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IIpuka3 MunucrepcTBa 31paBooxpaHeHusi P® ot 22 centsiops 2017 . N 6691 " OO0
yrBep:xaenuu [IpaBuia Haauiexaieil KIMHIYECKON MPAKTUKY OMOMETUIIUHCKUX KJIETOYHbIX
NPOAYKTOB'"

C usmeneHusMU U OONOTHEHUAMU OM.:
25 oexabps 2017 2., 30 aneaps 2019 e.

Unghopmayus 06 usmenenusx:

IIpeambyna usmenena c 30 uronsn 2019 e. - Ilpuxaz Munzopasa Poccuu om 30 suseaps 2019 . N 30H

Cm. npedvioywyio pedakyuio

B cootBerctBuM ¢ yactbio 11 crateu 28 u yacteio 11 crarbu 29 denepanbHOro 3akoHa OT 23 UIOHS
2016 . N 180-®3 "O 6moMenMIMHCKUX KJIeTOuHbIX TpoaykTax" (CoOpaHue 3akoHOAaTeabCcTBa Poccuiickoii
Oenepanun, 2016, N 26, ct. 3849; 2018, N 32, cr. 5116) u mommynkramu 5.2.207.29 u 5.2.207.34
[Tonoxkennss o  MunHucTepcTBe  31apaBooxpaHeHuss  Poccuiickoir  dDeaepaiuu,  YTBEP)KICHHOTO
noctanoBieHuemM llpaButensctBa Poccuiickoii ®epepanuu ot 19 wmrons 2012 1. N 608 (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477,
N 22, ct. 2812; N 33, ct. 4386; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37,
cT. 4969; 2015, N2, c1.491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, ct. 325; N9, ct. 1268; N 27,
cT. 4497; N 28, c1. 4741; N 34, c1. 5255; N 49, c1. 6922; 2017, N 7, cT. 1066; N 33, cT. 5202; N 37, cT. 5535;
N 40, cT. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, cT. 6273; N 48,
cT. 7431; N 50, ct. 7774; 2019, N 4, ct. 330; OdunmansHelii UHTEPHET-TIOPTAT MPABOBOK WH(MOpMAITUN
http://www.pravo.gov.ru, 10 armpens 2019 r. N 0001201904100013), npuxa3siBato:

YTBepauth mpmiaraemeie [IpaBwia Hauiekamed KIMHAYECKOW MPAKTUKA OUOMETUITMHCKUX
KJIETOYHBIX TPOAYKTOB.

Munuctp B.1. CxBopuoBa

3apeructpupoBano B Muntocte PO 1 Hos6ps 2017 1.
Perucrpanuonnsiit N 48763

YTBEPXJEHDBI npuxka3om Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®@egepauuu ot
"22" centsiops 2017 r. N 669n

HpaBnna HaJJIeKalled KINHIIeCKOn NPAaKTHUKH 6I/IOMCIII/I].[I/IHCKI/IX KJE€TOYHBIX NMIPOAYKTOB

C uzmenenusmMu u OONOIHEHUSMU OM.:
25 dexabps 2017 e., 30 saneapsa 2019 .

1. O01ue mos1oKeHUs

1. Hacrosmue IlpaBuna Hagiexameld KIMHUYECKOM MPAKTUKA OUOMEIMIIMHCKUAX KIIETOUYHBIX
npoaykToB (nanee - [IpaBuia) perymupyroT OTHOIICHUS O TUTAHWPOBAHUIO, OPTaHU3AlUU, TPOBEACHHUIO,
MOHUTOPHUHTY, ayJuTy, TOKYMEHTHPOBAHHIO KIMHHUYECKUX HCCIEAOBAHMN OMOMEIUIIMHCKUX KIIETOYHBIX
MPOAYKTOB (J1ajiee - KITMHIUYECKHE UCCIIE0BAHMS) C yIaCTHEM YEIIOBEKA B KAUECTBE CyOheKTa KITHHIUUECKOTO
WCCJICIOBAaHUSI, aHAIM3Y M TIPEACTABICHUIO PE3YJIbTaTOB KIMHUYECKUX HMCCIEAOBaHHM, 00€CIIeUnBaIOIINe
TapaHTHIO JOCTOBEPHOCTH M TOUYHOCTU MOJIYYEHHBIX JAHHBIX M MPEACTABICHHBIX PE3YJIbTaToOB, a TAKKE
3alIUTY TIPaB, 370POBbS M KOHPUACHIIMATHHOCTH TMEPCOHATBHBIX JAaHHBIX MAIMEHTOB B KIWHUYECKOM
HCCJICIOBAaHUH.
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2. Jlnsa ueneit Hactoamux I[IpaBui MpUMEHSIIOTCST TEPMUHBI U OINPEIECICHUS, HCIOJIb3yeMbIE B
OenepanbHoM 3akoHe OT 23 uioHsa 2016 . N 180-D3 "O OMOMETUIIMHCKUX KIETOYHBIX Mpomykrax'*(1)
(manee - denepanbHbIA 3aK0H "O OMOMETUITMHCKHUX KJIETOUHBIX MPOIyKTax").

3. OOBEKTOM KIMHMYECKOTO HCCIEIOBAHUS SBISETCA OMOMETUIIMHCKUN KJIETOYHBIN TPOAYKT,
U3y4aeMblii B LIeJIsX (Aanee - uccieayeMblii OMOMEeTUIMHCKUN KIETOUHBIN MPOAYKT):

a) yCTaHOBJIIEHUS 0€30MacHOCTH U (WJIN) MEPEHOCUMOCTH OMOMETUITUHCKUX KIIETOYHBIX MPOTYKTOB,
B TOM YHCJI€ BBISBICHUS TOOOYHBIX IEHCTBUN MPU UX IPUMEHEHUU;

HUngpopmayust 06 usmenenusix:
Iloonynxkm "6" usmenen ¢ 30 uronsn 2019 e. - [lpuxaz Munzopaea Poccuu om 30 sueaps 2019 . N 30H

Cum. npedvioywyio pedakyuio

0) ycraHoBieHHs 0e30macHOCTH 1 3((HEKTUBHOCTU OMOMETUITMHCKUX KIIETOYHBIX TPOAYKTOB, B TOM
yuciae 1noadopa ONTUMAJIBHOIO KOJIM4YecTBa (00beMa, Macchl, IUIOLIAANM) OMOMEAMIIMHCKOTO KJIETOYHOTO
IPOIYKTa U KYpPCOB JICUEHUS, U AIIHEHTOB C ONPEACICHHBIMH 3a00JI€BaHUSMH;

B) BBIABJIEHUS OCOOCHHOCTEH B3aUMOJAEHUCTBHS OMOMEIUIMHCKUX KIETOYHBIX HPOIYKTOB C
JIEKapCTBEHHBIMHM IIpernaparaMy, MEIULIUHCKUMU W3ACIUSAMH, NUIIEBBIMU IPOAYKTaMH, JAPYTUMHU
OMOMEIUIIMHCKUMU KJIETOYHBIMU POyKTaMU;

I) U3yYEHHS BO3MOXHOCTU PpACUIMPEHUs IMOKAa3aHWM Uil IPUMEHEHUs 3aperucTpPUpPOBAHHBIX
OMOMEIUIIMHCKUX KJIETOUHBIX ITPOAYKTOB.

Hccnenyemble OHMOMETUIIMHCKHE KJICTOYHBIE TMPOAYKTHI TPUMEHSIIOTCS B COOTBETCTBHH C
YTBEP)KJICHHBIM (B paMKax MpoLexypbl TOJYy4YEHHUS pa3pelleHuss Ha MPOBEACHHE KIMHUYECKOrO
UCCJIEZIOBAHNS) IPOTOKOJIOM KIIMHUYECKOTO MCCIIEI0BAaHUSI.

[IpoBeneHre  JOKJIMHUYECKUX  MCCIEJOBAaHUM  OMOMEIMIMHCKMX  KJIETOYHBIX  IPOAYKTOB
OCYILECTBIISIETCS B COOTBETCTBUH C IMPABHJIAMH HAJUICKAIIEH MPAKTHKH MO0 padoTe ¢ OMOMETUIIMHCKUMU
KJICTOYHBIMH MPOIyKTaMu *(2).

4. KinHudeckoe uccieoBaHUE MPOBOAUTCS B OTHOUIEHMM (DHU3MUYECKOro jula (HmalueHTa Wid
30pPOBOTO JOOPOBOJIbLIA), IPUHUMAIOIIETO YYaCTHE B KIMHMYECKOM MCCIIEJOBAHUM B COCTaBE IPYIIIIBI,
HOJTyYaroLIel necaeryeMblii OnOMEeTUIMHCKUN KIETOUHBIM IPOAYKT, JIMOO B COCTaBE KOHTPOJILHOM TPYTIIIbI
(anee - MaIMEHT).

5. Kaxplil manueHT nociue noixy4eHus nHGopMauu O KIMHUYECKOM UCCIIEOBAHUU U 10 Hadaja
IPOBEJICHHS KITMHUYECKOTO UCCIIeI0BaHM AaeT T00POBOIbHOE COIIaCHEe Ha y4acTHE B TAKOM KIIMHUYECKOM
MCCJIEZIOBAHNUHU MTOCPEACTBOM MOANKUCAHNS HH(OPMAIIMOHHOTO JINCTKA MallUEHTA.

Taxoke KaXkablil MaruenT AaeT 100poBOJIbHOE corlackue Ha 00paboTKy €ro NepcoHaIbHbBIX JaHHBIX U
UX IPEJOCTABIECHUE ONPEIEICHHOMY JIUILY WM ONPEEICHHOMY KPYTY JIMIl B CBA3HM C yYacTHEM NalleHTa
B KJIIMHUYECKOM HUCCIIEI0BaHUHU.

6. Cornacue Ha yyacTHe B KIIMHUYECKOM HCCIIEZIOBaHUH, HA 00paboTKy U mepeaady nepcoHaIbHbIX
JTAHHBIX MalMeHTa MOXKeT OBITh IaHO 3aKOHHBIM TpeicTaBuTeNneM *(3) nauueHTa.

7. Knunuueckoe wuccieaoBaHue OUMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTAa TPOBOAUTCS Ha
OCHOBAaHUHU DAa3pelICHUs Ha IPOBEIEHUE KIMHMYECKOTO MCCIEN0BaHMs, BBIJAHHOIO MHHHCTEPCTBOM
3npaBooxpaHeHust Poccuiickoit ®@enepanuu (manee - MunucrepctBo)*(4) mo pesynbraram SKCHEPTU3bI
KayecTBa OMOMEIMIIMHCKOTO KJIETOYHOTO IMpPOAYKTa, B TOM 4YHCIE OSKCIEPTU3bl COCTaBa 00pa3loB
OMOMEIUIIMHCKOTO KJIETOYHOT'O MPOIyKTa U METOJJOB KOHTPOJIS €r0 KauecTBa (Jlajee - SKCIepTr3a KayecTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa), U IKCHEPTH3bl JOKYMEHTOB JJISi TMOJYyYEHHUS pa3pelieHHus Ha
MPOBEJCHUE KIMHUYECKOTO HCCIEeIOBaHUS OMOMEIMIMHCKOTO KIJIETOYHOrO MpoAykTa*(5) M 3THYecKoit
IKCIIepTU3BI*(6).

DKcnepTu3a KauecTBa OMOMETUIIMHCKOTO KIJIETOYHOTO MPOAYKTa M AIKCIEpPTH3a JOKYMEHTOB IS
NOJYYEHHUs] pa3pellieHus] Ha TMpPOBEACHHE KIMHUYECKOTO HCCIIEAOBAHHMS OMOMEIUIIMHCKOTO KJIETOYHOIO
IPOAYKTa MPOBOAATCS (elepalbHbIM TOCYIapCTBEHHBIM OIOKETHBIM YUPEKIACHHEM, HaXOIALIUMCS B
BeIeHUM MUHHUCTEPCTBa M O00ECIEUMBAIOIIMM HCIOJIHEHUE IOJHOMOYM MUHHMCTEpCTBA MO BbIIade
pa3pelieHnii Ha MPoBeIeHNE KIIMHUYECKUX UCCIeI0BaHU OMOMETUIIMHCKUX KJIETOUHBIX MPOIYKTOB U (MIJIH)
TOCYIapCTBEHHOM perucTpanuu OMOMEIUIIMHCKUX KIETOUHBIX MPOAYKTOB B COOTBETCTBUU C INPUKA30M
MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepaunu ot 31 stHBapa 2017 . N 301 "O6 yTBepk1eHUU

Cucrema TAPAHT 2/
16


http://ivo.garant.ru/document/redirect/71427992/0
http://ivo.garant.ru/document/redirect/72272722/19221
http://ivo.garant.ru/document/redirect/77682724/1302
http://ivo.garant.ru/document/redirect/72092774/1000
http://ivo.garant.ru/document/redirect/71695044/1000

[Tpuka3 MunuctepctBa 3apaBooxpaneHusi PO ot 22 centsops 2017 r. N 6691 "O06 yrBepkaenuu [IpaBun
HaJIe. .

[TpaBun mpoBeneHUs OMOMENULMHCKOW AKCHEPTH3bl OMOMEAMIIMHCKHUX KJIETOYHBIX MPOAYKTOB M (hopm
3aKJTFOUEHUN KOMHUCCHH JKCIEPTOB (hefepaabHOr0 TOCYIapCTBEHHOTO OIOKETHOTO YUYPEKACHUS I10
MPOBEACHUIO OMOMEANIIMHCKOM SKCIEPTU3bl OMOMEAUIIMHCKUX KJIETOYHBIX MPOAYKTOB" (3aperucTpupoBaH
MunuctepcrBom toctuninu Poccuiickoit @enepanuu 8 utons 2017 ., peructpanuonusiii N 47007).

OTryeckasi dKCIepTu3a MPOBOIUTCS COBETOM IO STHKE, CO3/aHHBIM B COOTBETCTBUU C MPHKA30M
MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 27 anpens 2017 . N 1911 "O6 yrBepxaeHun
[TonoxxeHust 0 COBeTE MO 3TUKE, CO3JAHHOM B II€JIX BbIIA4YM 3aKIIOYEHUS 00 STUYECKON 000CHOBAaHHOCTHU
BO3MOXKHOCTH TIPOBEICHUS KIMHUYECKOTO HCCIICIOBAHUS OMOMEIMIIMHCKOTO KJICTOYHOTO MPOIYKTA,
MOPSIKA €ro AeATEeIbHOCTH U TPEeOOBaHUH K KBANU(DUKAIIMYU U ONBITY pabOThI KCIIEPTOB COBETA MO ITUKE"
(3apeructpupoBad MunuctepcTBoM roctuiiuu Poccuiickoit @enepannu 6 utonst 2017 r., perucTpanioOHHbIM
N 46959), B mensax BbIIAYM 3aKIIOYCHHS 00 STHYECKOM OOOCHOBAaHHOCTH BO3MOXKHOCTH IPOBEIACHUS
KJIMHUYECKOTO UCCIIeIOBAaHNS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

8. Kiinanyeckoe rccnenoBaHue JO0MIKHO MPOBOAUTHCS B COOTBETCTBUHU C MTPOTOKOJIOM KIIMHUYECKOTO
UCCIIEZIOBAaHUS (Aaliee - IPOTOKOII), KOTOPBIN JOJKEH COIEPKATh, B TOM UHUCIIE:

1) Ha3zBaHuMe TPOTOKONA, WIACHTHU(UKAIMOHHBIII HOMEp MPOTOKOIA M JIaTy YTBEp KIEHUs
OpraHU3aToOpPOM KIMHHYECKOTO hccieaoBanus. HoBbie Bepcuu MpOTOKOJIA TOMKHBI UMETh HOMEP BEPCUU U
JaTy, MOMPaBKH K MPOTOKOIY - HOMEP MOMPAaBKH U JaTy;

2) HaMMEHOBAaHME W aJpPEC OpPraHU3alMu, OCYIICCTBISIONEH OpraHU3alHNI0 MPOBEICHUS
KIIMHUYECKOTO MCCIIEIOBAaHUS M OCYIIECTBISIONICH MOHUTOPHHT (€CIIM OHU Pa3INyYHBbIC);

3) dbamunmio, UMsI, OTYECTBO (MPU HAIMYUHU) U JOJHKHOCTH JIUIA, YIOJTHOMOYEHHOTO OT MMEHU
OpTraHHU3aIMH, OCYIIECTBISIONICH OPraHU3aIUI0 MPOBEACHUS KIMHUYECKOTO HCCIeI0BaHus, MTOANNUCHIBATH
MIPOTOKOJI ¥ TIOTIPABKH K MTPOTOKOITY;

4) pamunuro, uMsi, 0OT4ECTBO (IIPU HAJMYUHU), TOJDKHOCTD, aJipec U HOMep TeleoHa MeTUIIUHCKOTO
JKCIIepPTa, HA3HAYEHHOTO OpraHu3alued, OCYIICCTBIISIONIEH OpPraHU3alUI0 MPOBEACHHUS KIMHHUYECKOTO
UCCJICZIOBAHUS, AJI IPOBEACHUS KIIMHUYECKOTO UCCIIE0BAHUS;

5) damunuio, UMs, 0T4eCTBO (TMPH HAJIUYMW) U JOJDKHOCTH HMCCIENOBATENsl, OTBETCTBEHHOTO 32
MPOBEJCHHUE KIIMHUYECKOTO MCCIE0BaHus, a TAKXKE a/ipeca U HoMepa TelNePOHOB KIMHUYECKUX [[EHTPOB;

6) damunuio, UMs, OT4ECTBO (NP HAJIMYMM), JOJDKHOCTb, ajJpec U HoMmep TenedoHa Bpaua,
OTBETCTBEHHOTO 3a MPUHATHE PEIICHUH MEIUIMHCKOrO XapakTtepa (€ciM JaHHOE JHUIO HE SBISETCS
HCCJIEIOBATENIEM);

7) HauMEHOBaHUS M ajpeca KIWHUYECKUX Iaboparopuil M JPYrHX MEIUIUHCKUX H (WIn)
TEXHUYECKUX CITYKO M OpraHu3aiuil, MpUHUMAIOIINX YYacTHE B KIIMHUYECKOM UCCIICIOBAHUH;

8) 000ocHOBaHUE KIMHUYECKOTO UCCIIEIOBAHMS, BKIIFOYAIOIIIEE:

a) Ha3BaHUE U ONHMCAHKE UCCIIETYEMBIX OMOMEIUIIMHCKUX KJIETOUHBIX TTPOAYKTOB (BKJItOUAs IJ1a11e00
U aKTUBHBIA KOHTPOIIB);

0) CBOTHOE MBJIOKEHHE PE3YJIBTATOB TOKIMHUYECKUX UCCIIEIOBAHUM U KIIMHUYECKUX UCCIIEIOBAHUMA
(ecru paHee IPOBOIUIIHCH) UCCIIEAYEMOT0 OMOMEIUIIMHCKOTO KIETOYHOTO MIPOIYKTA;

B) KpaTKO€ OMUCAHNUE U3BECTHBIX U TOTCHIIMAIIBHBIX PUCKOB U TMOJIb3bI IPUMEHEHUS UCCIIEyEMOTO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa JIJIsl MAalleHTOB;

I') onycaHue U 000CHOBaHME crIOCO0a MPUMEHEHUsS] OMOMETUIIUHCKOTO KJIETOUHOTO MPOIYKTa;

) yKa3aHWE Ha TO, YTO KIMHUYECKOE HCCIEeNOBaHHE OyIeT MPOBOIUTHCS B COOTBETCTBUU C
MIPOTOKOJIOM KJIMHHYECKOTO UCCIIEIOBaHUsI M HacTosIuMu [IpaBumamu;

€) OMHUCAHHUE UCCIIEyEMON MOMYISALNU;

) CCBUIKM Ha JIMTEpaTypHbIE WUCTOYHUKH WM JaHHBIC, WUMCIOIIME 3HAYCHHUE IS KIMHUYECKOTO
WCCJICJIOBAHUS U TIPEICTABISAIONINE CO00M 000CHOBAaHNE KIIMHUYECKOTO UCCIIEIOBAHNUS;

9) nenu u 3a7a4M KIMHUYECKOTO UCCIIEA0BAHNUS;

10) onucanue 001IeTo TUIaHa KITMHUYECKOTO HCCIIeI0OBaHMS, BKITFOUAIOIIETO:

a) yKa3aHWe OCHOBHBIX W JIOMOJHUTEIBHBIX (TIPU HAJTWMYHMH) HCCIECTYEMBIX IMapaMeTPOB, KOTOPHIE
OyIyT OLICHUBATHCS B XOZ€ KIIMHUYECKOTO UCCIIEAOBAHUS;
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0) omucaHue TUIA IJIaHA TIPOBOJAMMOTO KJIMHUYECKOTO MCCIEI0OBaHMS (JIBOMHOE cliernoe, mianedo-
KOHTPOJIUPYEMOE, TapajuIeIbHOE U MHBIE BUJIbI HCCIEOBaHUI ) U rpauuecKyIo cXeMy IIaHa KITHHHYECKOTO
UCCJIEZIOBAHUS, IPOLIEAYP U ITANOB KIMHUYECKOTO UCCIIEeIOBAHMS;

B) ONMCAHUE MEp, HANPABICHHBIX HA MUHUMHU3AIUIO, UCKIIOUEHHE CYObEKTUBHOCTH, B TOM UYHCIIE
paHIOMH3aIUH, CJIETOro MeTo/ia (MACKUPOBKH);

I') ONMCaHKE TOA00pa ONTUMAIIBHBIX TO3UPOBOK OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTA U KypCOB
JIeYeHUs AJIsl MAIleHTOB C ONPECICHHBIMU 3a00JIeBaHUAMU, €r0 YIAKOBKU U MapKUPOBKH;

1) TPOJODKUTENFHOCTh YYacTHsl HAIMEHTOB MM 3I0pPOBBIX JOOPOBOJBIEB B KIMHUYECKOM
UCCJIEJIOBAHUHU, OIMHMCAHUE IOCIEI0BATEILHOCTH U MPOJODKUTEIBHOCTH BCEX MEPUONOB KIMHHYECKOTO
UCCIICIOBAHMUs, B TOM YHCJIE IEPUO/a MOCIEAYIONIET0 HAOMIOIEH!, €CIIM TAaKOBOM MPEIYCMOTPEH;

€) onucaHue NpaBui NPUOCTAHOBICHUS KIIMHUYECKOTO UCCIIEOBAHUSA, KPUTEPUEB UCKITIOUEHUS AJIs
OTACTBHBIX MAIEHTOB;

K) OMKCaHue MPOLEAYPhl yUeTa UCCIIeTyeMOro OMOMEIUIIMHCKOTO KJIETOUHOTO MPOIYKTa, Iianebo
¥ OMOMEIUIIMHCKOTO KJIETOUHOTO POYKTa, HCIIOIh3yEMOT0 B Ka94eCTBE IMPOIYKTa CPaBHEHHUS,

3) omMcaHue COCOOOB XpaHEHUsI PaHIOMU3AIIMOHHBIX KOJOB U MPOIEIYPbl UX PACKPBITHS,

1) TIepeUCHb JTAHHBIX, PETUCTPUPYEMBIX B MHANBUIYAIBHON PErHCTPALIMOHHON KapTe B TUCHbMEHHOM
WM AJIEKTPOHHOM BUJIE U PACCMATPUBAEMbIX B KaU€CTBE MIEPBUYHBIX JaHHBIX;

K) ONHCAaHWE BO3MOXXHOCTH DACHIMPEHHS TITOKa3aHWH JUIsi TPUMEHEHUS 3apeTUCTPUPOBAHHBIX
OMOMEIUIIMHCKUX KIJIETOUHBIX IPOAYKTOB MPH €T0 U3YUYEHUU;

11) kpuTepuy BKIIFOYEHMS [TALIUEHTOB B KIIMHUYECKOE UCCIIE0OBAHNUE;

12) xpuTepuu UCKIIOUEHUS MAIUEHTOB U3 KIMHUYECKOTO UCCIIE0BaHUS (OCHOBAHUS MPEKPAIleHuUs
NPUMEHEHHS UCCIIEyeMOT0 OMOMEUIIMHCKOTO KJIIETOYHOTO MPOIYKTa, UCCIETYEMOTO JICUCHUS);

13) cBeneHust 00 HCMONB3YEMBIX B KIMHMYECKOM HCCIEJOBAHUU OMOMEIUIIMHCKHUX KJIETOUHBIX
IPOIYKTAax, BKIIOYAsi X HAa3BaHUs, ITyTH U CIIOCOOBI IPUMEHEHHUS, POAOIDKUTEIHLHOCTD JICUCHHS, TIEPHO/IBI
MOCIIEAYIONIEro HaOMIOASHUS TSl KayKI0M TPYyTIbl MAIIMEHTOB, CBEJCHHS O Pa3pelICHHBIX IS IPUMEHEHUS
NalMEeHTAaMH M 3alpelieHHbIX IS MPUMEHEHHs 10 W (WIM) BO BpeMs KIMHUYECKOTO HCCIIEIOBAHUS
JICKapCTBEHHBIX Tpernaparax, MEAUIHUHCKUX H3AETUAX, CHEeIHATU3UPOBAHHBIX MPOAYKTaX Je4eOHOro
MUTAHUS W TAIIEBBIX MPOTYKTaX;

14) HauMeHOBaHHWE M TPOUCXOXKACHUE KIETOYHOW JMHUM (KJIETOYHBIX JIMHUMN), IOMYyCTHMOE
KOJIMYECTBEHHOE COJEpKAHWE KIIETOK KJIETOYHOM JIMHUM (KJIETOYHBIX JUHHI) B OHMOMEIUIIMHCKOM
KJIETOYHOM TPOAYKTE, COJEp:KaHUE >KU3HECHOCOOHBIX KJIETOK KJIETOYHOM JMHUU (KJIETOUHBIX JIMHWHA) B
cocTaBe OMOMEIMIIMHCKOTO KIIETOYHOTO TPOIYKTa;

15) nepeuenb mapameTpoB 3(h(HEKTUBHOCTHU UCCIIEAYEMOT0 OMOMEANIIMHCKOTO KJIETOYHOTO IPOIYKTa
U METONbl, CPOKH TIPOBEACHHS OLEHKH, PETHCTpAllMd W aHajh3a MapaMeTpoB APPEKTHBHOCTH
OMOMEUIIMHCKOTO KJIETOYHOTO MPOYKTa;

16) mepeueHp mapaMmeTpoB 0€30MACHOCTH | (MJIH ) IEPEHOCUMOCTH HCCIIEyeMOTo OMOMEAUITHHCKOTO
KJIETOYHOTO MPOAYKTa, METOAbl M CPOKU TMPOBEACHUS OIEHKH, PETUCTPAllMd M aHallM3a MapaMeTpoB
0€30MaCHOCTH MCCIIeyeMOro OMOMEIUITMHCKOTO KIIETOYHOTO MPOAYKTA, B TOM YHCIIE BBISIBIICHUS TOOOYHBIX
JEHCTBUM IPU UX IPUMECHECHUH;

17) TpeGoBaHMs K OTYETaM, MIPOIETYPE PETUCTPAIIIH U COOOIEHHUSIM O HEXKENIATeTIbHBIX SBICHUSIX U
MHTEPKYPPEHTHBIX 3a00I€BaHUSAX;

18) ™Merom ®W TPOJOKUTEIHHOCTh HAONIOMEHUS 3a TMalMeHTaMH TI0CJ€ BO3HHUKHOBEHUS
HEeKeTaTeIbHBIX SIBICHUN;

19) onncaHue CTaTUCTUYECKUX METOJI0B KIIMHUYECKOTO UCCIIEIOBAHMS, BKIIFOYAOINX, B TOM YHUCIIE:

a) CPOKH MPOBEJCHUS TPOMENKYTOUHOTO aHAIIN3A;

0) mIaHpyeMoe KOJIMYECTBO MallMEeHTOB ¢ 000CHOBAaHMEM pa3Mepa BEIOOPKU;

B) IPUMEHSAEMBI YPOBEHb 3HAUMMOCTH KIMHUYECKOTO MCCIIeI0OBAHNUS;

T') KPUTEPHUH MTPEKPAIICHHUS KIMHUIECKOTO MCCIIeIOBAHUS;

1) IPOLIEYPHI y4eTa OTCYTCTBYIOIINX, HE MOANEKANTNX aHATN3Y U COMHUTENBHBIX JaHHBIX;
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€) mporenypsl cooOmeHnss 00 OTKJIOHEHHUSX OT IMEpPBOHAYAIBHOTO CTAaTHCTHYECKOTO TUIaHa
(OTKJIOHEHUS OT MEPBOHAYATILHOTO CTATHCTUYECKOTO TIJIaHA OMUCHIBAIOTCS U 0OOCHOBBIBAIOTCS B IIPOTOKOJIC
U (wn) GUHAITBHOM OTYETE O KIIMHUYECKOM HCCIICI0BAHHH ),

) TpOIEAypbl 0TOOpa MAlMEHTOB IS aHaiMM3a (PaHAOMU3UPOBAHHBIC MAIMCHTHI, MAIIMCHTHI,
MOJYYUBIINE XOTs ObI OAHY JI03Y UCCIIEIYEMOTro OMOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTA, BCE MAIIUEHTHI,
COOTBETCTBYIOIIIUE KPHUTEPUSIM OTOOpA, TAIMEHTHI, NAHHBIC KOTOPBIX IPUTOMHBI ISl OLIEHKH, WHBIE
KaTeropuu MalyeHToB);

20) omucaHue JEUCTBUH TIO KOHTPOIO KadecTBa W OOECHEUEHHI0 Ka4ecTBa HCCIECIyeMOro
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa;

21) onrcaHue TUYECKUX aCMEKTOB KIMHUYECKOTO HCCIICOBAHUS;

22) oncaHue pabOThI ¢ JAHHBIMH M BEICHUIO 3aITUCEH;

23) onucanue nopsaka GUHAHCUPOBAHUS KIIMHUYECKOTO MCCIIEIOBAHUS U CTPAXOBAHUS MTAIMEHTOB;

24) yka3aHue Ha BO3MOXXHOCTb MyOIHKAIIMK PE3YIbTaTOB KIIMHUYECKOTO HCCIIeI0OBaHMS.

9. CBOIHOE W3JI0KEHUE PE3YJIBTATOB JOKIMHUYECKUX W KIMHUYECKUX HCCIEAOBAHUM JOIHKHO
NPUBOAUTHCA B OpolIope uccienoBarenis (Aanee - OpolIopa), CoaepKallei, B TOM YHCIe, CIeAyIOIIe
CBEJICHUS:

1) HamMeHOBaHUE OpraHU3alUU-pa3padOTUMKa OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa, NaTy
COCTaBJICHUsI OpOIIIOPHI, HOMEP KJIMHHUYECKOTO HCCIEIOBaHUS, HOMEP BEpCUU OpOIIIOPHI, HOMEP U ATy
IpeabIIyIIed pelaKkiuy OPOIIIOPEI, a TAaKXKe yBEJOMIICHHE 0 KOH(PHUICHIIMAIBHOCTH CONIEpIKalleiicss B Hell
uH(GOpPMAINH, YKa3bIBAEMbIC HA TUTYJIHLHOM JIHCTE OPOIIIOPHI,

2) HauMeHOBaHHE OMOMEIUIMHCKOTO KJIETOYHOTO TMPOAYyKTa, Ha3HAuYeHHE OMOMEIUIIMHCKOTO
KJICTOYHOTO MPOAYKTA (MPOQIIIAKTHKA, TUAaTHOCTHKA, JIeYeHNE 3a00JICBaHUI WIJIM COCTOSTHUM, COXPAaHCHHE
OepeMEHHOCTH W MEAUILIMHCKasg peabunuTaius), TUO OUOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
(ayTOIOTUYHBIN, AJUIOTCHHBIN, KOMOMHHPOBAHHBIN) M TOKa3aHWUsS K MPUMCHCHHIO OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa (YKa3bIBAIOTCSI OCHOBHBIE KPHUTEPUU BKJIIOUEHHUS TMAIlMEHTOB B KIMHUYECKOE
HCCIICJIOBAHME);

3) Kkpatkoe pe3oMeé O  OHOJIOTMYECKUX, MHUKPOOHMOIOTUYECKUX, HMMYHOJIOTHUYECKHX,
TOKCHKOJIOTHYECKHX, (PapMaKOJIOTHICCKUX, PUINICCKUX, XUMUICCKUX, KIIMHHYECKAX U JPYTUX CBOMCTBAX
UCCIIElyeMOTr0 OMOMEAHMIIMHCKOTO KIIETOYHOTO MPOAYKTa, OOOCHOBaHHME MIJII U3yYEHHUS HCCIEAyeMOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOIYKTa, OXUJAaeMble MNPOPUIAKTUUECKHE, IUAarHOCTUYECKHE WU
JeueOHbIe PeaKIuy, CBsI3aHHBIE C €ro MPUMEHEHHEM, a Takxke 00 3pdexTe B3auMOIeHCTBHUS UCCIETyEMOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTA C IPYTMMH OWOMETUIIMHCKUMH KJICTOYHBIMH TPOTYyKTaMHU,
JIeKapCTBEHHBIMH IIpenaparaMu U (U1 ) MEIUIIUHCKUMHU U3ICTUSMU, TUIIEBBIMU TPOAYKTaMH, B TOM YHCIIE:

Ungpopmayus 06 usmenenusix:

Tloonynxm "a" usmenen ¢ 30 uronsn 2019 e. - Ilpuxaz Munzopasa Poccuu om 30 smeaps 2019 2. N 30H

Cm. npedvioyuyio pedakyuio

a) CBEJCHUS O JICKAPCTBEHHBIX Ipernaparax sl MEIUIIMHCKOTO MpUMEHEHUs, (papMaIieBTHIeCKuX
CyOCTaHIMSIX, BXOJSIIMX B COCTaB OMOMEIUIIMHCKOTO KIJIETOYHOTO MPOAYKTa, BKIIOYAas HAUMEHOBAHUS
JIEKapCTBEHHBIX CPEACTB (MEXIyHAPOIHBIE HEIATEHTOBAHHBIE, WJIM TPYINITUPOBOYHBIC, UM XUMHYECKHE),
HAaMMEHOBAaHUS TPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEACTB, JaTbl W HOMEpa pPErucTPAlMOHHBIX
YIOCTOBEPEHUM JICKAPCTBEHHBIX TIPEMapaToB, JaThl BKIIOYCHHUS (apMalleBTHUCCKUX CyOCTaHIMI B
TOCYJIapCTBEHHBII PEECTpP JEKAPCTBEHHBIX CPENICTB AJI MEAUIIMHCKOTO TPUMEHEHUS, HOMEpa HOPMATUBHBIX
JIOKyMEHTAIui, OOOCHOBAaHHWE BKIIOUEHHUS B COCTAaB OHOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTAa,
KOJINYECTBEHHOE COJIEpP KaHUE;

0) cBemeHHUS O MEAWIIMHCKUX H3ISNUSIX, BXOMSIMIMX B COCTAaB OMOMEIUIIMHCKOTO KJIETOYHOTO
NpPOAYKTa, BKJIIOYas HAUMEHOBAaHUS MEIULMHCKUX U3, HAaUMEHOBaHUS IPOU3BOAUTENIEH
(M3roTOBUTENEH), HaThl W HOMEpa PETUCTPAIMOHHBIX YAOCTOBEPEHUM, PEKBU3UTHI HOPMATHBHON
JIOKYMEHTAIINHU, KOJIMYECTBEHHOE CO/IepKaHWe B OMOMETUITMHCKOM KJIETOYHOM IMPOAYKTE, 0OO0CHOBaHHUE
BKJTFOUCHHUSI B COCTaB OMOMEIUITMHCKOTO KJIETOYHOTO MPOYKTA;

4) omucaHue OMOJOTMYECKHX U HMHBIX XapaKTePUCTUK OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa
(CTIOCOOHOCTh K 3aMEIIEHHUI0 CTPYKTYp W (Win) (YHKIIMH TKaHEH W OPraHOB YeJIOBEKa, CIIOCOOHOCTh K
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BOCCTAHOBJICHUIO CTPYKTYpPHI U (WiH) (yHKIIMM TKaHEW M OPraHOB YeJIOBEKa (pereHepaTuBHBIC CBOMCTBA),
KOPPEKIUS IMMYHHBIX PEAKIIHH, SKCIIPECCHS KIIETOYHOTO TePareBTHUECKOTO areHTa, HHOE);

5) pe3ynpTarthl JOKIMHUYECKHX HCCIICAOBAHHA OWOMEIMIIMHCKOTO KJIETOYHOTO TMPOIYKTa,
BKITIOYAOIIIHE pEe3yIaBTATHI OMOJIOTUYECKHX, MUKPOOHOJIOTUYECKUX, UMMYHOJIOTHYECKHX,
TOKCHUKOJIOTHYECKUX, (HapMAKOIOTHYECKUX, (U3MYECKUX, XUMHUYECKHMX U JAPYTHX HCCIEIOBAaHUN
OMOMEIUIIMHCKOTO KIIETOYHOTO TPOIYKTa B IENSAX BBISABICHHUS CIENU(DUUSCKOTO MEXaHW3Ma JCUCTBUS
TAKOTO MPOIYKTa, MOJTyYSHHS JIOKa3aTeIbCTB €ro 0€30IMacHOCTH, KauecTBa U APPEKTHBHOCTH, C OTTUCAHHEM,
B TOM YHCJIC:

a) UCTOJIB30BaHHBIX BUJIOB )KMBOTHBIX C YKa3aHUEM UX KOJHUYECTBA U T10J1a B KAXKOU TPYIIIIE;

0) eAMHHUII U3MEPEHHS ONTUMAIIBHBIX JO3UPOBOK M CIIOCOOOB MPUMEHEHHUS;

B) CHCTEMHOTO paclpelesieHusl, MPOAOJDKHTEIBHOCTH MMOCIEAYIOIIEro HAOMIONEHUS I0CIe
OKOHYAHHUSI IPUMEHEHHSI OMOMEIUIIMHCKOTO KJIIETOYHOTO TIPOAYKTA;

I') XapakTepa TOKCUYSCKUX U MHBIX dPPEKTOB, UX BBIPAXKCHHOCTH HIIM CTETICHH TSDKECTH, BPEMEHHU
JI0 HACTYIUICHUS, 00pPaTUMOCTb, IPOJOKUTEIIBHOCTD AP (PEKTOB;

1) TOKCUKOJIOTUH (OTMHCaHue TOKCHYeCcKX 3(h(HeKkToB uccieayeMoro OMOMETUIIMHCKOTO KIIETOYHOTO
MPOAYKTA, BHISIBJICHHBIX B UCCIICOBAHUSAX HA KUBOTHBIX Pa3HBIX BUIOB (IIPH HEOOXOTUMOCTH), BKITFOUAS
CBEIICHUSI O TOKCUYHOCTH TIPU OJHOKPATHOM UM MHOTOKPAaTHOM TPUMCHECHUH, KaHIIEPOTCHHOCTH,
CIEIMATBHBIX UCCIICOBAHMSX (MECTHO-PA3Ipakarolee U aJJICPru3upyIoIIee IeHCTBUE), PEIPOTYKTUBHOM
TOKCUYHOCTH, TCHOTOKCUYHOCTH (MyTareHHOCTH);

6) ommcanue PPEKTOB MPUMEHEHHUS HCCIICTyeMOT0 OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa Y
YeJIOBEKa, B TOM YHCJIC:

a) KHHETUKH (BKITIOYasi MeTa0OJIM3M, BCAChIBaHUE, CBSI3BIBAHUE C OCIIKaMHU TIa3MBbI, pACIIPE/IeIICHHC
U BBIBelEHHE) M OWOJOCTYIHOCTH HCCICAYEMOro OHOMEIUIIMHCKOTO  KJIETOYHOTO  TPOJIYKTA,
B3aMMOJICUCTBUS  HCCIICIYEeMOTr0 OHOMEIUIIMHCKOTO KIETOYHOTO TMPOAyKTa (C  JICKapCTBEHHBIMH
npenaparamM, MEIUIIMHCKUMHU W3JCIHSIMHU, [HIICBBIMH MPOAYKTAMH, JAPYTHMH OHOMEIUIIMHCKUMU
KJICTOYHBIMU TIPOTyKTaMH ), APYTUX UMCIOIIUXCS JTAaHHBIX 110 KHHETHUKE;

0) maHHBIX TO 0€30MacHOCTH, AMHAMUKE, 3()PEKTUBHOCTH HCCIEAYEMOro OHOMEIUIIUHCKOTO
KJICTOYHOTO TPOIYKTa (M €ro MeTabOJIMTOB, €CIIM €CTh JAaHHBIE), MOJYYCHHBIX B XOJE MPOBEICHHBIX
KIIMHUYECKUX UCCIIEOBAHMM (C y4aCTHEM 310POBBIX JOOPOBOJIBIIEB U (WJIN) MAIIHEHTOB) U MHTEPIPETAIIHS
ATUX JAHHBIX (110 3aKOHYEHHBIM KIIMHUYISCKUM UCCIICIOBAHUSM JIOJKHBI TIPEICTABISATHCS CBOIHBIC OTYETHI
o 3hdeKTUBHOCTH U 0E30MaCHOCTH HCCIENyeMOro OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa, a TaKXke
CBOJHBIC TAOMHMITBI HEXKEIATEIBHBIX PEAKIUH M0 BCEM KIMHUYCCKUM HCCIIEIOBAHUSAM, OMUCHIBAIOTCS
3HAYMMBbIE PA3IUYMs B XapaKTepe M YaCTOTE HEXKENATENbHBIX PEaKIuii);

B) TIOCTPETHCTPAIIMIOHHOTO ONBITa MPHUMEHEHUS WCCICAYEeMOro OMOMEIMIIMHCKOTO KJIETOYHOTO
IpOyKTa (TIpU HAJTMYUK);

7) WHCTPYKIMH IS WCCIEAOBATels 110 JUArHOCTUKE | JICUCHUIO ITOOOYHBIX JICWCTBUU,
HE)KETaTeJbHBIX PEeaKIMi, Cephe3HbIX HEXKENaTeIbHBIX PpEeaKIMi, HEMPeIBUICHHBIX HEXENIaTeIbHbBIX
peaknuii Ipu MPUMEHEHUH OMOMETUIIMHCKHUX KJICTOUYHBIX TIPOTYKTOB.

Hnpopmayus 06 usmenenusx:
Ilynxkm 10 uszmenen c 6 ghespans 2018 . - Ilpukaz Munzopasa Poccuu om 25 dexabpsa 2017 2. N 1060u

Cm. npedvioywyto pedakyuio

10. Otyer o pe3ynbTarax KJIMHUYECKOTO MCCIEJOBAaHUS (J1ajee - OTYEeT) JOJKEH COCTABISATHCS B
NUCHbMEHHOW (opMe OpraHu3almeld, OCYIICCTBISIONICH OpraHW3alyio TPOBEICHHUS KIMHHYECKOTO
UCCIIEIOBaHUS OMOMEIUIIMHCKOTO KIJIETOYHOTO MPOIYKTa, HA OCHOBAaHMM 3aKIIOYEHUH MEIUIIMHCKHUX
OpraHu3aIfii, MPOBOAMBIIHNX 3TO UCCIICAOBAHKE, M BKIIIOYAET, B TOM YHCIIE:

1) TUTYBHYIO CTPaHUILY, HA KOTOPOU YKa3bIBAIOTCS:

a) Ha3BaHHE OTYETA;

0) Ha3BaHHE OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

Unpopmayus 06 usmeHnenusix:

Iloonynxm "8" usmenen ¢ 30 urons 2019 e. - Illpuxaz Munzopaea Poccuu om 30 aunsaps 2019 2. N 30H
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B) COCTaB OWOMETUIIMHCKOTO KJIETOYHOTO TMPOAYKTa (BKIIIOYAs CBEACHUS O JIEKaPCTBEHHBIX
npenaparax Jjisi MEAUIIMHCKOTO MpPUMEHEHUs, (apMaleBTHUECKUX CyOCTaHIUAX U (WJIM) MEOUIIMHCKUX
U3JIENNS, COACPKAIIUXCS B HCCIISTyeMOM OMOMETUITMHCKOM KJIETOYHOM MPOAYKTE (TP HATHYWH);

I') U3y4aeMoe MOoKa3aHue K MPUMEHEHHI0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa,

) KpaTKoe OINHCAHWE IUTAHAa KIWHUYECKOTO HWCCIICIOBAaHMS, HATU4YHe MPOAYKTa CPaBHECHUS,
MPOAOJDKUTEIBHOCTD KIIMHUUECKOTO UCCIeIOBAHMS U KOHTUHICHT MallMeHTOB;

€) HAaMMCHOBAHME OpTaHU3aAIMH, OCYIIECTBIAIONICH OpPraHU3alUI0 MPOBEICHHS KIMHHYECKOTO
UCCJIEJIOBAHUS,

) UICHTU(UKAITMOHHBIN HOMEP MTPOTOKOJIA KJIMHHYECKOTO UCCIICIOBAHMS,

3) (a3bl KIMHUYECKOTO UCCIIEJOBAHMUS,

1) JIaThl HaYaJla ¥ OKOHYAHUSI KIIMHUYECKOTO HCCIICIOBAHUS;

K) JlaTa COCTaBJICHUS OTYETA;

Jq) cBedeHHs OO0 uccliefoBaresie, PYKOBOAWTENIE MEAMIMHCKONM OpraHM3allid, OTBETCTBEHHOM
MpeICTaBUTENIe OPTaHU3alNH, OCYIIECTRISIONIEH OpraHNu3aluio MIPOBEACHUS KIMHIYECKOTO UCCIIEIOBAHNUS;

2) pe3toMe - KpaTKoe OMUCaHKE MTPOBEICHHOTO KITMHUYECKOTO HCCIIEJOBAHUS C YNCIOBBIMHU JAHHBIMA
JUTSL UJUTFOCTPAIIUU Pe3yJIbTaToB;

3) omaBieHue, BKIIIOYAs [IEPEYCHb U PACIIOI0KEHNE TPUIIOKEHUH, TaOIuL;

4) nepeueHb COKpAIICHUI U ONpeieNiecHue TEPMUHOB, UCTIOJIb3yEMbIX B OTUETE;

5) Ha3BaHUS W ajgpeca MECT HAXOXJICHHUS MEAWIIMHCKMX OPTaHU3AIHA, B KOTOPBIX MPOBOAMINCH
KIIMHUYECKHUE UCCIIeIOBaHUS;

6) 1eu ¥ 337]a41 KIIMHUYECKOTO UCCIIeI0BaHNUS,

7) TU1aH TPOBEACHHOTO KIIMHUYECKOTO UCCIIEIOBAHMS, BKIIFOYAIOIIHIA, B TOM YHCIIE:

a) oOIMi IUIaH, IMJIAH-ONMKCAHUE KIMHUYECKOTO HMCCIENOBAaHUS W CXEMAaTW4YecKoe M300paKeHHe
9TaroB U MPOLEAYP KIMHUYECKOTO UCCIIEA0BAHUS;

0) 000CHOBaHME TIAHA KIIMHUYECKOTO UCCIICI0BAHMS;

B) KPUTEPUU BHIOOpA MOMYISALNN;

T') Ha3HAYCHHOE JICYCHHE, WICHTU(DUKAINS NCCIIeTyeMbIX OMOMEUIIMHCKIX KJICTOYHBIX TPOIYKTOB,
METO/bl pacrlpeeeH s MalleHTOB Mo TpynnaM (paHAoOMU3allns), 036l U BpeMs MpUeMa HCCIEAyeMOTo
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOIyKTa, MPEAMICCTBYIONMAs M COMYTCTBYIOIIAs TEPAITHS,;

) naHHble 00 >(PPEKTUBHOCTH U OE30MACHOCTH HCCIETYEeMOro OMOMEIUIIMHCKOTO KJIETOUHOTO
poayKTa (OLeHKa U TpauK onpeaenaeHus nokasarenei 3p¢peKTHBHOCTH U 0€301aCHOCTH);

€) crnocoObl o0ecreueHusl KayecTBa W JIOCTOBEPHOCTH MONYYEHHBIX TAHHBIX, BKIIOYasl JaHHbBIE
ayJuTa, pe3yabTaThl MHCIEKIIUHN, €CITA TTPOBOJIUIIHCE;

’K) U3MEHEHHUsI, BHECEHHBIE B MPOTOKOJ KIMHUYECKOTO MCCIEA0BAHUS;

8) cBeleHus O MalMeHTaxX U paclpeieIeHUH UX 110 TPYIIaM;

9) cBeneHus 00 OTKIIOHEHHSIX OT MPOTOKOJIA KJIMHUYECKOTO UCCIIEIOBAHMUS,

10) ouenky 3¢ pexTHBHOCTH OMOMEIULIMHCKOTO KJIETOYHOTO MPOIYKTa, B TOM YHCIIE:

a) COBOKYIHOCTH JIaHHBIX, TIOJIEKABIINX aHAJIN3Y MPU MPOBEICHUH KIMHUYECKOTO UCCIIEAOBAHUS;

0) neMorpaduueckue JaHHBIC O TAIMEHTaX;

B) CBEJCHHS O COONIOJCHUM TMAIlMEHTaMU CXEMbl MPUMEHEHUS OMOMETUIIMHCKOTO KIIETOYHOTO
TIPOJTYKTA;

T) pe3yiabrarbl OIEHKH 3()()EKTHBHOCTU: CTATHCTUYECKUE, AHATUTUYECKUE JIaHHBIC, BBIBOIBI
OTHOCHUTENBHO 3(PPEKTUBHOCTH;

11) cBenenust 0 6€30MacHOCTH OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTa, B TOM YHUCIIE:

a) TOOOYHBIC JICWUCTBUS, HEXKENAaTeIbHBIE PEaKIUh, CEephe3HbIe HEKENaTeIbHbIE PEaKIIHH,
HENPEJBUCHHBIE HEXKENaTelIbHbIe peaklud TpU TPUMEHEHWH HCCIEAYeMOro OHOMEIUIIMHCKOTO
KJIETOYHOTO TMPOAYKTA, KOTOpBIe HAOIIOMAIHCh y MAIIEHTOB;

0) olLleHKa KJIMHUKO-JIA00OPAaTOPHBIX TOKa3aTenei;
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B) MapaMmeTpbl XU3HEHHO BaXHBIX (YHKIUI oOpraHu3Ma MalUEHTOB, JaHHbIE OOBEKTHUBHOIO
UCCIIeZIOBaHUS © Jpyras uHbopMaiusi oO0clIeIoBaHUs, KOTOpas KacaeTcs BOIMPOCOB O€30MacHOCTH
MAIMEHTOB;

12) B BUi€ IPUIIOKEHUH K OTUETY JTOJIKHBI IPECTABIATHCS CIEAYIOIINE CBEACHHUS:

a) Ta0NUIIbI, PUCYHKH, TpadUKH, Ha KOTOPbIE IPUBOASTCS CCHUIKU B OTUETE, HO KOTOPHIE HE BOIILIU
B TEKCT OTYETA;

0) MPOTOKOJI KIIMHUYECKOTO UCCIeIOBAaHUS U MOMPABKHU K HEMY;

B) 0Opasel] MHIUBHUIyaJIbHON PEruCTPAllMOHHON KapThl;

r) oOpa3upl TUCBMEHHOW WH(pOpManuu Juisi TanueHToB U Gopma HHGOPMUPOBAHHOTO
JTOOPOBOJIBHOTO COTJIACHS,

1) IepeyeHb ¥ XapaKTepUCTUKHU MCCie0BaTeNel U IPYTrUX OTBETCTBEHHBIX JIHII;

€) aHAJIMTHYECKasi JJOKyMEHTAlMs, B CIyyae MCIOIb30BaHUS B MCCIIECAOBAHUM OOJiee OHOM cepun
UCCIIElyeMOro OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa - MEPEeYHH KOJOB IAlMEHTOB, IOJIy4aBIIUX
OMOMEIMIIMHCKHE KIIETOYHBIC TIPOTYKThI PA3HBIX CEPUN;

’K) CXeMa paHAOMHU3aLUU U KOl (MAEeHTU(UKAIUS CYyOBEKTOB KIMHUYECKOTO HCCIENOBAaHUS U
Ha3HAYEHHOE JICUCHUE);

3) AaHHbIE ayauTa (IPU HATUYUK);

1) TOKYMEHTAIH 110 CTAaTHCTUYECKUM METO/aM;

K) JOKYMEHTAIIMS 110 J1a00paTOpPHOM CTaHAapTH3AIMH METOIOB M 00ECIIeYeHHs KauecTBa MpoIenyp,
€CJIM TIPUMEHSITUCH;

1) myOIuKaIiK, Ha KOTOPBIX 0a3upyercs MPOBEACHHOE KIMHNYECKOE UCCIIeI0BAaHUE.

OTueT JOMKEH COCTaBISITHCS OpPraHM3ALMEH, OCYIIECTBISAIONICH OpPraHMU3alUI0 TPOBEICHHUS
KIIMHUYECKOTO HCCIIEAOBaHUsA, U MPEICTaBISITbc B MUHHCTEPCTBO B CPOK, HE MPEBBIMIAIONIMIA Tpex
MECSIIEB CO JTHS €T0 3aBEPUICHHUS, TIPUOCTAHOBIICHHS WA IPEKPAICHUS.

II. Opranmauuﬂ NMPOBEACHUA KIIMHUYIECCKOI0O UCCJICAOBaAHUS

11. Oprasm3anuio TPOBENEHUS KIMHUYECKHX WCCIENOBAHUN OMOMEIMIIMHCKUX KIIETOUYHBIX
IPOJYKTOB OCYILIECTBIISIOT (Jjajiee - OPraHU3aTop KIMHUYECKOTO UCCIIEI0BaHMS):

1) opramm3anus, oOmajgaromias TpaBaMH HA PE3yJbTaThl JOKIMHHYECKUX HCCIIEIOBAHUI
OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa, KIMHUYECKHX HCCIIEAOBAaHUM OMOMEIMIIMHCKOTO KJIETOYHOIO
NPOIYKTa U (MJIM) Ha TEXHOJIOTHIO MTPOU3BOJICTBA OMOMETUIIMHCKOTO KIIETOYHOTO MTPOIYKTa;

2) obpazoBaresbHasi OpraHU3alysl BICIIET0 00pa30BaHMs;

3) oOpa3oBarenbHas opraHu3alus JONOJHUTEIBHOrO MPo(eccuoHaIbHOI0 00pa30BaHus;

4) nayuHast OpraHu3alus.

12. KinuHuYeckoe WCCIeAOBaHUE [OJDKHO TIPOBOMUTHCS IO TPOTOKONY, pa3pabOTaHHOMY
OpPraHu3aToOpOM KJIMHUYECKOTO MCCIEJOBAaHUS WJIM [PHUBICYEHHBIM UM IOPUAWYECKHM  JIULIOM.
Opraan3aropoM KIMHHYECKOTO HCCIEIOBAHUS MOTYT BHOCHUTBCS W3MEHEHHS B MPOTOKON B (opme
HOIPaBOK, O(OPMIIEHHBIX B MUCbMEHHOM BHJE MOCPEICTBOM ONHMCAHUS M3MEHEHUH WM O(UIIMAIBHBIX
Pa3bACHEHUH MPOTOKOJIA.

13. Opranuszatop KIMHUYECKOTO UCCIEIOBAHUS:

1) mo Havyayma KIMHHYECKOTO MCCIIEAOBAaHMS TIOTyJaeT pa3pernienne MuHICTEpCTBA Ha MPOBEICHUE
KJIMHUYECKOTO HUCCIIC0BaHMS;

2) ycTaHaBIIMBAET M pacIpeiessieT MpaBa, 00s3aHHOCTH M OTBETCTBEHHOCTD BCEX JIUI], YYaCTBYIOITIX
B KJIMHUYECKOM HCCIIEIOBaHUH;

3) yTBepXkmaeT IOKYMEHTHI IO TOPSIKY MPOBENEHUS KIMHUYECKOTO WCCIeIOBaHus, cOopy,
pEerucTpalyy U NpeACTaBICHUs JaHHBIX B COOTBETCTBUU C MPOTOKOJIOM M HacTosuMU [IpaBuiiamu (nanee
- CTAH/IapTHBIC OTIEPAIMOHHBIE MTPOIEYy Pl OPTaHNU3aTOPA);

4) mepecMarpuBaeT OpOILIIOPY HE peke OAHOTO pa3a B Ioi U, HNPU HEOOXOAMMOCTH, JOIOIHSET
HOBBIMH JJAHHBIMH, TIPEAOCTABISET aKTyaJbHYIO PEAAKIIMIO OPOIIIOPHI UCCIIEI0BATENIO;
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5) mpu MpoBENEHUHM KIMHHUYECKOTO HCCIIEIOBAaHUS OCYIIECTBISET BHEAPEHUE U TMOAJEp)KaHue
cUCTeM OOeCreYeHUsT W KOHTPOJII KauecTBa B COOTBETCTBHHM CO CTAaHIAPTHBIMH ONEPAIlMOHHBIMHU
IpoLeAypaMHu OpraHu3aTopa;

6) Ha3HAYaeT JIUI], 00JIaAAI0IINX HEOOXOAUMBIMU 3HAHUAMU U KBAJIM(UKAIIEH, KOTOPBIE OKa3bIBAIOT
KOHCYJIBTaTUBHYIO MOMOIIb HCCIIEA0BATENsIM 10 BOMPOCAM MEAHUIIMHCKOTO XapakTepa MpH MPOBEACHUU
KJIMHUYECKOT'O UCCIIEI0BaHMS;

7) WCIONIb3yeT MPHUCBOEHHBIM HCCIEAOBaTeNIeM KaKIOMYy MNAlMEHTY HICHTHU(PUKAIMOHHBIN KOJ
(YHHKaQJIBHBIA HOMEp, cOCTOSIMN U3 nupp M (Wiau) OyKBEHHBIX 0003HAYEHWH, MCIIOJB3YEMbIi BMECTO
dbamunuu, UMeHH, OT4eCTBa (IIPU HAJIMYKMK) MTAUEHTa B OTYETaX O MOOOYHBIX JIEHCTBUSAX, HEXKEIIaTeIbHBIX
peakLusax, CEpbE3HBIX HEXKENATENbHBIX PEAKIUAX, HENPEABUICHHBIX HEXKEIATEIbHbIX PEAKLUUAX U APYTUX
JaHHBIX Juisi  oOecreueHuss KOH(GUICHIHMAIBHOCTH €ro JIMYHBIX JIaHHBIX M IO3BOJISIOLIUI
UICHTU(HUIMPOBATH BCE JAHHBIC TI0 KAKIOMY MAI[UECHTY);

8) olecrieurBaeT BeJACHHE WHIUBUIYaJbHOW PETHCTPALIMOHHOW KapThl B OTHOLIEHUU Ka)IOTO
nanuenTa (Ha OyMa)kHOM HOCHTEJIE I B JOpPME AIEKTPOHHOTO JOKYMEHTA), B KOTOPYIO JOJKHA BHOCUTBCS
uH(pOpMaIUs B COOTBETCTBHH C IPOTOKOJIOM (J1ajiee - MHANBUAYaTbHASI PETUCTPAIIOHHAS KapTa);

9) npuHUMaeT pemeHne 00 00pa30BaHUN HE3aBHCHMOTO KOMHUTETA [0 MOHHTOPUHTY TaHHBIX IS
OLICHKH IPOBOJAUMOIO KIMHUYECKOTO HCCIEIOBaHMUS, PACCMOTPEHHUs MJAaHHBIX MO OE30MacHOCTH U
3 PEKTUBHOCTH HCCIIETyeMOT0 OMOMETUITUTHCKOTO KIIETOYHOTO IPOYKTa, B TOM YHCIIE C IIETIbIO BEIPaOOTKH
pPEKOMEHJALUNA O 1EeIeCO00pa3sHOCTH MPOJODKEHHUS, MPEKpalleHuss KIMHUYECKOTO MCCIeIOBaHUS WIIH
BHECEHHUS B U3MEHEHUH B IIPOTOKOJ;

10) obecrmeunBaeT XpaHEHHUE JTOKYMEHTOB, OTHOCSIIMXCS K KIMHMYECKOMY HCCIEJOBAHUIO, MPU
IPEKPALICHUN KIMHUYECKON pa3pabOoTKU HCCIeTyeMOro OMOMEIUIIMHCKOTO KJIETOYHOIO IMPOAYKTa IIO
OJTHOMY, HECKOJIbKMM WM BCEM I[IOKa3aHUSM, B COOTBETCTBUU C 3aKOHOJATeIbCTBOM Poccuiickoit
®enepannn 00 apXUBHOM JIEIIE;

11) mpu mpekpameHuu KIMHHUYECKOTO HCCIIENOBaHHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa
coo01maer 00 3TOM YYacTBYIOLIUMM B KJIMHUYECKOM MCCIIEIOBAaHUHM HCCIIEAOBATENIAM M MEIULHUHCKUM
OpTraHMU3aIMIM, B KOTOPBIX OCYIIECTBIISIETCS MPOBEICHUE TAKOTO UCCIIEI0BAHUS;

12) ocymectBaser BbBIOOp MEAMIMHCKMX OpraHM3alUil i MPOBEACHHS KIMHUYECKOTO
UCCIIEJIOBAHNS,

13) ocymiecTisieT BEIOOP UCCIIeIOBATEINEH;

14) Ha Bcex sTamax KIMHUYECKOTO HCCIENOBaHUs (OT pa3pabOTKH MPOTOKONIA, MHIUBHUYaIbHON
pPEeruCTpaliMOHHON KapThl, IUIaHA CTAaTMCTUYECKOTO aHaiu3a, JUisl OOIIEr0 pPYKOBOJACTBA KIMHUYECKUM
UCCIIeIoBaHUEM, pabOThl C JaHHBIMU, BepU(pHUKAIMK JaHHBIX J0 MPOBEACHUS CTaTMCTUYECKOTO aHalln3a
NOJyYEHHBIX JAHHBIX W TOJATOTOBKM MPOMEXYTOYHOTO U (DPMHAIBHOIO OTYETOB O KIMHUYECKOM
UCCIIEIOBAaHNN ) TIPUBJIEKAET JIMII, 00J1aIal0LINX COOTBETCTBYIOIIEH KBaNU(pUKaIue;

15) obecrneunBaeT KOHTPOJb 3a KAaue€CTBOM U MOJHOTOM IOJyYEHHBIX B XOA€ KIMHHUYECKOIO
UCCJIEJOBAHNS JaHHBIX.

14. Ilpy wucnonab30BaHUM DJIEKTPOHHBIX CHUCTEM JUId paboThl C JaHHBIMH KJIMHUYECKOTO
UCCIIeIOBaHUs M (WJIM) SJEKTPOHHBIX CHCTEM YIAJ€HHOTO JOCTYyNa K YKa3aHHBIM JIAHHBIM OpraHHU3aTop
KIIMHUYECKHUX UCCIIEIOBAHUMN:

1) obecrnieunBaeT M JOKYMEHTAJIbHO O(GOPMIISIET COOTBETCTBHE CHUCTEM JJIEKTPOHHON 0O0pabOTKH
JTAHHBIX TPeOOBAaHUAM K IOJIHOTE, TOUHOCTH U HAJEKHOCTHU JIAHHBIX, & TAKXXe CTAOUIbHOCTD JOCTUKEHHUS
TpeOyemMoro pe3ynbTara (Jajnee - BaluJanus JaHHbIX);

2) yTBepK/IaeT CTaHAapTHbBIE ONEepallMOHHBIE TPOLEAYPhI UCIIOIB30BaHUS SIEKTPOHHBIX CHCTEM;

3) obecrieunBaeT paboTy IMEKTPOHHBIX CUCTEM TaKUM 00pa3oM, YTOOBI PH U3MEHEHUH BBEJICHHBIX
JTAaHHBIX BHOCUMBbIE U3MEHEHMsI ObLITM 33JJ0OKYMEHTHPOBAaHbI U paHee BBE/ICHHbIE JaHHbIE HE ObUIN yIaJIeHBI;

4) obecrieunBaeT CHCTEMY 3aIUTHl JAHHBIX KIMHUYECKOTO HMCCIEJOBAaHUS, MPEI0TBPAILAIONIYIO
HECAHKIIMOHUPOBAaHHBIA JOCTYN K JAaHHBIM, B TOM YHCJE IOCPEICTBOM YTBEPKACHMS CIHCKA JIHII,
MMEIOUIUX JOCTYNl K JaHHBIM KJIMHUYECKOTO HCCIIEOBAHUSA C IIPABOM BHECEHHUS B HUX W3MEHEHUH U
PE3EPBHOTO KOMMMPOBAHUS JaHHBIX;
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5) obecrneurBaeT COXpPaHHOCTh MAaCKHPOBKHU KJIMHHUYECKOTO HMCCIEIOBaHUS, MPOBOAMMOIO CIETBIM
METOJIOM, TP BBOZIE M 00pabOTKe JaHHBIX B SJIEKTPOHHOU CHCTEME.

15. Opranuzarop KIMHUYECKOTO HCCIIEOBAHUS MPEIOCTABISIECT MCCIEIOBATENI0 U MEIUIUHCKON
OpraHu3aIK MPOTOKOJ KIIMHUYECKOTO UCCIICAOBAHMS U OPOIIIOPY B TEKYIIEH pelakluu A0 MOAMUCAHUS C
MEIMIIMHCKOM OpraHu3anueil JoroBopa Ha MPOBEIACHHE KIMHUYECKOTO HCCIIEAOBAHUS U IMPENOCTaBISET
BpeMs JJIs1 O3HAKOMJICHHUS C MPE0CTAaBICHHON HH(pOpMaLuei.

16. Opranuzarop KJIMHAYECKOTO HCCIEIOBaHUS JOJDKEH TMONY4YUTh MHCHbMEHHOE COIlacue
UCCIIEIOBATENII M YIMOJHOMOYEHHOTO JIMIA MEIWIMHCKOM OpraHu3ali TOCPEICTBOM HOATHUCAHUS
MIPOTOKOJIA WIIK APYroro JOKyMEHTa Ha:

1) mpoBeneHHE KIMHUYECKOTO MCCIEJOBAaHUS B COOTBETCTBHH C IIPOTOKOJIOM, HACTOSIIUMHU
[TpaBuiiamu u TpeGoBaHUSIMH 3akOHOAaTeNbCTBa Poccuiickoit @enepanuivi 0 OMOMEIUIUHCKUX KIETOYHBIX
HPOIYKTaXx;

2) coOnroeHne MpoLeyphl PETUCTPALIMU U IPECTABICHUS JaHHBIX KIMHUYECKOTO UCCIICA0BAHUS;

3) npoBezieHrEe MOHUTOPUHTA U ayIuTa KIMHUYECKOTO HCCIIeIOBAHUS;

4) XpaHeHHEe JOKYMEHTOB, CBSI3aHHBIX C MPOBEICHUEM KIMHUYECKOTO MCCIIEIOBAHMS, O TEX IMOp,
[IOKa OpraHu3arop KIMHUYECKOTO MCCIEIOBaHUS HE COOOLIMT WCCIEeNOBATEeNI0 W  MEIUIIUHCKON
OpraHHu3aIiy, YTO JAHHbIE JOKYyMEHTHI MOTYT ObITh YHUUTOKEHBI.

17. Opranu3arop KJIMHHYECKOTO MCCIIEIOBAHUS 00s13aH B KAYECTBE CTPAXOBATENsI CTPAXOBATh PUCK
NPUYMHEHUS Bpela >KU3HH, 3[0POBBIO MAllMEHTa B pe3yJbTare MPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTA 32 CBOM CUET IyTeM 3aKIIIOYEHHUS JOTOBOpa O0S3aTeNbHOTO
crpaxoBaHus™(7).

18. Opranuzarop KJIMHMYECKOTO HCCIEAOBAHMS JODKEH HMETh JaHHBIE MO O€30MacCHOCTU U
3¢ (HEeKTUBHOCTU UCCIEAYEMOro OHMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa, OOOCHOBBIBAIOIINE €ro
NpUMEHEHHE, a TaKKe OOHOBIATH OPOIIIOPY IO MEpe MONyYeHHUS B paMKaxX MPOBEICHHS KIMHHYECKOTO
UCCIICJIOBAHUSA HOBBIX JAHHBIX, BIMSIOMMX Ha 3()QPEeKTUBHOCT U 0E30MACHOCTh HCCIEAYEMOTO
OMOMETUIIMHCKOTO KJIETOYHOTO MPOTYKTA.

19. Tlpu mpoBeneHUH KIMHHUYECKOTO HCCIIEIOBAHMS OPraHU3aTop KIMHUYECKOTO HCCIEIO0BaHUS
obecrieunBaeT UCIOIb30BaHNE OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa (ITPOAYKTa CpaBHEHUs, T1aie0o),
HMEIOILEr0 COOTBETCTBYIOIIME MOKA3aTeN KaueCTBa U KOTOPBIN B COOTBETCTBYIOIIMX CIIydasiX 3aKOJUPOBAH
¥ MapKUPOBAH B IENSX 00eCTIeYeHUsI MACKUPOBKH.

Ha nepBuyHyl0 M BTOPUYHYIO YIAKOBKY OHWOMEAMIMHCKOTO  KJIETOYHOTO  MPOIYKTa,
NPeAHAa3HAYEHHOTO U KIMHUYECKUX WCCIIEOBAHNUMN, JOJDKHA HAHOCUTHCS Haamuch "JlJisg KIIMHUYECKHUX
HCCIIEqOBaHUMI".

20. JIns KIMHUYECKUX HWCCICAOBAHHMA, MPOBOAMMBIX CIIETBIM METOJOM, CHCTEMAa KOIMPOBAHUS
UCCIIElyeMOro OMOMEIUIIMHCKOTO KJIETOYHOrO MpOAYKTa JOJDKHA BKIOYAaTh B ce0s MEXaHU3M,
MIO3BOJISTFOIIMI B OKCTPEHHBIX CITydasX OBICTPO MICHTH()UIIUPOBATH JAHHBIA OMOMETUIIMHCKAN KICTOYHBIN
HPOIYKT, IPU 3TOM HE JIOMYCKAIOMUI BO3MOKHOCTH HE3aMETHO PACKPBITh KOI.

21. Opranuzatop KIMHHYECKOTO WCCIEJOBAaHUS JIOJDKEH oOecreynBaTh TIOCTYIUICHHE B
MEIUIMHCKYI0 OpraHHu3allio, B KOTOPOHl NPOBOAUTCS KIMHUYECKOE HCCIIE0BaHHUEe, HCCIIEAyeMOro
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOTYKTA.

VY opraHuzatopa KJIMHHYECKOTO HCCIIEI0BaHMS JOJDKEH OBITh HCCIEIyeMbId OMOMETUIIMHCKUNA
KJICTOYHBIA TPOAYKT B KOJWYECTBE, HEOOXOAWMOM JUIsl TIPOBENEHUS KIMHHYECKOTO HCCIICAOBAHHS M
MOATBEP)KICHUS €r0 COOTBETCTBHS TPEOOBaHMSIM HOPMATUBHOW JOKYMEHTAIlMHM, a TaKXe BECTU yueT
aQHAJIM30B U XapaKTEPUCTUK 00pa3lioB OMOMENIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U3 MAPTHH (CEPUMN).

[Toctynnenue wucciaeagyeMoro OMOMEIMIMHCKOTO —KJIETOYHOTO TMPOAYKTa B MEIUIMHCKHE
OpraHW3alliK, €ro BO3BpAT, YHHUYTO)KEHHE HCCIEAYEMOr0 OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTa
JOKYMEHTUPYETCSl OPraHU3aTOPOM KIMHUYECKOTO UCCIIEI0OBAHMUA.

Oprasu3arop KIMHUYECKOTO HWCCIIEOBAHUS OCYIIECTBISIET TMOCTOSHHYIO OIIEHKY O€301acHOCTH
UCCIIelyeMOro OMOMEIHUIIMHCKOTO KJIETOYHOTO MPOAYKTa U YBEIOMIISIET BCEX 3aHATHIX B KIMHUYECKOM
UCCIIEIOBAHUN HCCIe0BaTeNel 1 MEIUIIMHCKUE OpPraHU3allii O MOJYYEHHBIX JaHHBIX, KOTOPbIE MOTYT
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HEOJIaroNpHUSATHO OTPA3UTHCS Ha 0€30MACHOCTH MAIIMEHTOB U (MJIM ) TIOBJIMSTH HA TIPOBEJCHUE KITMHUYECKOTO
UCCIIEZIOBAHUS.

22. Opranuzatop KIMHHUYECKOTO MCCIEJA0BAaHUS COOOIIAeT YYacTBYIOIIUM B KIMHUYECKOM
UCCIICIOBAHUN HCCIIEIOBATENISIM, MEIULIMHCKUM opraHuzamusM u denepanbHoil cimyx0e 1Mo Haa3opy B
cdepe 3ApaBOOXpaHEHUSI O TOOOYHBIX ACHCTBUSX, HEXKEIATEIbHBIX PEAKIUAX, CEPhE3HBIX HEXKellaTeIbHbIX
peaKusX, HeNPeABUICHHBIX HEXENaTeIbHbIX PEaKUsIX MPU NPUMEHEHUN OMOMEIUIITHCKOTO KJIETOYHOTO
MPOAYKTA.

23. Opranu3aTop KIMHAYECKOTO UCCIIECIOBaHUS JOKEH OCYIIECTBISATh MOHUTOPUHT KIMHUYECKOTO
UCCJICJIOBAHUSA, BKJIIOYAIOUINM /EATEIbHOCTh 10 KOHTPOJIO 33 XOAOM KIMHHYECKOTO HCCIEIOBaHUS, IO
00ECIEeYeHNI0 €ro MpOBeACHUs, COOpy MAaHHBIX M NPEACTABICHUIO PE3YyNIbTaTOB B COOTBETCTBHU C
MPOTOKOJIOM, CTaHIAPTHBIMH ONEPAallMOHHBIMU MpollelypaMu, HacTosmumMu [IpaBunamu u TpeGoBaHUSIMU
3akoHOnarenbcTBa Poccuiickoit depepannu 0 OMOMEAMIIMHCKUX KIETOUYHBIX MPOAYKTaX.

Jns  mpoBeneHUS MOHUTOPUHTA  OpraHU3aTop  KJIMHUYECKOTO  HCCIEOBAHMS  Ha3Ha4YaeT
OTBETCTBEHHOE JIMIIO M3 YUCIIa COTPYAHUKOB MEAULIMHCKOIN OpraHu3anuu, ooaanaromnee HayyHbIMU 1 (WIIN)
CHEIMAIbHBIMU 3HAHUSIMH, HEOOXOTUMBIMHU U1 IPOBEJCHIS MOHUTOPUHTA KITMHUYECKOTO HCCIIEIOBAHUS.

JInno, Ha3HAYEHHOE OPraHMU3aTOPOM KIIMHUYECKOTO MCCIIEI0BAaHUS JUIsl IPOBEACHNUSI MOHUTOPUHTA,
00s13aHO cOOIONIATh CTaHAAPTHBIE ONIEPALlMOHHBIE ITPOLIEYPhl OPTaHU3aTOPaA KIMHUYECKOTO UCCIIeIOBaHUS.

24. llensMy1 MOHUTOPHUHIA KIMHUYECKOTO UCCIIEJOBAHUS ABJISETCS YCTaHOBIEHUE TOTO, YTO:

1) npaBa u 61aronoxy4ue nayueHTOB 3allUIICHbI;

2) NOJyYEeHHBIE B XOJ€ KIMHUYECKOTO HCCIIEIOBAHUS JAHHBIC SIBISIFOTCS TOYHBIMH, TOJTHBIMH U
MOJTBEPKAAIOTCS MIEPBUYHON JOKYMEHTAIIHEIH;

3) KIMHUYECKOE MCCIE0BAaHUE IMPOBOAMTCS B COOTBETCTBUU C YTBEP)KJIEHHOM OpraHM3aTOpOM
KIIMHUYECKOTO HCCIEeIOBaHUS TEKyIIed BepcHel MpOTOKoJla M HM3MEHEHUH K HeMy, TpeOOBaHUSIMHU
Hactosmmx IlpaBun u 3akoHomarenbcTBa Poccuiickoit denepanuy 0 OMOMEIUIMHCKUX KJIETOYHBIX
MPOAYKTaX.

25. JInst gocTUKEHUs Lieled MOHMTOPUHIA KIMHUYECKOIO HCCIIEJOBAHMSI OTBETCTBEHHOE JIMIIO,
HA3HAYEHHOE OPraHU3aTOPOM KIMHUYECKOTO HCCIIeI0OBaHUS ISl IPOBEACHNUS MOHUTOPUHTA!

1) obecneunBaeT B3aMMOJIEHCTBUE OpraHM3aTopa KIMHUYECKOTO HCCIEAOBaHUS, MEIULUHCKON
OpraHu3aly U UCCIIe10BaTeNs;

2) npoBepsieT U KOHTPOJIMPYET HaJuuKe KBaTU(pHUKAILIUN UCCIIE0BaTeNsl U PECypCOB METUIIUHCKON
OpraHu3aly, HEOOXOAMMBIX JJs IMPOBEAEHHUS KIMHUYECKOTO MCCIIEOBaHUs, BKIOYas Jaboparopuu,
000py/oBaHKE U TIEPCOHATT;

3) B OTHOIIEHUH UCCIIEAYEMOT0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA MPOBEPSIET:

a) CPOKU U YCJIOBHSI XpaHEHHUsI, KOJIMUECTBO B 00beMeE, HEOOXOAMMOM IS IPOBEIECHUS KIIMHUYECKOTO
UCCIIEIOBAHNUS;

0) rmosry4yeHue TOJIbKO TEMU MAalluEeHTaMH, KOTOPbIM OH Ha3HAu€H;

B) coOirofieHne TpeOOBaHWI MO MPUMEHEHMIO, XPAaHEHUIO M TOPSAIKY BO3BpaTa HCCIELYEeMOIo
OMOMEINIIMHCKOTO KJIETOYHOTO MPOJIyKTa;

I') OCYIIECTBIEHUE MCCIIEOBaTeIeM KOHTPOIS W JIOKYMEHTAJIbHOIO O(GOpPMIICHHS IONyYeHHS,
IPUMEHEHHUS, BO3Bpara, YHUYTOXKEHHUS MCCIEAYeMOro OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B
MEIUIIMHCKON OpraHn3aluy;

4) mpoBepsieT coONIOAEHNE HCCIIEN0BAaTEIeM YTBEPKICHHOTO MPOTOKOJIA M U3MEHEHUH K HeMYy,
NPaBUIBHOCTh, IOJHOTY, TOYHOCTb M CPOKH OGOpPMIIEHHS HCCIEIOBaTeNeM JOKYMEHTOB U JAaHHBIX
KJIIMHUYECKOTO HCCIIeI0BaHMS;

5) nmpoBepseT NOpAI0K MOTYUESHUsI MTUCbMEHHOTO JOOPOBOJIIBHOTO COINIACHS KaXKI0T0 MalMeHTa (Win
€ro 3aKOHHOTO TMpPEACTAaBUTENS) 10 Hayajla ero yyacTus B KJIMHHUYECKOM HCCIIEOBaHUHU, a TaKxke
MUCbMEHHOTO JOOPOBOJBHOTO COINIACHS KaKJIOTO MalMeHTa (WIM €ro 3aKOHHOTO MpPEJCTaBUTENS) Ha
00paboTKy U nepeady nepcoHalbHbIX JaHHBIX MAllUEHTa;

6) obecrieurBaeT HAJMYME Y WCCIIEAOBATENs TEKYIEH peAakiuu OpOIIOPhI, HHBIX JOKYMEHTOB U
MarepuanoB, HEOOXOAMMBIX JJIsl MPOBECHUS KIMHUYECKOTO UCCIICA0BaHMS;
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7) obecrieunBaeT MOBEIEHUE JO HccienoBareneii HeoOXOAUMON JUIsl MPOBENEHUS KIMHUYECKOTO
UCCIIeZIOBaHUS WH(OPMAIUY;

8) nmpoBepseT cOONIOICHIE UCCIeIoBaTeIeM KpUTEpHeB 0TOOpa MalleHTOB;

9) npoBepsieT NPaBUIBHOCTb, OJHOTY ¥ CPOKU PErUCTPALIMH JAHHBIX KIMHUYECKOTO UCCIIeI0BaHUS,
a TaKk)Ke NOPSJIOK BEIEHUs TOKYMEHTOB KJIMHUYECKOTO UCCIEA0BAHMS;

10) mpoBepsieT MpaBUJILHOCTD U MOJHOTY PETUCTPALIMK B UHANBUYaIbHON PErUCTPALIMOHHON KapTe
JAHHBIX, TPEIYCMOTPEHHBIX MTPOTOKOJIOM, TAHHBIX O BBISIBICHHBIX MOOOYHBIX JIEUCTBUAX, HEXKETATEIbHBIX
peaKIusAX, CEPbE3HBIX HEKEJIATEIbHBIX PEAKIUAX, HENPEIBUICHHBIX HEXKEJIaTeIbHBIX PpEaKIUsIX IpHU
NPUMEHEHUH OHOMEIUIIMHCKOTO KIETOYHOTO TMPOIYKTa, O MPOMYIIEHHBIX MalleHTaMH BU3HUTAX, O
HEBBIMOJIHCHHBIX aHaMM3ax W oOcienoBanusx. Ciydad HUCKIIOYCHUS W BBIOBIBAHHS MAIUEHTOB U3
KJIMHAYECKOT'O MCCIIEOBAHUS TOJUIEKAT PETUCTPALIUU U ITOSICHEHUIO B MHIUBUIyJIbHOW PETUCTPALIMOHHON
Kapre;

11) coolmiaer wuccienoBareal0 O JOMYUICHHBIX B HHAWBHUYyabHOM PpErucTpalioOHHON KapTte
omMOKax, MPOIMycKax U Hepa30OPUMBBIX 3AMUCHX;

12) coobmaer wuccienoBarento 00 OTKJIOHEHUSX OT MPOTOKONA, CTaHIAPTHBIX OINEpalMOHHBIX
Ipolenyp  OpraHu3aropa  KIMHMYECKOTO  HCCleloBaHMs, TpeOoBaHuii  Hactrosumx  [IpaBui,
3akoHonarenbcTBa Poccuiickoit deaepanuu 0 OMOMEIUIIMHCKUX KJIETOUYHBIX MPOIYKTaX U MPUHUMAET MEPHI
M0 X YCTPAHEHUIO U HEAOIYIICHUIO TOBTOPEHUS.

26. [IlucbmMeHHbIE OTYETHI 10 MOHUTOPUHTY KJIMHUYECKOTO MCCIIEOBAHUS JOJIKHBI PEICTABIATHCA
OTBETCTBEHHBIM JIMIIOM, HAa3HAY€HHBIM IS TMPOBEACHUS MOHUTOPUHTA, OPraHU3aTOpPy KIMHHUYECKOTO
UCCJIEIOBaHUSI B TOPSJIKE M CPOKH, YCTAHOBJICHHBIE CTAHJIAPTHBIMHM OIEPAMOHHBIMH MpPOLEAYpaMU
OpraHu3aropa.

OTyeT N0 MOHUTOPUHTY KIMHUYECKOTO MCCIEAOBAHMS JIOJKEH CONEpKaTb, B TOM UHUCIE, CPOKU
MPOBEJICHUSI MOHHUTOPUHTA, HAMMEHOBAaHUE MEAMIIMHCKOM OpraHu3allid, B KOTOPOM IPOBOAMIICA
MOHHMTOPUHT, JaHHbIe 00 HCCIEeIOBaTeNsaX, MAllMeHTax, ¢ KOTOPHIMU B3aUMOEHCTBOBAIO OTBETCTBEHHOE
JUI0, HA3HAUEHHOE MJIA TMPOBEACHUS MOHHUTOPUHTA, OMUCAHUE IPOBEPKH, CBEACHHUS O BBISIBICHHBIX
HEJOCTaTKaxX, BBIBOJbI IO pe3yJibTaTaM MOHHUTOPHMHIAa U HHbIE CBEACHUS W JaHHbIC, KacarolIHecs
MOHUTOPUHTA KIIMHUYECKOTO HCCIICIOBAHUS.

27. OpraHu3aropoM KIMHUYECKOTO HCCJIENOBAaHUS JIOJDKHA OCYHIECTBISATHCA HE3aBHCHMAas OT
MOHUTOPHWHTA OLIEHKA COOTBETCTBHUS MMPOBOJUMOTO KJIMHUYECKOTO UCCIIEAOBAHMS MPOTOKOITY, CTAHAaPTHBIM
OTIEpAIlMOHHBIM TPOLEAypaM OpraHusaropa, HactosumM IlpaBunaM u TpeOOBaHHSIM 3aKOHOIATENHCTBA
Poccuiickoit ®epepannu 0 OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTaX ([ajee - ayauT KIMHUYECKOTO
HCCIIEIOBAHMS ).

Jnst mpoBeaeHus ayauTa KIMHUYECKOTO UCCIEAO0BAHUS OPraHMU3aTop KIMHUYECKOTO HCCIEI0BaHUS
Ha3Ha4aeT JUI, HE3aBHCHUMBIX OT BCEX CYOBEKTOB KIMHHUYECKOTO UCCIEAOBaHUA M 00JaJaronux
KB (UKALUEH, TTOATOTOBKOM, OMBITOM JJIsSI POBEACHUS ayIuTa.

[Tnan u oO6beM aynuTa KIMHUYECKOTO HCCIEAOBAHUS JOJDKHBI pa3padarhiBaThCs M yTBEPKAATHCS
OPraHU3aTOpPOM KJIMHUYECKOIO HCCIEAOBAHHUS C YYETOM KOJMYECTBA MAIMEHTOB, THUIMA WU CIOKHOCTH
KIIMHUYECKOTO MCCIIEIOBaHUS, CTETIEHU PUCKa JJIs MAIUEHTOB U MHBIX OOCTOSITENHCTB.

28. IIpu oOHapy>KEHHUH B X0JIe MOHUTOPUHTA UJTH ayJUTa KIMHUYECKOTO UCCIIEIOBAHUS CEPhE3HBIX U
(M) TIOBTOPSIIOIIMXCS  CIIy4aeB HECOONIONEHUS HCCIeqoBaTeleM, MEIUIMHCKOW OpraHu3aiuen
TpeOOBaHUI K TMPOBEACHHUIO KIMHUYECKOTO HCCIIEIOBAHUS OPraHU3aTOp KIMHUYECKOTO HCCIIEIOBaHUS
JTOJIKEH MPEKPATUTh yUaCTUE UCCIIEIOBATENISl, MEAUIIMHCKON OpraHu3aluy B KITMHUYECKOM UCCIIEI0BAaHUN U
BHECTH U3MEHEHHUSI B TIPOTOKOJI.

29. B cpok, He MPEBBIMIAIONUN TATH padoYNX THEH CO THS 3aBEpIICHUS, IPUOCTAHOBICHUS WU
MpEKpaIIeHUs] KINHUYECKOTO HCCIEAOBAaHUS OMOMEAUIIMHCKOTO KIJIETOYHOTO TMPOAYKTa, COOOIIEHHE O
3aBEPIICHUH, MPUOCTAHOBICHUM WM MPEKpaIIeHUs] KIMHUYECKOTO HWCCIEAOBAHMS HAalpaBIseTCs
MEIUITMHCKIMHU OpPTaHU3alUsIMH, B KOTOPBIX MPOBOIUTCS KIMHUYECKOE MCCIIETOBAaHUE OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOyKTa, B MUHUCTEPCTBO MO YCTaHOBIEHHOUN UM hopme™(8).

30. Ilpm MHOTrOUEHTPOBBIX KIMHUYECKUX HCCIEAOBAHUSAX OpPraHU3aTop  KIMHHUYECKOTO
UCCJIEZIOBAHUS JJOJDKEH 00€CIIeUnTh:
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1) mpoBeneHNe KIMHUYECKOTO HCCIEI0BAaHUS MEAUIIMHCKUMH OpPraHU3alUsIMH, YYacTBYIOIIMMH B
MHOTOIICHTPOBOM ~ KJIMHUYECKOM HCCIIEIOBAaHUM, B COOTBETCTBUM C MPOTOKOJIOM  KIMHUYECKOTO
UCCJIEJIOBAHUS,

2) pa3paboTKy HMHIUBUAYaJbHBIX PErHMCTPALIMOHHBIX KapT, IMO3BOJSIOMIMX cOoOparb TpeOyembie
JaHHbIE U3 MEAUIIMHCKUX OPraHU3allii, yYacTBYIOIIMX B MHOTOIICHTPOBOM KIMHUYECKOM HCCIIeI0BAaHUY;

3) JOKyMEHTaJbHOE 3aKpeIUICHHE TMpaB M OO0S3aHHOCTEH MEIUIIMHCKUX OpraHu3anuil u
UCCIIeZIoBaTeNIel, MPEJOCTaBIICHNE YKa3aHHBIM JIMIAM IMPOTOKOJIA, CTAHAAPTHBIX OMEPAlMOHHBIX POLEAYP
OpraHu3aTopa, HWHCTPYKIHMH IO 3aloJHCHUIO HHIMBUAYAIBHBIX PETHUCTPAIIMOHHBIX KapT 10 Hadaia
KIIMHUYECKOTO HCCIIEI0OBaHUSI.

II1. Opranu3anusi padoThl UCCaea0BaTES

31. PykoBoauTeNIb MEJUIIMHCKON OpraHU3alyu, B KOTOPOI MPOBOAUTCS KIMHUYECKOE UCCIEJOBAHUE
OMOMEIMIIMHCKOTO KJIETOYHOTO IMPOAYKTa, Ha3HAYAeT HCCIEN0Bareis, OTBETCTBEHHOIO 3a IIPOBEACHUE
TAKOI'0 MCCIIEI0BaHMs, UMEIOILET0 JIeUeOHYIO CIIeHUaIbHOCTb, COOTBETCTBYIONIYIO NPOQUIIIO 3a00/IeBaHUs
WIA COCTOSHUIO, JJISl JICUCHHUS KOTOPBIX IpeJHa3HaueH OWOMEAMIMHCKUI KIIETOYHBIA MpPOMYKT, B
OTHOILICHUH KOTOPOIO IMPOBOIUTCS KIMHUYECKOE HCCIIE0BaHME, CO CTaxkeM paloThl 1O Mporpammam
KJIMHUYECKUX HMCCIIE0BaHUN HE MEHEE YeM IIATh JIeT (Jajiee - MCCIEeN0BaTellb) U MO €ro MPEeAIoKEHHUIO
Ha3HayaeT CoMCCIe/oBaTeNel M3 4Mciaa Bpadedl 3ToM  MeQUUMHCKOW —opraHu3zauuu (naisee -
couccienonarenn)®(9).

32. HccnenoBarenb, COMCCIENOBAaTEeNN JOKHBI ObITh  O3HAKOMJIEHBI C  pe3yibTaTaMu
JOKIIMHIYECKOTO HCCIIEIOBAHUS HCCIIEAYEeMOr0 OMOMEIMIIMHCKOTO KJIETOYHOTO TPOAYKTA, aKTyallbHOU
BepcUeil OpOULIIOpbI, MPOTOKOJIOM, HHBIMM JIOKYMEHTaMH M JaHHBIMM, HMEIOIIMMHU OTHOIIEHHE K
IPOBEACHUIO KIMHUYECKOTO UCCIIEJOBAHMUS.

33. HccnepoBarenb OCyLIeCTBISCT OTOOp MAalMEHTOB, OOECIEUMBACT OKa3aHUE MEAMLIMHCKON
IIOMOIIIY MAIIUEHTOB.

34. HccnenoBarenb, COUCCIIEAOBAaTeNId JOJDKHBI coOmtonark Hacrosume [IpaBunma u  uHbIE
TpeOoBaHus 3akoHOnaTenbeTBa Poccniickoilt denepanuu 0 OMOMEANIIMHCKUX KIETOUHBIX TPOAYKTaX.

35. HccnenoBarenb JOMKEH pacroyarath Ja0oparopusiMHM, OOOpyIOBaHMEM U IE€PCOHAJIOM,
HEOOXOAMMBIMU JJIs1 IPOBEACHUSI KIIMHUYECKOTO UCCIIE0BaHNUS.

36. Ilpu HanuuuM cornacus MalMEHTa Ha ydyacTHe B KJIMHUYECKOM HCCIEOBaHUHU, 00pabOTKy U
nepenavy NepCcoHalIbHbBIX JaHHBIX MAIMEHTa UCCIeI0BaTelb JOKEH COOOIINTS JieallleMy Bpady naiueHTa
00 y4JacTuH MOCJEIHEr0 B KIIMHUYECKOM HCCIIeIOBAHUU.

37. UccnenoBarenb JOIKEH MPOBOAUTH KIIMHUYECKOE UCCIIEIOBAaHHE B COOTBETCTBUHU C TPOTOKOJIOM.

HccnenoBarenb 00s13aH cOOMI0OATh TPOTOKOI, HE I0JI’KEH BHOCUTh B HETO U3MEHEHMs 0e3 pelleHus
MuHucTepcTBa 3a HCKIIIOUYEHHEM CITydaeB, KOra TpedyeTcs YyCTpaHUTh HETIOCPEICTBEHHYIO YIpO3y KU3HU
U (WIK) 3I0pOBbIO AIIUEHTA.

Jltoboe OTKIIOHEHHE OT YTBEP)KJIEHHOTO MPOTOKOJA JOJKHO OQOpPMIIATHCA JOKYMEHTAJIBHO U
HaIpaBIATHCS [UIsl PACCMOTPEHNUS U COMIACOBAHUS OPTaHU3aTOPy KIMHUYECKOTO UCCIIEIOBAHMS B TEUCHHE
OJTHOTO paboUero JHs.

38. HccnenmoBarenb  JOMKEH  0OeCleUUTh  NPUMEHEHHE  MMallUeHTaMH  HCCIIEAYeMOro
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B COOTBETCTBUU C MPOTOKOJIOM, COONIONATh MPEAyCMOTPEHHYIO
IPOTOKOJIOM METOJHMKY PaHIOMHU3alUH (pacrpenieeHus MaueHToB M0 IPyMaM JeYeHUs UIH KOHTPOJISA
CIly4aifHbIM 00pa30M, MO3BOJISIFOIIETO CBECTH K MUHUMYMY CYObEKTUBHOCTB) M 00€CIIeUNTh PaCKPBITUE KOJla
TOJIKO B COOTBETCTBUU C IIPOTOKOJIOM.

B ciydae eciu KIMHMYECKOE HCCIENOBAHUE MPOBOAUTCS CJENbIM METOJIOM, MCCIEI0BaTehb
JOKYMEHTaJbHO oQopmisieT U OOBSICHAET OpraHu3aropy KJIMHUYECKOTO HCCIIEAOBaHHUS Jr00oe
MPEKIEBPEMEHHOE PACKPBITHE KOJIa UCCIIETYeMOro OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

39. HccnenoBarenb JOMKEH OCYLIECTBIATh yUYeT HCCIEAYEeMOTo OMOMEIUIIMHCKOTO KIETOUHOIO
IOPOJIYKTa U NMPOAYKTA CPAaBHEHMs, B TOM YHUCIIE JOJDKEH BECTH YYeT UX MOCTYIUIEHUH, (akTHYECKOro
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HaJu4Msl, KOJIMYECTBA CIy4aeB NPHUMEHEHMUS KaXIbIM NAlMEHTOM, YHUYTOXKEHHS, a TaKKe BO3Bpara
OpraHu3aTopy KIMHUYECKOTO UCCIIEOBAHMUS.

3anucu Mo y4eTy JOJDKHBI BKJIIOYaTh B ceOsi JaThl, KOJIUYECTBO, HOMEpA MapTUH, CEpUid, CPOKU
TOIHOCTH W YHHMKAJbHBIE KOABI HCCIETYEMOro OHMOMEIUIIMHCKOTO KIJIETOYHOTO MPOAYKTa M TMPOAYKTa
CpaBHEHUS.

Hccnenoparensb 10JKEH BECTH 3aIIMCH, ITOATBEPKIAIOLINE, YTO MMALMEHTHI [10Jy4aal UCCIEAYyEMbII
OMOMEIMIIMHCKUM KJIETOYHBIM NPOAYKT U (WIM) MPOAYKT CpPaBHEHHS B [J03aX M KOJMYECTBaX,
IIPEyCMOTPEHHBIX ITPOTOKOJIOM KIIMHUYECKOIO UCCIIEI0BAHUS.

40. Uccnenoarenb nHGOPMUPYET MAIMEHTa WK €r0 3aKOHHOTO MPEICTaBUTENS:

1) 0 ToM, 4TO KIIMHUYECKOE MCCIIE0BAHUE HOCUT SKCIIEPUMEHTAIBHBIN XapakTep, y4acTue JuLa B
KIIMHUYECKOM UCCIIEZIOBAHUU SIBIISETCS TOOPOBOIBHBIM U OHO MOKET OTKA3aThCsl OT Y4acTUS B KIMHUYECKOM
UCCIICIOBAaHUH B JIFOOOH MOMEHT;

2) 0 uenu KIMHUYECKOT0 UCCIIeI0BaHUS, €r0 MPOIOJIKUTEIbHOCTH U IPUOIN3UTEILHOM KOJIHMYECTBE
HAIMEHTOB;

3) o BapHWaHTax JIEYEHHs B MPOILIECCE KIMHUYECKOTO UCCIEAOBAHUSA U BEPOSTHOCTU CIy4YalHOTO
pacnpeziesieHus: B OJJHY U3 Py JICUECHUS;

4) o mporenypax KIMHUYECKOTO UCCIIEAOBaHNUS, BKIIOUYAs BCE MHBA3UBHBIC MPOIIEIYPHI;

5) 00 00s13aHHOCTAX MAIUEHTA;

6) 00 OKHTaeMBIX pUCKE U (W) TIOJIb3€ TS MAIIUEHTA, a TAKXKE, B COOTBETCTBYIOLIUX CIyYasiX, s
IMOpPHOHA, TUTO/IAa MITH TPYAHOTO peOCHKa;

7) 006 UHBIX, TOMUMO MPEAYCMOTPEHHBIX MPOTOKOJIOM, IPOIEAYPAX HIIM METO/IaX JICUCHUs, KOTOpbIE
MOTYT OBITh JOCTYIIHBI NAIIUEHTY, a TAKXKE UX NOTEHIIUAIbHBIX BBITOJIE, 10JIb3€, PUCKE;

8) 0 koMmmeHcaluuu W (WJIK) JICUEHUH, JOCTYMHBIX MAIMEHTY B ClIy4yae NMPUYMHEHHUS BpeAa €ro
3JI0POBBIO B PE3YNIbTATE YUACTUS B KIMHUYECKOM HCCIIEI0BAaHUM;

9) o mnaHUpyeMmbIX BBIIUIATaX MAIMEHTY 3a €ro ydyacTHe B KIMHHUYECKOM HCCIIEOBAHUHU, €CIU
TaKOBBIE IIPETyCMOTPEHBI;

10) o miaHupyeMbIX pacxojax MalMeHTa, €Clu TaKOBbIe 0XKUAIOTCS, CBA3aHHBIX C €r0 y4acTHEM B
KJIMHUYECKOM HCCIIeI0BaHUY;

11) 0 TOM, 4TO MALIMEHT WJIM €0 3aKOHHBIN MPeACTaBUTENb, OAMHUCHIBAs HHPOPMAILIMOHHBIN JIUCTOK
NaueHTa U coriackie Ha 00paboTKy M mepenady MepcoHalIbHBIX JAHHBIX MallMEHTA, AaeT pa3pellieHue Ha
JIOCTYI JIMLY, Ha3HAYEHHOMY JUIsl TMIPOBEIEHUS MOHMTOPHHIA, AyAUTOPOB, YIOJHOMOUYEHHBIX OPraHOB K
NEePCOHAIBbHBIM JIAHHBIM MAlUEHTA;

12) o TOM, YTO 3anuCH, UACHTU(DUIHUPYIOLIUE MALMEHTa, OyAyT COXpaHEHBI B TallHE, PACKPBITHE UX
JIOTIYCKaeTCsl B COOTBETCTBUM C 3aKOHOJATenbCcTBOM Poccuiickoit ®Penepanuu, W Npu MyOIUKAUU
PE3YJIbTaTOB KIIMHUYECKOTO UCCIIEA0BAaHMS KOH(PUICHIINATbHOCTh JaHHBIX MallMeHTa OyJIeT COXpaHEeHa,

13) 0 TOM, YTO MaMEHTa UK €0 3aKOHHBIN IPEJCTaBUTENb OyJeT He3aMeUIUTEIbHO 03HAKOMJIEH C
HOBOHM HMH(OpMaIuei, cnocoOHOI MNOBIMATH HAa €ro ejlaHue IMPOAOIDKATh YYacTHE B KIMHUYECKOM
UCCIIEZIOBAHUN;

14) o numax, K KOTOPbIM MOXHO OOpaTHTbCS JJIsi MOJXYYEHHUS JOMOIHUTENbHOW MH(pOpPMAIUN O
KJIMHUYECKOM HCCIIeI0BaHUH, U ITpaBax MalleHTa;

15) 0 BOBMOXKHBIX 00CTOATENbCTBAX U (MIIM) IPUYMHAX, 110 KOTOPHIM YYacTHE JIUIA B KIMHUYECKOM
HCCJIEZIOBAHUU MOKET OBITh MPEKPAIEHO.

41. Nudopmanus o KIMHUYECKOM HCCIEIOBAHUM JIOJDKHA COJEp)KaTb KaK MOXHO MEHBIIIe
CHEIHaJIbHBIX TEPMUHOB U OBbITh MOHSATHA MALMEHTY WJIH €ro 3aKOHHOMY IPEJCTaBUTEIIO.

42. UccnenoBarenb mnepea MOIydeHHEM HH(GOPMHPOBAHHOTO JTOOPOBOJIBHOTO COMIACHS JOJDKEH
MPEIOCTaBUTh MALUEHTY, €r0 3aKOHHOMY MPEACTABUTEIIO BpeMsl, HEOOX0UMOe JUIsl IPUHATHS pelieHus 00
y4acTUM B KIMHMYECKOM MCCJIEIOBAaHMM WIM OTKa3e OT Takoro ydactus. IlanumeHT mnm ero 3akoHHBIN
IpEICTaBUTENIb BIIPAaBe MOJYYUTh HCUEPIBIBAIOIINE M JOCTOBEPHbIE OTBETHI HA BCE BOMPOCHI O
KJIIMHUYECKOM HUCCIIEI0BaHUH.

43. Ilepen BKIIIOYEHMEM B KIMHMYECKOE MCCIEIOBAHUE MAIMEHT, €0 3aKOHHBIA IPEICTaBUTEID
JOJDKEH TOJYYUTh TMOANUCAHHBIM YHOJHOMOYEHHBIMHU JIMLIAMU MEIUIUHCKOW OpraHMu3alMM SK3eMILISp
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MH(GOPMAIIMOHHOTO JIMCTKA IMAllMeHTa U HMHbIE MaTepHalibl, Kacalolluecs MPOBEACHHS KIMHUYECKOTO
uccnenoBanus. B mepuos npoBeaeHns KIMHNYECKOT0 UCCIEI0OBAHUS MTAMEHTY CO00IIaeTcst 00 N3MEHEHHSIX
B JIOKYMEHTAaX M JaHHBIX KIMHUYECKOTO HCCIEIOBAaHUsS, KaCaloIIErocsi €ro y4dacTtus B KIMHHUYECKOM
UCCJIEJIOBAHUU.

44. B Cpok, YCTaHOBIJIEHHBIM IPOTOKOJIOM, HCCIEAOBaTellb O00sf3aH COOOIaTh OPraHUu3aTopy
KJIMHUYECKOTO HCCIIEIOBaHUs 000 BCEX MOOOYHBIX ACUCTBUSX, HEXKENATEIbHBIX PEaKLUAX, CEPhe3HBIX
HEXEJIATEIbHBIX  PEaKUMsIX, HENPEABUACHHBIX  HEXKENATeNIbHbIX  pPEAKUUAX MpU  [PUMEHEHUU
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTA, 32 UCKIIOYCHHEM TeX, KOTOpBIE B MPOTOKOJIE WK B OpoIIope
orpezieNieHbl Kak He TpeOyrolirne HeMeIJICHHOTO COOOIIEHUSI.

[Tocne mepBoro cooOmieHUst O MOOOYHBIX JCHCTBUSAX, HEXKENATEIbHBIX PEAKLHUAX, CEPhE3HBIX
HEXEJIATEIbHBIX  PEaKUMsSIX, HENPEABUACHHBIX  HEXKENATeNIbHbIX  pPEAKUUAX MpU  [PUMEHEHUHU
OMOMEIMIIMHCKOTO  KJIETOYHOI'O IPOAYKTa MCCIENOBATelb JIOJDKEH MPEACTABIATh OpPraHU3aropy
KIIMHUYECKOTO HCCIIEI0BaHMs MOAPOOHBIN MMCbMEHHBIM OTYET B T€UEHUE Tpex padbouux nnei. Ilepsrlil u
HOCTIeTYIOIIUE OTYETHI TOJKHBI HICHTU(UIIMPOBATH MAIUEHTOB 110 MPUCBOCHHBIM UM YHUKAJIBHBIM KO/IaM.

45. Ilpu cooOuieHusIX O CMEPTH MAlMEeHTa HCCienoBareib O0sf3aH IO 3alpocy OpraHu3aropa
KJIMHUYECKOTO HccienoBanusi, @enepanbHOi CiryKObI IO Ha30py B cdepe 3apaBOOXPaHEHUS TPEJOCTABUTh
J100YI0 JOTOHUTENbHYIO HH(GOPMAIIMIO OTHOCUTENLHO IaHHOTO CIy4asi, B TOM YKCJE MPOTOKOT BCKPBITUS
Y IIOCMEPTHBIN SIIUKPU3.

Hngpopmayus 06 usmenenusx:
Ilynkm 46 uzmenen ¢ 30 urona 2019 e. - Ilpuxas Munzopasa Poccuu om 30 aunsapsa 2019 o. N 30H

Cm. npedwioywyto pedakyuio

46. B cydae BOSHMKHOBEHHsI OMACHOCTH JIJISl KU3HHU, 30POBbsI MAIlUEHTa, UCCIIE0BaTeNlb 00s3aH
poruH(OPMUPOBATH 00 3TOM PYKOBOAUTENS MEIMIIMHCKON OpraHH3aIlii M OPraHW3aTopa KIMHHYECKOTO
UCCJIEZIOBaHUS OMOMEAMIIMHCKOTO KIIETOYHOTO MPOIYKTa B Te€UeHHE 24 4acoB.

Pemenne o NPUOCTAHOBICHUHM KIMHHYECKOTO HCCICIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa MPUHUMAET PYKOBOAMTENb MEIMLMHCKON OpraHU3alliH, B KOTOPOW MPOBOIUTCA KIMHHYECKOE
MCCJIeI0BaHNE OMOMEIUIIMHCKOTO KJIIETOUHOTO MPOAYKTA.

Pemenue o nmpekpaiieHn KIMHUYECKOT0 UCCIIeI0OBaHUs MPUHUMaeT MUHHUCTEPCTBO HA OCHOBAaHUHU
COOOIIIeHUsI B MUCbMEHHOU (hOpMe PYKOBOIUTENSI MEIUIIMHCKON OpraHu3aliii, B KOTOPOW MPOBOIUTCS
KIIMHUYECKOE HCCIeIoBaHuEe OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa, WM OpPraHU3alliH, TOTy4YUBIIEH
paspelieHre Ha TPOBEICHNE KIIMHUYECKOTO UCCIIeIOBaHUS OMOMETUIIMHCKOTO KJIIETOYHOTO MPOAYKTA.

[Ipy 1oCpoYHOM TIpEKpalleHUH KIMHUYECKOTO MCCIEIOBAaHUS WM €ro MIPUOCTAaHOBICHUH
MCCIIeIoBaTeNb U (WJIM) MEAUIIMHCKAs OPTaHU3allks, B KOTOPOI TPOBOAMIIOCH KIIMHUYECKOE UCCIIEIOBAHHE,
00s13aHbBI HE3aMEATUTENbHO MHPOPMHUPOBATH MAIIUEHTOB, OOECIIEUNTh UM JIeUeHHE U HAOMIOCHHE.

47. WccnenoBarenb MOJDKEH OOECIEUMBATh BEICHHUE JOKYMEHTOB KIMHUYECKOTO HCCIEIOBaHMS,
BKJIIOYAs 3aMTUCH Ha OyMa)KHBIX, DJIEKTPOHHBIX, MATHUTHBIX WU ONTUYECKUX HOCHUTEINSX, CKAHOTPaMMBI,
PEHTIE€HOBCKHME CHHMKH, SJIEKTPOKAPIUOTPAMMBI, KOTOPHIE OMUCHIBAIOT METOJbI, OpTraHU3AINi0 U (WIJIN)
pe3yabTaThl KIMHUYECKOTO UCCIIEIOBAHUS.

48. XpaHeHue JOKYMEHTOB KJIMHUYECKOTO UCCIIEAOBAHMS JIOJKHO OCYIIECTBISTHCSA B COOTBETCTBHU
¢ 3akoHozaTenbecTBOM Poccuiickoit @enepanuu 06 apXUBHOM JIEJie.

49. Tlo 3aBepiieHUH KIMHHYECKOTO HCCIEAOBAHUS HCCIEAOBATENh JOJKEH COOOIarh O €ro
3aBEPIICHUH PYKOBOJUTENIO MEIWLIMHCKOM OpraHu3aluu, MOATOTOBUTH OTYET B COOTBETCTBUMU C
TpeOoBaHUsIMU TMyHKTa 9 Hacrosmmx IlpaBuyi W TPENCTaBUTh €ro OpPraHU3aTropy KIMHUYECKOTO
HCCIICIOBaHMSL.

Unpopmayus 06 usmenenusix:
Cnocka I usmenena c 30 urons 2019 e. - [lpuxaz Munzopaea Poccuu om 30 sneaps 2019 2. N 30H
Cm. npedvloywyro pedaxyuro
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[Tpuka3 MunuctepctBa 3apaBooxpaneHusi PO ot 22 centsops 2017 r. N 6691 "O06 yrBepkaenuu [IpaBun
HaJJe...

*(1) Cobpanue 3axonomarenscTtBa Poccuiickoit ®@enepammu, 2016, N 26, ct. 3849; 2018, N 32,
cT. 5116.

Unpopmayus 06 usmeHenusix:
Crnocka 2 uzmenena c 30 urons 2019 e. - Ilpuxaz Munzopasa Poccuu om 30 sineaps 2019 2. N 30H

Cm. npedwioywyo peoakyuio

*(2) [Monmynkr 5.2.207.7 [Tonoxxennst 0 MUHUCTEPCTBE 31paBooxpaneHus: Poccuiickoit Deaepanun,
yTBEpXkAEHHOro nocraHosiaeHueMm llpaBurensctBa Poccuiickoit ®enepaunn ot 19 urons 2012 . N 608
(Cobpanue 3akoHonarenbcTBa Poccutickoit @enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20,
cT. 2477; N 22, ct. 2812; N 33, ct. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30,
cT. 4307; N 37, c1.4969; 2015, N 2, ct.491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, ct. 325; N9,
cT. 1268; N 27, c1. 4497; N 28, c1. 4741; N 34, c1. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066; N 33, cT. 5202;
N 37, ct. 5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, cT. 1805; N 18, ct. 2638; N 36, cT. 5634; N 41,
cT. 6273; N 48, ct. 7431; N 50, ct. 7774; 2019, N 4, ct. 330; OdunuanbHbIi HHTEPHET-TIOPTAI TPABOBOI
uHpopmaruu http://www.pravo.gov.ru, 10 anpens 2019 . N 0001201904100013) (nanee - [Tonoxenue).

HUnghopmayus 06 uzmenenusx:
Crnocxa 3 usmenena ¢ 30 urons 2019 e. - Ilpuxaz Munzopasa Poccuu om 30 saneaps 2019 . N 30H

Cum. npedvioyuyio peoakyuio

*(3) B orHomenuu nuia, ykazaHHoro B 4yactu 2 crarbu 20 @enepaibHOro 3akoHa oT 21 HOsOps
2011 . N 323-®3 "OO6 ocHoBax oxpaHbl 310poBbs rpaxnaan B Poccuiickoit ®denepamuu" (Cobpanue
3akoHonarenbcTBa Poccuiickoit @enepanmu, 2011, N 48, cr. 6724; 2013, N 48, ct. 6165; 2017, N 31,
cT. 4791; 2019, N 10, cT. 888).

*(4) Ioamyukr 5.5.31.4 [TonoxeHwus.

HUnghopmayus 06 uzmenenusx:
Crnocxa 5 usmenena ¢ 30 urons 2019 e. - Ilpuxaz Munzopasa Poccuu om 30 saneaps 2019 . N 30H

Cm. npedvioyuyio peoakyuio

*(5) Crarbu 17, 30 ®enepanpuoro 3akoHa oT 23 uroHs 2016 . N 180-®3 "O OGuoMeauIMHCKIX
kneTouHbx mpoxaykrax" (CoOpanue 3axoHonmatensctBa Poccuiickoit deneparnuu, 2016, N 26, ct. 3849;
2018, N 32, ct. 5116) (nanee - @enepanbHblii 3ak0H "O OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTAxX").

*(6) Crarps 14 degepanbHoOro 3akoHa "O OMOMETUIIMHCKUX KIETOYHBIX MPOIyKTax".

*(7) Crarbs 32 denepanbHoro 3akoHa "O OMOMETUIIMHCKUX KIETOYHBIX MPOTyKTax'.

*(8) Moamynkr 5.2.207.32 [onoxeHusl.

*(9) Yacts 1 crarbu 29 ®enepanbHoro 3akoHa "O OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTaxX".
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