBHOCTh €r0 MPUMEHEHHUS.

Crarbs 21. PCFI/ICTpaHI/IOHHOC YAOCTOBCPCHUC 6I/IOMGI[I/II_II/IHCKOI"O KJIICTOYHOT'O IPOAYKTA
IAPAHT:

Cwm. KOMMeHmapuu K cmamause 21 HacmoAueco @edepaﬂbﬂozo 3dKOHA

Pezucmpayuonnsie yoocmogepenus OUOMEOUYUHCKUX KILEMOYHBIX NPOOYKIMO8, 8bLOAHHbLE 8 COOMBEMCMEUU
¢ Hacmoawum PedepanvbHbiM 3aKOHOM, 0etCMEUmMeNbHbL 00 OKOHUAHUS CPOKA UX OelCmeuUsl, HO He No30Hee
31 oexabpsa 2025 e.

1. PeructpaniuoHHOE YIOCTOBEpEHHE OMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTa Ha BIEpPBbHIE
peructpupyemslii B Poccuiickoit @enepanui OMOMEIUIIMHCKUAN KIETOUHBINA MPOAYKT BBIIAETCA CO CPOKOM
JNEUCTBHUS IATh JIET.

2. Ilo ucreyeHnu yka3aHHOTO B 4aCcTH | HacTOAIIEN CTAaTbU CPOKa CPOK JIEHCTBUS PETUCTPALIMOHHOTO
YIOCTOBEPEHUs OMOMETUIIMHCKOTO KJIETOYHOIO MPOAYKTA MPOJIEBAECTCA KaKJble IMSTh JIET NMPU yCIOBUU
MIOATBEPKACHUS €r0 TOCYIAPCTBEHHON PETUCTPALIAH.
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3. B ciyyae BHeceHUs] B COOTBETCTBUU CO cTarbed 23 Hacrosiuero deaepajbHOTO 3aKOHA B
JIOKYMEHTBI, COJIEpKallfecs] B PETUCTPAIMIOHHOM JIOChE Ha 3apErHCTPUPOBAHHBIA OMOMETUITMHCKUI
KJICTOYHBI TPOAYKT, HM3MEHEHHWH, 3aTparvBaloOlIdX CBEACHHS, OTPAXCHHBIE B PETUCTPAIMOHHOM
YIOCTOBEPEHUN OMOMEAMIIMHCKOTO KJIETOYHOTO TMPOAYKTA, YIOJHOMOUYEHHBIM (enepanbHblii OpraH
WCITOJIHUTEJILHON BJIACTH BBIJAET HOBOE PETUCTPALIMOHHOE YO0CTOBEPEHNE OMOMEIUITMHCKOTO KJICTOYHOTO
MPOJYKTA C YYETOM U3MEHEHUH.

4.3a BbIJA4y PETHCTPAIMOHHOTO YIOCTOBEPECHHMS OMOMEIUIIMHCKOTO KIETOYHOTO IPOIYKTa
B3UMAETCsl TOCYyJapCTBEHHAs MOILJIMHA B pa3Mepe U MOPSAKE, KOTOPhIE YCTAaHOBJICHBI 3aKOHOAATEIHLCTBOM
Poccutiickoit ®eneparuu o Hajlorax u coopax.

5. Opranu3zanus, Ha UMsI KOTOPOW BBIIAHO PETHCTPAIMOHHOE YIOCTOBEPEHUE OMOMETUITUHCKOTO
KJIETOYHOTO TPOMYKTA, SBJISETCS BIAACIBIEM PETHCTPAIMOHHOTO YIOCTOBEPEHHS OWOMEIMIIMHCKOTO
KJIETOYHOTO MPOAYKTA.

6. B ciyuae yTparbl WM TOBPEXKIACHHS PETHCTPAIIMOHHOTO YAOCTOBEPEHHUS OMOMEIMITMHCKOTO
KJIETOYHOTO TMPOAYKTa [0 NHUCHBMEHHOMY 3asiBJICHUIO BIIAJENblla PETUCTPALMOHHOIO YIOCTOBEPEHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTAa WM YIOJTHOMOYEHHOTO KM JIMIA O BbIa4e ayOiauKara
PETHCTPAIIMOHHOTO  YJIOCTOBEPEHUS OMOMEAMIIMHCKOTO  KJICTOYHOTO TPOMYKTA  yIOJTHOMOYCHHBIN
denepanbHpIii OpraH WCIIOJHUTEIIBHON BJIACTH B CPOK, HE MPEBBIIIAOIIMN ACCATH padOYMX THEH CO JTHS
MOCTYIUICHHS TAKOTO 3asIBIICHUS, BBIIACT JTyOIHMKAT PErHCTPAIIMOHHOTO YIOCTOBEPEHUSI OMOMEIUIIMHCKOTO
KJIETOYHOTO TPOMAYKTa. 3a BbIJAuy IyOnHKara perucTPalMoOHHOTO YIOCTOBEPEHUS OMOMEIMIIMHCKOTO
KJIETOYHOTO IIPOAYKTA B CBS3H C YTPATOW UJIM MOBPEXKICHUEM JIAaHHOTO PETUCTPALIMOHHOTO YI0CTOBEPEHUS
B3MMaeTCs TOCYIapCTBEHHAs MOILIMHA B pa3Mepe U MOpsAKe, KOTOPhIe YCTAHOBIEHBI 3aKOHOAATEIHCTBOM
Poccuiickoit @enepariuu o Hajlorax u coopax.

Crarbsa 22. lloaTBepxaeHHE TIOCYIAPCTBEHHOW pErucTpaluy OWOMEIUIIMHCKOIO KJIETOYHOIO
IIPOAYKTa
TAPAHT:
Cm. kommenmapuu k cmamve 22 nacmosiue2o PedepanbHo2o 3aKoHa

1. [TonTBepKAeHNE TOCYIapCTBEHHON pPETUCTpalid OMOMETUIIMHCKOTO KJIETOYHOIO IPOAYKTa
OCYILECTBIISIETCS MTPH BblJJaye PErUCTPALIMOHHOIO YI0CTOBEPEHUS OMOMETUIIMHCKOTO KJIIETOYHOTO MMPOAYKTa
B cily4yae, yKa3aHHOM B 4acTu 2 crarbu 21 Hacrodmero denepalbHOrO 3aKOHA, B CPOK, HE MPEBBIIAIOIIHIMA
JIEBSIHOCTa pabounX JHEH cO JTHS MOITy4EHHUs YIIOJTHOMOYEHHBIM (pe/iepanibHbIM OPraHOM HCTIOJIHUTETbHON
BJIACTU 3asBJICHUS O TOATBEP)KIECHUU TOCYJapCTBEHHOM pPETruCTpalud OMOMEIULMHCKOrO KJIETOYHOTO
IIPOAYKTAa C YKa3aHUEM B HEM DPEKBU3HMTOB JOKYMEHTA, MOATBEPKAAIOLIETO YIUIATy TOCYJapCTBEHHOM
NOLUIMHBI 32 TOATBEPHKACHNUE TOCYIaPCTBEHHON PETUCTPALUK OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

2. IloaTBepkaeHNE TOCYIApCTBEHHON perucrpaund OMOMEIUIIMHCKOTO KJIETOYHOrO MPOIYyKTa
OCYILECTBIIAECTCS O PE3yIbTaTaM AKCIEPTU3bl OTHOIICHUS OXXMAAEMOW IOJIb3bI K BO3MOXHOMY PHCKY
OpUMEHEHHs OMOMEIUIIMHCKOTO KJIETOYHOrO MPOIYKTa, IPOBOANMON HAa OCHOBAHUH JJAaHHBIX MOHUTOPHHTA
0e30maCHOCTH ~ OMOMEIUIMHCKOIO  KJIETOYHOIO  MPOAYKTa,  OCYHIECTBISIEMOIO  BIAJENIbLEM
PETUCTPAIIMOHHOTO YIOCTOBEPEHHsI OMOMEIUIIMHCKOTO KJIETOYHOIro MpoAyKTa M (hefepalibHbIM OpraHoOM
MCIIOJTHUTENIbHOM BIIaCTH, OCYIIECTBIIAIOIINM (PYHKIIHUH 10 KOHTPOJIIO U HaJ[30py B cepe 31paBoOXpaHeHus,
B COOTBETCTBMM cO cTarbel 41 Hacrosimero ®denepanbHOro 3aKOHA, a TAKXKE HSKCIEPTU3bI KadecTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOBOAMMOMN B Clyyae BHECEHUS M3MEHEHHH B HOPMATHBHYIO
JIOKYMEHTAINI0 Ha OMOMEIUIIMHCKUN KIETOYHBIM MPOIYKT.

Unpopmayus 06 usmeHnenusix:

Yacmo 3 usmenena c 1 ansapsa 2021 . - @edepanvhwiil 3akon om 27 oexkabps 2019 2. Ne 478-D3

Cm. npedvloywyro pedaxyuro
3. K 3asBieHu1o 0 MoATBEPKIACHUN TOCYIApPCTBEHHON PEerucTpanud OMOMEIUIIMHCKOTO KJIETOYHOTO
NPOAYyKTa  MPHJIATaroTCs  JOKYMEHT, COAEpXKalUii  pe3ylbTarbl MOHHMTOpUHTa  0€30MmacHOCTU
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTA, OCYIIECTBISEMOTO  BJIAJIEIBIIEM  PETUCTPAIMOHHOTO
YIOCTOBEPEHUS OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTa, MO (hopMe, YCTAHOBICHHON YIOJTHOMOYEHHBIM
beneparbHBIM OPraHOM UCTIOJIHUTEILHOM BIIACTH, M CBEJICHUS O JaTe MIPEIOCTaBICHUS U PETUCTPAITHOHHOM
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HOMEpE JUIEH3UH Ha OCYIECTBIECHUE NEATEILHOCTH IO IMPOU3BOJCTBY OMOMEAMITMHCKHUX KIJIETOUHBIX
MPOJYKTOB.

4. HopmartuBHast TOKyMEHTAIUsI HA OMOMETUITMHCKUI KJICTOYHBIA MPOIYKT, TPOSKT HHCTPYKIIUH 10
NPUMEHEHHI0O OMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTAa, MPOEKTH MAaKETOB IEPBHUYHOW YIAKOBKH M
BTOPUYHON YMAaKOBKH OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTA MPUJIATAIOTCA K 3asBICHHUIO O
HNOATBEP)KICHUN TOCYIApPCTBEHHOM pErucTpanud OHOMETUIIMHCKOTO KJIETOYHOTO TMPOJYKTa TOJIBKO B
ClIy4ae, €CJIM B HUX BHOCSITCS U3MEHEHUS.

Unghopmayus 06 usmenenusx:

Yacmo 5 usmenena c 1 sueaps 2021 e. - @edepanvusiii 3akon om 27 oexaops 2019 e. Ne 478-D3

Cum. npedvioywyio pedakyuio

5. C 3asBIeHUEM O TIOATBEPKICHUHU TOCYJapPCTBEHHOHN perucTpaniy OMOMEIHIIMHCKOTO KIIETOYHOTO
MPOAYKTa BIIaJIENel] PETUCTPALMOHHOIO YIOCTOBEPEHHSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa BIPaBe
M0 COOCTBEHHOW WHHIIMATUBE MPEICTABUTh JTOKYMEHT, IMOATBEPXKIAIONINN yIUIaTy TrocyJapCTBEHHON
MOLUIMHBI 32 MOATBEPIKICHUE FOCYyAapCTBEHHON perucTpaniui OMOMEIUIIMHCKOTO KIETOYHOTO MPOJYKTa, a
TaK)Ke€ CBEIEHUS O JIMIICH3UM, YKa3aHHbIE B 4YacTU 3 HACTOsIEW cTaThbu. B cimydae HempencTaBiieHHs
yKa3aHHBIX JIOKyMEHTOB W CBEJCHHI YIOJTHOMOYEHHBIN (elepaabHblii OpraH HCIOJHUTEIBHON BIACTH
3arpanimBaeT uX B MOPSJIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO/ICHCTBHSI.

6. B Teuenue gecaTu pabouux J[AHEW CO [JHSA TPUHATHUS 3asBICHUS O TOATBEPXKICHUU
TrOCYJIapCTBEHHON pEerucTpau OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTa M JOKYMEHTOB, YKa3aHHBIX B
4yacTu 3 HACTOSIEH CTaThU, YIIOJIHOMOYEHHBIN (enepanbHblii OpraH UCTIOJHUTEIbHON BIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JJOCTOBEPHOCTH CBEICHUM, COAEPIKALIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTaXx;

2) HampaBisieT B (efiepaibHbId OpraH WCIOJHUTEIBLHON BIACTH, OCYIIECTBISIONINA (QYHKIIHHA TI0
KOHTPOIIIO U HaA30py B cdepe 3IpaBOOXpaHEHHUs], 3alpOC O MPEACTABICHUU PEe3yJbTaTOB MOHUTOPHHTA
0€301acHOCTH OMOMEAUITMHCKOTO KJIIETOUHOTO MPOAYKTA, KOTOPBIN JOHKEH OBITh UCTIONHEH B TEUECHUE MSTH
pabouux JTHEH cOo JHS ero MONy4eHUs;

3) mpUHMMAET pEIICHHE O MPOBEJACHUU WM 00 OTKa3e B MPOBEACHUHM IKCIEPTHU3bI OTHOIICHUS
0XKUJAeMOH TOJIb3bI K BOSMOXKHOMY PUCKY IPUMEHEHHUST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, a TAKXKe
AKCTIEPTU3bl KadeCcTBA OWOMEIMIIMHCKOTO KJIETOYHOTO IMPOAYKTa, IMPOBOAMMON B Clydae BHECCHHS
M3MEHEHUH B HOPMAaTUBHYIO JTOKYMEHTAIIUIO Ha OMOMEIUIIMHCKHUIA KIIETOYHBINA IPOAYKT;

4) yBegOMJIsiET B NHCHbMEHHOM (opme Biagenblla PErHUCTPANMOHHOTO  YIOCTOBEPEHHS
OMOMEIUIIMHCKOTO KIIETOYHOTO MPOyKTa O MPUHATOM PEIIeHUH (B clydae MPUHATHUS PEelIeHus: 00 0TKa3e B
MIPOBEICHUH COOTBETCTBYIOIICH SKCIIEPTU3HI C YKA3aHUEM MPUUMUH TaKOTO 0TKAa3a).

7. B cnydae BBISIBICHUS HEMOJHOTHl WM HEAOCTOBEPHOCTH CBEACHHH, COAEpk AIIUXCA B
MIPEICTABIICHHBIX  BJIAQJETBIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUS] OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa JTOKYMEHTaX, YMOJHOMOUEHHBIM (QenepalbHblil OpraH HCIOJHUTEIbHONW BIACTH HAlpaBIsieT
BIQJICNIBIIy PETUCTPAIMOHHOTO YIOCTOBEPEHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa 3ampoc o0
YTOYHEHHWU YyKa3aHHBIX cBedeHWil. JlaHHBIH 3ampoc MoxeT ObITh TepeaH YHOJTHOMOYEHHOMY
MIPEICTABUTENIO BIAJCNbla PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa
JUYHO TIOJ PACIMCKY, HAMPABJICH IO MOYTe 3aKa3HbIM MUCHMOM WIIU TIEpelaH B AIIEKTPOHHOU (opme 1o
TEJIEKOMMYHHKAallHOHHBIM KaHaJlaM CBsA3W. B cilydae HampaBieHHsI JaHHOTO 3ampoca MO MOYTe 3aKa3HbIM
MACbMOM OH CYUTAETCS MOJYYEHHBIM 110 UCTEUCHHUH IIECTU THEW ¢ JaThl HAIPABIICHUS 3aKa3HOTO MUChMa.

8. Bnazgenen perucTpaioHHOTO YIOCTOBEPEHHS OMOMEIUITMHCKOTO KJIETOUHOTO MPOAYKTa 00s3aH
MPEICTaBUTh OTBET Ha 3ampoC YIMOIHOMOUEHHOTo (hefepalbHOTO OpraHa HCIOJHUTEIHHON BIACTH,
yYKa3aHHBIM B 4acTHU 7 HACTOSIIEH CTaThU, B CPOK, HE MPEBBIIAIONINN JIEBIHOCTA pabOYMX THEU CO JTHS
MOJIy4eHUs! TaHHOTO 3amnpoca. Cpok, yKa3aHHbIN B 4aCTU 6 HACTOSIIEH CTaThU, MPUOCTAHABIUBAETCS CO JIHS
HaIpaBJICHUS BJIQJEIbIy PETUCTPAIMOHHOTO YIOCTOBEPEHHUS OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa
3ampoca yrnoJHOMOYEHHOTO (eiepalbHOrO OpraHa UCIIOIHUTEIBHOM BIACTH JI0 IHS MOJyYEeHUS UM OTBETa
Ha JIaHHBIA 3ampoC M HE YYUTHIBACTCSA TNPU HMCUUCIECHUU CpPOKa TOATBEPKICHUS TOCYIapCTBEHHOM
perucTpanu OMOMEIUIIMHCKOTO KJIETOYHOTO TPOTYKTA.
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9. OcHOBaHMEM JUIsI OTKa3a B TPOBEJEHHMM OSKCIEPTU3bl OTHOIUEHMS OXKUAAeMOW TONb3bl K
BO3MO)KHOMY PHCKY PUMEHEHHUS OMOMEIULIMHCKOTO KIETOYHOTO MPOAYKTa U (MJIM) SKCIEPTH3bI KauecTBa
OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTA SIBJIAETCS IPEACTABIECHUE JOKYMEHTOB, YKa3aHHBIX B yacTsx 1, 3
U 4 HacTosIIeH CTaTrbu, B HEMOJHOM OObEeMe, HENpeICTaBICHHE B YCTAaHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHbII B 4YacTu 7 HAcTosALIeW CTAaThbM 3alpoc YIOJHOMOYEHHOro (QelepaibHOro opraHa
UCTIOJIHUTENILHOW BJIACTH JINOO OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTAX HCUEPIBIBAIOIINX CBEIACHUH,
KOTOpPBIE JIOJIKHBI ObITh OTPa’kKE€HBl B HUX, @ TAK)KE OTCYTCTBUE MH(OpMALMU, OATBEPKAAOLIECH yIuiaTy
rOCYIapCTBEHHOM TMONUIMHBI 32 TOATBEPXKACHUE TOCYIApPCTBEHHOM pErucTpanuu OHOMEIUITTHCKOTO
KJIETOYHOT'O MPOAYKTA.

10. DOkcnepru3a OTHOLIEHUS OXUAAEMOM IIOJB3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa M (WJIM) SKCIEepTH3a KayecTBa OMOMETUIIMHCKOIO KJIETOYHOIO
IPOAYKTa MPOBOASTCS HA OCHOBAaHUM JOKYMEHTOB, YKa3aHHBIX B 4acTAX 3, 4 ¥ myHKTe 2 yacTu 6 HacTOsIILEN
CTaThH, B IOPsI/IKE, YCTAHOBJIEHHOM cTaThsiMU 15 1 18 HacTosiero denepanbHOro 3aKoHa, C y4eToM CpOKa,
YKa3aHHOT'O B YacCTH | HacTosIIEelN CTaThu.

11. OcHoBaHMeM Il NPUHATHS pelleHus 00 OTKa3e B IOATBEPXKJICHHM TIOCYIapCTBEHHOM
perucrpanuy OMOMeIUIUHCKOTO KJIETOYHOIO IIPOAYKTa SBJISETCS BHIHECEHHOE 110 Pe3yibTaTaM 3KCIEepTH3,
yKa3aHHbIX B YaCTH 2 HACTOSILIEH CTaThu, 3aKJIIOYEHUE KOMUCCHM IKCIIEPTOB SKCHEPTHOIO YUPEKACHUS O
TOM, YTO KauecTBO M (WiH) 3PPEKTUBHOCTh OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA HE MOATBEPIKICHBI
HOJYYEHHBIMU JaHHBIMU U (WJINM) PUCK NPUYMHEHHs Bpesia 340POBBIO YEJIOBEKa BCIIEACTBUE NMPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOI'O IPOIYKTa MNpeBbIIaeT ero 3(pHEeKTUBHOCTb.

12. B nmepuox npoBeneHHMs NPOLEAYpbl MOATBEPXKICHHMS TOCYJAapCTBEHHOM perucrpaunuu
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOoAyKTa ero odpamienue B Poccuiickoit denepariuu mpogomkaeTcs.

Crarba 23. BHeceHue M3MEHEHUN B JOKYMEHTBI, COACPIKAIIUECS B PETUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIA OMOMEIUIIMHCKUNA KIIETOYHBIN MPOTYKT
TAPAHT:

Cm. kommenmapuu k cmamve 23 nacmosiue2o PedepanbHo20 3aKoHa

1. B nensx BHECEHHs M3MEHEHHMM B JOKYMEHTBI, COIACP)KAIIMECS B PErMCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBI  OMOMETUIIMHCKMHA  KJIETOYHBIM  MPOAYKT,  BiajeNel]  PerucTparioOHHOrO
YIOCTOBEPEHNS OMOMETUIIMHCKOTO KJIIETOYHOTO MPOYKTa MIPEJICTABISIET B YIIOJTHOMOUEHHBIN (eiepanbHbIi
OpraH HCIHOJHUTENIBHOW BIACTH 3asBJICHHE O BHECEHHM TAKMX M3MEHEHMH 1o (opme, yCTaHOBIEHHOU
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCIIOJHUTENBHON BIACTH, U MPUIIOKEHHBIE K HEMY U3MEHEHUS
B yKa3aHHbIE JIOKYMEHTBI, a TaKXe€ JOKYMEHTHI, MOATBEP)KAAIONINE HEOOXOAMMOCTh BHECEHMS TaKHX
VU3MEHEHU.

2. buomenuuuHCKask 3KCrepTu3a OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa B YAaCTH HKCIEPTHU3BI
KauecTBa OMOMEAMIIMHCKOTO  KJIETOYHOrOo MpOAYyKTa, U  (WIM) OKCHEPTU3bl  APPEKTUBHOCTU
OMOMEIUIIMHCKOTO KJIETOYHOIO MpPOAyKTa, W (WIM) SKCHEPTH3bl OTHOLICHMS OXMIAaeMOH MOib3bl K
BO3MOYKHOMY PUCKY IIPUMEHEHUS! OMOMEIUIIMHCKOTO KJIETOYHOTO POAYKTa IPOBOAUTCS B CIIyyae BHECEHUS
U3MEHEHUN B JOKYMEHTBI, COAEpXKAIIMEeCs B PErUCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
OMOMEINIIMHCKUN KJIETOYHBIN MPOIYKT, B OTHOLIEHUHU:

1) cBeneHmid, yka3aHHBIX B MHCTPYKLIUHU IO TPUMEHEHNIO OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa
U IPEeyCMOTPEHHBIX noamyHkramu "e" - "m" myHkra 13 wactu 2 crateu 9 Hacrosero ®enepaabHOTO
3aKOHa;

2) MecTa IpOoU3BOICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

3) mokasareneil kauecTBa U (WJIM) METOAOB KOHTPOJS KayecTBa OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOAYKTA, COAEPKAIIMXCA B HOPMAaTUBHON JOKYMEHTAIIUU Ha OMOMETMIIMHCKUN KIIETOUHBII MPOIYKT;

4) cpoka rolHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

3. Brnanenen perucTpallioOHHOTO YIOCTOBEPEHUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa Hapsay
C 3asBJICHUEM U JOKYMEHTaMH, yKa3aHHbIMM B 4YacTH | HAcTOSILEH CTaTbH, MPEACTABIAET PEKBU3UTHI
JIOKyMEHTA, TNOATBEPKIAIOIIEIO YIUIATy TOCYJIApCTBEHHOM NONIIIMHBI 332 BHECEHHE B JIOKYMEHTHI,
coiep)Kalivecs B PETUCTPALMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN OMOMETUIIMHCKMNA KJIETOUYHBIH
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IOPOIYKT, HW3MEHEHUH, TpeOyroIux NpOBEeIeHUsI OHOMETUIMHCKON SKCHEPTH3bl OMOMEIMIIUHCKOIO
KJIETOYHOTO MPOJAYKTa, WJIM PEKBU3UTHI JIOKyMEHTAa, MOATBEPXKAAIOIIEIO YIIary ToCcydapCTBEHHOU
NOLUIMHBI 32 BHECEHUE B JIOKYMEHTBHI, COIEPKALIUECS B PETMCTPALMOHHOM JI0ChE HA 3apErMCTPUPOBAHHbBIN
OMOMEIUIIMHCKUN KIJIETOUHBIA TPOAYKT, M3MEHEHHH, He TpeOylomuX MNpoBeACHUs OMOMEIUIIMHCKOM
9KCIEPTU3bl OMOMEIUIIMHCKOTO KIETOYHOIO MPOLYKTa, IMOO BIpaBe NPEACTaBUTh yKa3aHHbIC JOKYMEHThI
10 COOCTBEHHON MHUITATUBE. B ciydyae HenpeacTaBieHus BIaeNbleM PETUCTPAIIMOHHOTO Y0CTOBEPEHUS
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTa yKa3aHHbIX JOKYMEHTOB YIOJIHOMOUEHHBIH (eiepaabHblil opran
UCTIOJIHUTENILHON BIIACTH MPOBEPsIeT (DAKT yIJIaThl FOCYIapCTBEHHON MONUIMHBI HA OCHOBAHUHU PEKBU3HUTOB
JIOKYMEHTa, NOATBEPKIAIOILEro €€ YIUIaTy, ¢ UCIOIb30BaHHEM MH(QOpMaIMK 00 yIjare rocy1apCTBEHHbIX
NOLUINH, coiepxamieiics B locymapcTBeHHON HMH(OPMAIMOHHON CHUCTEME O TOCYJApCTBEHHBIX U
MYHMIMINIAJIBHBIX IUIATEKAX.

4. B Teuenne naTH pabo4yMX JHEH CO THS MOCTYIUICHUS YKa3aHHBIX B 4acTH | HacTOsIIEH craTbu
3asBJICHUS U JOKYMEHTOB YIIOJTHOMOUEHHBIN (peiepanbHblii OpraH UCIIOJIHUTEIbHON BIIACTH:

1) npoBOAUT MPOBEPKY NOJHOTHI U JOCTOBEPHOCTH CBEJIEHUM, CONEPIKALIUXCS B MPEICTABICHHBIX
BJIQJICJIBLIEM PETUCTPALMOHHOTO YIOCTOBEPEHHSI OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa JOKYMEHTax;

2) npUHUMAaET peUIeHHE O MPOBEICHUH YKa3aHHbBIX B YACTH 2 HACTOSIILIEN CTaTbU COOTBETCTBYIOLINX
9KCHEepTU3 OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa UM 00 0TKa3e B UX IPOBEJCHUU;

3) yBemomusiseT B NHUCbMEHHOW (opMme Biafelblia PErucTPAlMOHHOTO  YIOCTOBEPEHUS
OMOMEUIIMHCKOTO KJIETOYHOTO MIPOYKTa O MPUHATOM PEIICHUH (B Cllydae MPUHATUS pelIeHns o0 OTKase B
IIPOBEJEHUH COOTBETCTBYIOIEH IKCIIEPTU3bI C YKa3aHUEM IPUYUH TAKOTO OTKa3a).

5. B cimydae BbIABIEHUS HENOJIHOTBI WJIM HEIOCTOBEPHOCTH CBEICHUMH, COAEPIKAIUXCA B
IPEICTABICHHBIX BJIAJAEIbLEM PErMCTPALMOHHOIO YIOCTOBEPEHMUS] OUOMETUIMHCKOIO KJIETOYHOTO
IPOJYKTa JIOKYMEHTaxX, YIOJIHOMOUYEHHBIH (enepaabHblii OpraH HCIOJHUTENBbHOW BIAcTH HalpaBisieT
BJaJIebIly PErUCTPAMOHHOIO YIOCTOBEPEHUS OMOMEIMLMHCKOIO KJIETOYHOTO IMPOJIyKTa 3ampoc 00
YTOUHEHMH YKa3aHHBIX cBeaeHui. JlaHHBIA 3ampoc MoxeT ObITh IepellaH  YIOJIHOMOYEHHOMY
IPEACTAaBUTEIO BJIaJIENblla PETHCTPALIMOHHOTO YAOCTOBEPEHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa
JMYHO IOJI PACHUCKY, HAIIPaBJEH IO MOYTE 3aKa3HbIM IMHCBMOM WM IMEPEAaH B JIEKTPOHHOU (opme 1o
TEJIEKOMMYHHKAI[MOHHBIM KaHAJIaM CBs3HM. B cilyyae HampaBiieHHMs JAHHOTO 3alpoca IO MOYTEe 3aKa3HbIM
IIMCBbMOM OH CUMTAETCS MOJIyYEHHBIM 110 UICTEYEHUH LIECTH JTHEH C 1aThl HAIPaBJICHMSI 3aKa3HOT0 IHChMA.

6. Bnanenen perucTpallMOHHOTO yA0CTOBEpEHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa 00s3aH
IPEACTaBUTh OTBET HA 3alPOC YIOJIHOMOYEHHOTO (e/lepabHOro OpraHa MCIOJHUTENLHON BIACTH B CPOK,
HE MpEeBBILIAIOIINN IeBIHOCTA pabounx AHEW cOo JHS MOoJyuyeHus: JaHHoro 3ampoca. Cpok, yKa3aHHBIM B
4acTH 4 HACTOSIIEH CTaTbW, NPUOCTAHABJIMBAETCSA CO JIHSA HAIIPABJICHUS BIAJAEIbIly PErHMCTPALMOHHOIO
YIOCTOBEPEHUS OWOMEIUIIMHCKOIO KIJIETOYHOIO MPOAYKTa 3ampoca YHOJHOMOYEHHOTO (erepaibHOTOo
OpraHa MCIIOJIHUTEIbHON BIACTH 10 JHS NOJYYEHUS UM OTBETA HA JIAHHBIM 3aIIpOC U HE YUYUTHIBAETCS MPU
WCUHCJIEHUM CpPOKa TNPUHATUS PELICHUs O BHECEHUM W3MEHEHUH B JIOKYMEHTBI, CoJeprKaliuecs B
PETUCTPAIIMOHHOM JI0OChE Ha 3aperUCTPUPOBAHHBIN OMOMEANIIMHCKUM KIIETOUHBIA MPOIYKT.

7. YkazaHHbIE B YaCTH 2 HACTOAIIECH CTAThU AKCHEPTU3BI MPOBOJSATCS B MOPSAAKE, YCTAHOBICHHOM
crarbsiMu 15 u 18 Hacroamero denepanbHOro 3aK0Ha, ¢ yYETOM CPOKa, yKa3aHHOro B yacT 10 Hacrosmen
CTaThbH.

8. B cpok, He mpeBbIIAIOMUN NATH paboyux THEH co AHA MOJyYeHHs 3aKIFOYEHHH KOMHUCCHH
JKCIIEPTOB HKCIIEPTHOTO YUPEKAEHUS M0 pe3ysIbTaTaM yKa3aHHBIX B YaCTH 2 HACTOAIIEH CTATbH 3KCIEPTU3
B OTHOUIICHUHU IMPEUIOKEHHBIX H3MEHEHUH, YIOJTHOMOYEHHBIH (QenepanibHblii OpraH HCIOMHUTEIbHON
BJIACTH:

1) ocymecTBissleT OLIEHKY NOCTYNMBUIMX 3aKJIIOYEHHH KOMHUCCHUHM 3KCIIEPTOB JKCIEPTHOIO
YUPEKIECHUS JUIsl ONPEACIIEHNAS] UX COOTBETCTBUS 33JIJaHUSAM HA IPOBEACHUE COOTBETCTBYIOIINX SKCIIEPTU3;

2) IpUHUMAET PEIIEHNE O BHECEHNU U3MEHEHHUH B TOKYMEHTBHI, COJIEPKAIMECS B PETUCTPALIMOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBIN OMOMEAUIIMHCKHUM KIIETOYHBINA IPOAYKT, HJIM 00 OTKa3€ BO BHECEHUHU TaKUX
W3MEHEHUI;
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3) BHOCUT B TOCYIAapCTBEHHBIH peecTp OMOMEIMIIMHCKUX KJIETOYHBIX MPOIAYKTOB HAa OCHOBAaHHUU
peuieHuss O BHECEHWHM HM3MEHEHHMM B JIOKYMEHTBI, COAEpIKalIMecs B PErUCTPALMOHHOM JIOChE€ Ha
3aperuCTPUPOBAHHBIA OMOMEIUITMHCKUH KICTOYHBIN MTPOIYKT, HEOOXOUMbIE N3MCHCHHSI;

4) BBIIACT HOBOE PETUCTPAIMOHHOE YIOCTOBEpEHUE OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA B
clydyae M3MEHEHHUS COACPKAIIMXCA B HEM CBEIICHHWH, MPU 3TOM paHEe BBIJAHHOE PErUCTPAlMOHHOE
YIOCTOBEPEHUE U3BIMACTCS.

9. OcHOBaHMEM JIJIsl TIPUHATHS YIIOJTHOMOUYEHHBIM (heJiepaIbHBIM OPTaHOM pPEIIeHHS 00 OTKasze BO
BHECEHUU MU3MEHEHUN B JOKYMEHTBI, COACPKAILIUECS B PETUCTPALIMOHHOM JI0ChE Ha 3apEeTruCTPUPOBAHHBIN
OMOMETMIIMHCKUHN KJIETOUYHBIN MPOYKT, SBJISETCS BHIHECEHHOE I10 Pe3yJbTaraM JKCIEPTH3, YKa3aHHBIX B
YaCTH 2 HACTOAIIEH CTaThH, 3aKIIOYCHUE KOMHUCCHUU HKCIEPTOB AKCIEPTHOTO YUPEKACHUS O TOM, UYTO B
Cllydyae BHECEHHMS TaKWX M3MCHCHMH BO3MOXHBI CHIDKEHHE KadecTBa W (W) 3(PGEKTHBHOCTH
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M (WJIM) TMPEBBIIICHHE pUCKAa MPUYUHEHHS] Bpela 310POBBIO
YeJI0BEKa BCIICICTBHE MPUMEHEHHUST OMOMETUITMHCKOTO KJIETOYHOTO MPOYKTa Haj ero 3()(PEeKTHBHOCTHIO.

10. B cinywyae BHeceHHUS B JOKYMEHTBI, COAEpXKAIIHECs B PETUCTPAIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN OMOMENIUIMHCKAN KJIETOUHBIM MTPOAYKT, M3MEHEHMH, YKa3aHHbIX B 4YacTh 2
HACTOSIIIEW CTaThbW, NPUHATHE PEUICHUS O BHECEHWHM TaKUX W3MEHEHHH (BKJIIOYash BHECEHUE
COOTBETCTBYIOILIUX U3MEHEHUI B TOCYIapCTBEHHBII peecTp OMOMEIUIIMHCKUX KIETOYHBIX MPOIYKTOB) WIIH
00 OTKa3e B MX BHECEHUHU OCYIICCTBISICTCS B CPOK, HE MPEBHIMIAIONINN JEBIHOCTA pabOInX JHEH CO JTHS
OPUHITHUS YIIOJHOMOUYEHHBIM (peiepalIbHbIM OPTaHOM HCIOJHHUTENBHOM BIIACTH 3asiBICHUS O BHECEHUU
TaKnX W3MECHECHUH.

11. IlpunsaTue pemieHus o BHECEHUU U3MEHEHUH (BKIII0Yasi BHECEHHUE COOTBETCTBYIOIIMX U3MEHEHUN
B TOCYJIaPCTBEHHBIN peecTp OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB) MM 00 OTKa3e B MX BHECCHHH B
JIOKYMEHTBI, COJIEp>Kalllfecs] B PErUCTPAllMOHHOM JOChe Ha 3aperuCTPUPOBAHHBIA OHOMEIMIIMHCKUN
KJIETOYHBIN TIPOAYKT, B OTHOIIICHUH CBEACHHH, HE TPEOYIOIMX MTPOBEACHUS SKCIIEPTU3, YKA3aHHBIX B YaCTH
2 HacTofIIECH CTaThbU, OCYIIECTBISETCS B CPOK, HE MPEBBIIAIOUINI TpUALATH paboynx AHEH co IHS
MPHUHSITHS YITOJHOMOUYEHHBIM (peIepaIbHBIM OPTaHOM HWCTIOJHUTEILHOW BJIACTH 3asIBIICHUS O BHECCHUU
TaKUX U3MECHCHMH.

12. OOpaiieHue OMOMETUIIMHCKOTO KJIETOYHOIO MPOAYKTa, MPOU3BEAEHHOIO 10 JAaThl MPUHATHUS
YIOJTHOMOYEHHBIM (heZiepaabHbIM OPTaHOM HCIIONHUTENBHOM BIACTH PEIICHUS O BHECEHHUH HU3MEHEHHH B
JIOKYMEHTBI, COJACpIKAIIUECs B PETHCTPAIMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN OHMOMETUITMHCKHUI
KJIETOYHBIN TPOAYKT, @ TAaK)K€ MPOU3BEJIEHHOIO B TEUEHUE CTA BOCBMUIECATH KaJEHAAPHBIX JHEW mocie
JIaThl IPUHSATHUS YIIOJTHOMOUYEHHBIM (e/iepaabHbIM OPTaHOM HCTIOTHUTEIHFHOM BIACTH YKa3aHHOTO PEIICHHUS,
JIOTYCKaeTCs 10 UCTEUEHUS €r0 CPOKa FTOAHOCTH.

Crarbs 24. OTMeHa roCy/IapCTBEHHOH perucTpanui OMOMEeIUIIMHCKOTO KIETOYHOTO MPOAYKTa
TAPAHT:

Cm. kommenmapuu k cmamve 24 nacmosiueco PedepanbHo2o 3aKoHa

Pemenne 00 oTMEHe rocylapCTBEHHON perucTpaluyd OMOMEAMIIMHCKOIO KJIETOYHOTO MPOAYKTa U
UCKJTIOYEHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA U3 FOCYAAPCTBEHHOIO peecTpa OMOMETUIIMHCKUX
KJIETOYHBIX MPOYKTOB MPUHUMAETCSI YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM MCIIOIHUTEIBHON BIIACTH
B CIIy4ae:

1) npencrasnenus ¢eaepaibHbIM OPraHOM HCIOJHUTENBHOM BIACTH, OCYIIECTBISIONUM (QYHKIUN
10 KOHTPOJTIO M Ha/130pY B cdepe 3paBOOXpaHEHHUs, 3aKITIOUEHUS O PUCKE WM 00 yTpo3e 370POBbIO, )KU3HU
YyeJioBeKa IPU MPUMEHEHNH OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTA, MPEBBIIIAIOMINX €10 3D (PEeKTUBHOCTS,
[0 pe3yibTaraM OCYUIECTBISIEMOr0 MM MOHUTOPHHTa O€30MacHOCTH OMOMEIMIIMHCKOTO KJIETOYHOI'O
MPOAYKTA;

2) mojauu  BIAJENBIEM PErHCTPALMOHHOIO YIOCTOBEPEHHs] OMOMEIUIIMHCKOTO KJIETOUYHOTO
IPOAYKTa 3asBJIEHUSI 00 OTMEHE rOCyJapCTBEHHOM peructpaniuy OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa;

3) OpUHATUS YNOJIHOMOYEHHBIM (eiepaJbHbIM OPraHOM HCIIOJHUTEIBHON BIACTU peleHus o0
OTKa3e B MOATBEPKACHUM TOCYJApCTBEHHOM perucrpanuu OMOMEIUIIMHCKOTO KJIETOYHOIO MpPOAYKTa IO
UCTEUECHUU CPOKa JAEWCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa;
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4) HeTpeICTaBICHUS 3asBUTENIeM HH(POPMAITUU, KOTOpasi MOKET TIOBJIEYb 32 COO0 HEOOXOMUMOCTh
BHECEHHUS B PETUCTPAIMOHHOE JOChE HA 3apETUCTPUPOBAHHBIA OMOMETUIIMHCKUIN KIETOYHBIA MPOMYKT
M3MEHEHUH, yKa3aHHbIX B 4acTu 2 cTarbu 23 Hacrosmero denepaibHOro 3akoHa, B T€UEHUE TPHUALIATH
pabouux AHEN Co JHS HACTYIUIEHUS TaKUX U3MEHEHUI;

5) BBIHECEHMsI CYIOM peUIeHHs O HapylleHWH I[paB I[paBooOIajaTelis Ha Pe3ylbTaThbl
WHTEIJICKTYaIbHOU ACSITETLHOCTH MTPU OOpalICHHH OMOMEANIIMHCKIX KJIETOYHBIX TPOIYKTOB.

Crarsbsa 25. [ocynapcTBeHHBIN peecTp OMOMEIUIIMHCKUX KIETOUHBIX MPOAYKTOB
TAPAHT:

Cm. kommenmapuu k cmamove 25 nacmosuje2o PedepanvbHozo 3aKoHa

1. TocynapcTBeHHBIN peecTp OMOMEIUIMHCKUX KJIETOYHBIX MPOIYKTOB BEAETCS YIOIHOMOYECHHBIM
(enepaabHBIM OPraHOM UCHOTHUTEIBHOM BIACTH.

2. TocynapcTBeHHBIN peecTp OMOMEAMIIMHCKUX KIJIETOYHBIX IPOAYKTOB COACPKHUT IEepeueHb
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, MPOLICAIINX TOCYIAPCTBEHHYIO PETHCTPALUIO, U CIIETYIONIYIO
uHpOopMaIuio;

1) HauMeHOBaHKHE OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTAa;

2) Tun OMOMEIUIIUHCKOTO KJIETOYHOTO MPOAYKTa (ayTOJIOTUYHBIIA, aJJIOTEHHBIH,
KOMOWHUPOBaHHBIH );

3) HaMEeHOBaHUE BJaJebIla PETUCTPALUOHHOTO YIOCTOBEPEHUS OMOMETUIIMHCKOTO KIETOYHOTO
IPOIYKTa;

4) HauMEHOBAaHKE U a/IPeC MPOU3BOAUTENSI OMOMETUITTHCKOTO KIETOYHOTO IPOAYKTA;

5) xomoBoe 0003HaYeHWE KIETOYHOW JMHMM (KJIETOYHBIX JIMHMH), BXOJSIIEW B COCTaB
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

HUnghopmayus 06 uzmenenusx:
Ilynxm 6 usmenen ¢ 14 aseycma 2018 e. - @edepanvusiii 3akon om 3 aseycma 2018 e. Ne 323-D3

Cm. npedvioyuyyio pedakyuio

6) HauMeHOBaHUs (MEXyHapOJHbIE HENATEHTOBaHHbIC, WJIM I'PYNIUPOBOYHbIE, UM XUMHUYECKUE)
JIEKapCTBEHHBIX IpenaparoB, (papMaleBTHUECKUX CyOCTaHIUM, BXOIAIIMX B COCTaB OMOMETUIIMHCKOIO
KJIETOYHOT'O MPOJTyKTa, HOMEpP HOPMATUBHOMN JIOKyMEHTalUK;

7) HAUMEHOBAaHUSI MEIULIMHCKUX M3JEeNUM, BXOAALIMX B COCTAaB OMOMETUIIMHCKOTO KJIETOYHOIO
POAYKTa, HANMEHOBAaHUE U HOMEP HOPMATUBHOM JIOKyMEHTALIUU;

8) CpOK roTHOCTH OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTa;

9) ycnoBust XpaHeHHs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

10) nmoka3aHus ¥ MPOTUBOIIOKA3aHUs K IPUMEHEHUIO OMOMETUIIMHCKOTO KIETOYHOTO MTPOAYKTa;

11) mobGouHbIe neHCTBHSI OMOMEAUITMHCKOTO KIETOYHOTO MTPOAYKTa;

12) natra rocymapcTBEHHOW perucrpanud OHWOMEIUIIMHCKOTO KJIETOYHOIO MpOAYKTa U €ro
PEruCTpalMOHHBIN HOMED;

13) nara 3amMeHbl PETUCTPALMOHHOTO YIOCTOBEPEHHSI OMOMETUIIMHCKOIO KJIETOYHOTO MPOIYKTa,
Jlata TOATBEPXKIEHUS TOCYJapCTBEHHOM PErucTpalud OWOMEIUIIMHCKOTO KIJIETOYHOIO MPOAYKTa, Jara
OTMEHBI TOCYJAPCTBEHHOM perucTpani OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa.

3. [lopsimok BemeHHs] TOCYIApPCTBEHHOTO peecTpa OHOMETUIIMHCKUX KJIETOYHBIX IPOIAYKTOB
YTBEP)KIAeTCs YIIOJTHOMOYEHHBIM (heiepabHbIM OPTaHOM HCIIOTHUTEIBHOMN BIACTH.

Crarbs 26. O6xaioBaHue peleHns 00 OTKa3e B Bbl1aue pa3pelieHus Ha IPOoBeIeHHE KIMHUYECKOTO
UCCJIEZIOBAHNS OMOMEIUIIMHCKOTO KIJIETOYHOTO NPOAYKTa WJIM pelieHuss o0 oTKa3e B
rOCy/IapCTBEHHOM perucTpaluy OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa

TAPAHT:

Cwm. KOMMmeHnmapuu K cmambse 26 HacmoAueco @edepaﬂbﬂozo 3dKOHA

Perienne ynoiaHOMOYeHHOTO (eiepalbHOro OpraHa HCIOJIHUTEIbHON BiacTh 00 OTKa3e B BbIIaue
pa3pelieHus: Ha MPOBeIeHNEe KIMHIUYECKOTO HCCIeTOBaHMS OMOMETUIIMHCKOTO KJIETOUHOTO MPOIYKTa UITH
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pemeHue 00 OTKa3e B TOCYAApCTBEHHOM pEruCTpalii OHOMEIUITMHCKOTO KJIETOYHOTO MPOIYKTa,
3aKJTFOUYEHUE KOMUCCHU SKCIIEPTOB IKCIIEPTHOTO YUPEIKACHHUSI WITH 3aKITFOUCHHE COBETA MO ATHKE MOTYT OBITh
00>kajI0BaHbI B MOPAAKE, YCTAHOBICHHOM 3aKOHOarelbcTBoM Poccutickoit deneparumn.

Crarba 27. UHdopmanus, cBs3aHHas C OCYIIECTBJICHHEM TOCYJapCTBEHHON perucTpanuu
OMOMEIUIIMHCKOTO ~ KJIETOYHOTO TPOAYKTa, HH(POpPMALUsS O 3aperHCTPUPOBAHHBIX
OMOMEIMIIMHCKUX KIIETOUYHBIX MPOAYKTaX M OMOMEIUIMHCKHX KIETOYHBIX MPOIYKTaXx,
UCKJIIOYEHHBIX U3 TOCYAAPCTBEHHOIO peecTpa OMOMEIULIMHCKUX KIETOUHBIX IIPOLYKTOB

TAPAHT:

Cm. kommenmapuu k cmamowe 27 nacmosiuje2o PedepanbHozo 3aKkoHa

1. YmonmHOMOUEHHBIN (peepanbHbIi OpraH HMCHOJHUTEIBLHON BJIACTH pa3MeNiaeT Ha CBOEM
ounmanbHOM caiite B cet "MHTepHET" MHPOPMAINIO, CBSI3aHHYIO C OCYIIECTBICHUEM TOCYJapCTBEHHOM
peructpanu OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TOM YHCIIE C MPOBEICHUEM OMOMEIUIIMHCKOM
OKCTIEPTU3bl OMOMEIUIIMHCKUAX KJIETOYHBIX IPOAYKTOB M OSTHYECKOHW SKCHEPTH3bl, HWHPOPMALUIO O
3apEruCTPUPOBAHHBIX OMOMEIUIMHCKUX KJIETOYHBIX TMPOAYKTaX U OHOMEIUIIMHCKUX KJIETOYHBIX
NPOIYKTaxX, UCKIIOUCHHBIX U3 TOCYJAapCTBEHHOTO peecTpa OMOMEIUIIMHCKHX KJIETOYHBIX MPOIYKTOB, HE
MO3/IHEEe YeM Yepe3 MATh pabouux THEH CO JHS IMONyYeHHUs YIMOJIHOMOYEHHBIM (eliepallbHbIM OpraHOM
VCIIOJTHUTENBHOM BJIACTH 3asBJICHHUS O TOCYAAPCTBEHHOW perucTpanuv OMOMETUIIMHCKOIO KJIETOYHOIO
MPOAYKTA.

2. Ilopanox pa3MelieHust yka3aHHOUM B yacTu 1 Hacrosied cratbi HHQOpPMalUU yCTaHABIUBAETCS
YIOJTHOMOYEHHBIM (hefiepaibHbIM OPTraHOM HCIIOJHUTEIHLHON BIACTH.

Crarbs 28. Opranuzanus npoBeleHHs KIMHUYECKUX HCCIeJ0BaHUN OMOMEANIIMHCKUX KIIETOUHBIX
IPOAYKTOB
TAPAHT:
Cm. kommenmapuu k cmamve 28 nacmosiwe2o PedepanbHo20 3aKoHa

1. OpraHu3anuio MpOBEAEHUS KIMHUYECKUX MCCIEAOBAaHMM OMOMEIMIMHCKUX — KIJIETOYHBIX
IPOAYKTOB BIIPaBe OCYILECTBIATh OpraHu3alus, oOjafaromias npaBaMyU Ha pe3ysbTaThl JOKIMHUYECKUX
UCCIIeIOBaHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, KIMHUYECKUX MCCIIE0BAaHUN OMOMEIUIIMHCKOTO
KJIETOYHOT'O IPO/IyKTa U (MJIM) HA TEXHOJIOTHIO MPOU3BOJCTBA OMOMETUIIMHCKOTO KJIETOYHOTO TPOAYKTA, UIIH
YIOJIHOMOYEHHOE €10 IOpPHJIMYECKOoe JIUIo, oOpa3oBareibHas OpraHM3alMs BBICIIEr0 OOpa30BaHMUA,
oOpa3oBarenbHas OpraHM3allys  JONOJHHUTEIBHOIO INPO(ECCHOHATBHOIO O00pa3oBaHMsA, Hay4Has
OpraHu3anus.

2. OpraHu3anuu, yka3aHHble B 4acTH | HacTOsIIEeW cTaThbu, MOTYT INpPUBJIEKAaTh K OpraHU3alMU
NpOBEJIeHUs] KIMHUYECKHX UCCIIE0BaHUNA OMOMETUIIMHCKUX KJIETOYHBIX NMPOAYKTOB MHBIE FOPUANYECKHUE
JUIa HE3aBUCUMO OT UX OpPraHU3allMOHHO-IIPABOBOI (JOPMBI U (OPMBI COOCTBEHHOCTH.

3. dunaHcoBoe oOecreyeHne MPOBEACHHUS KIMHUYECKOTO HCCIEI0BaHUS OMOMEIUIIMHCKOTO
KJIETOYHOI'O MPOAYKTa OCYIIECTBISETCS 3a CUET:

1) OrOMKETHBIX aCCUTHOBaHUH (eiepaibHOTro OIOKETa;

2) OroKETHBIX acCCUTHOBaHUI OromkeToB cyObekToB Poccuiickoit denepannu;

3) cpeacTB OpraHu3anyi, NOJYYMBUIMX PAa3pelICHUE Ha OPraHU3aLUI0 IIPOBEACHUS KIMHUYECKOTO
UCCJIEZIOBAHNS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

4) MHBIX UCTOYHUKOB, HE 3aIIPEIIEHHBIX 3aKOHOAATeNbCTBOM Poccuiickoit denepanui.

4. KnuHnyeckue wucciaenoBaHUS OWOMEIUIIMHCKUX KJIETOYHBIX TMPOIYKTOB IIPOBOISATCS Ha
OCHOBaHMU Da3pelIeHUs] Ha MPOBEJICHHE KIMHUYECKOIO MCCIEIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOI'O
MPOAYKTA, BBIIAHHOTO YIOJHOMOUYEHHBIM (pe/iepalbHbIM OpPraHOM HCIIOJIHUTEIbHON BJIAcTU B MOPSJKE,
YCTaHOBJIEHHOM cTaTbsAMHU 16 n 17 Hactosmero @enepanbHOrO 3aKOHA, U HAIIPABJIEHBI HA!

1) ycraHoBieHHe 6€30MacCHOCTH U (W) IEPEHOCUMOCTH OMOMEIUIIMHCKUX KJIETOYHBIX MPOTYKTOB,
B TOM YHCJI€ BBISIBIIEHUE MTOOOUHBIX JIEHCTBUIA IPU UX MPUMEHEHUHY;

Unpopmayus 06 usmenenusix:
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2) ycTaHoBjIeHHE 0€30MacHOCTH U 3PPEKTUBHOCTH OMOMETUIIMHCKUX KIETOUHBIX MTPOAYKTOB, B TOM
yyclie moAdOp ONTHMAJIBHOIO KOJIMYecTBa (00bemMa, MAacChl, IUIOIMIAAM) OMOMEAMIIMHCKOTO KIETOYHOTO
MPOAYKTA U KypCOB JICYCHUS, JJIsl AI[ICHTOB C ONPE/ICIICHHBIMH 3a00ICBaHUSIMU;

3) BbIABIEHHE OCOOEGHHOCTEH B3aMMOACUCTBUS OHOMEIMIIMHCKHX KJIETOYHBIX MPOIYKTOB C
JIEKapCTBEHHBIMU TIpernapaTraMy, MEAUIMHCKUMH HW3JETUSMU, TUIIEBBIMH MPOIYKTaMH, APYTUMH
OMOMEIUIIMHCKUMHU KJIETOYHBIMU MPOTyKTaMHU;

4) u3ydyeHue BO3MOXKHOCTU PACIIMPEHUS] TMOKAa3aHUW Il NPUMEHEHUS 3aperuCTPUPOBAHHBIX
OMOMEIMIIMHCKHUX KJIETOUHBIX MPOAYKTOB.

5. YnonHOMOYeHHBIN (enepalbHbIii OpraH WCIOJHUTEIBHON BIACTH BEAET B YCTAHOBICHHOM UM
MOPSIKE PEEeCTp BbIIAHHBIX pa3pellieHUui Ha MpPOBeleHUE KIMHUYECKUX HUCCIETOBAHUM OMOMETUITMHCKUX
KJIETOYHBIX MPOTYKTOB.

6. B ciydae, ecnum KIMHMYECKOE UCCIIEJOBAHUE OMOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa
IPOBOJIUTCS Il TOCYJApCTBEHHOM pErucTpalMu 3TOro IPOAYKTa, TOCYAapCTBEHHas IMOILIMHA 3a
MPOBEACHHUE HKCIEPTU3BI Ka4eCTBA OMOMETUIIMHCKOTO KIETOUHOTO MPOAYKTA, SKCIIEPTU3bI JOKYMEHTOB IS
NOJYYCHHUsT Pa3pelieHUs] Ha TPOBEACHHE KIMHHYECKOTO HCCICAOBAHMS OMOMEIUIIMHCKOTO KJIETOYHOTO
MNPOAYKTa M STUYECKOM SKCIEPTH3bl YIUIAUMBACTCS OAHOKPATHO MpPU OOpAIEHUH 3a TOCYIapCTBEHHOM
perucrpanueii OnoOMeIUIIMHCKOTO KIETOYHOTO ITPOAYKTA.

Hughopmayusi 06 usmenenusix:
Yacms 7 usmenena c 1 anpens 2024 2. - @edepanvuwiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedwioywyto pedakyuio

7. Knuandeckoe rccnenoBaHue OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa MMPOBOIUTCS B OTHOM MU
HECKOJIbKUX MEIUIMHCKUX OpPraHU3alMSIX B COOTBETCTBUMU C JIOTOBOPOM O TMPOBEACHUU KIMHHUYECKOTO
UCCIIEJIOBAaHUS OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, 3aKIO4aeMblM MEXIy OpraHu3aluei,
MOJTYYMBIIEH pa3pelicHre YIOJHOMOUYEHHOTo (emepanbHOro opraHa WCIHOJTHUTEIBLHOW BIIACTH HaA
IIPOBE/ICHUE TAKOI'O UCCIIEIOBAHUSA, U YKA3aHHOW MEIUIIMHCKON OpraHu3alnen.

8. JIoroBop 0 MpOBEIEHUN KIMHUYECKOTO UCCIEAOBAHMS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
JIOJIKEH COJEPIKATH:

1) HauMEeHOBaHMS CTOPOH JIOTOBOPA;

2) yCcIoBHS ¥ CPOKH MPOBEICHUST KITHHUYECKOTO HCCIIeI0OBaHUS;

3) onpeneneHue o0Ieil CTOMMOCTH TPOTPaMMBbl KIIMHUYECKOTO UCCIIEIOBAHUS C YKA3aHUEM CYMMBI,
MpeIHA3HAYAOIIENCsl 1)1 BBIIIAT UCCIIEI0BATENSIM U COMCCIIEI0BATENSIM, HA3HAYaEMbIM B COOTBETCTBUH C
yacThio 1 cTarbu 29 HacTosmero deaepanbHOro 3aKOHA;

4) onpenenenue GopMbl U IOPSAIKA MPEACTABICHUS PE3yIbTaTOB KJIMHUYECKOTO UCCIIETOBAHMUS.

9. [lepedyenp MEAUITMHCKUX OPTAHU3AIMN, UMEIOIINX MPABO MPOBOIUTH KIMHUYECKHUE UCCIICTIOBAHUS
OMOMEIUIIMHCKHUX KJIETOUYHBIX MPOAYKTOB, U PEECTP BBIIAHHBIX pa3pellieHUi Ha MPOBEICHNE KITMHUYECKIX
MCCJIeIOBaHUM OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB Pa3MEIIAIOTCS YIIOJTHOMOUYECHHBIM (heepaibHbIM
OpraHOM HCTIOJTHHUTEIHHON BIACTH B YCTAHOBIEHHOM WM TMOpPSAIKE HAa CBOeM O(QUIIMATBHOM CaiiTe B ceTu
"UnTepuer".

10. IIpou3BoACTBO OMOMETUITMHCKOTO KIIETOYHOTO MPOAYKTA JAJIs MPOBEIEHUS €r0 KIMHUYECKOTO
MCCJIEIOBAHUSI OCYIIECTBISIETCS C UCIIOIH30BAaHNEM TEXHOJIOTHH, ONIMCAHHON B PETUCTPAITMOHHOM JIOChE HA
OMOMETUIIMHCKHUIA KIIETOYHBIN TPOIYKT.

11. Knuaudeckue wuCCIENOBaHUA OWOMEIUIIMHCKUX KIETOUYHBIX MPOAYKTOB TMPOBOIATCA B
COOTBETCTBUHM C TIpaBWJIAMU HaJJIeKalle KIMHUYECKOM TPAKTHKUA OMOMEIMIIMHCKUX KIIETOYHBIX
MIPOYKTOB, YTBEPKICHHBIMU YITOJTHOMOYEHHBIM (peIepaTbHbIM OPTaHOM HCIIOTHUTEIIBHON BIACTH.

12. B Poccuiickoit ®@enepaniii B COOTBETCTBUU C MEXAYHapOAHBIMH Jorosopamu Poccuiickoit
®denepanyn, a B CIydae OTCYTCTBUS MEXIYHApoAHOTo aoroBopa Poccuiickoil denepanuu - Ha OCHOBE
NPUHIIMIIA B3aUMHOCTH TIPU3HAIOTCS PE3YNbTaThl KIMHUYECKUX UCCIEAOBAaHUN OHMOMETUIIMHCKUX
KJIETOYHBIX MPOAYKTOB, IPOBEACHHBIX 3a npeaenamu Poccuiickont denepanuu.

Cratba 29. [IpoBeaeHNe KITUHUYECKOTO UCCIEIOBAHUS OMOMETUITMHCKOTO KJIETOYHOTO MPOTYyKTa
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TAPAHT:

Cm. kommenmapuu k cmamoe 29 nacmosujeco PedepaivbHoco 3aKOHA

1. PykoBonuTenb MEAULIMHCKOW OpraHU3alli, B KOTOPOH MPOBOAUTCS KIMHUUYECKOE UCCIIEI0BaHUE
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, Ha3HAYaeT HCCIeNoBareis, OTBETCTBEHHOTO 3a IPOBEACHUE
TAKOTO MCCIIEIOBaHMS, UMEIOIIETO JIEYEOHYIO CIIeIUAIbHOCTb, COOTBETCTBYIONIYIO MPOQUITIO 3a00/IeBaHUS
WIM COCTOSHUIO, [UJIsl JIGUEHUS KOTOPBIX MpeAHa3HaYeH OMOMEIUIMHCKUN KIETOYHBI NPOAYKT, B
OTHOIICHUH KOTOPOTO TMPOBOIUTCS KIMHHUYECKOE HCCIENIOBaHME, CO CTaXkeM paldoThl MO Mporpammam
KIIMHUYECKUX HCCIIEIOBAaHUI HE MEHEe 4YeM IIATh JIeT (Jajiee - MCCIeI0BaTellb) U MO €ro MPEeAsIOKEHHUIO
Ha3HAyaeT COMCCJeNoBaTeNel M3 uuciaa Bpadedl »dSTOM MEIUWUMHCKOM opraHnusauuud (janee -
COMCCIIeIOBATEIN ).

2. UccnenoBarelb OCYIIECTBISET BEIOOP MAIMEHTOB, KOTOPHIE IO MEAUIIMHCKUM ITOKa3aHUSIM MOTYT
OBITH IPUBJICUEHBI K YYACTUIO B KIIMHUYECKOM UCCIIE0BAHUN OMOMEIULIMHCKOTO KJIETOYHOTO MPOIYKTa.

3. UccnenoBaresib W COUCCIENOBATENM JODKHBI  ObITh  O3HAKOMJIEHBI C  pe3yjibTaTaMu
JOKJIMHUYECKOTO  HCCIEeIOBaHUS  OMOMEAMIIMHCKOTO  KJIETOUYHOTO MPOAYKTa, COACp)KAIIUMHCS B
crnenupuKauu Ha OHMOMEIUIMHCKUNA KJIETOYHBIM MPOAYKT W OpOIIIOpPE HCCIIENOBATENS, MPOTOKOIOM
KIIMHUYECKOTO HCCIIEOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, Pa3paOOTaHHBIM OpraHHU3aIuei,
OCYILECTBIIAIONIEH OPraHNU3aIiI0 MPOBEACHUS KIMHUYECKUX MUCCIICAOBAaHN OMOMEIMIIMHCKUX KIETOYHBIX
MPOAYKTOB, WM MHBIM IOPUIUYECKUM JIMLIOM, IPUBIEKAEMbIM K OpraHU3aluu MPOBEACHUS KIMHUYECKOTO
UCCJIEZIOBAHNS OMOMEAMIIMHCKOTO KJIETOYHOIO POYKTa, U JPYTUMHU MareprajlaMy TaKoro UCCIIEOBaHUS.

4. PykoBoaMTENIb MEAUIIMHCKOW OPraHU3allii, B KOTOPOW MPOBOAUTCS KIIMHUYECKOE UCCIIE0BAHNE
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, B CPOK, HE MPEBBIMIAIOIMNN TpeX pabounx JHEH co HSA Hayasla
MPOBEACHUS KIIMHUYECKOTO MCCIEA0BaHUS OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTa, COOOIIaeT 0 Hayaje
IPOBEACHUS KIMHUYECKOTO MCCIIENOBAHUS OMOMETUIIMHCKOIO KJIETOUHOTO MPOAYKTAa B YIOJHOMOUYEHHBIN
denepanbHbIl OpraH MCHOJIHUTEIBHOM BIIACTH, BBIIABLIMI pa3pelicHHEe Ha MPOBEACHHE KIMHUYECKOTO
MCCIIEIOBAHUS, TI0 YCTAHOBJICHHOW UM (opMme.

5. Opranu3zanuy, OCYIIECTBIISIIOLIME OPraHU3AIMI0 IPOBEACHUS KIMHUYECKOTO HCCIEeI0BaHUsA
OMOMEIMIIMHCKOTO KJIETOYHOI'O IPOAYKTa, B Cllydae HEOOXOJUMOCTH BHECEHMS] U3MEHEHHMH B IPOTOKOJ
KJIMHUYECKOTO MCCIEOBaHUS OMOMEIUIIMHCKOrO KJIETOYHOro MPOAYKTa CcOOOmaloT 00 3TOM B
YIOJTHOMOYEHHBIN (heepanbHblii OpraH HCIOJHUTEIBLHOM BIIACTH, BBIJIABLINI pa3pelIeHre Ha IPOBEICHUE
KIIMHUYECKOTO MCCIIeI0OBaHUS, 110 YCTaHOBIEHHOM UM hopme.

6. B cpok, He mpeBbIIAONUNA TPUALIATH Pabounx AHEH CO JAHS MOJYyYEHHUS YKa3aHHOTO B YacTH 5
HACTOSIIIEH CTaTbW COOOIICHMS, YIMOJTHOMOYECHHBINH (enepanbHblii OpraH HCIOTHUTEIBHOW BJIAacTH
paccMaTrpuBaeT 3TO COOOIIEHHWE B YCTAaHOBJIEHHOM UM TMOpSIKE U NPUHUMAET pEIIeHHEe O BHECEHUU
M3MEHEHUHN B MPOTOKOJ KIMHHYECKOTO WCCIIETOBAHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa WiIH 00
OTKa3€ BO BHECEHUU TAKUX U3MEHEHUH C yKa3aHWeM NPUYUH 0TKa3a. OCHOBAHUSIMHU JIJISl IPUHSATUS PEIICHUS
00 OTKa3ze BO BHECEHWH HM3MEHEHUH B MPOTOKOJ KIMHMUYECKOTO HCCIEIOBAaHUS OHUOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa SBISIFOTCS MPEACTABIECHUE CBEJIEHUM, MPEAYyCMOTPEHHBIX YaCThIO 5 HacTosIuen
CTaTbd, B HEMOJHOM o0beMe U (WJIM) HaduuuMe pHCKa NPUYUMHEHHS Bpeda 3J0pPOBBIO MAaIMEHTa,
Y4aCTBYIOILIETO B KIIMHUYECKOM HCCIIEIOBAaHUH, BCIIEICTBUE U3MEHEHUS YCIOBHUM €ro IPOBEACHHUS.

7. KiuHndeckoe wuccieqoBaHue OHMOMEIMIMHCKOTO —KIJIETOYHOTO MPOAYKTa MOXKET OBITh
MIPUOCTAaHOBIIEHO WJIU MPEKPAIIECHO, €CJIM B IIPOLIECCE €0 NMPOBeIeHUsI OOHApYKEHa OIMACHOCTH JIJIS )KU3HH,
3I0pOBbsl TAIMEHTOB. B ciyyae BO3HUKHOBEHMSI OMNACHOCTH ISl JKWM3HM, 370POBbsl MAIlMEHTA,
YYaCTBYIOIIETO B KITMHUYECKOM HUCCIIEeIOBAaHUN OMOMEIUITMHCKOTO KIETOUHOTO MPOAYKTa, UCCIeA0BaTeNh U
() comcciieoBareny 00s13aHbl MPOUH(OOPMHUPOBATH 00 STOM PYKOBOAMTEISI METUIIMHCKON OpraHU3aIIHH,
B KOTOPOH MPOBOAMTCS KIMHUYECKOE HCCIEIOBAHHE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, U (WIIH)
OpraHM3aIHIo, TOJYYHUBIIYIO pa3pelleHre Ha POBEACHNE KIIMHUYECKOTO UCCIIE0BAaHNS OMOMEAUIIMHCKOTO
KJIETOYHOTO NpPOJyKTa. PemieHne o MpHOCTAaHOBIEHUH KIMHUYECKOTO MCCIIEAOBAHMS OMOMEIMIIMHCKOTO
KJIETOYHOTO TMPOJYKTa MPUHUMAET PYKOBOAWUTENb MEIUIIMHCKON OpraHu3alid, B KOTOPOW MPOBOIAUTCS
KJIMHUYECKOE MCCIIEeIOBAaHUE OMOMEIMIIMHCKOTO KJIETOYHOro MpoAyKTa. Perenne o mpekpameHiu Takoro
UCCJIEZIOBAHUS TPUHUMAET YIIOJTHOMOUEHHBIN (hefiepanbHbIi OpraH UCHIOTHUTEIHLHON BJIacTH HA OCHOBAaHUU
COOO0IIeHNsI B MUCHhbMEHHON (POopMe PYKOBOIUTENS MEIUIIMHCKOW OpPTraHU3allid, B KOTOPOM MPOBOIUTCS
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KJIMHUYECKOE HCCieloBaHuEe OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa, WM OpPraHU3allud, MOJY4YUBIICH
paspelieHre Ha MPOoBeIeHNEe KIMHIYECKOTO UCCIIeIOBAHNS OMOMEUIIMHCKOTO KJIETOYHOTO TIPOYKTA.

8. B cpok, He MpeBBIIAIONINI MATH paboYMX AHEHW CO JHS 3aBEpILICHUS, MPUOCTAHOBICHUS WU
MPEKPAICHUS KIMHUIECKOTO NCCIICIOBAHMSI OMOMEIUIIMHCKOTO KJIIETOUHOTO MPOIYKTa, COO0IIEeHUE 00 3TOM
HaIpaBJsIeTCs MEAULUHCKUMHM OpPraHU3alusMH, B KOTOPBIX MPOBOAUTCS KIMHUYECKOE HCCIIEI0BAHUE
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTA, B YIOJHOMOYCHHBIN (elepalibHbIii OpraH HCHOTHUTEILHOM
BJIACTHU IO YCTaHOBJIECHHOU UM (opme.

9. YnonHoMoueHHBI (efepanbHBId OpraH WCIIOJHUTEIHHOW BIACTH pa3MeIaeT Ha CBOEM
odunaabLHOM caiite B cetr "HMHTEepHET" coOOIIeHNE O 3aBEPIICHUH, TPUOCTAHOBIICHUH WJTH TIPEKPAIICHUN
KIIMHUYECKOTO MCCIIEAOBAHUSI OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTA B CPOK, HE MPEBBIMAONINN TSTH
pabouux THEeH co AHS €ro MOJyYeHUs, B YCTAHOBICHHOM UM MOPSJIKE.

10. YnonHoMo4eHHBIN  (enepanbHblii OpraH WCIOJTHUTEIBHOW BIACTH B COOTBETCTBUU C
YTBEPKJICHHBIM MM IIOPSJIKOM OCYIIECTBISIET BeAeHUE [OCynapCTBEHHOro peecTpa HCCIeIOoBaTeNeH,
KOTOPBIA TIO/UICKUT PA3MEIICHUI0 HAa O(HUIIMATBLHOM CaliTe YMOJHOMOUYEHHOTO (enepalbHOTO OpraHa
UCIIOJTHUTENbHON BiacT B ceTH "MHTepHeT" W comep UT JaHHble 00 uccienoBarene (haMuius, UM,
OTYECTBO, MECTO pabOThl, 3aHUMaeMas JOJDKHOCTh, CHEHUABbHOCTh, CTaX pPabOThI MO Mporpammam
KIIMHUYECKUX HCCIIEOBAHUM, MEPEYeHb KIMHUYECKUX HCCICIOBaHHM (B TOM 4HcCIe OMOMETUIIMHCKUX
KJIETOYHBIX TPOAYKTOB), B KOTOPBHIX OH TMPUHHMAJ Yy4YacTHE B KadyeCTBE HCCIEAOBATENs HIN
couccreioBaress, U Meprobl €ro y4acTus).

11. Otuer o pe3yibrarax KIMHUYECKOTO HCCIIEIOBAHUS OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOIYKTa
COCTAaBJISIETCS OpraHU3ALMEN, OCYIECTBISAIOIIEH OpraHU3aliio NIPOBEACHUS KIMHUYECKOTO UCCIIEI0BAHNUs
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTA, W MPEIACTABISICTCS B YIIOJHOMOYCHHBIN (eepalbHbId OpraH
WCIIOJIHUTENIbHOM BIJIACTH, BBIJABIIMNM pPa3pelleHHEe Ha MPOBEJEHUE 3TOr0 HCCIEAOBaHUS, B CPOK, HE
MPEBBIIAIONINN TPEX MECALIEB CO AHS €0 3aBEPIICHMS, IPUOCTAHOBJIEHUS WU MPEKPALICHUs, B TOPSIKE,
YCTaHOBJICHHOM YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HUCIIOTHUTENBHOM BIIACTH.

12. [opsinok BeIBO3a M3 Poccuiickoit dexepannn OHOIOTHYECKOTO MarepHaia, MoJydeHHOTO TPU
MPOBEACHUH KIMHUYECKOTO MCCIIEeOBAHUS OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTA, [Tl €0 U3YYCHHUS B
LEJAX JAHHOTO KIIMHUYECKOTO uccaeaoBanus ycranaBinupaercs [IpasurtensctBoM Poccniickoit @enepanuu.

Crarbsa 30. MexayHapogHOE€ MHOTOIIEHTPOBOE KIMHMYECKOE HCCIIEAOBAHHE OMOMETUIIMHCKOTO
KJIETOYHOTO  MPOAYKTa,  MOCTPETUCTPAMOHHOE  KJIMHUYECKOE  HCCIEIOBAHHE
OMOMETUIIMHCKOTO KJIETOYHOTO MPOTyKTa

TAPAHT:

Cm. kommenmapuu k cmamoe 30 nacmosueco PedepaibHo2o 3aKOHA

1. MexayHapoJHO€ MHOTOIIEHTPOBOE KIMHHUYECKOE HCCIIeIOBaHHEe OMOMEIUITMHCKOTO KJIETOYHOTO
nponykra B Poccuiickoit @enepanmy  WIM  MOCTPETMCTPALIMOHHOE KJIMHUYECKOE HCCIIEIOBAaHUE
OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa TMPOBOAMTCS HAa OCHOBAaHWHU pa3pellieHHs] Ha MPOBEACHHE
KJIIMHUYECKOTO HCCIIEIOBAaHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, BBIJIAHHOTO YMOJTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH TI0 pe3yJibTaraM KCIePTH3bI KauecTBa OMOMEIUIIMHCKOTO
KJIETOYHOTO TMPOIYKTa, OSKCHEPTU3Bl JOKYMEHTOB /I TIONYyYEHUsI pa3pelieHusi Ha MPOBEICHUE
MEXIyHApOIHOTO MHOTOIEHTPOBOTO KJIMHHYECKOTO HCCIEAOBAaHUS OUOMEIUIIMHCKOTO KJIETOUYHOTO
MPOAYKTa WM TIOCTPETUCTPAIMOHHOTO KIWHUYECKOTO WCCIEIOBaHMUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTA U ITHYECKON IKCIIEPTHU3BI.

2. JIns momydeHus pa3penieHus Ha MPOBEACHUE MK TyHAPOTHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOTO
UCCIIEJIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa WM TMOCTPETUCTPAIMOHHOTO KIMHHYECKOTO
MCCJIEIOBaHUsI OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTAa OpPTaHMU3aIvs, OCYIIECTBISIONIAas OPTaHU3aIHI0
MPOBEACHHS KIIMHUYECKOTO MCCIEI0BAaHUS OMOMETUITMHCKOTO KJIETOUHOTO MPOAYKTa (J1ajee B HACTOSIICH
CTaThe - 3asBUTEINb), MPEACTABISIET B YIOJTHOMOYCHHBIM (efepalbHBI OpraH WCIOJHUTEIBHON BIACTH
ClelyIolre JOKYMEHTBI U CBEACHUS:
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1) 3agBneHue O BbIJaYe pa3pelICHUs Ha MPOBEIACHHE MEXKIYHAPOJHOTO MHOTOIIEHTPOBOIO
KIIMHUYECKOTO HCCIICIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa WM TOCTPETUCTPAIMOHHOTO
KIIMHUYECKOTO HCCIIeI0BaHUs OMOMETUIIMHCKOTO KJIETOUHOTO MPOIYKTa;

2) pEKBU3UTHI JIOKYMEHTA, IMOITBEPKAAIOUIETO YIUIAaTy TOCYIapCTBEHHOM IONUIMHBI 32 BbIJAUy
paspelieHuss Ha MPOBEACHHE MEXAYHApPOAHOIO MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCIEeOBaHUS
OMOMEIUIIMHCKOTO  KJIETOYHOrOo  MPOAYKTa WM 3a BblJadyy  pas3pelieHuss Ha  POBEICHUE
MOCTPErUCTPAMOHHOTO KIIMHUYECKOTO UCCIIE0BaHNs OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa, 1100 cam
9TOT JOKyMEHT (1O COOCTBEHHOW WHHUIMAaTHBE). B cioydae HENMpeICTaBICHHUS 3TOTO JOKYMEHTA
YIOJHOMOYEHHBIH (enepalibHblil OpraH HCHOJHUTENbHOM BJIaCTH Ha OCHOBAaHUU TPEACTABICHHBIX
3asIBUTEIIEM PEKBU3UTOB ASTOTO JOKYMEHTa MpoBepseT (akT yIUIaThl TOCYyJapCTBEHHOW TMONUIMHBI C
UCIIOJIb30BaHNEeM HH(OpPMAaLIUU 00 yIUIaTe TOCyIapCTBEHHBIX MOIUINH, coaepkaleiics B [ocynapcTBeHHOM
WH(OPMAITMOHHON CHCTEME O TOCYAAPCTBEHHBIX M MYHUIIUTIAIBHBIX TIIaTeXax;

3) oT4eT 0 MOKIMHUYECKHUX HCCIEAOBAHUSAX OMOMEAMIIMHCKOTO KIIETOYHOTO MPOIYKTa U OTYET O
MIPOBEJICHHBIX paHee KIMHUYECKUX HCCIEIOBAHUIX OUOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa (mpu
HaJUYHH ),

4) IpOeKT TPOTOKOJAa MEXKIYHApPOAHOTO MHOTOIEHTPOBOIO  KIMHHUYECKOTO  HCCIEAOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa WM MOCTPErHCTPAIMOHHOTO KIMHUYECKOTO HCCIEIOBAHUS
OMOMETMIIMHCKOTO KJIETOYHOTO MPOIYKTa;

5) Gporrtopa ucciIeI0BaTes;

6) nHGOPMAIIMOHHBIN JTUCTOK MAalMEHTA;

7) cBeneHus 00 ombITe padOTHI UCCIIEOBATENEH 10 COOTBETCTBYIOIIUM CIIEIUATBHOCTSAM U X OIBITE
paboThI IO MPOBEACHUIO KIIMHUYECKUX UCCIICIOBAaHUN OMOMEIUITMHCKUX KIIETOYHBIX MTPOYKTOB;

Hughopmayusi 06 usmenenusix:
Ilynkm 8 usmenen c 1 anpens 2024 2. - @edepanvrviii 3axkon om 4 aseycma 2023 2. No 466-D3

Cm. npedwioywyto pedakyuio

8) cBeieHUs O MEJUIIMHCKUX OPraHU3alMsIX, B KOTOPBIX IIPEIoIaraeTcs MpoBeAeHNue KIMHUYECKOTO
UCCJIEJIOBAHNS OMOMEIUIIMHCKOIO KJIETOYHOTO MpOAyKTa (TMOJIHOE€ M COKpAIleHHOE HaWMEHOBaHMUS,
OpraHu3allMOHHO-NIPaBOBast (popMa, MECTO HAXOXKACHUS U MECTO OCYIIECTBICHHS IE€ATENbHOCTH, TeNe(OH,
Tenedaxc, agpec JMEKTPOHHON MOYTHI);

9) npenmnonaraemMple CPOKH IPOBEAEHUS KIMHUYECKOTO HCCIENOBaHUSA OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJIYKTa;

10) korusi 1oroBopa 00s3aTEIbHOIO CTPAaXOBaHUs, 3aKIIOUYEHHOTO B COOTBETCTBHM C THUIOBBIMHU
npaBWiiaMd  0043aTeIbHOIO CTPAXOBaHUS, C YyKa3aHUEM MPEeNbHONM YHCIEHHOCTH MallEHTOB,
YUYaCTBYIOIIMX B KIMHUUYECKOM HUCCIIEA0BAaHUH OMOMETUIIMHCKOTO KIETOYHOTO MTPOAYKTa;

11) undopmanus o cocraBe OMOMETUIIUHCKOTO KJIETOUHOTO MPOAYKTA;

12) TOKyMEHT, COCTaBJIEHHbBII MPOU3BOAUTEIEM OHOMEAMIMHCKOIO KJIETOYHOIO TMPOAYKTa U
CoJiepXallliii CBEIEHHS O KaueCTBEHHOM COCTaBE, KOJMYECTBEHHOM COCTaBE U HMHBIE XapaKTEPUCTUKU
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa, IPOU3BEIEHHOTO JUIsl TPOBEICHUS KIMHUYECKUX MCCIIEJOBAaHUH.

3. B cpok, He mpeBBIIIAIMUi NATH pabounx THEW CO JHS MPEICTAaBICHHUS YKa3aHHBIX B 4acTH 2
HACTOAIIEH CTaTbU JOKYMEHTOB M CBEIECHUI, YNOJIHOMOUYEHHBIN (elepanbHblil OpraH MCIOIHUTEIbHOM
BJIACTHU:

1) IpoOBOIUT MPOBEPKY MOTHOTHI M JIOCTOBEPHOCTU CBEACHMI, COAEPKAIINXCS B MPEACTABICHHBIX
3asiBUTEJIEM JIOKYMEHTaX;

2) IpUHUMAET peIIeHWEe O MPOBEIECHHHM SKCHEPTH3bl KauecTBa OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTA, AKCHEPTU3bl JTOKYMEHTOB MJIs MOJyYeHUs pa3pelieHUs Ha IMpPOBEIEeHUE MEXIyHapOIHOTO
MHOTOIICHTPOBOTO ~ KJIMHUYECKOTO HCCIEOBaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOMYKTa MU
MOCTPErUCTPAIMOHHOTO KJIMHUYECKOTO HCCIIEJOBAaHUS OMOMEIUIMHCKOIO KIIETOYHOIO MPOAYKTa H
ITHUYECKOM 3KCIIEPTU3bI JT100 00 0TKa3e B MPOBEICHUH YKa3aHHbIX KCIIEPTHU3;

3) yBemomisieT B TMHCbMEHHOW (hopMe 3asBUTENST O NPHHITOM peleHHH (B CIy4ae MPHHSATHS
peteHns 00 OTKa3e B MPOBEACHUN COOTBETCTBYIOIIEH SKCIIEPTU3bI YKa3bIBaeT MPHUUMHBI TAKOTO 0TKA3a).
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4. B ciy4yae BBISBICHUS HEIMOJHOTHI WM HEJOCTOBEPHOCTH CBEACHHH, COIEpKAIIUXCS B
Marepuayiax, MPeICTaBICHHBIX 3asBHTENIEM, YIOJTHOMOYCHHBIN (enepanbHblii OpraH UCHOTHUTEIHHOM
BJIACTH HaIpaBJISET 3asABUTEIIO 3apOC 00 YTOUHEHUH YKa3aHHBIX CBeACHMM. J[aHHBIN 3ampOC MOXKET OBITh
nepeiaH yImoJHOMOYEHHOMY TMPEJCTABUTEINIO 3asBUTENS JIMYHO TI0J] PACIUCKY, HANpaBJIEH MO IO4YTe
3aKa3HBIM MTMCHMOM WJIM TIEPEIaH B AICKTPOHHON (OpME IO TEIIEKOMMYHHKAIIMOHHBIM KaHaiaMm CBs3H. B
Cyyae HarlpaBlieHWs JAHHOTO 3ampoca MO IMOYTE 3aKa3HbIM MHCHbMOM OH CUYMTAETCS MOJYyYEHHBIM IO
WCTEYCHHH IIECTH JIHECH C JaThl HAIIPABJICHH 3aKa3HOTO MHChMa.

5. 3asBuUTEns 00s3aH MPEACTABUTH OTBET HAa 3alMpoC YIOJTHOMOYEHHOTro (henepanbHOro opraHa
WCITOJIHUTEJILHOM BJIACTH B CPOK, HE MIPEBBIIIAOIINHN AEBIHOCTA PAOOUMX JHEH CO JHS MOIYYCHUS JAHHOTO
3anpoca. Cpok, yka3aHHBIM B 4acTU 3 HACTOAIICH CTaTbHM, MPUOCTAHABIMBACTCS CO JIHS HAIPaBICHUS
3asIBUTEIII0 YKa3aHHOTO B YacTH 4 HACTOSAIICH CTaThU 3alpoca YIOJIHOMOYEHHOTO (heaepasibHOTrO OpraHa
WCIIOJIHUTENIbHOM BJACTH 0O AHS TOJY4YEHHs MM OTBETa HA JIaHHBIA 3alpoC UM HE YUUTHIBAETCA MPHU
WCYHCIICHUH CpPOKAa TPUHATHS YIOJHOMOYCHHBIM (eAepabHBIM OPraHOM HCIIOJTHUTEIIBHOW BIIACTH
pelIeHUsT O TMPOBEICHUU SKCIEPTH3hI KauecTBa OMOMEAMIIMHCKOTO KIIETOYHOTO MPOMYKTA, JKCIEPTU3BI
JOKYMEHTOB Ul TIOMYYEHHS pa3pelleHds Ha MPOBEICHHE MEXIYHApOIHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOTO HCCIEAOBAaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTa WM TMOCTPETUCTPAIMOHHOTO
KIIMHUYECKOTO MCCIIeI0BaHUS OMOMETUITUHCKOTO KJIETOUHOTO MPOIYKTA.

6. OcHOBaHMEM [IJIsl OTKa3a B IMPOBEACHHUH JKCIEPTU3bl KAYECTBA OMOMETUIIMHCKOTO KJIETOYHOTO
MPOAYKTA, AKCHEPTU3bl JOKYMEHTOB MJIs MOJNyYeHHUs pa3pelieHUs Ha MPOBEIECHUE MEXIyHApOIHOTO
MHOTOIIEHTPOBOTO  KJIMHMYECKOTO HCCJIEAOBaHUS OMOMEAMIIMHCKOTO KJIETOYHOTO IMPOAYKTa WU
MOCTPErUCTPAIMOHHOTO KIMHUYECKOTO UCCIIEJIOBaHUS OHOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa H
TUYECKOM HKCIIEPTHU3BI SBIACTCS MPEACTABICHUE JOKYMEHTOB, MPEIyCMOTPEHHBIX YaCThIO 2 HACTOSIIEH
CTaTbU, B HEMOJHOM OObeMe, HEeMpEACTaBICHUE B YCTAHOBIECHHBIM CPOK OTBETA HA YKa3aHHBIA B yacTu 4
HACTOSIICH CTaTbHM 3alpoc YIMOJTHOMOYCHHOTO (elIepaibHOTO OpraHa WCIIOJHUTEIBHONW BIIACTH JIMOO
OTCYTCTBHE B IPEICTABICHHBIX TOKyMEHTAX CBEACHUI, KOTOPbIE JOKHBI ObITh OTPAKEHBI B HUX, a TAKXKe
OTCYTCTBHE MH(OPMALIMH, TTOATBEPKIAIOIICH YIIaTy rOCYIapCTBEHHOM MOIUIMHBI 32 BbIIauy pa3pelieHus
Ha MPOBEICHUE MEXIYHAPOIHOTO MHOTOLIEHTPOBOTO KIMHUYECKOTO HCCIEIOBAHHS OHMOMEIMIIMHCKOTO
KJIETOYHOTO TIPOJAYKTa WM pa3pelieHusi Ha TPOBEAEHUE IMOCTPETUCTPAIMOHHOTO KIMHHUYECKOTO
MCCJIEZIOBAHUS OMOMEANIIMHCKOTO KJIETOYHOTO MPOIYKTa.

7. IlpoBeaeHue HKCHEPTU3bl KauyecTBa OMOMENUIIMHCKOTO KJIETOYHOIO MPOJYKTa, SKCHEPTU3bI
JOKYMEHTOB ISl TOJYYEHHUs pa3pelieHuss Ha MPOBEJEHUE MEXAYHAPOJHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOTO HCCIEAOBAaHUS OUOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTAa WM TOCTPETUCTPAIMOHHOTO
KIIMHUYECKOTO UCCIeIOBAHMS OMOMEAUIIMHCKOTO KIIETOYHOTO MPOAYKTA U STUYECKOM SKCTIEPTHU3BI U BbIAaYa
paspelieHuss Ha TPOBEICHHE MEXIyHAapOAHOTO MHOTOIICHTPOBOTO KIMHUYECKOTO HCCIIEIOBAHMS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTAa WM MOCTPErHCTPAIMOHHOTO KIMHUYECKOTO HCCIIEIOBAHUS
OMOMEUIIMHCKOTO KJIETOYHOTO TPOAYKTa OCYIIECTBISIIOTCS B COOTBETCTBHHM CO CTarbsiMu 14 - 17
HacTosero deaepanbHOro 3aKOHa.

8. Pemenuss 00 oTka3ze B MPOBEAEHUU OHKCHEPTH3bI KadeCcTBA OMOMETUIIMHCKOTO KJIETOYHOTO
MPOAYKTA, HSKCIEPTH3bl JOKYMEHTOB [UIsl TOJYYEHHs pPa3pelieHHs] Ha MIPOBEICHHUE MEXyHapOAHOTO
MHOTOIIEHTPOBOTO  KJIMHMYECKOTO HWCCJIEAOBaHUS OMOMEAMIIMHCKOTO KJIETOYHOTO TMPOAYKTa WM
MOCTPETHUCTPAIMOHHOTO KIMHUYECKOTO HCCIIEIOBAaHUS OMOMEIUIIMHCKOTO KIIETOYHOTO TMPOAYKTa H
ATUYECKOM SKCIEPTU3bl M B BBIJAY€ pa3pelieHUs Ha TPOBEJACHUE MEXIYHAPOJHOTO MHOTOIIEHTPOBOTO
KIIMHUYECKOTO HCCIIEOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa WM TOCTPETUCTPAIOHHOTO
KJIIMHAYECKOTO HCCJIeIOBaHUsS OMOMEIUITMHCKOTO KJIETOYHOTO MPOIYyKTa MOTYT OBITh OOXKaJIOBaHBI B
MOPsIZIKE, YCTAaHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit denepanmu.

Crarbs 31. IlpaBa manuenTa, y4acTBYIOUIETO B KJIMHHYECKOM HCCIIEOBAHUU OMOMETUITUTHCKOTO
KJIETOYHOTO TTPOyKTa
TAPAHT:

Cwm. KOMMeHmapuu K cmamause 31 HacmoAuweco @edepaﬂbHozo 3AdKOHA
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1. Yyactue manueHTa B KIMHUYECKOM HCCIIEAOBAaHUU OMOMETUIIMHCKOIO KJIETOYHOTO MPOIyKTa
SIBIISIETCSL JOOPOBOJILHBIM M TIOATBEPKIAETCS €r0 TMOAMKICHIO MIIA TOJIUCHIO €r0 3aKOHHOTO MPEACTABUTENS
Ha MH(POPMALIMOHHOM JIMCTKE MAIUEHTA.

2. [arueHT WM ero 3aKOHHBIN MTPEICTABUTENb JOJDKEH OBITh HHPOPMHUPOBAH B MMCBMEHHOM (hopMme:

1) o GUOMEAUIIMHCKOM KJIETOYHOM MPOIYKTE;

2) 0 Uenu M MPOAOKUTEIHHOCTH KIMHHYECKOTO HMCCIEAOBaHUS OMOMETUIIMHCKOTO KJIETOYHOTO
MIPOAYKTA;

3) o rapaHTHAX KOH(PHUIACHIUATHHOCTH YYaCTHS B KIIMHUYECKOM HCCIIEIOBAHUN OMOMEIUITUTHCKOTO
KJIETOYHOTO IIPOAYKTa;

4) 00 yCIIOBUSX y4acTHs B KIMHUYECKOM HCCIIETOBAHUU OMOMETUITUHCKOTO KJIETOYHOTO MPOIYKTa;

5) 06 oxxkumaemoit 3(h(HeKTUBHOCTH OMOMEAMIIMHCKOTO KJIETOUYHOTO MPOIYKTa, a TaKkKe O CTEleHU
pHCKa, KOTOPOMY MOXET MOJIBEPrHYTHCS MAIMEHT B CBS3M C y4acTHEM B KIMHUYECKOM HCCIEAOBAHUU
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

6) 0 JEWCTBUAX TMAlMCHTA B CIy4ae HENMPEIBUIACHHBIX A(P(PEKTOB BIUSHUS OMOMETUITTHCKOTO
KJIETOYHOTO IIPOAYKTa Ha COCTOSIHUE €T0 30POBBS;

7) 00 ycIOBHSIX 00513aTEIHLHOTO CTPAXOBAHUS )KMU3HU U 370POBbS MMALUECHTA.

3. [TauueHT unm ero 3aKOHHbBIN IPEICTABUTENb UMEET IIPABO OTKA3AThCS OT YYacCTHUs B KIIMHUYECKOM
MCCJICIOBAaHUM OMOMEIUIIMHCKOTO KIJIETOUHOTO TMPOAyKTa Ha JIO000M CTaguu MPOBEACHUS TaKOIrO
UCCJIEI0BaHUS.

4. IlpoBeneHune KIMHUYECKOTO UCCIIEIOBAHNS OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTa C Y4acTHEM
B KQUE€CTBE MALMEHTOB JETeH JOMYyCKAeTCs TOIBKO C MUCbMEHHOTO JOOPOBOIBLHOTO COTTIACHS UX POIUTEINCH.
JleTu MOTyT paccMaTpUBaThHCS B KaU€CTBE NAI[MEHTOB TAKOT'O UCCIIEJOBAHUS B CIIy4ae, €CIIU €ro POBEICHUE
HEOOXOAMMO JJIs JieueHus 3a00IeBaHus y JaHHOTO peOeHka. B 3THX cilydasx Takoe MCCIEeOBAHUE MOXKET
OCYIIECTBIIATHCS HAa OCHOBAHMM PEIICHHS KOHCWJIMYMa Bpadeil, CO34aBa€MOr0 B COOTBETCTBUH C
OenepanbHbM 3akoHOM OT 21 HOsiOpst 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbl 37J0POBbSI TPAKJIaH B
Poccuiickoit  ®eneparuu”, O BO3MOXHOCTH Y4acTHsi peOCHKa B KIMHMYECKOM HCCIEIOBAHUHU
OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTa W MPU YCIOBHH, YTO TAKOMY HCCIIEOBAaHUIO MPEIIIECTBOBAJIO
UCCJIEJIOBAHNE JJAHHOTO OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa HAa COBEPILIEHHOJETHUX TpakJaHax, 3a
UCKJIIOYEHHEM CITyuyaeB TPOBEACHUS KIMHHUYECKOTO UCCIEIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
IPOAYKTa, NPEeJHA3HAYEHHOT O JJIs1 JIeUeHHsI 3a00JIeBaHNN UCKITIOUUTENBHO Y AETEH.

5. JlomyckaeTrcs TpOBENEHUE KJIMHUYECKOTO MCCIEAOBaHUS OHOMEIUIIMHCKOTO KIETOYHOTO
MPOJYKTa C y4yacTHEM B KaueCTBE MAIlMEHTAa JIMIIA, PU3HAHHOTO B YCTAaHOBJICHHOM 3aKOHOM TIOPSIKE
HE/IEeeCIOCOOHBIM HIIM OTPAHHYEHHO JIeeCIIOCOOHBIM, C MUCBMEHHOTO JOOPOBOJILHOTO COIJIACHUSI €T0
3aKOHHOTO TPEJCTaBUTENsA. PerieHre 0 BO3MOKHOCTH Y4YacTHsl YKa3aHHOTO JIMIIa B TaKOM KIMHUYECKOM
UCCJIEJIOBAHUN TIPUHUMAeT KOHCUIUYM Bpaueil, B COCTaB KOTOPOTO BXOMAST CIEUUATHCTHI MO MPOQUITIO
3a00JieBaHuUs NAI[MEHTA.

6. 3amperiaeTcss TMPOBEACHUE KIMHHUYECKOTO WCCIENOBAHUS OMOMEIMIIMHCKOTO KIETOYHOTO
MPOJYKTa C YYACTHEM B KaYECTBE MAIUCHTOB:

1) netel-cUpOT U JAeTe, OCTaBIIUXCS 0€3 MOTEYEHUS POIUTENEH;

2) )KEHIIUH B TIEPUOJ OEPEeMEHHOCTH, POJOB, XKEHIIMH B TEPHOJ TPYIHOTO BCKapMJIMBAHHS, 32
MCKJIFOUEHUEM CITY4aeB, €CJIM COOTBETCTBYIOIINI METO/I JICUECHUS MTPEAHA3HAUECH JJI STUX MMAllUEeHTOB U MpU
YCJIOBHH MPUHATHS BCEX HEOOXOAMMBIX MEP 10 MCKIIFOUEHUIO PUCKA MPUUNHEHHUS BPEIa KEHITUHE B TEPUO]T
OepeMEeHHOCTH, POJIOB, JKEHIIIMHE B MEPUO TPYTHOTO BCKAPMIIUBAHUS, TUIOY UITU PEOCHKY;

3) BOGHHOCHYXAaIllUX, 3a MCKIIOUYEHHUEM CIydyaeB IMPOBEAEHUS KIMHUYECKOTO HCCIeI0BaHUs
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, CIEHHAIbHO pa3pabOTaHHOTO ISl MPUMEHEHHSI B YCIOBHSX
BOCHHBIX JIEHCTBUHM, YpE3BBIYAWHBIX CUTYyalud, MPOPUIAKTUKN U JIeUeHUsl 3a00JIeBaHUI U MOpaKEHU,
MOJyYEHHBIX B Pe3ybTaTe BO3ICHCTBUS HEOMArOMPUATHBIX XUMHUECKHUX, OMOIOTHYECKIX, PaIHaAIlMOHHBIX
¢dakropoB. KnuHuueckoe uccleOBaHUE TaKOro OHMOMEIUIIMHCKOTO KIJIETOYHOIO MPOAYKTa MOXKET
MPOBOAUTHCS C YYACTHEM B Kauy€CTBE MALlMEHTOB BOCHHOCITYXAIINX, 32 UCKIIIOUEHUEM BOCHHOCITYKAIIUX,
MPOXOJSIINX BOCHHYIO CIY»KOy MO MPH3BIBY, C COOMIONEHNEM TPeOOBaHUM, YCTAHOBICHHBIX HACTOSIIIHM
®denepanbHBIM 3aKOHOM B OTHOIICHHUH TPaXKIaHCKUX JTUIL;
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4) COTPYIHHMKOB MMPABOOXPAHUTEIIBHBIX OPTaHOB;

5) nun, oTOBIBAIOIIMX HAKa3aHWE B MECTaX JIMIICHHS CBOOOJbI, a TAKXKE JIMI, HAXOMISIIUXCS ITOJ
CTpa)XeH B CIICJICTBEHHBIX H30JIATOPAX.

Crarba 32. OOs3aTenbHOE CTPaXxOBaHME HKU3HU, 3/0POBbS MAIlMEHTa, YYacCTBYIOLIEro B
KJIMHUYECKOM HCCIIEJOBAHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOTyKTa
TAPAHT:

Cm. kommenmapuu k cmamowe 32 nacmosuje2o PedepanbHozo 3aKoHA

1. Opranuzanus, MONYYHMBINAs pa3pelieHHe Ha OpraHu3alui0 MPOBEIACHHS KIMHUYECKOTO
UCCIIEIOBaHUSI OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, 00sf3aHAa B KAUECTBE CTPAXOBATENs CTPAXOBAThH
PUCK TNPUYMHEHHS] Bpena >KU3HHM, 3J0POBBIO MAllMEHTa B pe3yJbTare MpPOBEIEHUS KIMHHUYECKOTO
UCCIIEIOBaHUs OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTA 33 CBOM CYET MyTeM 3aKJIIOYeHHs JI0TOBOpa
00513aTeIbHOr0 CTPAXOBaHMUSI.

2. O0beKTOM O00S3aTE€IBPHOIO CTPaxXOBAaHUS SIBISETCS HMYILECTBEHHBIM MHTEpPEC TNalMeHTa,
CBSI3aHHBIN C NMPUYMHEHUEM Bpea >KU3HH, 3/JOPOBBIO MAIMEHTA B Pe3yibTare MPOBEACHUS KIMHUYECKOTO
UCCIIEIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO IPOIYKTA.

3. CTpaxoBBIM CIIy4aeM IO JOTOBOPY O0SI3aT€ILHOTO CTPAaXOBAHUS SIBISETCS CMEPTh MAallMeHTa WU
YXYIIICHUE €ro 31I0pOBbs, B TOM YHCJIE BJIEKyIIee 32 COO0 yCTaHOBIEHUE WHBAIUIHOCTH, TP HATUYUU
MPUYUHHO-CJICICTBEHHOM CBS3M MEXAy HACTyIJIEHHEM J3TOro COOBITHS W Yy4yacTHEeM MalueHTa B
KJIMHUYECKOM HCCIICIOBAaHIH OMOMETUIIMHCKOTO KIETOYHOTO MPOIYKTA.

4. TpeboBaHus O BO3MEIIEHWU Bpena, NPUYUHEHHOTO JKM3HU WM 30POBBIO0 MAIUEHTA,
NPEABSBISIOTCS B TEYCHUE CPOKOB UCKOBOM JJABHOCTH, yCTAHOBJICHHBIX TPaKJAHCKUM 3aKOHOIATEIbCTBOM.

5. Pa3Mep cTpaxoBoil CyMMBI 110 JOTOBOPY 0053aTEIHHOIO CTPAXOBaHUs COCTABIISIET JIBa MUJUIMOHA
pyOeii.

6. PazMep cTpaxoBoii BBITIATHI IO JOTOBOPY 0053aT€NLHOTO CTPAXOBAHUS COCTABIISIET:

1) B cirydae cMepTH MalMeHTa JBa MHJUIMOHA PyOJied Ha KaKIOro MalMeHTa, Y4acTBOBABILIETO B
KIIMHUYECKOM HUCCIIeI0BAaHIUN OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) npu yXyAllIEHUH 310POBbs MallUEHTA!

a) MOBJIEKIIEM 32 cOOO yCTaHOBIEHHE WHBATHIHOCTH | rpyMIibl, OAMH MUJUTHOH MSATHCOT THICSY
pyOneil Ha KaXIOro MalmueHTa, Y4YacTBOBABIIETO B KIIMHUYECKOM HCCIEIOBAaHUN OHOMEIUITUTHCKOTO
KJIETOYHOTO MPOIYKTa;

0) moBnekmeM 3a co0oil ycTaHoBieHHe WHBamuAHOCTH Il rpynmel, omuH MWUIMOH pyOner Ha
KaX/IOro TMAallMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIIEAOBAHUNM OMOMEIUIIMHCKOTO KJIETOUYHOTO
TIPOJTYKTA;

B) MOBJIEKIIIEM 3a cO0oi ycTaHoBieHHe WHBaIUAHOCTH III rpymmbl, maATbCOT ThICSY pyOneil Ha
Ka)XJIOTO TIallMeHTa, YYacTBOBABIIETO B KIMHHYECKOM WCCIIEOBAaHUA OWOMEIMIIMHCKOTO KIETOYHOTO
MPOAYKTA;

') HE TIOBJICKIIEM 3a COOOH yCTaHOBJICHHMS MHBAJIMIHOCTH WM TIOBJICKIIEM YBEIWYCHHE CTETICHU
OTpaHUYEHUS KU3HEIEATEIIbHOCTH UHBAUAA 0e3 U3MEHEHHsI TPyl HHBAJIMIHOCTH, HE OoJiee YeM TpHcTa
TBICSY pyOJIell Ha Ka)XIOTO TMalMeHTa, YIaCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAHUN OMOMEIUITTHCKOTO
KJIETOYHOTO TPOIYKTa, UCXOAS M3 HOPMATHUBOB, OTPAXKAIOIIUX XapaKTep U CTENEeHb MPUYMHEHUS Bpeaa
3JI0POBBIO, a Takke (DAKTHUECKH TOHECCHHBIX MAIlMCHTOM PAaCXOJIOB, CBS3aHHBIX C NMPUYMHECHUEM Bpea
3I0pPOBBIO, HA MEIUIIMHCKYIO TOMOIb, MPUOOPETEHHE JEKApCTBEHHBIX MpPEmaparoB U MEIUIIMHCKHUX
A3JIETHMN.

7. JloroBop 00s3aTeNbHOTO CTPAXOBaHUS 3aKIIOYAeTCsl HAa CPOK, OXBATHIBAIOUIMI TEpUON
NPOBENEHHS KIIMHUYECKOTO MCCIIeIOBAHNSI OMOMEIMIIMHCKOTO KJIIETOYHOTO TPOAYKTa, M HE MEHEe 4eM Ha
OJIUH TOJ TOCIe OKOHYAHHS IMPOBEACHUS KIMHUYECKOTO HCCIECTOBAHHS OMOMEIMIIMHCKOTO KJIETOYHOTO
MIPOIYKTA.

8. YcioBust oroBopa 00S3aT€IBHOTO CTPAaxXOBaHUS, B TOM UHCJIE CTPaxoBble Tapudbl IO
00s13aTeIbHOMY CTPaxOBaHHIO, NEepeueHb HEOOXOMWMBIX JOKYMEHTOB ISl OCYIIECTBICHHS CTPaXOBOM
BBINIATHI, TOPSIIOK YCTAHOBJICHUS CTPaxoBaTelleM WHIWBHUIYaTIbHOTO HWACHTU(PHUKAIIMOHHOTO KOAa
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MalyeHTa, MopsAI0K WHOOPMHUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPHUBJICUYECHHBIX K KIMHUYECKOMY
UCCIIEIOBAHNIO0 OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA MAIIEHTOB, MOPSI0K YIIAThl CTPAXOBOM NMPEMHUH,
MOPSIIOK  peau3alliKi OMpEIeICHHBIX HacToAmuM DenepaabHbIM 3aKOHOM W JPYyrUMH (DeaepaabHBIMU
3aKOHAMHM TPaB U OOS3aHHOCTEW CTOPOH, HOPMATUBBI, OTPAKAIOIIME XAPAKTEP M CTENECHb MOBPEXKICHUS
3I0pOBbSl MO JOTOBOPY OOSI3aTEIBHOTO CTpPaxOBaHWsS, YCTAHABIMBAIOTCS THUIIOBBIMH IIPaBUIAMH
00513aTeIbHOTO CTPAaXOBaHUSL.

9. B ciyyae mpuurHEHHS Bpea )KU3HU MAIMEHTa, Y4aCTBOBABIIIECTO B KIIMHUYECKOM UCCIICIOBAaHUN
OMOMEIUIIMHCKOTO KIJIETOYHOTO TIPOIYKTA, BBITOAONPHOOpETATENSIMU TI0 JOTOBOPY O0S3aTeIbHOTO
CTpaxoBaHUS SBIISIOTCS TPaKIaHe, MMEIOIIHNE TPABO Ha BO3MEIICHUE BPeIa B CIIydyae CMEPTH KOPMIJIbIIA B
COOTBETCTBHUH C Fpa)KI[aHCKI/IM 3aKOHOAAaTCIIbCTBOM, HpI/I OTCYTCTBI/II/I TaKHUX rpaxcnaH - pOI[I/ITeJII/I, cynpyr
(cympyra), AeTH yMepIIero MmaiueHTa, y9acTBOBABIIETO0 B KIIMHUYECKOM MCCIICIOBAHUU OMOMEIUIIMHCKOTO
KJIICTOYHOI'O HpOI[yKTa, B cnyqae CMepTI/I IIanmucHTa, y‘-IaCTBOBaBH_IeI‘O B KIIMHUYCCKOM MHCCIICAOBAHUU
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M HE HMMEBIIETO CaMOCTOSTEIBHOTO J0XO/Aa, - TpakaaHe, Ha
MXINBCHUNU KOTOpBIX OH HaxoJuJICd, B OTHOIICHHWHN BO3MCIICHUA paCXOI[OB Ha HOFpe6eHI/IC nanmucHTa,
y4acTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUM OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, - JIHUIIO,
MOHECIIEE TAKUE PACXOJIBI.

10. CtpaxoBass BbpIIIaTa B CUYET BO3MEIICHHUS Bpeda, NPHUYMHEHHOTO JKWU3HHM IIalMCHTA,
Y4aCTBOBABIIETO B KJIIMHUYECKOM MCCIIEIOBAHUN OUOMEIUITMTHCKOTO KJICTOYHOTO MPOAYKTA, PACTIPEACIISIECTCS
MEX]y BBITOJONPHOOpETaTeNsIMU MIPOMOPIHUOHAIEHO UX KOJMYECTBY B PABHBIX JIOJIAX.

11 HpI/I HaCTyHJICHI/II/I CTanOBOFO cnyqas{ TTIAaITMCHT, y‘-IaCTBOBaBHII/Iﬁ B KIIMHNYCCKOM HUCCJICOA0BAHUN
OMOMEIUIIMHCKOTO  KJIIETOYHOTO MPOAYKTa, BBITOJONPUOOpETaTeNib IO JOTOBOpPY  OO0S3aTeNbHOTO
CTanOBaHI/Iﬂ BnpaBe HpGI{’Iﬁ[BI/ITB HGHOCpeIICTBeHHO CTanOBHII/IKy Tpe6OBaHI/I€ O BO3MCHICHUHN
npuurHeHHOro Bpeaa. CTpaxoBas BhIILIaTa OCYUIECTBIISETCS CTPAXOBIIMKOM B TEUEHHUE TPUALIATH JHEH CO
JTHSI TIPEACTAaBICHUS HEOOXOIMMBIX IOKYMEHTOB. [larineHT, yuacTBOBaBIINA B KIIMHUYECKOM UCCIIEAOBAHUHI
OMOMEIMIIMHCKOTO KIIETOYHOTO TMPOIYKTa, WU BBITOAONPHOOpETaTeNlb MO JOTOBOPY 00s3aTelbHOrO
CTpaxoBaHUs 0053aH COOOIIUTh CTPAXOBUIUKY JUIsl OCYILECTBICHUS CTPaXOBOM BBIIJIATHl MHAWBH Iy aJIbHBIN
UACHTU(DUKAIIMOHHBIM KOJ| MAllMeHTa, YCTAHOBJICHHBIM CTpaxoBaTeleM B COOTBETCTBUU C THIOBBIMU
npaBujIaMu 0053aTeIbHOTO CTPaXOBaHUSI.

12. JlIo mOJHOTrO ONpeneNneHusl pa3Mepa MOAJEKAIIEro BO3MEIICHUIO BpeAa CTPAaXOBIIMK IO
3asBJICHUIO IIalITMCHTA, y‘-IaCTBOBaBHIGFO B KIIMHUYCCKOM HCCJIICAJOBAHUUN 6I/IOMCI[I/IIII/IHCKOFO KJIICTOYHOTO
MPOAYKTa, WU 3asBJICHUIO BBITOJONPHOOPETATENs] BIpaBe OCYLIECTBUTH YacCTh CTPaxXOBOW BBIIMJIATHI,
COOTBETCTBYIOIIYIO (DAKTUYECKU OMPEIeTICHHON YacTh MPUIMHEHHOTO BPE/Ia.

13. CtpaxoBas BbIILIaTa B COOTBETCTBUH C JIOTOBOPOM 00SI3aT€TLHOTO CTPAXOBAHUS OCYIIECTBIISCTCS
HE3aBUCHUMO OT BBbIILJIAT, HpI/I'-II/ITaIOHII/IXCﬂ 10 leyrI/IM BHUIaM CTanOBaHI/IfL

14. He pomyckaercd ydyacTHe TMalMeHTa B MPOBEACHUM KIMHHUYECKOTO  HCCIEI0BaHUS
6I/IOM€Z[I/IHI/IHCKOFO KJICTOYHOTI' O HpOI[YKTa HpI/I OTC}/TCTBI/II/I )10r0130pa O6$[33T€J'IBHOFO CTanOBaHI/IfL

15. KoHTponb 3a MCHOJHEHHWEM OpraHu3aldel, TMOJIY4YMBIIEH pa3pelleHne Ha MPOBEICHUE
KIIMHUYCCKOT'O HCCJIICAOBAHUS 6I/IOM€Z[I/IIII/IHCKOFO KJIICTOYHOTI' O HpOI[YKTa, yCTaHOBHGHHOﬁ HaCTOHHIef/'I
cTarbell OO0SI3aHHOCTU IO CTPAaXOBAaHUIO JKU3HU, 3OPOBBS MAIMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM
UCCJICIOBAaHUM  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTA, OCYIIECTBISETCS  YMOJTHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOTHUTEIHHON BIIACTH, BBIIABIIMM pa3pelieHre Ha IPOBEACHUE KIMHUYECKOTO
WCCIIeIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

Ungopmayus 06 uzmenenusx:

DedepanvHulli 3akoH donoanen cmamvei 32.1 ¢ 1 anpens 2024 2. - @edepanvhvlil 3akon om 4 aseycma
2023 2. Ne 466-D3
Crarbs 32.1. OOpamieHue OMOMEAMUIMHCKUX KIETOUHBIX MPOAYKTOB, IMpEeTHA3HAYCHHBIX IS
UCIIOJTHEHUS] ~ MHAMBUAYQJIbHOTO  MEAMIIMHCKOTO  Ha3HaueHuss  OMOMETUIIMHCKOTO
KJIETOYHOTO MpPOAYKTa, CIELUUAIbHO IPOU3BEAECHHOIO MJI OTAEIBHOIO IallMEHTa
HEIIOCPEICTBEHHO B MEIWLMHCKON OpraHW3aldHd, B KOTOPOM IPUMEHSETCS JaHHBII
OMOMETUIIMHCKUN KIETOYHBIN MPOIYKT
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1. O6pamenne OMOMEIUIMHCKUX KJIETOYHBIX MPOAYKTOB, MpEIHA3HAYEHHBIX IJI HCIOIHEHUS
UH/IMBUYAIbHOTO MEIMIMHCKOTO Ha3HA4YeHUs OMOMEIUIIMHCKOTO KIJIETOUYHOTO IPOAYKTA, CIIEHUAIBHO
IIPOU3BEIEHHOIO JUIsl OTAEIBHOIO MAlMeHTa HEMOCPEICTBEHHO B MEIULIMHCKOW OpraHu3aluy, B KOTOPOH
NpUMEHSeTCS JIaHHBIH OMOMEIMIMHCKUN KJIETOYHBIH NPOAYKT, BKJIIOYAET B ce0s HX pa3paboTKy,
JOKJIIMHUYECKUE UCCIIEIOBAaHNUsA, JKCIIEPTU3Y, IIPOU3BOJICTBO, KOHTPOJIb KAueCTBa, IPUMEHEHHUE, XPaHEHUE,
TPAHCIIOPTUPOBKY U YHUUYTOKEHUE.

2. llopsinox oOpamieHuss OMOMEAMLMHCKUX KJIETOYHBIX HPOJYKTOB, NpPEAHA3HAYEHHBIX IS
UCIIOJHEHUS] MHAMBUIYaJbHOTO MEIHULUHCKOTO Ha3HA4eHMs] OMOMEIMLMHCKOTO KJIETOYHOIO IPOAYKTa,
CIEIMAJIBHO IIPOU3BEICHHOIO Ul OTAEIBHOIO NAMEHTa HEIOCPEICTBEHHO B MEIULIMHCKON OpraHu3aluiy,
B KOTOPOH NPUMEHSAETCS NaHHBIH OMOMEIMIMHCKHMA KIETOUHBIA MPOIYKT, BKJIOYasi OCOOCHHOCTH €ro
IpUMEHEHUs U TpeOOoBaHMA K MEIUIUHCKOM OpraHu3aluy, B KOTOPOM JaHHBI OMOMEAMLIMHCKUI
KJICTOYHBIM IPOAYKT IPOU3BOAUTCA U IPUMEHsETCs, ycraHaBinuBaerca IIpaBurensctBom Poccuiickon
denepanuu.

3. I[Ipou3BOACTBO M MPUMEHEHNE OMOMETUIIMHCKUX KIJIETOYHBIX MPOAYKTOB, PEIHA3HAYEHHBIX JIJIs
UCIIOJIHEHUS] MHJUBUAYaJIbHOIO MEIUIMHCKOTO Ha3HaueHHs OMOMEIMLIMHCKOTO KJIETOYHOIO IPOAYKTa,
CIIELMAIILHO IIPOU3BEACHHOTO IS OTAEIBHOIO NAIMEHTA HEMIOCPEACTBEHHO B MEUIIMHCKON OpraHU3aliy,
B KOTOPOW NMPUMEHSAETCS JaHHBIA OMOMEINIIMHCKUNA KIIETOUHBIH MPOAYKT, OCYILECTBIISIOTCS MEIULIUHCKOM
OpraHM3alel Ha OCHOBAaHUHU pa3pellEHUs HA €ro IIPOMU3BOJACTBO M NpUMEHeHue. [lopsaok u ycioBus
IIPEIOCTABIICHUS Pa3pELICHUs], HOATBEPKACHUS Pa3pELICHNs U €T0 OTMEHBI, BHECEHUSI N3MEHEHUH B PEECTP
paspemienuid ycranaBiuparoTcs [IpaButensctBom Pocculickoit denepanmu.

Crartbs 33. [lonydyeHue 6MOI0rMUECKOr0 MaTepuaia
I'APAHT:

Cm. kommenmapuu k cmamue 33 Hacmosauje2o PedepaibHo20 3aKOHA

1. Ilomyuenue OWOIOTUYECKOTO Marepuaia oOT JOHOpa OHOJOTHYECKOTO MaTrepuana s
MIPOM3BOICTBA OMOMETUITUHCKUX KIICTOYHBIX TIPOTYKTOB, B TOM YHCJIC B IIEJISAX MTPOBEACHHUS JOKIMHUICCKUX
UCCICNOBaHMM © (WJIM) KIMHUYECKUX MCCICIOBAaHUN, W MEIUIIMHCKOE OOCIeIoBaHHEe JIOHOpA
OMOJIOTMYECKOTO MaTepuajga B IMEISIX BBISIBICHHUS MPOTUBONOKA3AHWNA I TOJMYyYEHUS OT HEro
OMOJIOTMYECKOT0 Marepuana MpPOBOJSITCS B OpPraHU3alUsAX, HMEIONIMX JHUIEH3UI0 Ha MEAMIUHCKYIO
JeSTeIIbHOCTh, HA OCHOBAaHUH JIOTOBOPA MKy TAKOH OpraHu3anueil U MPOU3BOIUTEIIEM OHOMETUIINHCKUX
KJIETOYHBIX MMPOAYKTOB 32 CUET YKa3aHHOTO IIPOU3BOIUTEINS.

2. IlpaBuma monydeHHss OWOJIOTMYECKOTO Marepuana JUIs TPOU3BOJICTBA OMOMEIHIIMHCKIX
KJIETOYHBIX MPOAYKTOB M TMepeAayd €ero MPOU3BOAUTENI0 OMOMENUIMHCKUX KJIETOYHBIX IPOTYyKTOB
YCTaHABIIMBAIOTCS YIIOJTHOMOYCHHBIM ()e/IepaTbHBIM OPTaHOM HCITOJTHUTEIFHON BIIACTH.

3. [lonyueHne OHMONOTMYECKOTO MaTepuaia s MPOU3BOACTBA OMOMETUIIMHCKUX KJIETOYHBIX
MPOYKTOB MIPH MPHKU3HEHHOM JJOHOPCTBE JIOITYCKAETCS MPY HATUYHN BBIPAKEHHOTO B TUChMEHHOU hopme
¥ BHECEHHOTO B MEAMIIMHCKYIO TOKYMEHTAIUIO JOHOpA!

1) uHpOpMUPOBAHHOTO JOOPOBOJIILHOTO COIVIACHS COBEPILIEHHOJIETHETO AEECIOCOOHOr0 JINIIa MO0
HECOBEPIICHHOJETHETO JIUIa, OOBSBIEHHOTO B YCTAHOBJICHHOM 3aKOHOM TMOPSIKE TOJHOCTHIO
JIEECTIOCOOHBIM, TPOIIEIIICTO MEIUIIMHCKOE o0ciemoBanre, Ha 0€3BO3ME3IHOE MPEIOCTABICHHE CBOETO
OMOJIOTMYECKOT0 MaTepuaia Jjis MPOU3BOJICTBA OMOMENIUIIMHCKOTO KIETOYHOTO MPOAYKTa, B TOM YHCIIE B
EJISIX TIPOBEACHUS TOKITMHHYECKUX MCCIIETOBAHUHN M (MJIH) KITMHUYIECKUX UCCIICIOBAHMIA;

2) uHPOPMHUPOBAHHOTO JOOPOBOJIBHOTO COIJIACHS OJHOTO M3 POAUTENICH WM HHOTO 3aKOHHOTO
MPEJICTAaBUTEIIS HECOBEPIICHHOICTHETO JIUTA (32 UCKITFOUSHUEM HECOBEPIICHHOJISTHETO JINIA, YKA3aHHOTO
B MyHKTe | HacToslIel dYacTu), a TaKKe IuIlla, MPU3HAHHOTO B YCTAHOBJICHHOM 3aKOHOM TOPSJIKE
HEeIeeCITOCOOHBIM MJTH OTPAHUYEHHO JIEECITOCOOHBIM, Ha O€3BO3ME3THOE MPEA0CTABICHHE ONOIIOTHIECKOTO
Marepualia JaHHOTO JIUIA JJIs MPOU3BOJCTBA OMOMEIUIIMHCKOTO KJIIETOYHOTO MTPOAYKTA, B TOM YHCIIE B IIEIIAX
MPOBEACHHS JOKJIIMHUYCCKUX HCCIICOBaHWNA ¥ (WIM) KIMHWYCCKUX HccienoBanuid. [lomydeHue
OHMOJIOTMYECKOT0 MaTepuaa y JHIl, yKa3aHHBIX B HACTOSIIEM ITyHKTE, TOMYCKAETCs TOJIBKO B CIy4asX, €CIH
OMOMETMIIMHCKHUIA KJIIETOYHBIA MPOIYKT MPeAHA3HAYCH JIUIS TPUMEHEHHS UCKITFOUUTEIBHO STUM JIMIIAM HJTH
WX POJCTBEHHHUKAM - OMOJIOTHUYECKUM POJUTEISIM, POIHBIM JIETSIM, POJHBIM OpaThsiM U POJHBIM CECTpPaM.
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4. Jlumio, yka3aHHO€ B MYyHKTe | 4acTu 3 HACTOSIICH CTarbl, MOXET B MHUCBMEHHOU (Qopme,
3aBEpEHHON PYKOBOAMTEIEM MEIUIIMHCKONW OpraHu3amuu Jub0 HOTapuajdbHO, BBIPA3UTH CBOE
BOJICU3BSIBIICHHE O COIVIACHMM MM O HECOINIaCMU Ha MOCMEPTHOE MPEIOCTaBIIEHUE €ro OHMOJIOrHYEeCKOro
Marepuana i IpOu3BOACTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

5. B ciiydae OoTCyTCTBHS BBIPQXKEHHOTO MPH KU3HU BOJICU3bABICHUS JIMIIA, YKa3aHHOTO B IMyHKTE 1
4yacTU 3 HACTOSILIEH CTaTby, B OTHOLIEHWM IOCMEPTHOIO JIOHOPCTBA IOJIYYEHHME IIOCIIE €r0 CMEPTH
OHMOJIOrMYeCcKOro MaTepuaa AJis IPOU3BOICTBa OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTa A0IyCKaeTcs Ipu
HaJIMYUU UCBMEHHOIO COIIAacHsl Cylpyra (Cynpyru) yMepllero, a npu ero (€e) oTCyTCTBUM - OJHOIO W3
POICTBEHHUKOB (JI€TH, POIUTENH, YCHIHOBICHHBIE, YCHIHOBUTEIH, POIHBIE OpaThs U POJHBIE CECTPbI, BHYKH,
JeTyIKd U 0a0yIIkn), 3aBEpEHHOT0 PYKOBOAUTENIEM METUIIMHCKOW OpraHMU3alud WM YIIOJTHOMOYEHHBIM
UM JIULIOM JTUOO0 HOTapHAaJIbHO.

6. Mudopmariys 0 HATMYUH BOJICU3bSBICHUS JIUIA, YKA3aHHOTO B YaCTH 4 HACTOSIICH CTaThH, MHBIX
JIMI] B CIy4ae, MPelyCMOTPEHHOM YacThIO 5 HACTOAIIEH CTaThi, BHOCUTCSA B MEAMIIMHCKYIO JJOKYMEHTAIIHIO
JIOHODA.

7. IllomyueHnue OMOIOTUYECKOTO MarepHralia mpyu MOCMEPTHOM JJOHOPCTBE HE I0MyCKAETCS:

1) ecnu npu KU3HM JULO, YKa3aHHOE B IMyHKTE 1 yacTu 3 HACTOsIIEN CTaTby, BHIPA3uio B YCTHOU
dbopme B IPUCYTCTBUU CBUJETENCH CBOE BOJCHIbSIBICHHUE O HECOITIACUM Ha MOCMEPTHOE MPEI0CTaBICHUE
OMOJI0rMYeCcKOro Marepuaa Jyisi HpOM3BOACTBa OMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTa U JaHHBIE 00 3TOM
BHECEHbI B MEAMIIMHCKYIO JIOKyMEHTAIIUIO JaHHOTO JIMIA B MOPSIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
(enepanbHbBIM OPraHOM HUCIIOJIHUTENIBHOMN BIIACTH;

2) y yMepuIiero HeCOBEPILIEHHONETHETO JIMIla, 33 MCKIIOYEHHEM yKa3aHHOro B MmyHKTe 1 wactu 3
HACTOSIIEH CTaTbU, WM Y JINLA, IPU3HAHHOTO B YCTAHOBJIECHHOM 3aKOHOM MOPSIIKE HEAEECIIOCOOHBIM;

3) mpu OTCYTCTBUU OAHOBPEMEHHO BOJICU3BSBICHHUS, BRIPAKEHHOTO MIPH KU3HU JIUIIOM, YKa3aHHBIM
B IyHKTe 1 yacTtu 3 HacTosiuel cTaTbh, O COIVIACHMM Ha IOCMEPTHOE MIPEJOCTABIECHUE OMOIOrMYECKOro
Marepuaa Jijisi IpOU3BOACTBa OMOMEIUIIMHCKOTO KJIETOUHOTO MPOIyKTa, M COITIACHsI €Tro Cympyra (Cynpyru),
a 1pu ero (ee) OTCYTCTBUU - OTHOTO U3 POJICTBEHHUKOB, YKa3aHHBIX B YaCTU 5 HACTOALIEH CTaThU.

8. ®opma nHOOPMUPOBAHHOTO T0OPOBOIBHOIO COTIACHS IOHOpA OUOJIOTMYECKOTO MaTepuaia Judo
OJTHOTO M3 POAUTENICM WM WHOTO 3aKOHHOTO TPEACTABUTENs JIMIA, YKa3aHHOTO B IYHKTE 2 4YacTtu 3
HACTOSIIEH CTaTbM, Ha O€3BO3ME3/IHOE MPEAOCTaBICHHE OHOJIOTHYECKOT0 Marepuana s MPOU3BOACTBA
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJYKTa, B TOM YHCJIE B LIEISAX MPOBEACHUS TOKIMHUUECKUX UCCIIEIOBaHUM
U (WIK) KIMHAYECKUX HCCIeNoBaHui, (popMa MIUCHbMEHHOTO COTliacus cympyra (Cynpyru) 1u0o OgHOTO U3
POICTBEHHHUKOB, YKAa3aHHBIX B YaCTH 5 HACTOALIEH CTaThU, yMEPIIETO JINLA Ha IOCMEPTHOE IPEOCTABICHNE
OHMOJIOTMYECKOr0 MaTepuaia Jjisl MPOU3BOJICTBA OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, B TOM YHCIIE B
LEJSIX IPOBEACHUS JOKIMHUYECKUX MCCIEN0BAaHUMN U (WIM) KIMHUYECKUX UCCIIEIOBAHUMN, YTBEPXKIAIOTCS
YIOJTHOMOYEHHBIM (hefiepaIbHbIM OPTaHOM HCIIOHUTEIHHON BIACTH.

Crarbsa 34. [IpaBa u 00s13aHHOCTH JOHOpa OMOJIOTMYECKOrO Marepuaia, ero poauTeNneil U MHBIX
3aKOHHBIX MpeACTaBUTENEH
TAPAHT:

Cm. kommenmapuu k cmamue 34 nacmosujeco PedepaibHo2o 3aKOHA

1. JloHop 6HMONOrHUecKoro Marepuaa mpy MPKU3HEHHOM TOHOPCTBE (OMH U3 €r0 POIUTENeH WIn
WHOM 3aKOHHBIN MPECTaBUTENh) UMEET MPABO:

1) Ha 3amIUTY TIPaB ¥ OXpaHy 340POBbS JOHOPA;

2) Ha 03HAKOMJICHHUE C pe3yJIbTaTaM{ MEIUITMHCKOTO 00CIeI0BaHUS IOHOPA;

3) Ha moTy4YeHue B TOCTYNmHOU popme nHOpMaIuu 0 OMOMEIUIIMHCKOM KIIETOYHOM MPOIYKTE, M
MPOU3BOJICTBA KOTOPOTO TMPEAOCTABISIETCS OMOJOTMUECKUH Marepual, O TOpPSAKE TOMyYeHUs H
UCIIONB30BaHUS OMOJIOTHYECKOTO MaTepHalia, O BO3MOXKHBIX IOCIEICTBUSAX H3BATHS OHOJIOTHYECKOTO
Matepuaa sl 370pOBbs JOHOPA;

4) Ha TMOJly4eHHE MEIUIMHCKOM MOMOIIM B paMKax MPOrpaMMbl TOCYAApCTBEHHBIX TapaHTUH
OeCIuUIaTHOTO OKa3aHMs TpaKJaHaM MEIUIIMHCKOW IMOMOIIX B CIydyae BOSHUKHOBEHHUSI y JIOHOPA PEaKIui 1
OCJIOKHEHUH, CBA3aHHBIX C JIOHOPCTBOM;
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5) Ha oTKa3 B 000N MOMEHT OT MPEIOCTABICHUS OMOJIOTHYECKOTO MaTepuara.

2. JloHOp OMOIIOTHYECKOTO MaTepuraa (OUH U3 €ro POAUTENICH WM MHOM 3aKOHHBIN MTPEICTABUTEIb)
IPU NPHKU3HEHHOM JIOHOPCTBE 00s13aH COOOIIUTH:

1) urOpMaIHIO 00 U3BECTHBIX eMy 3a00JICBaHUAX, IEPEHECEHHBIX TOHOPOM H (MJIM) UMEIOIIUXCS
y JI0HOpA;

2) nuadopmaro 06 ynorpediIeHur JTOHOPOM HAPKOTHYECKHX CPEICTB, NMCHUXOTPOIHBIX BEIIECTB,
JIEKapCTBEHHBIX MPENaparos;

3) uHBIC CBEJICHUS, UMEIOIIUE 3HAYCHHE JITIs1 00ecTIeUeHs O€30MMacCHOTO JOHOPCTBA OMOIOTUIECKOTO
Marepuaa, nepeueHb KOTOPBIX YTBEPKAAeTCs YIIOJIHOMOYEHHBIM (hefiepaabHbIM OPIraHOM UCIIOTHUTENBHOM
BJIACTH.

3. JloHop GMOJOTHYECKOro Marepralia npu NpU>KU3HEHHOM IOHOPCTBE 00513aH MPOUTH METUIITHCKOE
oOciiefoBaHme. YKa3aHHOE METUIIMHCKOE OOCIIeOBaHME SIBISECTCS Al JoHOpa OecrarHbiM. llopsimox
MEIMIIMHCKOTO 00CIIeZIOBaHUs JIOHOpAa M MEepeYeHb MPOTHUBONOKA3aHUN (aOCONIOTHBIX M OTHOCHTEIHHBIX)
JUIS TIOJy4YEeHHsI OMOJIOTMYECKOTO Marepuajja yTBEp:KIAIOTCS YHNOJHOMOYEHHBIM (eiepabHbIM OpPTaHOM
UCIIOJTHUTENLHOU BIIACTH.

4. Tonop 6uonoruyeckoro mMarepuaia (OQUH U3 €ro poAUTeNel i MHON 3aKOHHBIN NPEACTABUTEID)
pU IPWKU3HEHHOM JOHOPCTBE, YMBIIUIEHHO CKPBIBIIMN MU HWCKAa3UBIIUNA H3BECTHBIE €MY CBEACHHUS O
COCTOSIHUM 3JI0POBBSI JJOHOpA MPH OCYIIECTBICHWHW MM HIPWIKH3HEHHOTO JOHOPCTBAa OWOJIOTHYECKOTO
marepuaia, B pe3ylbTare 4ero ObUl MPUYMHEH Bpel >KU3HH, 3I0POBBIO MAlUEHTA, MEIUIIMHCKUX
paObOTHUKOB, WHBIX JIMI, HECET OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOJATENIbCTBOM Poccuiickoit
®enepanuu.

Crarbs 35. [Ipou3BoACTBO U peanuzanus OMOMEAUIIMHCKIX KJIETOYHBIX MTPOAYKTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 35 Hacmosauje2o PedepanbHo2o 3aKOHA

1. IIpou3BOACTBO OMOMEIMIIMHCKOTO KIJIETOYHOTO TPOAYKTa OCYIIECTBISETCS C COONIOICHUEM
TpeOOBaHUIl peraMeHTa ero Mpou3BOACTBA, KOTOPBIA yTBEPKAACTCS MPOU3BOAUTEIEM OMOMEIUITMHCKOTO
KJIETOYHOT'O MPOJIyKTa U BKIIIOYAET B CEO0sI:

Hngpopmayus 06 usmenenusx:
Ilynxkm 1 usmenen ¢ 14 asezycma 2018 e. - @edepanvusiii 3akon om 3 aseycma 2018 o. Ne 323-D3

Cm. npedwioywyto pedakyuio

1) mepeyeHb UCMOIB3YEMBIX KJIETOUYHBIX JIMHUH, JIEKAPCTBEHHBIX MpPENapaToB, ¢papMaleBTHYeCKUX
cyOCTaHIMI, MEIULIMHCKUX U3/I€JIUI U BCIIOMOTaTENIbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KaXKJOTo U3
HUX;

2) naHHble 00 MCMOIB3yEMOM OOOpYIOBAaHUM, ONMMCAHWE TEXHOJOTHYECKOTO Mpolecca U METOI0B
KOHTPOJI Ha BCEX ATarax MpOu3BOJICTBA OMOMETUIIMHCKOTO KIETOYHOIO MPOIYKTa.
TAPAHT:

Yacmwv 2 cmamou 35 nacmosiweco edepanvroco 3akona ecmynaem 6 cuiy ¢ 1 sneaps 2018 e.

2. IlpaBuiia mpou3BOACTBAa OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB YCTAHABIMBAIOTCS TIPABUIAMHU
Ha/JIeXKAIIEH TPAKTUKU MO0 pabdoTe ¢ OMOMETUIIMHCKUMHU KJIETOUYHBIMH MPOAYKTaMHU, YTBEPIKIECHHBIMH
YIOJIHOMOYEHHBIM (peiepaTbHBIM OPTaHOM HUCTIOTHUTEIIBHON BIACTH.

Ungpopmayus 06 uzmenenusix:
Yacmo 3 usmenena c 1 anpens 2024 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedvioywyto pedakyuio

3. Ilpou3BoaCcTBO HE 3aperucTpupoBaHHbIX B Poccuiickoit deneparnm OMOMETUITMHCKUAX KIETOYHBIX
MPOJYKTOB HE JIONYCKAETCs, 32 UCKIFOUEHUEM CITy4aeB:

1) mpouw3BoAcCTBa OMOMEIUIIMHCKHX KJIETOUHBIX MPOAYKTOB ISl TEJIEH JTOKIMHUYECKUX W
KIIMHUYECKUX HUCCIIETOBAHUI OMOMEIUIIMHCKIX KJIETOUHBIX TPOAYKTOB;

2) MPOU3BOACTBA OMOMETUIIMHCKUX KJIETOYHBIX MPOIAYKTOB, MPETHA3ZHAYCHHBIX ISl MCTIOTHEHUS
WHAVBUIYAIBHOTO MEAWIIMHCKOTO Ha3HAueHUs OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, CIENUaIbHO
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MIPOU3BEJCHHOIO I OTAEJIBHOIO MAalMEeHTa HEMOCPEACTBEHHO B MEIUIIMHCKON OpraHU3allH, B KOTOPOU
MPUMEHSIETCS JTaHHBIA OMOMEUITMHCKAN KIIETOYHBIN MPOTYKT.

4. 3aperucTpupoBaHHbI  OMOMEAWIIMHCKMM  KJIETOYHBIA  MPOAYKT  OINPEACIICHHOTO  THUIa
(ayTOJIOTUYHBIN, aJUTOTCHHBIN, KOMOMHUPOBAHHBIN) MOXET TIPOU3BOIUTHCS C UCTIOIH30BAHHEM KIIETOUHBIX
JUHHUM, TPUTOTOBJICHHBIX M3 OMOJIOrMYECKOro MarepHasa, MOJyYeHHOTO OT Pa3lM4HbIX AOHOpPOB. [Ipu
coOmoneHny TpeOOBaHM, YCTAHOBJICHHBIX NPU TOCYIAPCTBEHHON pETrHCTpai OHOMEIMIIMHCKOTO
KJIETOYHOTO IPOAYKTA, OBTOPHAS TOCYAaPCTBEHHAs] PErHCTpaIisl TAKOro OMOMEAMIIMHCKOTO KJIETOYHOTO
MPOAYKTa HE TpeOyeTcs.

5. 3anpeniaercsi IpOU3BOACTBO:

1) dpanbcupupoBaHHBIX OMOMETUITMHCKIX KIETOYHBIX IPOIYKTOB;

TAPAHT:

Ilynkm 2 wacmu 5 cmamou 35 nacmoawezo ®@edepanvrozo 3akona ecmynaem 6 cuny ¢ 1 saneaps 2018 e.

2) OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB C HAPYIICHWEM MpPaBUJI HAIUICKANIEH MPAKTHUKU TI0
padoTe ¢ OMOMEANIIMHCKUMHU KJIETOYHBIMU IIPOAYKTAMHU.

6. [lonTBepKIeHUE COOTBETCTBUSI IPOU3BEACHHOTO OWOMEIUIIMHCKOTO KJIETOYHOTO IPOJYKTa
TpeOOBaHUSAM, YCTAaHOBJICHHBIM NIPU €T0 TOCYAapCTBEHHOW PEruCTpalid, U COOTBETCTBHUS IPOIECCa €ro
NPOM3BOJCTBA TPEOOBAHUSAM HAJUICKAIEH MPAKTUKU TO pabore ¢ OMOMEIUIIMHCKAMHU KJICTOYHBIMU
NPOIYKTaMU OCYIIECTBISETCS YIOJTHOMOYEHHBIM JIUIIOM TPOU3BOIUTEINST OMOMEIUIIMHCKOTO KJIETOYHOTO
NOPOIYKTa, 3a MCKIIOYCHUEM OWOMEIMIIMHCKUX KJIETOYHBIX IPOAYKTOB, MPOU3BEACHHBIX IS
JOKIIMHIUYECKUX MCCIIEOBAHUN M KIMHUYECKUX MCCIEOBAHUIN OMOMETUIIMHCKUX KIIETOUHBIX MPOIYKTOB.
TpeOoBaHUsi K YPOBHIO OOpa3oBaHUs M KBAIM(UKAIMH, TMOPSIOK aTTECTAIlMH YIMOJIHOMOYEHHOIO JIMIA
IPOM3BOJUTENS] OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa U €ro MOJHOMOYHS 10 00ECIIEYCHUI0 KauecTBa
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa, BBOJMUMOIO B OOpAIlCHUE, YCTAHABINBAKOTCS YIIOJTHOMOUCHHBIM
(denepaabHBIM OPraHOM HCHOTHUTEIBHOM BIACTH.

Hngpopmayus 06 usmenenusx:
Yacms 7 usmenena c 1 anpens 2024 2. - @edepanvuwiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedwioywyo pedakyuio

7. IllpousBoauTeny OMOMENUIIMHCKUX KIETOYHBIX MPOMYKTOB MOTYT OCYIIECTBISTH PEaU3aIHI0
OMOMEIMIIMHCKUX KJIETOUYHBIX TPOMYKTOB, 32 HCKIIOYCHHEM OMOMEIHUIIMHCKHUX KJICTOYHBIX MPOIYKTOB,
MpeIHa3HAUYEHHBIX JUIS HMCIOJHEHUS WHIUBUAYATbHOTO MEIMIIMHCKOTO Ha3HAYeHHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO TPOMIYKTa, CHEIHaIbHO MPOM3BEACHHOTO Ui OTIEIBHOTO MalMeHTa HETOCPEICTBEHHO B
MEIMIIMHCKON OpraHu3aluy, B KOTOPOH MPUMEHSETCSl JaHHBIN OMOMETUIIUHCKUN KJIE€TOUHBIN MPOIYKT:

1) ApyruM TPOU3BOTUTEIIIM OHOMEIUIIMHCKAX KIIETOYHBIX MPOAYKTOB JUIS TIPOU3BOJICTBA
OMOMEIUIIMHCKUX KJIETOUHBIX IPOIYKTOB;

2) HAyYHBIM OpraHU3allsM, OOpa30BaTeIbHBIM OPTaHHW3AIMAM JUISI TIPOBEACHHUS HAyYHBIX
HCCJIeIOBAaHUIT;

3) opraHu3aIusaM, OCyIeCTBISIONNM MEIUIIMHCKYIO IS TEIbHOCTD.

8. IlpaBuna  peanu3anuu  OWOMEIUIIMHCKUX  KIETOYHBIX  MPOAYKTOB  yCTaHABIMBAIOTCS
[IpaBurensctBOoM Poccuiickoit denepanun.

Crarbsa 36. MapkupoBka OMOMETUIIMHCKUX KJIETOYHBIX MPOJYKTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 36 Hacmosujeco PedepaibHo20 3aKOHA

1. [lepeyenb cBeneHUN, HAHOCHUMBIX HAa TNEPBUYHYIO YIAKOBKY, BTOPUYHYIO YIIaKOBKY
OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB W TPAHCTIOPTHYIO Tapy, B KOTOPYIO MOMEIICH OMOMEIUITITHCKHNA
KJIETOYHBIN TPOJYKT, YCTAHABIMBACTCS YIMOJTHOMOYEHHBIM (pelepallbHbIM OPraHOM HCIOTHUTEIbHOM
BJIACTM.

2. [lepBuuHas ymakoBKa W BTOpPUYHAS YIMAKOBKa AayTOJOTUYHBIX OHMOMEIUIIMHCKUX KIETOYHBIX
MPOAYKTOB M KOMOWHUPOBAHHBIX OHMOMEIUIIMHCKUX KJICTOYHBIX MPOAYKTOB MAapKUPYIOTCS C
MCIIOJB30BaHMEM METOIOB PAJAMOYACTOTHON MACHTU(DUKAIIMY TMPUHAICKHOCTH TAKOTO OMOMEIUIIUHCKOTO
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KJIETOYHOTO TIPOAYKTa KOHKPETHOMY TIAllUEHTy B TOPSIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM
denepanbHBIM OPTaHOM HCIIOJIHUTETHHON BIACTH.

3. Ha mepBu4YHYyI0 ymakoBKYy W BTOPHYHYIO YITAKOBKY OMOMEIMITMHCKHUX KJIETOYHBIX IPOIYKTOB,
MpPEIHA3HAUYCHHBIX JUISI JOKJIMHUYECKUX HCCIECIOBAHUN WIM KIMHUYECKUX HCCIEIOBAaHUM, HAHOCUTCS
Haanuck: "I JOKIMHAYECKUX ucciiemoBanuil” win "1 KIIMHUYeCKUX ucclieaoBaHmii'.

Crartbs 37. TpancnopTupoBKa U XpaHeHUE OHOJIOrHUECKOro MaTepuana, KJIETOK 7Sl IPUTOTOBICHUS
KJIETOYHBIX JIMHUM, KJICTOYHBIX JIMHUM, MpEAHA3HAYCHHBIX I IPOU3BOJICTBA
OMOMEIUIIMHCKHUX KJIETOUHBIX TPOAYKTOB, OMOMEAUIIMHCKUX KJIETOYHBIX TPOAYKTOB

TAPAHT:

Cm. kommenmapuu k cmamve 37 Hacmosuwe2o PedepanbHo20 3aKoHa

1. buonornueckuil Marepua, KIETKH JJs IPUTOTOBJIEHUS KJIETOUHBIX JUHHUM, KJIETOUHbIE JIMHUU,
IpeAHa3HauYeHHbIe JJIs1 IMPOU3BOACTBA OMOMEIMLMHCKUX KJIETOYHBIX IPOAYKTOB, OMOMEIULIMHCKUE
KJICTOYHBIE IPOTYKTHI JOJDKHBI TPAHCIOPTUPOBATHCS C COOMIOACHNEM yCTaHABIMBAEMbIX YIIOTHOMOUYEHHBIM
(enepaabHbBIM OPraHOM UCHOIHUTENBHOM BIACTH MPaBUII TPAHCIOPTUPOBKH.

2. buonoruueckuil Marepua, KIETKH JUIsl IPUTOTOBJICHUS KJIIETOYHBIX JIMHUM, KJIETOYHbIE JTUHUH,
IpeAHa3HauYeHHbIe JJIs IMPOU3BOACTBA OMOMEIMLMHCKUX KJIETOYHBIX IPOAYKTOB, OMOMEIUIIMHCKUE
KJIETOYHBIE MPOAYKTHI JOJDKHBI XPAHUTHCA B YCIIOBUSAX OMOOAHKOB, OOECIEUMBAIOLIUX COXPAaHEHUE HX
OMOJIOTMYECKUX CBOMCTB U NPEAOTBPAIIAIOLINX UX MHPULIUPOBAHHUE U 3arpsi3HEHHE.

3. TpeboBaHus K OpraHu3alud U JAESITEIbHOCTH OMOOAaHKOB, a TaKKe IpaBWJIA XpPaHEHUS
OMOJIOTMYECKOr0 MaTepuasia, KIETOK JJsi IPUIOTOBJIEHUS KIETOUHBIX JIMHUN, KIETOUHBIX JIMHUH,
NpeAHAa3HAYEHHBIX [UIS TPOM3BOACTBA OWOMEIMIMHCKUX KIETOYHBIX MPOMYKTOB, OHOMEIUITMHCKHX
KJIETOYHBIX MPOIYKTOB YCTAHABIMBAIOTCSA YINOJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH.

Crarbsa 38. YHUUYTO)KEHUE HEBOCTPEOOBAHHOIO OMOJIOTMYECKOIO MaTepuaia, HEBOCTPEOOBAaHHBIX
KJIETOK JUIsl IIPUTOTOBJICHHS KJIETOYHBIX JIMHUM, HEBOCTPEOOBAHHBIX KJIETOYHBIX JIMHUI,
NpeaAHAa3HAYCHHBIX I MPOU3BOACTBA 6I/IOMCI[I/IIII/IHCKI/IX KJIICTOUYHBIX IMPOAYKTOB,
HEBOCTPEOOBAHHBIX OMOMEIUIIMHCKUX KIETOYHBIX TPOTYKTOB

TAPAHT:

Cm. kommenmapuu k cmamve 38 Hacmosiweeo PedepanbHo2o 3aKoHa

1. HeBocTpeOGoBaHHBIN OHOIOTHYECKHI MaTepuall, HEBOCTPEOOBAaHHbIE KIETKH JJIsl IPUTOTOBIICHUS
KJIETOYHBIX JIMHUHA, HEBOCTpEeOOBaHHBbIC KJIETOYHBIC JIMHUM, MpeJHAa3HAaY€HHbIE MJIs IPOM3BOACTBA
OMOMEINIIMHCKUX KJIETOYHBIX INPOAYKTOB, HEBOCTPEOOBaHHbIE OMOMENUIIMHCKHAE KJIETOUHBIE MPOAYKTHI
HOAJIEKAT YHUUTOKEHUIO B IOPSAIKE, YCTAHOBICHHOM 3aKOHOAATENLCTBOM B c(hepe OXpaHbl 37J0POBBS.

2. @anbcuPUIMPOBAHHbIE OMOMEAMIIMHCKUE KJIETOYHbIE MPOAYKTHI WJIM HEI0OpOKayecCTBEHHBIE
OMOMEIUIIMHCKUE KJIETOYHbIE MPOAYKTHI MOAJEKAT U3BATHIO U3 0OpallleHHs 10 pelieHuto ¢eepaIbHOro
OpraHa HCIIOJIHUTEIBHOM BJIACTH, OCYIIECTBIAIOMIEr0 (YHKIMM IO KOHTPOIIO M Haa3opy B cdepe
3apaBooxpaneHus. Ilocnenyromee yHHMUTOXeHHE (DambCcUPUIMPOBAHHBIX OMOMETUIIMHCKUX KJIETOYHBIX
IPOAYKTOB WM HEAOOPOKAUE€CTBEHHBIX OMOMEAMIIMHCKUX KIJIETOYHBIX MPOAYKTOB OCYILIECTBIISIETCS Ha
OCHOBAaHMH PEIICHUS BiIaJieNblia OMOMEIUIIMHCKOTO KJIETOYHOT0 MPOYKTa U (UJIH) pelieHus (eaepaibHOro
OpraHa HCIIOJIHUTEIBHON BJIACTH, OCYLIECTBISIOMIErOo (YHKIMM IO KOHTPOII M Haa3opy B cdepe
3/IpaBOOXPaHEHMUs], NI PELIECHUS Cy/a.

3. KontpadakTHble OMOMEANIIMHCKIE KJIETOYHbIE MPOAYKTHI MOAJNEKAT UIBSATHIO U3 oOpalleHus 1
YHUUTOKEHUIO TI0 PELLIEHUIO CY/a.

4. llopsinok yHUUYTOXKEHUSA (adbCUPUIMPOBAHHBIX OUOMEAUIIMHCKUX KJIETOUHBIX IPOAYKTOB,
HEe/IOOPOKAUECTBEHHBIX OMOMEIUIIMHCKUX KIIETOUHBIX NMPOAYKTOB M KOHTpPa(aKTHBIX OHOMEIUIIMHCKHX
KJIETOYHBIX MMPOIYKTOB ycTaHaBiuBaercs [IpaButensctBom Poccniickoit @enepannu.

5. Pacxonpl, cBs3aHHBIE C YHUYTOXXEHHEM (hambCHUPUIUPOBAHHBIX OMOMEIUIMHCKUX KJIETOUYHBIX
IPOAYKTOB, HEAOOPOKAUEeCTBEHHBIX OMOMEIUUIMHCKUX KIETOYHBIX TMPOAYKTOB U KOHTpa(aKTHBIX
OMOMETUIIMHCKUX KJIETOUHBIX NMPOAYKTOB, BOSMEIIAIOTCS UX BIIAJICIbIIaMH.
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6. Biamenern OMoMeaMITMHCKOTO KJIETOYHOTO MPOAYKTA TOJDKEH MPEICTaBUTh B (peiepaabHbIi OpTraH
UCTIOJIHUTENILHON BJIACTH, OCYIIECTBIIIOMUI (DYHKIIMHU IO KOHTPOJIIIO U HAA30pY B cdepe 3ApaBOOXpaHEHNS,
JIOKYMEHT, TOATBEP)KIAOIINN (aKT YHUUYTOXKEHHUS OWOMEIUIIMHCKOTO KIJIETOYHOTO MPOAYKTA, WU €ro
3aBEPEHHYIO B YCTAHOBJICHHOM MOPSIJIKE KOIHIO.

7. @enepanbHBIi OpraH MCIOJHUTEIBHOW BJIACTH, OCYIICCTBISIOMNNA (YHKIIUU IO KOHTPOIIO U
HAJ30py B cdepe 3apaBOOXpAHCHUsS, NPHHSBIIUNA pEIIeHuE 00 YHUYTOKCHUU OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTA, OCYIIECTBIISICT KOHTPOJIb 32 UCIIOJTHEHUEM YKA3aHHOTO PEIICHHUS.

Crarbsi 39. OcoOCHHOCTH OKa3aHUS MEIUIIMHCKOW IOMOINU C MPUMEHEHHEM OMOMETUITMHCKUX
KJIETOYHBIX MPOTyKTOB
TAPAHT:

Cm. kommenmapuu k cmamue 39 nacmosaujeco PedepaibHo20 3aKOHA

Unpopmayus 06 usmeHenusix:
Yacms 1 usmenena c 1 anpensa 2024 2. - @edepanvuwiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedwioywyo pedakyuio

1. MeqMIMHCKYI0 TOMOLIb C HPUMEHEHHEM OHOMEIUIMHCKUX KIJIETOYHBIX MPOJYKTOB MOTYT
OKa3bIBaTh MEIUIMHCKUE PaOOTHUKM, IPOLIEAIINE OOy4eHHE MO JIONOIHUTEIbHOW MPOPECCHOHATbHON
nporpaMMe (IporpaMMe IOBBIIIEHUS KBaJU(HUKALMK) IO BONPOCAaM NPUMEHEHUs OHMOMEIUIIMHCKHX
KJIETOYHBIX IIPOYKTOB, B TOM YHCJI€ B 00JIaCTH pereHepaTuBHON MeAUIIMHLL. [IprMepHbIe 10NOTHUTEIbHbBIE
npogeccuoHalbHble MPOrpaMMbl (IIPOrpaMMbl HOBBIILIEHHS KBAIW(UKALMK) MO BOIPOCAM MPUMEHEHUs
OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB YTBEP)KIAIOTCS YIOJHOMOUYEHHBIM (pefepaibHbIM OPraHoM
UCTIOJIHUTENIHON BIIACTH.

2. CaMOCTOATENBHOE MPUMEHEHHE MAalUEHTOM OMOMEIUIUHCKUX KJIETOUHBIX IPOAYKTOB HE
JIOITyCKaeTCsl.

3. buomMeqMUUHCKUE KIIETOYHBIE MPOAYKTH, B COCTAaB KOTOPBIX BXOAAT KJIETOYHbBIE JIMHHH,
HOJTy4YeHHble K3 OHOJOrMYECKOro MaTepuajia JOoHOopa OHOJIOTMYECKOro Marepuana, HMEOILEro
IIPOTUBOIIOKA3aHUS, BKIIOUEHHBIE B NIEPEUEHb IPOTUBONOKA3aHUN (a0COIIOTHBIX U OTHOCUTENBHBIX) JUIS
NOJy4YeHUs OMOJIOTMYECKOro MarepHuaia A MPOM3BOACTBA OMOMETUIIMHCKHUX KJIETOYHBIX IMPOIYKTOB,
MOTYT OBITh NPUMEHEHBl [JS JIEUEHUS TOJIBKO CaMOro JOHOpa 3TOr0 OHMOJOTMYECKOr0 Marepuania
(ayTOJOrMYHOE MPUMEHEHHUE).

Crarbs 40. Undopmanivs 0 OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTaX
TAPAHT:

Cm. kommenmapuu k cmamve 40 nacmosiweeo PedepanvbHo2o 3aKoHa

1. Undopmanuss 0 OMOMEIMLMHCKHUX KIETOYHBIX NPOIYKTaX JOJDKHA COAEpXKAaTbCsi TOJIBKO B
CHeMaIU3UPOBAHHBIX U3/IaHUX, B TOM YHCIIE MOHOTpa(dUsiX, CIPABOUYHUKAX, HAYYHBIX CTaThsAX, TOKJIAAAX
Ha KOHIpeccax, KOHPEpEeHLUIX, CHMIIO3UyMax, HAYYHBIX COBETAX, Ha CHEUAIN3UPOBAHHBIX cCailiTaX B CETH
"NHTepHeT", a TakKe B MHCTPYKIMAX 110 IPUMEHEHUIO0 OMOMETUIIMHCKUX KJIETOUYHBIX MPOJYKTOB U JPYTUX
MH(OPMAIIMOHHBIX MaTepuanax, NpeAHasHauYeHHbIX ISl MEJUIIMHCKUX PAaOOTHHUKOB.

2. JlonmyckaeTcs HCHOJb30BaHHE JIIOOBIX MaTepHalbHBIX HOCHUTENEH, IMO3BOJSIOMIUX XPaHHTh,
nepeaaBaTh U UCHOIb30BaTh HH(GOPMAIUIO 0 OMOMEAUIIMHCKUX KJIETOYHBIX MPOAYKTAaX 0€3 HCKaKEeHUI.

Crarbs 41. MoHUTOpUHT 0€30MaCHOCTH OMOMEIUIIMHCKUX KIETOUHBIX POyKTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 41 nacmosueco PedepanvbHoco 3aKOHA

1. bBuomenuIIMHCKHE KIETOUHBIE POTYKThI, HAXOAsIIecs B oopamiennn B Poccuiickoii @enepanuu,
MOJIJICKaT MOHUTOPHUHTY O€30MacHOCTH B IENSX BBISIBICHHUS BO3MOXKHBIX HETAaTUBHBIX TMOCIEICTBHA HMX
MPUMEHEHHUS, KOTOPBIH MPOBOAUTCS (eiepalbHBIM OPraHOM HCIIOTHUTEIBHON BIIACTH, OCYIIECTBISIONIIM
(GYHKIIMY IO KOHTPOJTIO U Ha/130py B cepe 31paBOOXPAHEHUS, B yCTAHOBICHHOM UM TOPSIIKE HA OCHOBAHHUH
COOOIIEeHUH, MPEAYCMOTPEHHBIX YACTSIMU 2 U 3 HACTOSIIECH CTAaThH.
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2. CyObekThl OOpaiieHuss OWOMEIMIIMHCKUAX KJIETOYHBIX TPOAYKTOB OOsI3aHBI  HAmpaBIATh
COOOIIEHUsI O MOOOYHBIX NEUCTBUAX, HEXKETIATEeIbHBIX PEAKIUAX, CEPbEe3HBIX HEXKETaTeIbHBIX PEaKIUsX,
HEIPEABUACHHBIX HEXKEIATSIIbHBIX PEAKIUAX MPU MPUMEHEHHH OMOMEIUIIMHCKUX KJIETOUHBIX MPOIYKTOB,
00 WHAMBHIYyaIbHOM HENMEPEHOCUMOCTH, OTCYTCTBHH J(P(EKTHUBHOCTH OHWOMETUIIMHCKUX KIETOYHBIX
MIPOJYKTOB, 00 OCOOEHHOCTSX HMX B3aUMOJICHCTBHS C JICKAPCTBEHHBIMH IperiapaTramMH, MEIUIIMHCKUMHU
U3ICNTASMH, TTUIIEBBIMU TIPOIYKTAMU, IPYTUMHU OMOMETUIIMHCKAMU KIIETOYHBIMH MPOTyKTaMH, a Takke 00
WHBIX (aKTax MU OOCTOATENIbCTBAX, IPEACTABIAIONIMX YIPO3y JKHU3HH WM 370POBBIO YEJIOBEKA TpH
NPUMEHEHUN OMOMEIMIIMHCKUX KJIETOUYHBIX MPOAYKTOB W BBISBICHHBIX Ha BCEX JTamax oOpameHus
OMOMEMIIMHCKUX KJIIETOUYHBIX MPOAYyKTOB B Poccuiickoit deneparumu.

3. Opranu3zanuu, OKa3bIBAOIINE METUITUTHCKYIO TTOMOIIb OEPEMEHHBIM, POKEHHUIIAM, POAMILHUIIAM
1 HOBOPOJKJICHHBIM, 00513aHbI HAMPABIIATH COOOIIEHUS 000 BCEX CIydasxX POXKIACHHS IETCH C BPOKICHHBIMH
AHOMAJIHMSIMH HJTM TIOPOKAMH PA3BUTHSI B CIydae, €CJIM B OTHOIICHUH OJHOTO M3 POJIUTENCH TaKUX JIETeH
paHee IpH MEIUIIMHCKOM BMENIATeNIbCTBE MPUMEHSUITUCh OMOMEIUITMHCKUE KIIETOUHBIE TIPOTYKTHI.

4. Bnanmenblpl PETUCTPALUOHHBIX YIOCTOBEPCHHUH OWOMETUIIMHCKUX KJIETOYHBIX IPOMYKTOB,
IOpUINYECKHE JIUIA, HA UM KOTOPBIX BBIJAHBI pa3pelicHUs] Ha MPOBEJACHUE KIMHUYSCKUX UCCIICIOBaHUN
OMOMEIMIIMHCKUX KJICTOYHBIX IMPOIYKTOB, JIMOO YITOJIHOMOYCHHBIC UMHU JIPYTHE IOPUIANYCCKHC JIMIA B
pamkax obecrniedyeHus: 6e30MacHOCTH OMOMETUIIMHCKUX KIETOYHBIX MPOAYKTOB B MOPSIIKE, YCTAHOBICHHOM
deneparbHBIM OPraHOM UCTIOTHUTEIHLHOM BIACTH, OCYIIECTBIISIONIMM (QYHKIIMU 110 KOHTPOIIO ¥ HAJI30PY B
chepe 3apaBOOXpAaHEHHUS, OO0s3aHBI OCYIIECTBIATH IMpPUEM, Yy4eT, 00paboTKy, aHalu3 U XpaHCHHE
MOCTYNAIONINX B UX aJIpeC OT CYyOBEKTOB OOpalicHus] OMOMEIUIIMHCKUX KIETOUYHBIX MPOAYKTOB U OPTaHOB
rOCyIapCTBEHHOW BJIACTU COOOIICHHH O MOOOYHBIX JACUCTBUSAX, HEXKETATEIbHBIX PEAKIUAX, CEPbEe3HBIX
HEKETAaTeIbHBIX  PEaKIUAX, HENPEIBUICHHBIX  HEXKENATeIbHBIX  pEaKIUsIX MPU  [PUMCHCHHH
OMOMEIMIIMHCKUX KIIETOYHBIX MPOAYKTOB, 00 OCOOCHHOCTSX HX B3aUMOJCHCTBHUSL C JIEKAPCTBEHHBIMU
npernaparaM, MEAWIIMHCKAMH H3JCIHSIMH, TUIICBBIMA MPOAYKTAMH, APYTUMH OHOMEIUIIMHCKHUMH
KJICTOYHBIMH TPOAYKTaMH, 00 WHAMBHUIYaJIbHON HEMEePeHOCHMOCTH, a Takke 00 HWHBIX Qakrax u
00CTOATEIHCTBAX, MPEACTABISAIONINX YIPO3y JKU3HM WM 3A0POBBIO YENIOBEKa JIMOO BIMSIONIMX Ha
M3MEHEHUE OTHOUICHHS] OKMIAeMOW TMOJb3bl K BO3MOXHOMY PHCKY HpPHUMEHEHUs OWOMETUIIMHCKUX
KJICTOYHBIX MTPOAYKTOB.

5. Ilpu BbIsIBIeHUH WHGOPMAIUH, TPEIYCMOTPEHHON YacThi0 4 HACTOAIIEH CTAaThbU, BIaJEibIIbI
PETHCTPAIIMOHHBIX YIOCTOBEPEHUH OMOMEIMIIMHCKIX KIIETOYHBIX MPOTYKTOB, FOPUAMUSCKHE JTUIA, HA M
KOTOPBIX BBIIAaHBI pa3pelieHus Ha MPOBeeHNE KIMHUUECKUX UCCIEeOBAHUN OMOMEINIIMHCKIX KIIETOYHBIX
MPOAYKTOB, JIMOO VYIOTHOMOYCHHBIE WMH JIPYTUe IOPHIAMYSCKHE JUIa OO0S3aHbl IMPUHSATH MEpPHI,
HaIpaBJIeHHbIC HA YCTPAHEHUE HETaTUBHBIX MOCIIEACTBHI MPUMEHEHUS TAKUX OMOMEIUIIMHCKUX KIIETOYHBIX
MPOAYKTOB, IPEAYNPEKICHUES TPUINHEHUS Bpea )KU3HU WIH 370POBBIO YEIIOBEKA, 3aIUTY IMAIIHCHTOB OT
NPUMEHEHUS TaKUX OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, Ha JOIMOIHUTENbHBIN cOOp JaHHBIX 00
3¢ (HEeKTUBHOCTH U 0 0€30MMACHOCTH TaKMX OMOMEIUIIMHCKHUX KIETOUYHBIX TPOTYKTOB.

Crarbs 42. [IproctaHoBieHre NIPUMEHEHNS OMOMEINIIMHCKOTO KJIIETOYHOTO IPOTyKTa
TAPAHT:

Cm. kommenmapuu k cmamoe 42 nacmosujeco PedepaibHo2o 3aKOHA

1. ®enepanbHbIil OpraH UCHOTHUTENHLHOW BIIACTH, OCYIIECTBISIIOIINKA (PYHKIIMKU MO KOHTPOIIO U
Hag30py B cdepe 3apaBoOXpaHEHHUs, NPUHUMAET B TMOPSAKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIONHUTEIBHOW BJIACTH, pEIIEHHE O MPUOCTAHOBIECHUU TPUMEHEHUS
OMOMETUIIMHCKOTO KJIETOYHOTO MPOTYKTa:

1) mpu monydyeHun HHPOPMALUKU O MOOOYHBIX ACUCTBUAX, HE YKA3aHHBIX B WHCTPYKIHUHU IO
MPUMEHEHUIO OMOMEIUITMHCKOTO KIIETOYHOTO TIPOAYKTA, CEPhE3HBIX HEXKEIATeNbHBIX PEAKIUsIX U
HENPEBUICHHBIX HEXKEIaTeIbHBIX PEAKIUAX, 00 OCOOEHHOCTAX B3aMMOACUCTBHUS OHOMEIUIIMHCKOTO
KJIETOYHOTO TPOAYKTa C JICKAPCTBEHHBIMHU TIpermapaTtaMy, MEIUIIUHCKUMH W3ACIUSIMH, THIIEBBIMU
MPOAYKTaMHU, JIPYTHMH OHOMEIMIMHCKHUMH KIETOYHBIMH MPOAYKTaMH, KOTOPBIE MOTYT MpPEICTaBIATH
yIpo3y JKU3HUW WM 370pPOBbIO YEJOBEKa, a TAaKKE€ O HECOOTBETCTBUU JaHHBIX 00 3(P(PEeKTUBHOCTH
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OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M O O€30MacHOCTH OMOMEIUITMHCKOTO KJIETOYHOTO TMPOAYKTa
JAHHBIM, COACPKAITUMCS B UHCTPYKIIUU IO €r0 MPUMEHEHHUIO;

2) mpu HEUCIIOJIHCHWHM WM HEHAJUIe)KAIeM HCIIOJIHCHUHM BIIAJICIbIIaMUA  PETUCTPAIMOHHBIX
YIOCTOBEPECHUN OMOMEAMIIMHCKUX KIIETOYHBIX TMPOIYKTOB, IOPUIMYCCKUMH JIUI[AMHU, HA MMl KOTOPBIX
BBIJIAaHBI Ppa3pelieHUss Ha TPOBEJACHHUE KIMHUYECKUX MCCIICIOBaHUNA OHOMEIUIIMHCKUX KJIETOYHBIX
OPOAYKTOB, WJIH YyIOJHOMOYCHHBIMH HMH JPYTUMH HOPUIUYCCKUMH JIMIIAMH  OOS3aHHOCTEH,
YCTaHOBJICHHBIX YacTamu 4 u 5 crarbu 41 Hactosiero denepanbHOro 3aKoHa;

3) B cirydae BEIHECEHMSI 3aKIIOUEHHS O HEIOCTOBEPHOCTH PE3YIbTaTOB KIMHUYECKOTO UCCIIEI0BAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOJIYKTa, KOTOPOE OCHOBAHO Ha pe3yibTaTax IMPOBEPKH MEIUIIMHCKOU
OpraHu3aIy, IPOBOIUBIIEH YKa3aHHOE KIMHUYECKOE UCCIIEIOBAaHNE C HApYIICHUEM MTpaBUJil HaJIexKaiei
MIPaKTUKH IO padoTe ¢ OMOMEIUIIMHCKUMHU KJIETOYHBIMH IPOAYyKTaMH, JIMOO B ClIydae HEBBITIOJHEHUS
MPEIMUCAHUS 10 UTOTaM OCYIIECTBICHHS BEHIOOPOYHOTO KOHTPOJISI KA4eCTBA OMOMEMIIMHCKOTO KJICTOYHOTO
MPOJIyKTa.

2. @enepanbHbI OpraH MCHOJIHUTEIFHONW BIIACTH, OCYIICCTBIIOMUN (QYHKIMH MO KOHTPOIIO U
Haa30py B cdepe 3IpaBOOXpaHEHHs, MO pe3yabraTaM MOHUTOPHHIa O€30MacHOCTH OHMOMETUIIMHCKUX
KJICTOYHBIX MPOIYKTOB pa3MemlaeT Ha CBoeM O¢HIMaIbHOM caiite B cetn "MuTepHer" mHOpManmio o
MPUHITOM PEIICHUU O NMPUOCTAHOBICHUU MPUMEHEHUS OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa U (WIIH)
CBSA3aHHOM C HUM PEUICHUU O BO3MOXKHOM BO30OHOBJICHUHU NMPUMEHEHHS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTA.

Hngpopmayus 06 usmenenusx:
Haumenosanue usmeneno c 1 anpensa 2024 2. - @edepanvusiii 3akon om 4 aszycma 2023 2. Ne 466-D3

Cm. npedwioywyo pedakyuio
Crarss 43. [Topsaok BeiBo3a u3 Poccuiickori denepanny OMOMEIMIIMHCKUX KICTOYHBIX TPOITYKTOB
TAPAHT:

Cm. kommenmapuu k cmamve 43 nacmosiwezo PedepanbHo20 3aKoHa

1. Yrparuna cuny c 1 anpenst 2024 r. - @enepanbhblil 3akoH 0T 4 aBrycra 2023 1. Ne 466-D3
Hncpopmayus 06 usmenenusx:
Cm. npedwioywyto pedakyuio

2. YTparuna cuiy c¢ 1 anpens 2024 . - @enepanbHblii 3ak0H 0T 4 aBrycrta 2023 . Ne 466-D3

Ungpopmayus 06 usmenenusix:

Cm. npedvioyuyyio pedakyuio
3. Vrparuia cuny c 1 anpenst 2024 r. - @enepanbHblii 3akoH 0T 4 aBrycra 2023 1. Ne 466-D3

Hnpopmayus 06 usmenenusx:

Cm. npedwioywyto pedakyuio
4. VYrparuna cuiy c 1 anpenst 2024 1. - ®enepanbHbiil 3akoH oT 4 aBrycta 2023 . Ne 466-03

Hnpopmayus 06 usmenenusx:

Cm. npedwioywyto pedakyuio
5. Vrparuna cuny c 1 anpenst 2024 r. - @enepanbHblii 3akoH 0T 4 aBrycra 2023 1. Ne 466-D3

Unpopmayus 06 usmeHnenusix:

Cm. npedvloywyro pedaxyuro
6. Ytparuna cuity ¢ 1 anpeinst 2024 r. - @enepanbHblil 3akoH oT 4 aBrycta 2023 1. Ne 466-D3

Ungopmayus 06 uzmenenusx:

Cm. npedvioywyto peoakyuio

7. BpIB03 OMOMEIMIIMHCKUX KIJIETOUHBIX MPOXYKTOB U3 Poccuiickoit denepanun ocymecTBaseTcs
0e3 mpuMeHeHUs] OrpaHUYeHUi, ycTaHoBlIeHHbIX MpaBoM EADC u (wnn) 3akoHonarensctBoM Poccuiickoit
®denepaniv 0 BHEIIHETOPTOBOM JEATENIBHOCTH, ECIIM MHOE HE YCTAHOBJIEHO MEXAYHAPOAHBIMHU JOTOBOPAMHU
Poccuiickoit @enepanuu.
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8. BpiB03 OMOMEIUIIMHCKUX KJIETOYHBIX MTPOAYKTOB, IPEIHA3HAYEHHBIX JJIs1 TyMaHUTapHON MOMOIIU
(comeicTBHS) WM TOMOIIH ITPH YPE3BbIUANHBIX CUTyanusx, u3 Poccuiickoii denepanyn ocymecTBiseTcs B
nopsiake, ycranoieHHoM [IpaBurensctBom Poccuiickoit @enepariuu.

Crarbs 44. YTparuna cuny ¢ 1 anpens 2024 r. - @enepanbhblii 3akoH oT 4 aBrycra 2023 r. Ne 466-
@3

Unpopmayus 06 usmeHenusix:

Cm. npedwioywyto peoakyuio

Crarbs 45. YTparuna cuny ¢ 1 anpens 2024 r. - @enepanbhblii 3akoH oT 4 aBrycra 2023 r. Ne 466-
@3

Unpopmayus 06 usmeHenusix:

Cm. npedwioywyto peoakyuio

HUnghopmayus 06 uzmenenusx:

Cmamuws 46 usmenena c 1 urons 2021 2. - @edepanvruiil 3axorn om 11 utonsn 2021 2. Ne 170-D3

Cm. npedvioyuyio pedakyuio
Cratbsn 46. depepanbHBIi TOCYIAapCTBEHHBIH KOHTpPOJb (Ham3op) B cdepe obOpameHus
OMOMEMIIMHCKUX KJIETOUYHBIX TPOAYKTOB
TAPAHT:

Cm. kKommenmapuu k cmamve 46 nacmoseeo PedepanbHo2o 3aKoHa

1. ®enepanbHBI TOCYIAPCTBEHHBIN KOHTPOJb (Ham3op) B chepe oOpamieHnss OMOMETUITTHCKHX
KJIETOYHBIX  HIPOIYKTOB  OCYyIIECTBIseTCs  (eaepalbHbIM  OPraHOM  HCIOJHHUTEIBHOM  BJAcCTH,
OCYILIECTBISIONIMM (DYHKIIMHU 110 KOHTPOJIIO U Haa30py B chepe 31paBOOXpaHEHHUS.

2. IlpenmeroMm (denepanbHOro IoOCyIapCTBEHHOrO KOHTpoisl (Han3opa) B cdepe oOpamieHus
OMOMETUIIMHCKUX KIIETOUYHBIX MPOAYKTOB SIBIISTFOTCS:

1) coOmoneHne oOs3aTenbHBIX TpeOoBaHUM B cepe oOparieHus OMOMEIUIMHCKUX KJIETOYHBIX
MPOIYKTOB, BKITFOUAS:

Hnghopmayusi 06 usmenenusix:
Iloonynxkm "a" usmenen c 1 anpens 2024 2. - @edepanvhuiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedwioywyto pedakyuio

a) coOro/IeHNe yCTaHOBJICHHBIX HACTOAIMM DeiepabHbIM 3aKOHOM U IPUHSATHIMU B COOTBETCTBUU
C HUM UHBIMU HOPMAaTHBHBIMH IPaBOBBIMH akTamMu Poccuiickoit @eneparyu TpeOoBaHUN K JOKIMHUYECKUM
UCCIICJIOBAHUSAM,  KIMHUYECKUM  MCCIENOBAaHUAM,  NPOM3BOJACTBY,  pe€alu3alud,  XpPaHEHMIO,
TPaHCIIOPTUPOBKE, BbIBO3y W3 Poccuiickoit denepaiuu, NpUMEHEHUIO, YHUUTOKEHUIO OMOMEIUIIMHCKUX
KJIETOYHBIX ITPOAYKTOB;

0) cooTBeTCTBHE OWOMEIUIMHCKUX KIJIETOYHBIX MPOAYKTOB, HAaXOASAIIMUXCS B OOpalleHUH,
IIOKa3aTelsIM KayecTBa, YCTAaHOBJIEHHBIM HOPMAaTHBHOM JOKyMEHTAaIMed Ha OMOMETUIIMHCKUN KIIETOYHBIH
TIPOJTYKT;

2) coOmofieHre JHUIEH3UOHHBIX TPEOOBAaHUN K OCYIIECTBICHHUIO JESITEIBHOCTH MO MPOU3BOJICTBY
OMOMEIUIIMHCKHUX KJIETOUHBIX POAYKTOB.

3. IIpu ocymiecTBiIeHnH (heaepantbHOro rocyJapCTBEHHOT0 KOHTPOJIs (Haa30pa) B chepe oOparieHus
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB MPOBOIATCS CIIEAYIOIIME BUABI KOHTPOJBHBIX (HAA30PHBIX)
MEPOIPUATHM:

1) nokymMeHTapHas IPOBEPKa;

2) Bbl€31HAs IPOBEPKA;

3) BBIOOPOUHBIIM KOHTPOJIb KaueCTBa;

4) UHCTIEKLIMOHHBII BU3UT;

5) HaOnroneHne 3a COOMOACHNEM 00s3aTeTbHBIX TPEOOBAHUI (MOHUTOPHHT O€30TIaCHOCTH).
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4. BHemaHOBBI BBIOOPOYHBIM KOHTPOJIL KadyecTBa MPOBOAMTCS B TOM YHCII€ Ha OCHOBAHHH
pOrpamMMbl MPOBEPOK.

5. [InaHOBBIN BHIOOPOYHBIN KOHTPOJL KauecTBa B cepe oOpaleHus OMOMEAUIIMHCKUX KIETOYHBIX
IIPOAYKTOB HE ITPOBOIUTCS.

6. Hapsany c pemenusamu, npeaycMoTpeHHbIMU DenepanbHbiM 3akoHoM oT 31 wurons 2020 roma
N 248-®3 "O rocymapCTBEHHOM KOHTposie (HAA30pe) M MYHHIMMNAIbHOM KOHTposie B Poccuiickoit
Oenepauun’, Mo pe3ynbTaraM BEIOOPOYHOTO KOHTPOJIS (eiepalbHbIM OPraHOM HCIOJHUTENbHOM BIACTH,
OCYIIECTBIAIOMIUM (YHKIIMM TIO KOHTPOJIO M Haa30py B cdepe 3IpaBOOXpaHEHUs, NPUHUMAIOTCS
CJIEYIOIINE PEIIeHUS:

1) o nanbHelimem oOpalieHuu cepuu (TTApTUU) COOTBETCTBYIONIETO OMOMETUITUHCKOTO KIIETOYHOTO
IPOAYKTa B Ciy4yae MOATBEPKICHHS IO pe3yibraTaM IMPOBEICHHBIX MCHBITAHUNA COOTBETCTBHS KauecTBa
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa YCTaHOBICHHBIM TPEOOBAHUSAM;

2) 00 U3BATUU W3 TPAXKITAHCKOTO 000poTa cepur (MapTHH) COOTBETCTBYIOIIETO OMOMEIUITUMHCKOTO
KJIETOYHOT'O IIPOAYKTa B CIIy4ae BBISIBICHUS 10 PE3yjbTaTaM IPOBEICHHBIX UCIBITAHUN HECOOTBETCTBUS
KauecTBa OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIYyKTa YCTAaHOBIEHHBIM TPEOOBAHUSM;

3) o mepeBoge OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa HA TOCEPUUHBIA BHIOOPOYHBIN KOHTPOJIb
KauecTBa B CiIy4yae MOBTOPHOTO BBISIBICHHSI HECOOTBETCTBUS KaueCTBa OMOMEIUIIMHCKOTO KJIETOYHOTO
IPOIYKTa YCTAHOBIICHHBIM TpeOOBaHWSM M (NP HEOOXOIUMOCTH) O THpPOBEpKE CyOBEKTa OOpalieHus
OMOMEIMIIMHCKUX KIETOYHBIX MPOAYKTOB. Pacxonpl, cBs3aHHBIE C MPOBEACHUEM MOCEPUHHOTO
BbIOOPOYHOTO KOHTPOJISA, OIIaYMBAIOTCS IPOU3BOJUTENIEM OMOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa JINOO
JepKareieM WM BIaJeNblleM PErUCTPAllMOHHOTO YAOCTOBEpEHUS OMOMEIUIMHCKOTO KJIETOUHOTO
IPOAYKTA.

7. Opranuzanusi ¥ ocyliecTBieHre GeaepanbHOro rocyIapcTBEHHOTO KOHTpoIis (Haa3opa) B chepe
oOpailieHus: OMOMETMIMHCKUX KJIETOYHBIX IIPOAYKTOB peryiaupytorcs denepanbHbIM 3aKOHOM OT 31 uromns
2020 rona N 248-®3 "O rocynapcTBEHHOM KOHTpoJIe (HaA30pe) M MyHHUIIUIIaTbHOM KOHTpouie B Poccuiickoii
Oenepanun".

8. Ilonmoxenune o denepanbHOM TOCYIapCTBEHHOM KOHTpoje (Haa3zope) B cdepe oOpaiieHus
OMOMEIMIIMHCKUX KJIETOUHBIX IPOAYyKTOB yTBepkaaercs [IpaBurenscrBom Poccuiickoit deneparum.

Ungpopmayus 06 usmenenusix:

Deoepanvhulil 3akon donoanern cmamvetl 46.1 ¢ 1 urons 2021 e. - @edepanvruiii 3akon om 11 urons 2021 e.
Ne [70-D3

Crarps 46.1. [Iporpamma npoBepok

1. B menmsax opraHu3anud BBIOOPOYHOTO KOHTPOJISI KadyecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO
npoaykTa (opMUpyeTCs MporpaMma MpoBEPOK.
Ungpopmayus 06 usmenenusix:

Yacmo 2 usmenena c 1 anpens 2024 2. - @edepanvhsiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cm. npedvioyuyio pedakyuio

2. ns menei peanu3alnuy MPOTPaMMBbI MPOBEPOK MPOU3BOIUTETH OMOMEIUITMHCKUX KIIETOYHBIX
IPOJYKTOB IPEAOCTABISAIOT B (hefepalibHbI OpraH UCIOIHUTENBHOM BIACTH, OCYILECTBISIONUN (yHKIUH
0 KOHTPOJIO M HaA30py B cdepe 31paBOOXpaHEHMs, CBEACHUS O CEpUAX, MapTUAX OMOMEIUIIMHCKUX
KJIETOYHBIX MPOAYKTOB, MOCTYMAIOMIMX B oOpamienue B Poccuiickoit denepanuu, B MOpsiike, COCTaBe U
o0beMe, yCTaHOBJICHHBIX (e/lepalbHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH, OCYIIECTBISIONUM (YHKIHH
10 KOHTPOJIIO ¥ HaJ30py B cdepe 3ApaBOOXPaHEHHUS.

3. IIporpamma mpoBepok ¢opmupyercs Ha KaneHmapubli rom g0 30 nmexkalOpst roxa,
IPEAIECTBYIOIIET0 TOAYy TIPOBEACHUS BBIOOPOYHOrO KOHTpOJs. B ciydae HacTymieHus COOBITHH,
yKa3aHHBIX B oAnyHkTax "0" u "B" myHkTa 2 yactu 4 HacTOsIIEN CTaTbU, YIOJTHOMOYEHHBIM (e/iepalbHbIM
OpPraHOM HCIIOJHUTEIBHON BIACTH, OCYIIECTBISIOIIMM (YyHKIMM 1O KOHTPOJIO W Hag30py B chepe
3/paBOOXPAHEHUSI, B Cllydae HEOOXOAMMOCTH BHOCSTCS COOTBETCTBYIOIIME HM3MEHEHHs B IpOrpammy
IIPOBEPOK. MepomnpusaTHs MOTYT BKJIIOYATHCS B IPOrpaMMy IPOBEPOK C YUETOM HapYLIECHWH, BBISBICHHBIX
B paMKaX KOHTPOJBHBIX (HaJ30PHBIX) MEPOIIPUITHUI 3a MPEIbIAYIIHNNA TO/I.
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4. IIporpamMmma IpoOBEPOK CONCPIKUT:

1) mepedyeHb OMOMENUIIMHCKUAX KIETOYHBIX MPOAYKTOB, OTOOp OOpa3loB KOTOPBIX Oymer
OCYUIIECTBJIATbCA B paMKax BBIOOPOYHOTO KOHTpPOJIA, (OPMUPYEMBI C yd4eToOM pe3yjbTaToB
rOCyZIapCTBEHHOTO KOHTPOJIS (Hazu3opa) B chepe oOpaiieHnss OMOMETUIIMHCKUAX KIETOUHBIX MPOAYKTOB 32
rOj1, IPEIIIeCTBYIOUINI TOy IPOBEACHUS BHIOOPOYHOTO KOHTPOJIS,

2) coObITHE, HACTYIUIEHHE KOTOPOIrO SIBJISIETCS OCHOBAaHUEM JUISl OCYIIECTBICHHUS BBIOOPOYHOTO
KOHTPOJISL M KOTOPBIM SIBJISIETCSL:

HUngpopmayust 06 usmenenusix:
Iloonynxkm "a" usmenen c 1 anpens 2024 2. - @edepanvhuiii 3akon om 4 aseycma 2023 2. Ne 466-D3

Cum. npedvioywyio pedakyuio

a) TOJyuYeHHE CBEACHUH, MPEIOCTABISEMBIX B COCTaBe U 00BbEME, YCTaHOBICHHBIX (heaepabHbIM
OpraHOM HCIIOJIHUTEIBHON BIIACTH, OCYILIECTBISIIOIMIMM (YHKIUU IO KOHTPOJIIO W Haa3opy B cdepe
30paBOOXPAHEHUS, O CEpHUsIX, MAPTUAX OMOMENUIMHCKHX KJIETOYHBIX MPOAYKTOB, IOCTYHAIOIIUX B
rpaxaanckuii  o6opor B Poccuiickoit ®enepanuu, yka3aHHBIX B IyHKTe | HacTosIed dYacTu,
OpraHMu3alUsIMH, OCYLIECTBIIAIOIIMMUA IPOU3BOACTBO OUOMEAUIIMHCKUX KJIETOYHBIX IPOAYKTOB B
Poccuiickoit @enepanuu;

0) moxyuyeHue MOCTYyMaroe B MOPSIKE, YCTaHOBICHHOM cTarbeil 41 HacTosero deaepaibHOro
3aKOHa, MHPOpPMALUU O TOOOYHBIX JCWCTBUAX, HEKENATENbHBIX PEAKIUIX, CEPbEe3HBIX HEKeIaTeIbHbIX
peaxusX, HeMpeIBUICHHBIX HEXENATeIbHBIX PEaKUUsIX MPH MPUMEHEHUH OMOMEIUIIMHCKUX KJIETOYHBIX
OPOAYKTOB, 00 HMHIWBUIYaJbHOW HEMEPEHOCHUMOCTH, OTCYTCTBUU 3(P(PEKTHBHOCTH OUOMETUIIUHCKUX
KJIETOYHBIX IIPOIYKTOB, 00 OCOOEHHOCTAX HUX B3aUMOJEHCTBUS C JIEKAPCTBEHHBIMHU IIperapaTami,
MEIUIMHCKUMH U3JICIUSIMH, THUIIEBBIMA HPOAYKTAMH, JPYTUMH OHWOMEIUIIMHCKUMHU KJIETOYHBIMU
IPOAYKTaMU, a TaKKe 00 MHBIX (PaKTax U 00CTOSITENbCTBAX, IPEICTABISIONUINX YIPO3Y )KU3HU WIH 310POBbIO
YeloBeKa JU00 KUBOTHOTO MPHU MPUMEHEHUU OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB U BBISIBICHHBIX Ha
BCEX JTanax oOpalleHus OMOMEIUIMHCKUX KIETOYHbIX NponyKToB B Poccuiickoit denepanuu u npyrux
rocyJlapcTBax;

B) noayuyeHue B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM oT 31 urona 2020 roma N 248-®d3 "O
roCy/1lapCTBEHHOM KOHTpoOJIe (Ha/30pe) 1 MyHULIMNIAIbHOM KOHTpoJie B Poccuiickoii @enepanun’ ceneHuit
0 MPUYMHEHUH Bpea WK 00 yrpo3e MPUUNHEHUS Bpeaa KU3HH, 310POBBIO I'Pak/1aH.

Crarbs 47. OTBETCTBEHHOCTh 3a HapylleHUE 3akoHojarenbcTBa Poccuiickoit ®Denepainun 00
oOpalleHny OMOMEIUIIMHCKUX KJIETOUHBIX TPOAYKTOB
TAPAHT:

Cwm. KOMMeHmapuu Kk cmamase 47 HacmoAueco (Dedepa/szozo 3AKOHA

Hapymenne 3akonomarensctBa Poccuiickoit ®enepamuui 00 oOpamieHuu OWOMEIUIIMHCKUX
KJIETOYHBIX TPOAYKTOB Bj€YeT 3a COOOW HACTYIUIEHME OTBETCTBEHHOCTH B COOTBETCTBUU C
3aKkoHoAarenscTBOM Poccuiickoit denepanun.

Crarbs 48. Bo3memieHue Bpema, MPUYMHEHHOTO >KM3HM M 3J0POBBIO TPa)KJaH BCIIEICTBUE
MPUMEHEHUS OMOMEIUIIMHCKHUX KJIETOUHBIX TPOAYKTOB
TAPAHT:

Cm. kommenmapuu k cmamoe 48 nHacmosueco DedepanbHo20 3aKOHA

1. [IpousBoauTens OHOMEAMIIMHCKOTO KJIETOYHOTO NPOAYyKTa 00s3aH BO3MECTHTb Bpel,
NPUYMHEHHBIA JKU3HU, 370POBBIO0 TPaXKIAAH BCIEACTBHE MPUMEHEHUS OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOAYKTA, €CJIU JOKAa3aHO HAJIMYUE OAHOTO U3 CIEAYIOIUX 00CTOSITENbCTB:

1) OMOMENUIIMHCKHI KJIETOYHBIM MPOAYKT MTPHUMEHSJICS MO HA3HAUYEHUI0 B COOTBETCTBHH C
WHCTPYKIIMEH IO MPUMEHEHUIO OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa M TPUYMHOW Bpea KU3HH,
3I0POBBI0 TpaXJaH SBHIOCh MPUMEHEHHE HEJO0OPOKAYECTBEHHOTO OHMOMEIUIIMHCKOTO KIETOYHOTO
MPOIYKTa;
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2) npyuuMHOM BpeAa KHU3HHU, 3J0POBbI0 TpaXKAaH SBHJIACh HEIOCTOBEpHas HHQOpMaLus,
coJiepKaIascs B UHCTPYKIMU 1O IPUMEHEHHIO OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

2. Opranuzanusi, B KOTOPOW NPHMEHSETCS OHOMEIUIIMHCKHM KIJIETOUYHBIH MPOMYKT, OO0s3aHa
BO3MECTHUTH BpEll, IPUUUHEHHBIN KU3HU, 3/I0POBbIO IPAXKJIaH BCIEICTBUE TPUMEHEHUST OMOMEIUIIMHCKOTO
KJIETOYHOTO TPOJYKTa, €CIU JO0Ka3aHO, YTO MPUYMHOW Bpena KHU3HHU, 3A0POBbI0 TPaxIaH SBUIOCH
MPUMEHEHUE OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIYKTa ¢ HAPYIICHHEM WHCTPYKIIUU 10 €r0 IPUMEHEHHUIO.

3. Bo3Menienune Bpena, MPUUMHEHHOTO >KU3HHU, 3JI0POBBIO TPaXKIaH BCJIEICTBUE NPUMEHEHHS
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTa, OCYLIECTBISIETCA B COOTBETCTBUM C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu.

Crarbs 49. [lopsnok BeTyIieHUs B cuily Hactosimiero deaepaibHOro 3akoHa
TAPAHT:

Cm. kommenmapuu k cmamoe 49 nacmosueco DedepanbHo2o 3aKOHA

1. Hactosmuii @enepaibHblil 3aKkoH BcTynaeT B cuiy c 1 ssHBaps 2017 rozma, 3a MCKIIOYEHHEM
MIOJIOXKEHHM, /11 KOTOPBIX HACTOSIIEH CTaTheil YCTAaHOBJICH MHOM CPOK BCTYIUJICHHS UX B CHITY.

2. Yactp 2 u myHKT 2 yactu 5 crarbu 35 Hactosmiero deaepasbHOro 3aK0OHa BCTYMAKOT B CHITY C 1
saBaps 2018 roxa.

[Ipe3uaent Poccuiickont denepanuun B. Ilytun
Mocksa, Kpemib

23 urous 2016 roma
N 180-®3
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