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23 urons 2016 roma N 180-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH

O BUOMEAMUMUHCKUX KIETOYHbBIX MPOAOYKTAX

[Ipunst
l'ocynapctBennoi Jlymoit
8 ntons 2016 rona

Onobpen
CoseroMm Denepanun
15 urons 2016 roga

CHHCOK M3MEHSIOLINX JOKYMEHTOB
(B pen. ®enepanbubix 3akoHOB OT 03.08.2018 N 323-03,
ot 27.12.2019 N 478-®3, ot 11.06.2021 N 170-®3,
ot 08.03.2022 N 46-®3, ot 04.08.2023 N 466-D3)

CraTtbsa 1. NMpeameT perynupoBaHusa HacTosiwero ®enepanbHOro 3akoHa

1. Hacrosimuii ®enepanbHblii 3aKOH pErylIHpPyeT OTHOIIEHHUS, BO3HHUKAIOUIME B CBSI3U C
pa3paboTKOM, MOKIMHUYECKUMU MCCIEA0BAHUSAMHU, KIMHUYECKUMH UCCIIECIOBAHUSIMH, OSKCIIEPTH30M,
roCylapCTBEHHON PETUCTpaluel, MPOU3BOACTBOM, KOHTPOJIEM KadecTBa, pealu3aluueii, IPUMEHEHUEM,
XpaHEHHEM, TPAHCHOPTUPOBKOW, BbIBO30M U3  Poccuiickoit ~ ®dexpepainuu,  yHUYTOXKEHUEM
OMOMEIUIIMHCKUX KJIETOYHBIX MPOJAYKTOB, MpPEAHA3HAYEHHBIX M MNPOQPUIAKTUKU, IUATHOCTUKU U
JedyeHus 3a00eBaHMM WM COCTOSHUM MAlMEeHTa, COXpPAaHEHUs OEpeMEHHOCTH W MEIUIIMHCKOU
peabwinTalMy ManueHTa (fanee - oOpalleHne OMOMEAMIMHCKUX KIETOYHBIX MPOJIYKTOB), a TaKXke
peryiupyer OTHOLIEHHS, BO3HUKAIOIIUE B CBA3U C JOHOPCTBOM OMOJIOIMYECKOrO Marepuaia B LIEJsX
MIPOU3BO/ICTBA OMOMEIMIIMHCKUX KJIETOUYHBIX MPOIYKTOB.

(B pen. ®enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

2. JleiictBue Hacrosimiero ®OenepanbHOro 3akoHa HE pacIpOCTPAHSETCS] Ha OTHOIICHMS,
BO3HHUKAIOIIHME TMPHU pa3pabOTKe W MPOU3BOACTBE JIEKAPCTBEHHBIX CPEACTB MU MEIUIMHCKUX H3JEIHH,
JIOHOPCTBE OPTraHOB M TKAHEH YEeIOBEKa B LIESAX UX TPAHCIIaHTAUK (TIEpecaiki), TOHOPCTBE KPOBU U €€
KOMIIOHEHTOB, MTPU UCIIOJIb30BAaHUHU TMOJOBBIX KJIETOK YEJIOBEKA B LEIAX MPUMEHEHUS BCIIOMOTATEIbHBIX
PENPOAYKTUBHBIX TEXHOJIOTHI, a TaK)Ke HA OTHOIICHUS, BO3HUKAIOIINE NP OOpAIICHUH KJIETOK U TKaHEeH
YeJIOBEKAa B HAYYHBIX M 00Pa30BATEIHHBIX IEIIX.

CtaTtbsa 2. OCHOBHbIE NOHATUA, UCNOJIb3yeMble B HacTosiwemM deaepanbHOM 3aKOHe

B HacTrosmem q)ellepaJ'H)HOM 3aKOHEC HCITOJIB3YIOTCA CICAYIOIHNE OCHOBHBIC ITOHATHS:
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

Koncynprantlntoc: npumeyanue.

Il. T ct. 2 (B pen. @3 ot 04.08.2023 N 466-®3) B OTHONICHHMH OMOMETUITMHCKUX KJICTOYHBIX
IIPOJYKTOB, 3asIBIE€HUS O IOCPErMCTpaluu KoTopbix Obutn noxanbl a0 01.04.2024, mpumensercs c
01.01.2026.

1) OMOMEIMIMHCKUI KJIETOYHBIA MPOIAYKT - KOMIUIEKC, COCTOSIIMNA W3 KJIETOYHOW JIMHHUU
(KJIETOYHBIX JIMHHI) U BCIOMOTATEIbHBIX BELIECTB JIMOO W3 KIETOUHOM JUHHUM (KJIETOYHBIX JIMHUMN) U
BCIIOMOTaTEJIbHBIX  BEIIECTB B COYETAHUU C MPOUICAIIUMU TOCYJapCTBEHHYIO PETUCTPAIUIO
JIEKapCTBEHHBIMU MperapaTaMu JUisi METUIIUHCKOTO MPUMEHEHUS (Jlajiee - JeKapCTBEHHbIE penaparsl), U
(wn) papManeBTHYECKUME CYOCTaHITUSIMU, BKJIIFOUEHHBIMH B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX
CPEICTB, U (W) MEAUIIMHCKUMU U3aenuaMu. K 6HOMeTUIIMHCKUM KJIETOYHBIM MTPOJYKTaM HE OTHOCSATCS
OOBEKTHI TPAHCIUIAHTALIMM, a TAaKXKE BBICOKOTEXHOJIOTHYECKHE JIGKAPCTBEHHBIC CPEICTBA, BKIIIOYAs
T€HHO-TE€pPANeBTUUYECKHE JIEKAPCTBEHHBIE CPEACTBA, MOJJICKAIINE PETUCTPALIMM B COOTBETCTBUH C IIPABOM
EBpasuiickoro sKOHOMHYECKOTO COr03a W (WIHM) TOCYAapCTBEHHOM PErHUCTpallii B COOTBETCTBUM C
®denepanbHbiM 3akoHOM OT 12 anpens 2010 roga N 61-®3 "O06 obpaieHnn JIeKapCTBEHHBIX CPEICTB";

(n. 1 B pen. ®enepanbuoro 3akoHa ot 04.08.2023 N 466-D3)

2) peanuzanus OHMOMETUIIMHCKOTO KIIETOYHOTO TMPOJAYKTa - I[epenada OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa HA BO3ME3JIHON OCHOBE | (WiH) Ha 0€3BO3ME3HON OCHOBE;

3) ayTOjOruyHbIA OMOMETUIIMHCKUN KJIETOUHBIA NIPOAYKT - OMOMEAMLIMHCKUIN KJIETOYHBIN MPOJYKT,
CoJepKallMii B CBOEM COCTaBE KJIETOYHYIO JIMHHIO (KJIETOYHbIE JIMHUM), TMOJIYYEHHYI0 U3
OMOJIOrMYECKOTr0 MaTepHaja OIpeeIEHHOrO YellOBeKa, U MPEeIHA3HAYEHHBIN JUI IPUMEHEHUS 3TOMY XKe
4eJI0BEKY;

4) amioreHHbI OMOMENUIIMHCKUM KJIETOYHBIA MPOAYKT - OMOMEIMIIMHCKHI KJIETOYHBIA MPOAYKT,
COJep’KalllMii B CBOEM COCTaBE KJIETOYHYIO JIMHHIO (KJIETOYHbIE JIMHUM), TOJYYEHHYI0 U3
OMOJIOTMYECKOTO MaTepHualia ONpeIeICHHOr0 YeloBeKa, U MpelHa3HauYeHHBbIN Ul MPUMEHEHUsS APYrUM
JIFO 1AM,

5) KOMOWHUPOBAHHBIM OWOMEIUIIMHCKHUI KJIETOYHBIM MPOAYKT - OHMOMEIUIIMHCKUIN KIETOYHBIN
MPOJIYKT, COJIEPKAIINI B CBOEM COCTaBE KJIETOYHBIC JIMHUHU, MTOTYYCHHBIE U3 OMOJIOTMYECKOT0 MaTepuasa
HECKOJIbKUX JIFOAEH, U IPEHA3HAYEHHBIN JUIsI IPUMEHEHUS OJHOMY U3 HUX;

6) oOpa3zer; OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA - OMOMEAUIIMHCKUI KJIETOYHBIN MPOIYKT WIN
€ro 4YacTb, IOJIyY€HHbIE B LEJIAX M3Y4YEHUS €ro CBOWCTB, B TOM YHCIE M OLEHKH KayecTBa
OMOMEINIIMHCKOTO KJIETOYHOTO MIPOIYKTa U €ro 0e30MacHOCTH;

Koncynbrantllntoc: npumeuanue.

Il. 7 ct. 2 (B pen. @3 ot 04.08.2023 N 466-®3) B OTHOIMIECHUH OMOMEIUIIMHCKUAX KJIETOYHBIX
IIPOJYKTOB, 3asBJICHUS O IOCpPETUCTpaluu KoTopbix Obutn moxaanbl a0 01.04.2024, mpumensercs c
01.01.2026.

7) KJICTOYHAA JIMHUA - CTAHAAPTHU30BAHHAA TMOMYJIALUA KIETOK OAHOI'O THUIIA C BOCHPOU3BOANMBIM
KJICTOYHBIM COCTAaBOM, IMOJYUCHHAA IMYTEM U3BATHA U3 OpraHru3Ma YCJIOBCKaA OHOJIOrTYECKOro Marcpuala,
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

8) BcrmoMmorarelbHblE BELIECTBA -  BELIECTBA HEOPraHUMYECKOro WM  OPraHUYECKOIro
MPOUCXOXKACHHUS, HUCIONb3yeMble NpU pa3paboTKe M TMPOU3BOACTBE OMOMEIUIIMHCKOTO KIIETOYHOTO

TMPOJIYKTa;

9) Guonoruyeckuii MaTepuan - OMOJOTHYECKUE KHUIKOCTH, TKaHHU, KIETKH, CEKPEThl M MPOIYKTHI
KHU3HEEATEIbHOCTH 4YeJIOBEKa, (PU3MOJIOrMYECKHEe M MNaTOJIOIMYECKHE BBIJIENCHHS, Ma3KH, COCKOOBI,
CMBIBBI, OMOTICHITHBIN MaTepHalr;

10) moHop Ouosornyeckoro Marepuaina (Jajee TakkKe - JOHOP) - YEJOBEK, KOTOPBIH MpHU >KU3HU
MPEIOCTaBIII OMOJIOTUYECKHUI MaTepuall, WIH YEJIOBEK, Y KOTOPOro OMOJIOTUYECKU MaTepuai MOoTydeH
MoCcJie €ro CMEpPTH, KOHCTATUPOBAHHOM B TOpPSAKE, YCTaHOBICHHOM 3aKOHOJATeNbcTBOM Poccuiickoii
denepanuu;

11) nmoHOpPCTBO OHMONOTMYECKOTO0 Marepuaia - MPOIecc IMOCMEPTHOrO MPEeAOCTaBICHUS
OMOJIOTHYECKOTO Marepuaia (Jajee - MOCMEPTHOE JOHOPCTBO) WJIHM NPHKU3HEHHOTO MPEJOCTaBICHUS
OHMOJI0rMYecKOoro MaTepuaia (fanee - IpUKU3HEHHOE JOHOPCTBO);

12) HOpMaTuBHAs JOKYMEHTAIUsl HA OMOMEIUIIMHCKUI KIETOYHBIH MPOIYKT - pa3padaThiBaeMbIi
IPOU3BOAUTENIEM OMOMEIUIMHCKOIO KJIETOYHOIO MpPOJYKTAa JOKYMEHT, COAEp)KallUi IepeyeHb
IOKa3aTene KadecTBa OMOMEIMIMHCKOTO KJIETOYHOTO IPOAYKTa, ONpENeNsieMbIX IO pe3yiabTaTaM
COOTBETCTBYIOLIMX AKCHEPTH3, M HMHMOPMAIMIO O METOAAX KOHTPOJS KadyecTBa OMOMEIMIIMHCKOTO
KJIETOYHOT'O NIPOJYKTa;

13) kauecTBO OMOMETUIIMHCKOTO KIIETOUYHOTO IMPOAYKTa - COOTBETCTBHE OHOMETUIIMHCKOTO
KJIETOYHOTO TPOJyKTa TPeOOBaHMUSIM HOPMATUBHOM JOKYMEHTAllUM HA OMOMEIUIIMHCKUN KIJIETOYHBIN

IIPOJYKT;

14) 6e3omacHOCTh OMOMETUIIMHCKOTO KJIETOYHOTO MPOJIYKTA - XapaKTEPUCTUKA OMOMEIUIIMHCKOTO
KJIETOYHOTO TMPOJYKTa, OCHOBAaHHAas Ha CpPaBHUTEIBHOM aHamu3e ero 3(P(EeKTHBHOCTH M pHUCKa
MPUYMHEHUS Bpela )KH3HU U 3I0POBBIO YEIIOBEKA MIPH €T0 IPUMECHCHUN;

15) s¢ddexkTuBHOCTE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa - XapaKTepUCTHKAa CTEHNEeHU
MOJIO)KUTEIBHOTO BJIMSHUSA OMOMENINUIMHCKOIO KJIETOYHOrO MPOAYKTa HAa TEUEHHE, MPOJOJIKHUTEIbHOCTD
3a00J€BaHUsl WM COCTOSHMS JMOO Ha HX MpeJOoTBpallleHHe, Ha COXpaHeHHe OepeMEeHHOCTH, Ha
MEAUIMHCKYIO0 peabUInTAINIO NAllUeHTa;

16) NpOTOKOJ KIMHUYECKOT'O UCCIIEAOBAHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa - IOKYMEHT,
OTIpEEISAIONMI eI KIMHUYECKOI0 MCCIEA0BaHUS OMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTa, (POpMbI
€ro OpraHu3allMd W METOAOJIOTHIO IPOBEACHUS, CTAaTUCTUYECKHE METOJbl O0OpabOTKH pe3ysabTaToB
UCCIIEIOBaHUsI U Mepbl MO OOecrneueHuI0 0e30MacHOCTH MAIlMeHTOB, YYacTBYIOIIUX B KIMHUYECKOM
UCCIIEIOBAaHUH OMOMEIUITUTHCKOTO KJIETOUYHOTO MPOIYKTa;

17) nHbOpMaIMOHHBII JIMCTOK MalMeHTa - JTOKYMEHT, B KOTOPOM B JIOCTYITHOHM (opMe H3II0KeHa
uHbopMalKi O KIMHUYECKOM HCCIIEOBAaHUM OMOMETUIIMHCKOIO KJIETOYHOTO MPOAYKTa, €ro ILemsX,
IUIaHEe TPOBENEHUS W BO3MOXHBIX PHUCKAX, COCTaBe OMOMEAMIIMHCKOIO KIIETOYHOTO NpPOAYKTa U
COJIEP’KUTCSI MUCBMEHHOE T0OPOBOJILHOE COTJIacHe MalMeHTa Ha y4yacTHe B KIIMHUYECKOM HCCIIEI0BaHUH
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTA;

18) perucrpanuoHHOE YJOCTOBEpPEHHE OHMOMEIULMHCKOIO KIETOYHOTO MPOAYKTa - JOKYMEHT,
MOJTBEPKAAIOUINHA (HAaKT TOCY1apCTBEHHON PErucTpanuy OMOMETUIIMHCKOTO KJIIETOYHOTO POIYKTa;

19) npousBoAUTENIE OMOMEAMITMHCKOTO KJIETOYHOTO MPOAYKTA - OpPTaHHW3allUsl, OCYIIECTBIISIONIAsN
MIPOU3BOJICTBO OMOMEIUITMHCKOTO KJIIETOYHOTO MPOJIYKTa HAa OJHOM CTaJWH, HECKOJIBKHX WA BCEX
CTaJAMAX TEXHOJOTHYECKOr0 IMPoIlecca B COOTBETCTBHM C JIMIICH3UEH HAa OCYIIECTBICHUE NEATCILHOCTH
IO MPOU3BOJICTBY OMOMEIUIIMHCKHUX KICTOYHBIX MMPOTYKTOB;

20) mnoboyHOe JeWCTBUE - peaklMs OpraHu3Ma uesjoBeKa, CBsA3aHHAas C MPUMEHEHUEM
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTa B COOTBETCTBHH C MHCTPYKITUEH 110 €ro MPUMEHEHUIO;

21) HCXKCJIATC/IbHAA pCaKkiusAd - He6JIaFOHpH$ITHa$I peaKnuusl OpraHu3mMa 4C€JI0BCKa, KOTOpad MOKCT
OBITH CBSI3aHA C MMPUMCHCHUCM 6I/IOM6[[I/ILII/IHCKOFO KJICTOYHOI'O IMPOAYKTa,

22) cepbe3Has HexelaTelnbHas peakiys - HeOIaronpusITHas peaKkius OpraHu3Ma 4ejJoBeKa, KoTopas
CBs3aHA C NMPUMEHEHHEM OMOMEIUIIMHCKOTO KJIETOYHOr'O MPOJYKTa B COOTBETCTBUM C MHCTPYKIIUEH IO
€ro MPUMEHEHHIO, MPUBEANIAs K CMEpPTH, BPOXKISCHHBIM aHOMAJHMSAM WM MOPOKaM pa3BUTUS JHOO
IpescTaBistoniasl coboi yrpo3y KUM3HU 4YeJoBeKa, TpeOyrolias rocnuralu3aluu Judo MpuBenmas K
BPEMEHHOMN yTpaTe TPYJ0CIIOCOOHOCTH MM K MHBATUAHOCTH;

23) HenpeaBUACHHAS HEXeNaTelabHasl peaklys - HeOIaronpusTHas peakiys OpraHu3Ma yeioBeKa,
KOTOpas CBsi3aHa C NPUMEHEHHEM OMOMEAMLIMHCKOrO KJIETOYHOIO IPOJAYKTa B COOTBETCTBUM C
IPOTOKOJIOM KJIMHHYECKOTO HCCIEJOBAaHUS OHMOMEIUIIMHCKOrO KIETOYHOTO IPOAYyKTa, OpOIIOpOil
UCCIIeIoBaTeNsl WIM MHCTPYKIHMEH MO0 €ro NPUMEHEHMIO M CYIIHOCTb, TSXKECTh U HUCXOJ KOTOpOil He
COOTBETCTBYIOT MH(OpMAIy 0 OMOMEIUIIMHCKOM KJIETOYHOM TPOIYKTE, COJEpIKAMIEHCS B YKa3aHHBIX
JNOKYMEHTaX;

24) banbcudumpoBaHHbI OMOMETUITMHCKUIN KJIETOUHBIN MPOIYKT - OMOMEIUITMHCKHUI KJIETOUYHBIN
MPOJYKT, TpPEeIHAMEPEHHO COIMPOBOXAAeMbI IOKHON wuHpOpMalelr o ero coctaBe © (WJIH)
IIPOU3BOJIUTEIIE;

25) HenoOpOKaYeCTBEHHbBIN OMOMETUIIMHCKUIN KJIETOUHBIA MPOAYKT - OMOMETUIIMHCKUN KIIETOYHBIIHI
MPOJIYKT, HE COOTBETCTBYIOIIMHM TpeOOBaHMSIM HOPMATUBHOM JOKYMEHTAallud Ha OHWOMEIUIIMHCKHUN
KJIETOYHBIN IIPOAYKT;

26) xouTpadaKTHBIA OMOMEIUIIMHCKUN KJIETOYHBIM MPOAYKT - OMOMEIUIIMHCKUAN KIJIETOYHBIN
MIPOJYKT, HAXOSIINICS B 00OpaIlleHnH ¢ HapyIIEHWEM TPakIaHCKOTO 3aKOHO/1aTeIbCTBA,

27) NOKJIMHUYECKOE HCCIIEIOBAHME OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa - OHUOJIOTHYECKHUE,
MUKpPOOUOJIOrHYECKHUEe, UMMYHOJIOTHYECKHUEe, TOKCHKOJIOTHYECKUe, (dapmakolorudeckue, (Qpuandeckue,
XUMHYECKUEC U APYTHUEC HCCICAOBAHHA 6I/IOMGJII/IHI/IHCKOFO KJICTOYHOI'0 IMpPOAYKTa B LCJIAX BBIABICHHUA
CHeM(pUIECKOr0 MEXaHU3Ma JIEHCTBUS TaKOTO MPOAYKTA, MOJYICHUS JT0KA3aTeIbCTB €ro 6€30MacHOCTH,
KadecTBa W A(PPEKTUBHOCTH, MPEAIMICCTBYIOMNE KIMHUYECKOMY HCCIEIOBAaHUI0 OHWOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTA;

28) KIMHUYECKOE WCCIICIOBAaHWE OWOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa - HU3YYCHHUE

www.consultant.ru CrpaHuua 5 n3 57
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
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[aTta coxpaHeHus: 23.10.2024

NpOopUIAKTUIECKUX, JUATHOCTUYECKUX, JIEYEOHBIX, pPeaOMIUTAIIMOHHBIX CBOHCTB OHMOMETUIIMHCKOTO
KJIETOYHOI'O MPOAYKTa B IIPOLIECCE €r0 NMPUMEHEHMS YEIOBEKY B LEJIAX MOJIYyYEHUs JOKA3aTelbCTB €ro
6e3onmacHoCcTH U 3()(HEKTUBHOCTH, JTAHHBIX O TOOOYHBIX ACHCTBHUIX TAKOTO MPOJYKTA M HEXeIaTeIbHBIX
peaKlMsIX, CBA3aHHBIX C €ro NPUMEHEHUEeM, a Takke 00 3(pdeKxTe B3aUMOAEHCTBHS HCCIELyEeMOTro
OMOMETUITMHCKOTO KJIETOYHOTO MPOJYKTAa C IPYTMMH OMOMEIUIIMHCKMMHU KJIETOYHBIMU TPOJYKTaMH,
JIEKapCTBEHHBIMH IIpenapaTtaMu U (WUI1) MEAULMHCKUMU U3SNUAMU, TUILEBbIMU IPOLYKTAMU;

29) MHOTOIIEHTPOBOE KIMHUYECKOE HCCIEI0BaHUE OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTA -
KIIMHUYECKOE HCCIIeI0BaHUE OMOMETUIIMHCKOrO KJIETOYHOIO MPOJYKTa, MPOBOAMMOE B JIBYX H Oosee
MCIUIHUHCKUX OpraHu3alugx IO €AMHOMY ITPOTOKOJIY KIMHHUYCCKOr0 HCCICAOBAHUA 6I/IOMCHI/IHI/IHCKOFO
KJIETOYHOTO MPOJIYKTA;

30) MexayHapOAHOE MHOTOLIEHTPOBOE KIIMHUYECKOE UCCIIE0BAHNE OMOMEIUIIMHCKOTO KJIETOYHOTO
NPOAYKTa - KJIMHUYECKOE HCCIICAOBaHUE OUOMEIMIIMHCKOTO KIETOYHOTO MPOAYKTa, MPOBOIUMOE B
Pa3jIMUHBIX CTpaHax II0 CAWMHOMY IIPOTOKOJIY KIMHHUYECKOIO HMCCICAOBAaHUA 6I/IOM€I[I/IIII/IHCKOFO
KJICTOYHOTO MPOJIYKTa;

31) mocTperucTpaloHHOE KIMHUYECKOE UCCIe0BaHNE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA -
KIIMHUYECKOE HCCIeIoBaHuEe OHOMEIUIIMHCKOTO KJIETOYHOTO MPOJAyKTa, OOpalieHHe KOTOpPOro B
Poccuiickoit  @enepauuy  OCYHIECTBIIAETCS  IOCIE TOCYJNAPCTBEHHOW PETUCTPALMM, B  LEJSX
JIOTIOJIHUTENBHOTO cOOpa AaHHBIX O €ro 0e30macHOCTH U 3(PGEKTUBHOCTH, PACIIUPEHHS MOKa3aHUM K
MIPUMCHCHUIO TAaKOI'o 6I/IOMCI[I/ILII/IHCKOFO KJICTOYHOI'O0 IMPOAYKTA, a TAKKC BBIABJICHUA HEKCIATCIbHBIX
peaxiuii Ha ero MpUMeHEHHUE.

Cratba 3. [puHUMNBbI OCylECTBNeHUsa AesaTenbHOCTM B cdepe obGpalweHus
OMOMEeANLMHCKUX KITeTOYHbIX NPOAYKTOB

[IpuHIIMIIaMu OCYIIECTBICHHS ACATEIHHOCTH B cdepe oOparieHus: OMOMEIUIIMHCKUX KIIETOYHBIX
MPOAYKTOB SIBJISIFOTCS:

1) 106pOBOJILHOCTH U G€3BO3ME3THOCTH IOHOPCTBA OMOJIOTUYECKOT0 MaTepHraa;
2) cobmoieHre BpaueOHOM TallHbI U MHOM OXpaHsIeMOil 3aKOHOM TailHBbI;
3) HEONYCTUMOCTD KYIUIU-TIPOJIaXKH OMOJIOTUYECKOT0 MaTepHraa;

4) HEAONYCTUMOCTDb CO3JaHUA 3M6pI/IOHa YCJIOBCKa B MHCIIIAX IPOU3BOJACTBA 6I/IOMC,Z[I/II_II/IHCKI/IX
KJICTOYHBIX ITPOAYKTOB,

5) HEAOIIYCTUMOCTb  HUCIIOJIB30BAHUA  JIA pa3pa60TKH, MNpOU3BOACTBA W  IIPUMCHCHUA
6I/IOM€HI/IHI/IHCKI/IX KJICTOYHBIX IMTPOAYKTOB OHOJIOrTIECKOrO Marcpualia, IOJy4YCHHOI'0 IMyTEM MPEPhIBAHUSA
nponecca pasBuTuAa 3M6pI/IOHa HJIN TIJI0AA YCJIOBCKA UJIW HAPYIICHHA TAKOIO IMponHecca,

6) cobmonenne TpeOOBaHUNM OHOJOrHUEcKOl 0e30MacHOCTU B IEJSAX 3alIUThI 310pOBbS JOHOPOB
OMOJIOTUYECKOTO MaTepHajia, paOOTHHMKOB, 3aHATHIX Ha MPOHM3BOJCTBE OMOMEIUIIMHCKUX KJIETOYHBIX
MPOJIYKTOB, MEAUIIMHCKUX PAOOTHUKOB, MAIUEHTOB U OKPYKAIOILEN CPEeIbl.

CraTtbs 4. NMpurotoBneHue KNeTo4YHOMU NIMHUN
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?;iﬂe‘ffgﬁbég 32%'(2%*3 0T 23.06.2016 N 180-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"0 6MOMEeANUMHCKMX KNNETOYHbIX MpoaykTax" Aata coxpaneua: 23.10.2024

Koncynprantlntoc: npumeyanue.
Y. 1 cr. 4 (B pen. @3 ot 04.08.2023 N 466-®3) B OTHOMICHUH OMOMEAMITUHCKHUX KIIETOYHBIX

IIPOJYKTOB, 3asIBIE€HUS O IOCPErMCTpaluu KoTopbix Obutn noxanbl a0 01.04.2024, mpumensercs c
01.01.2026.

1. IIpuroroBieHHe KICTOYHON JIMHUH, MpEeIHA3HAUYCHHON IJs MPOM3BOJCTBA OMOMEIMIIMHCKUX
KJICTOYHBIX MPOAYKTOB, BKJIIOYAET B ceOs MONydeHHEe OMOJIOTHYECKOr0 Marepualia, ero HCCIIeI0BaHue,
BBLACIICHUEC H3 HCTO KICTOK, U IIpU HCO6XOI[I/IMOCTI/I HUX KYJIbTUBHPOBAHUC U MOI[I/I(bI/IKaI_II/IIO BHC
OpraHM3Ma 4YeJOBEKa, MOJyYeHHE CTaHIapTH30BAaHHOM MOMYNISAIUH KJIETOK M OLEHKY COOTBETCTBHS
MOMYJISIUH KJIETOK Crienu(UKAIMi Ha OMOMEIUIIMHCKUNA KIETOUYHBIM MPOAYKT, COAEPIKaIlel CBEACHNS,
yCTaHOBJIEHHBIE CTaThel 7 HacTosmiero deaepaabHOTO 3aKOHA.

(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

2. J1ns NpUroTOBIEHUSI KJIETOYHOM JIMHUU UCIIOJIB3YIOTCS MCKIIOUUTEIBHO KIIETKH 4YeJIOBEKa WU
YeJIOBEKa, B OTHOLICHHMM KOTOPOTO KOHCTaTHUPOBAHA CMEPTh B  MOPSJIKE, YCTAHOBICHHOM
3akoHoJaTenbcTBOM Poccuiickoit denepaimm.

3. IlomyyeHnne M HCIONB30BaHHME JUIS TPOU3BOACTBA OMOMEAMIIMHCKUX KJIETOYHBIX IMPOTYKTOB
OMOJIOTMYECKOr0 MaTepuajla HeyCTaHOBJIEHHBIX JIMIl, KOTOpPBIE 110 COCTOSIHUIO 370POBBS, BO3PACTY WM
WHBIM IPUYHHAM HE MOTJIM COOOIINUTH JAHHBIE O CBOCH JIMYHOCTH, B OTHOIIEHHH KOTOPBIX BIIOCIICACTBUU
KOHCTaTUpOBaHa CMEPTH B MOPSAJKE, YCTAHOBICHHOM 3aKOHOJaTeNbcTBOM Poccuiickon denepannu, u Ha
MOMEHT TOJYYEeHHUsI OMOJOTMYECKOr0 MaTepuayia JaHHBIE O JIMYHOCTU KOTOPHIX HE YCTaHOBIICHBI, HE
JOIYCKaOTCA.

CraTtbAa 5. Pa3paboTka 6MoMeaULIMHCKMX KNEeTOUYHbIX NPOAYKTOB

1. Pa3zpaboTka OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB IMPEACTaBISET COOOM Mpolecc CO3IaHus
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA U TEXHOJIOTHH €T0 MPOU3BOJICTBA.

2. dunaHcoBOe OOcCIICUCHHE pa3pa60TKH 6I/IOM6,Z[I/II_[I/IHCKI/IX KJICTOYHBIX IIPOAYKTOB MOXKET
OCYHICCTBIIATHCA 3a CUHCT!

1) Or0JKETHBIX ACCUTHOBaHUH (heiepabHOrO OI0JKETa,;

2) OroMKETHBIX acCCUTHOBaHMI Or0/eToB cyOBeKkTOB Poccuiickoit denepanny;

3) cpencTB pa3pabOTUYMKOB OMOMEAUIIMHCKUX KJIETOUYHBIX MPOIYKTOB;

4) MHBIX UCTOYHUKOB, HE 3aNPEIICHHbIX 3aKOHOAaTeNbCTBOM Poccuiickoit @eneparun.

3. HpaBa pa3pa60TqI/H<a 6I/IOMCIII/II_II/IHCKOFO KIICTOYHOI'O IMMPOAYKTA OXpPAaHAKOTCA B COOTBCTCTBUU C
IrpaXXIaHCKUM 3aKOHOAATCIbCTBOM.

Cratbs 6. [loknnHu4yeckoe nccnegoBaHme 6MoMegULMHCKOIO KIeTOYHOro npoAaykKTa

1. JloxknuHWYECKOe HCCIIeNOBaHNE OWOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa MPOBOJIUTCS HaA
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

MOACIIMPYEMBIX B OPraHU3ME KHUBOTHBIX JII/I6O BHC JKMBOI'O OpraHumiMa IMaTOJOTHYCCKUX IIPOoHCCCax,
MPOTEKAIOIINX B OpPraHU3Me YeJOoBeKa, W (MJIM) MaTOJOTUYCCKUX COCTOSHHSX YelIOBEKa, IPH KOTOPBIX
MperoiaraeTcss NPUMEHSTh pa3padaTbiBaeMblii OMOMEAMIMHCKUN KJIETOYHBIA MPOIYKT, a TaKKe Ha
MOJICJISAIX, TIO3BOJISIONIMX BBIABUTH CICHU(PUUECKUI MEXaHW3M JICHCTBUS TaKOrO TPOAYKTa, €ro
3¢ (HeKTHBHOCTH U 0€30MaCHOCTb.

2. Ilo pe3yiabTaTaM NPOBEACHHOI'0O JOKIMHHUYECKOI'O UCCICIOBAHUA 6I/IOM6I[I/IHI/IHCKOFO KJIECTOYHOI'O
MNpoAYKTa OpraHu3anusdg, KOTOpasa HIpoBOAWIIA OOKIMHHYECKOC HCCICAOBAHUC, COCTABJIACT OTYECT O
JOKIIMHUYECKOM HCCJICJOBaHUU 6I/IOM6I[I/II_[I/IHCKOFO KJIICTOYHOI'O IIPOAYKTA, coz[epmanmﬁ OIMKMCaHHC,
pE3yjabTaThl MW aHAJIMU3 PCE3yJIbTATOB OOKJIMHHUYECKOIO HCCICAOBAHHA, a TaKXKXC 3aKIIIOYCHHUE O
BO3MOXXHOCTH IIPOBCACHUA KIMHUYCCKOT'O UCCICIOBAHUSA 6I/IOMG,Z[I/II_II/IHCKOFO KJICTOYHOI'O IIPOAYKTa.

3. HpaBI/ma IMMPOBCACHUA JOKIIMHUYCCKUX I/ICCJICI[OBaHI/II\/JI 6I/IOMC,Z[I/ILII/IHCKI/IX KJICTOYHBIX IIPOAYKTOB,
BKJIIOYass TpeOOBaHMSA K KBaIM(UKALMU CHELUAIUCTOB M MaTepUalIbHO-TEXHUYECKON 0Oa3e HaydHBIX
OpraHmsanuii, o0Opa3oBaTeibHBIX OpraHU3alMi BhICIIEro 00pa3oBaHus, 00pa30BaTENIbHBIX OpPraHU3alul
JONOJHUTEIBHOTO  NPO(PECCHOHANBHOTO  O0pa3oBaHMsl, WHBIX OpraHU3alMid, yCTaHABJIMBAIOTCS
ImpaBUJIaMn Hazmemameﬁ IIPAKTUKH 110 pa60Te C 6I/IOM€I[I/II_II/IHCKI/IMI/I KJICTOYHBIMU HPOAYKTaMHU,
yTBEp)KIaeMbIMH (pesiepabHbIM OpraHOM MCIIOJHUTEIBHOM BIIACTH, OCYILECTBIIIONMM (DYHKIUHU I10
BEIPA0OTKE W peau3aliy TOCYJAAPCTBEHHOW TOJUTHKHA W HOPMATHBHO-TIPABOBOMY PETYIHPOBAHUIO B
cdepe 31paBoOXpaHeHus (Janee - yoJHOMOUEHHBIN (eiepaabHblil OpraH UCIOIHUTENBHOM BIacTH).

4. dunHaHcoBoe OOecIeUCHHE JOKJIIMHUYCCKHUX I/ICCJIGIIOBaHI/Iﬁ 6I/IOMGILI/IHI/IHCKI/IX KJIICTOYHBIX
IMPOAYKTOB MOXKET OCYHICCTBJIATHCA 3a CUCT:

1) 6r0/KETHBIX acCUTHOBaHUH (herepaibHOTO OI0/KETA;
2) OroKeTHBIX aCCUTHOBaHMI Or0/1eTOB cyOBeKTOB Poccuiickoit @enepanuu;
3) cpenctB pa3pabOTYMKOB OMOMEIUIIMHCKUX KJIETOUYHBIX MPOIYKTOB;

4) HWHBIX UCTOYHHUKOB, HC 3alIPCIICHHBIX 3dKOHOAATCIILCTBOM Poccuiickon CDez[epauI/H/I.
CraTtba 7. Cneundmkauma Ha GUOMeANLMHCKNN KNEeTOYHbIA NPOAYKT

1. Ha xaxnaplii pa3paOOTaHHBIA OHMOMEAWIIMHCKUI  KIETOYHBIA TPOAYKT, MPOIIEAIINAN
JOKJIMHUYECKOE HCCIIeIOBaHUEe, pPa3pabOTYMKOM OHMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTAa WIHU
MPOU3BOIUTENIEM  OMOMENUIMHCKOTO  KJIETOYHOTO  MPOAYKTAa  COCTaBiseTcs  crenuduxaims,
MpEeACTABIISIONAs COOO0M JTOKYMEHT, COJAEpKAIIUuil CBEAeHUs O Tume (ayTOJOTHYHBINA, aJUIOTCHHBIMH,
KOMOMHHPOBAHHBINM) OWOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa, €ro KadeCTBEHHOM COCTaBe U
KOJIMYECTBEHHOM COCTaBe, OMOJOTMYECKUX M WHBIX XapaKTEPUCTHKAX KIETOYHOWU JIMHHUH (KJIETOYHBIX
TUHUI) 1 OMOMEAUIIMHCKOTO KIETOYHOTO MPOJIYKTa.

2. ®opma crenmupuKanEE Ha OHMOMEIWIIMHCKHA  KJICTOYHBIH  TPOJIYKT  yTBEPXkKIAaeTCs
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCTIOTHUTEILHON BIACTH.

CrtaTtbs 8. locynapcTBeHHas permcrpaumsa 6MoMeAULMHCKUX KNETOYHbIX MPOAYKTOB

1. HpOI/IBBOIlCTBO, pcaimsanusa, TpUMCHCHUC, XPAHCHUEC, TPAHCIIOPTUPOBKA, BHIBO3 U3 Poccuiickoit
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

q)ez[epauml, YHUUYTOKCHHC 6I/IOMGI[I/ILII/IHCKI/IX KJICTOYHBIX IPOAYKTOB OCYHICCTBIIAOTCA, CCIWM OHU
3aperuCTPUPOBAHBI YIIOTHOMOYEHHBIM (heiepabHbIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH.
(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

2. 'ocyaapCTBEHHOM perucTpaiuu moaJIexKar:

1) OMoMemUIMHCKHE KJIETOYHBIE TNPOIYKTHI, BIEPBBIC IOAJESKAIINE BBOAY B oOOpalieHHEe B
Poccuiickoit ®enepannu, 3a HCKIIIOYEHUEM OMOMEIUIIMHCKUX KIETOUHBIX MPOIYKTOB, IPEIHA3HAYEHHBIX
UL HMCIIOJIHEHWS WHAWBUAYAJILHOTO MEIUIMHCKOTO Ha3HAYeHHUs OWOMEIUIIMHCKOTO KIETOYHOTO
IIPOJYKTA, CIEHUAIBHO NIPOU3BEACHHOIO Ul OTACIBHOIO MAlMEHTa HENOCPEACTBEHHO B MEAMIIMHCKOU
OpraHM3alM, B KOTOPOU MPUMEHSETCS TaHHBIM OMOMEUIIMHCKUI KIETOYHbBIN NPOAYKT;

(n. 1 B pen. @enepanbrHoro 3akoHa ot 04.08.2023 N 466-D3)

2) OMOMETUIIMHCKHE KJIETOYHBIE MPOIYKTHI, 3apETHCTPUPOBAHHBIC paHee, B CIydae W3MEHEHHS
TUMa (ayTOJOTUYHBIHN, aJUIOT€HHBIN, KOMOMHUPOBAHHBIN) OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA, €T
KaueCTBEHHOI'0 COCTaBa U (MJIM) KOJIMYECTBEHHOIO COCTaBa (3a UCKJIIOUEHUEM COCTaBa BCIIOMOTaTENIbHbBIX
BEIIECTB), OWOJIOTMYECKUX U HHBIX XapaKTEPUCTUK KIETOYHOW IJMHUU (KIETOYHBIX JIMHHUHA) H
OMOMETUITMTHCKOTO KJIIETOYHOTO TPOTYKTA.

3. T'ocynapcTBeHHas peructpanuss OMOMEAUIIMHCKOTO KJIETOYHOIO MPOAYKTa OCYIIECTBISETCS IO
pe3yJsibTaram:

1) GMOMEAUITMHCKOM SKCIIEPTU3bI OMOMETUIIMHCKOTO KJIETOUHOTO MPOAYKTa, BKIIOYAIOICH:

a) DKCHEepPTH3y KadyecTBa OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTAa, B TOM YHCIE AKCIEPTH3Y
cocTaBa 00pa3LoB OMOMETUIIMHCKOIO KJIETOYHOTO NMPOIYKTa U METOJIOB KOHTPOJIS €ro KauecTna (fajee -
JKCIIEPTHU3a KauecTBa OMOMEIUIIMHCKOTO KJIIETOUHOTO MPOIYKTa);

6) OKCIICPTU3Y JOKYMCHTOB [JIA TIOJYUYCHHSA Pa3pClICHUA Ha MTPOBCACHUC KIIMHUYCCKOI'O
HUCCICIO0BaHUsA 6I/IOMGI[I/IIII/IHCKOF0 KJICTOYHOI'O IIPOAYKTA,

B) IKCIICPTU3Y 3(1)(I)CKTI/IBHOCTI/I 6I/IOM6,[[I/H_[I/IHCKOFO KJICTOYHOI'O IPOAYKTaA;

F) OKCIICPTU3Y OTHOIICHHA O)I(HHaeMOﬁ MMOJIb3bI K  BO3MOXHOMY PHUCKY MPHUMCHCHUSA
6I/IOMCI[I/ILII/IHCKOFO KJICTOYHOI'O ITPOAYKTA,

2) 3THUYECKOM OKCIICPTUIBI BO3MOXXHOCTHU IMPOBCACHUA KIMHHUYCCKOI'O HCCICA0BaHUsA
6I/IOM6I[I/II_II/IHCKOFO KJICTOYHOI'O IPOAYKTa (L[anee - OTHYCCKasa 3KCHepTI/ISa);

3) KIMHUYECKUX UCCIEAOBAaHUN OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOIYKTA.

4. TocynapcTBeHHast perucrpanus OWOMETUIMHCKHUX KJIETOYHBIX MPOAYKTOB OCYIIECTBISAETCS
YIIOJTHOMOYEHHBIM (pesiepalibHbIM OpraHOM HCIHOJHHUTENBbHOM BIACTH B CPOK, HE MPEBBILIAIOMIMNA CTa
IATUAECATH pabouyux JHEW cO JAHA TPUHATHA 3asABJICHUS O TOCYAApCTBEHHOM perucrpanuu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, JMO0 B CPOK, HE MPEBBIIAIOUINI ABYXCOT NSATUAECATU
pabouux JHEH €O JHS NPUHATHA 3asBICHHS O TOCYAApCTBEHHOW pPETUCTpalMyd OHOMEIUITMHCKOTO
KJIETOYHOTO MPOAYKTa, B CiIydae MPUHATUS YIIOJIHOMOUYEHHBIM (eiepalbHbIM OPraHOM HCTIOIHUTEIbHOM
BJACTU pEIIEHUS O TOBTOPHOM IIPOBEJCHUHM OWOMETUIIMHCKONH OSKCHEPTU3bl OHOMEIUIIMTHCKOTO
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

KJIETOYHOTO MpOJAyKTa U (WJIM) 3TUYECKOW HSKCIEPTHU3bl B COOTBETCTBHM €O CTaThel 19 Hacrosmiero
®enepanbHOro 3akoHa. Cpok rocyapCTBEHHOW perucTpanuyu OMOMEIUIIMHCKOIO KIETOYHOTO IPOayKTa
MCYHUCIACTCS CO JHS TPUHATHS YIOJHOMOYEHHBIM (eepajbHbIM OPraHOM HCIIOJHUTEILHOW BIIACTH
3asBJICHUS O TOCYAAPCTBEHHOM perucrpanuu OMOMEIUIIMHCKOIO KJIETOYHOI'O NMPOJYKTa ¢ MPUI0KEHUEM
HEOOXOJUMBIX JIOKYMEHTOB 0 JHSA BbIIAYM PETHCTPALIMOHHOTO YAOCTOBEPEHHUS OMOMETUIIMHCKOTO
KJIETOYHOT'O MPOJYyKTa. Bpems npoBeneHus KIMHUYECKOTo UCCIIe0BaHU OMOMEIUIIMHCKOTO KJIETOYHOIO
MPOAYKTa HE YYUTHIBACTCSA NMPHU HMCUYUCICHUU CPOKA TOCYAAPCTBEHHOW PErHCTpalldil OMOMEIUIIMHCKOTO
KJICTOYHOT'O MPOJYKTA.

5. He nomyckaercs rocyaapCTBEHHas: pErUCTpanus:

1 ) Ppa3INIHbIX 6I/IOM6I[I/II_[I/IHCKI/IX KIICTOYHBIX MPOAYKTOB I10J OAWHAKOBBIM TOPI'OBBIM
HaAaNMMCHOBAHUCM,

2) OAHOI'0 6I/IOMCI[I/II_II/IHCKOFO KIICTOYHOI'O IMPOAYKTA, BBIITYCKAECMOI'0 IPOU3BOAUTCICM IIO0J
Pa3JIMUHBIMU TOProOBbIMH HAWMMCHOBAHHAMHU U MPCACTABIICHHOI'O HAa IOCYAApCTBCHHYIO PCTUCTPALMIO B
BUJC IBYX U Ooiee 6I/IOM6,Z[I/II_II/IHCKI/IX KJICTOYHBIX ITPOAYKTOB.

6. YHOJTHOMOYEHHBIM (enepaIbHbIM OpPraHOM HCIIOJIHUTEIBHONM BJIACTH B YCTaHOBJIEHHOM UM
NOpsIKE MO  3ampocy HOPUAMYECKUX JIML, OCYLIECTBISIOMIUX JESATEIbHOCTh IpHU OOpalleHuu
OMOMETUITMHCKHUX KJIETOYHBIX MPOAYKTOB (/1anee - CyObeKThl 00pameHnss OMOMETUITMHCKIX KIETOUYHBIX
IPOAYKTOB), B MUCbMEHHOMN WM 3JIEKTPOHHOM (opMe 1ar0Tcsi pa3bsICHEHUs MOJOKEHUN TOKYMEHTALlUH,
CBA3AHHOM C TOCYAApCTBEHHOM pErucTpauued, a TakkKe C JOKIMHUYECKMMH U KIMHHYECKUMH
UCCIIEI0BAaHUSIMHU OMOMEIMIIMHCKUX KIETOUHBIX MIPOJYKTOB.

7. IlpaButensctBoM Poccuiickoii ®denepanuu B ciaydyae BBEACHUS B OTHOLICHUM Poccuiickoi
@denepalli  OTPaHUYUTETBHBIX MEP SKOHOMHYECKOTO XapaKTepa YCTaHABIUBAIOTCA OCOOEHHOCTHU
oOparnieHus: OMOMEAUITMHCKUX KJIETOYHBIX MPOIYKTOB, B TOM YHCJIE OCOOCHHOCTH MX TOCYIapCTBEHHOMN
pEerucTpalum.

(dactb 7 BBeneHa denepanbHbiM 3aKkoHOM OT 08.03.2022 N 46-D3)

Cratba 9. [lpeacraBneHne [OOKYMEHTOB ANsl FOCyAapCTBEHHOW perucrpauuu
OMoMeaULIMHCKOro KNeTOYHOro npoAaykTra

1. Z[J'ISI FOC}’I[&pCTBCHHOfI perucTpanuun 6I/IOM6I[I/II_[I/IHCKOFO KJIICTOYHOI'O IIPOAYKTA OpraHu3anusl,
06na)1a10111a51 mpaBaMH Ha pPE3YyIbTaTbl JOKIMHUYCCKHX HCCIICJOBAHMIA 6I/IOMGI[I/IIII/IHCKOFO KJICTOYHOTI'O
NpoaAyKTa, KINHHUYCCKUX HCCIIeT0BaHUM 6I/IOMCI[I/H_[I/IHCKOFO KIICTOYHOI'0 TIPOAYKTA U (I/IJ'II/I) Ha
TEXHOJIOTHIO ITPOU3BOJACTBA 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOI'O IMPOAYKTA, UJIN YIIOJTHOMOYCHHOC CIO IPYyroc
HOPpUINYCCKOC JINIO (z[anee - 3aSIBI/ITeJ'IB) MMpEACTaBIACT B yr[OJ'IHOMO‘ICHHBIfI (be):[epaanLHTI opra”n
HCIIOJIHUTEILHON BJIACTH 3asBIICHHE O FOCYI[apCTBeHHOI\/II perucTpanun 6I/IOM€I[I/IHI/IHCKOFO KJIECTOYHOI'O
MMpOAYKTAa U UHBIC NOKYMCHTHI, U3 KOTOPBIX @OpMpreTCH PErUCTPpalMOHHOC NOCHEC Ha 6I/IOM6,[[I/II_II/IHCKI/II\/'I
KJICTOYHBIN IPOAYKT. (DopMa 3ad4ABJICHUA W TOpAAOK TIPCACTABICHHUA YKa3aHHBIX 3adBJICHHA U
AOKYMCHTOB, BKJIIOYas S3TAITHOCTb MNPCACTABIICHUS (I[J'ISI 6I/IOMCI[I/II_[I/IHCKI/IX KJICTOYHBIX MPOAYKTOB, B
OTHOIICHHWU KOTOPBIX HE MPOBOAWIIMCE KIMHUYCCKHE MCCICAOBAHUA Ha TECPPUTOPUHU Poccuiickoit
@ez(epaulm), YCTAaHABJIMBAKOTCA YIIOJTHOMOYCHHBIM (I)leepaJIBHBIM OopraHomM HUCIIOJIHUTEIbLHOM BIACTH.

2. PerucrpammonHoe 10ckeé Ha OWOMEIUIIMHCKANA KIETOYHBIA TPOIYKT (OpPMHUpPYETCS U3
CJEIYIOLIUX TOKYMEHTOB:
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?:Ele‘?fgzbég 32%'(2%*3 0T 23.06.2016 N 180-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"0 6MOMEeANUMHCKMX KNNETOYHbIX MpoaykTax" Aata coxpaneua: 23.10.2024

1) 3asBII€HNE O TOCYIAPCTBEHHON PETUCTPaii OMOMETUIIMHCKOTO KJIETOYHOTO POTYKTa;

2) Komusg JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEpEHHOr0 B YCTAHOBJICHHOM MOpPSAKE U
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asBUTENSI MO/AaBaTh 3asBJIICHUE O T'OCYIAPCTBEHHOW PErucTpaluu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa (JOBEPEHHOCTbD);

3) cnierudukarys Ha OMOMEIUIIMHCKUN KIETOYHBIN MPOIYKT;
4) IpOeKT HOPMATUBHOM JOKYMEHTALMN HA OMOMETUIIMHCKHIH KIETOYHbIH IPOIYKT;

5) IpOEKTH MaKETOB MEPBUYHON yIAKOBKU W BTOPHYHON YITAKOBKH OMOMEIUIIMHCKOTO KJIETOYHOTO
MIPONYKTA;

6) OT4ET O TMPOBEICHHOM JOKIMHUYECKOM HCCICIOBAHUN OWOMEIUIIMHCKOTO KIETOYHOTO
MPOJIYKTa;

7) IPOEKT IPOTOKOJIa KIMHUYECKOT0 UCCIIEI0BaHUs OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTa;
8) MPOEKT perjiaMeHTa MpoU3BOJCTBA OMOMEIUIIMHCKOIO KJIETOUHOTO IPOAYKTa;

9) cBeneHMS O PErHCTPAllMOHHOM HOMEPE M JaTe MPEAOCTABICHUS JIMIEH3MU Ha OCYLIECTBICHHE
IEATENLHOCTH TI0 IPOU3BO/ICTBY OMOMEIMIIMHCKOTO KJIETOUYHOTO MPOAYKTA;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

10) maDOpMaAITMOHHBINA JTUCTOK MAIUEHTA;

11) wHbopMammMs O CTPaxoOBBIX BBIIUIATAX TMAlWEHTaM, IMPUBJICYCHHBIM K IPOBEACHUIO
KJIMHUYECKOI0 UCCIIeI0BaHUs OMOMEIUIIUHCKOIO KIIETOUHOTO IPOAYKTa;

12) OTUECT O pe3ylbTaTaXx MCKIAYHAPOAHBIX MHOIOLNCHTPOBBIX KIIMHHYCCKUX I/ICCJ'ICI[OBaHI/II\/JI
6I/IOMC,Z[I/II_II/IHCKOI"O KJICTOYHOTI'O IPOAYKTA, YaCTh U3 KOTOPBIX IIPOBCJACHA B Poccuiickoit q)ez[epaum/l;

13) NpoeKT MHCTPYKLUU N0 MPUMEHEHHUIO OMOMETUIIMHCKOTO KJIETOUYHOTO MPOAYKTa, COoAepKalleit
CIIENYIOINE CBEACHHUS:

a) HaMMCHOBAaHUEC 6I/IOMCJII/IHI/IHCKOFO KJICTOYHOI'O IMMPOAYKTA,

6) Tam  OMOMEOMIMHCKOTO  KJIETOYHOTO  HpOAyKTa  (ayTOJOTMYHBIM,  AJJIOT€HHBIMH,
KOMOMHHPOBaHHBIN );

B) KaUCCTBCHHBIC W KOJMYCCTBCHHBIC XaAPAKTCPUCTUKU KJIETOUYHOM JIUHUH (KHGTOHHHX HHHHﬁ),
HaAUMCHOBAHHUA MW KOJIHMYCCTBO BCIIOMOI'aTCJIBHBIX BCHICCTB, BXOAAIIMX B COCTaB 6I/IOMCJII/IIII/IHCKOFO
KJICTOYHOTI'O IPOAYKTA,

I') HAaMMEHOBaHMs (MEXAyHapOJHble HENAaTeHTOBAHHbIE, WM TPYNITUPOBOYHbIE, UJTH XUMUYECKUE) U
KOJIMYECTBO JIEKAPCTBEHHBIX MpenapaTtoB M (apMaleBTUYECKHX CYOCTaHLMH, BXOASIIUX B COCTaB
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA;

(B pen. denepanbhoro 3akona ot 03.08.2018 N 323-03)
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

J1) HAMMEHOBAHUSI MEIUIIMHCKUX H3JCNIUN, BXOIAIIMX B COCTaB OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTa;

€) MoKa3aHusl K IPUMEHEHUIO;
) IPOTUBOIIOKA3aHMsI K IPUMEHECHHIO;

3) PCKUM U CIocoo MPHUMCHCHUA 6I/IOMGILI/II_II/IHCKOFO KJICTOYHOI'O IMPOAYKTA, MPOAOJDKUTCIBHOCTD
JICUCHMUS,

1) MEpBbI MPEIOCTOPOKHOCTH NP MPUMEHEHIH OMOMEIUITTHCKOTO KJIETOUYHOTO MPOAYKTA;

K) yKa3aHue (IIpu HaJTM4YMK) OCOOCHHOCTEH 1eHCTBUS OMOMEIUIIMHCKOTO KJIIETOUHOTO MPOAYKTA MpU
MIEPBOM €0 IPUMEHEHUU;

J'I) BO3MOJKHEIE IT0OOOYHBIE JIEHUCTBUS I[IpHu IIPUMCHCHUHU 6I/IOM6I[I/II_[I/IHCKOFO KIJIICTOYHOI'O IIPOAYKTA,

M) COUCTaCMOCTb C HWHBIMU BHJAAMHU JICUCHUA, BKIKOYAA COUYCTACMOCTb C JICKAPCTBCHHBLIMU
mnpcraparamMmmi H (I/IJ'II/I) MCIUIUHCKUMHU HU3JACIIHUAMHA, APYI'UMU 6I/IOMGI[I/II_[I/IHCKI/IMI/I KJIICTOYHBIMHU
IMPOAYKTAMHU, a TAKIKC IMUIICBBIMU ITPOAYKTAMMU,

H) CPOK I'OJAHOCTHU U YKa3aHHC Ha 3allpeT MPUMCHCHUA 6I/IOM6I[I/II_[I/IHCKOFO KIICTOYHOI'O IIPOAYKTA I10
HUCTCYCHUHU CpOKa rOAHOCTH,

O) 0COOEHHOCTHU IIPUMCHCHUA 'y HeTeﬁ, 6epeMeHHbIX JKCHIIMH MU JKCHIIWMH B IEpHUOA I'PYAHOI'O
BCKapMJIMBaHHA,

1) JaHHBIE O CTA0MJIBHOCTH OMOMEIUITMHCKOTO KJIETOYHOTO IPOAYKTA;
P) YCTIOBUS XpaHEHUSI OMOMETUIIMHCKOTO KJIETOUYHOTO MTPOJIYKTA;

14) peKBU3HUTHI JOKYMEHTOB, MOATBEPKAAIONIUX VIUIATy TOCYJApCTBEHHOW TOIUIMHBI 32
MPOBEACHUE HKCIIEPTU3BI KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa, SKCIEPTU3bI TOKYMEHTOB
JUIS TIONYYeHHUsS pa3pelieHus Ha TMPOBEACHHE KIMHUYECKOTO HCCIeIOBaHUS OHMOMETUIIMHCKOTO
KJIETOYHOTO TMPOAYKTa MU OITUYECKON DKCMEPTH3bI, IKCHEPTU3bl APPEKTUBHOCTH OHUOMEIUITUTHCKOTO
KJIIETOYHOTO TMPOJAYKTa M SKCHEPTU3bl OTHOUIEHUS OKHUIAEMOH TMOJIb3bl K BO3MOXKHOMY PHCKY
MPUMEHEHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, B OTHOIIEHWH KOTOPOTO IPOBEICHBI
MEXIyHAPOJAHbIE MHOTOLEHTPOBBIE KIMHUYECKHE HCCIEAOBaHMUS, 4YacTh M3 KOTOPBIX IPOBEIECHA B
Poccuiickoit denepanuu;

(B pen. @enepanbHoro 3akona ot 03.08.2018 N 323-03)

15) noxkymeHTBl, NpelCTaBiIsieMble B COOTBETCTBHM C 4YacThio 2 craThu 18 Hacrosiiero
denepanbHOro 3aK0Ha.

3. 3aaBuUTEIb BITpaBC MPEACTAaBUTH I10 COOCTBEHHOI HWHUIUATUBEC JOKYMCHTEI, IMMOATBCPKIAAOIINC
yijiary TOC}’I{&pCTBCHHOI‘/JI MONUIMHBI 34 TIPOBCACHUC OKCIICPTHU3bI KadCCTBA 6I/IOMC,Z[I/II_II/IHCKOF0
KJICTOYHOI'0O IPOAYKTA, OKCICPTHU3bl MAOKYMCHTOB [JIA IIOJNYYCHHA paspClICHUA Ha M[POBCIACHUC
KIIMHUYCCKOI'oO HCCICIOBAaHUA 6I/IOMCI[I/II_II/IHCKOF 0 KJCTOYHOT'O MPOAYKTa H 3THYECKOM OKCIICPTU3HI,
OKCIICPTU3EI Sq)(beKTI/IBHOCTI/I 6HOM€)11/IHI/IHCKOFO KJICTOYHOIro IpOAYKTAa MW OKCIHECPTU3BI OTHOIICHHA
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

OKH/IaeMON TOJB3bl K BO3MOXXHOMY PHCKY MPHUMEHEHHs] OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, B
OTHOIIEHUH KOTOPOIO IPOBENEHBI MEKIYHAPOIHbIE MHOTOLEHTPOBBIE KIMHUYECKUE MCCIEAOBAHHUSA,
4acTh U3 KOTOPBIX NpoBeaeHa B Pocculickoit Penepannn, CBEACHUS O PErUCTPalMOHHOM HOMEDPE U J1aTe
IIPEJOCTABJICHUS JIMLEH3UU IPU OOpallleHMH 3a TOCYJapCTBEHHOH perucrpaunueil GMOMeIUIIMHCKOIo
KJIETOYHOIO0 IpOAyKTa. B cilydae HeNmpeAcTaBlIeHUS YKAa3aHHBIX JOKYMEHTOB U CBEICHUH
YIIOJIHOMOYEHHBIH  (esiepanbHblii OpraH HCHOJIHMUTENBHOM BJIACTH 3alpallMBaeT UX B IOpAIKE
MEXBEJJOMCTBEHHOTO HH()OPMAIIIOHHOTO B3aUMO/ICHCTBHS.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. He nomyckaercs WCIOJb30BAaHUE B KOMMEPUYECKUX MEIsIX HWHPOpPMAIMU O pe3ylbTaTax
JOKJIIMHUYECKUX MCCIIE0BAaHUN OMOMEIUIIMHCKUX KJIETOUHBIX MPOIYKTOB M KJIMHUYECKUX UCCIICJOBAHUM
OMOMEIVIIMHCKUX KJIETOYHBIX MPOJIYKTOB, TPEJICTABICHHON 3asBUTENEM I TOCYIapCTBEHHOU
perucrpanuu OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, 0€3 ero coryiacus B TEUEHUE LIECTH JIET C AAaTh
rocyAapCTBEHHOM perucTpanui OMOMETUIIMHCKOTO KIETOYHOTO poiykTa B Poccutickoit deneparum.

Cratbsa 10. PeweHne o Bbloaye 3IKCNEPTHOMY YUPEXAEHUIO U COBETy MO 3TUKe
3aJaHWUI Ha NpoBefeHue 3KCnepTu3 GMOMeAULIMHCKOro KNeTOYHOro NpoAaykKTa

1. B Tedenue natu pabouyux AHEN CO JHS NMPHUHATUSA 3a8BICHUS O TOCYIapCTBEHHOW perucrpanuu
OMOMEUITMHCKOTO KJIETOYHOTO TPOJIYKTa YIOJHOMOYEHHBIH (erepaabHblii OpraH HCHOJHHUTEIbHOM
BJIACTU IPOBOAUT IIPOBEPKY IOJHOTBHI U JOCTOBEPHOCTU CBEIECHMM, CONEPIKAIUUXCSA B MPEACTABICHHBIX
3asBUTEJIEM JOKYMEHTAX, U IPUHUMAET PELIECHUE O BbIIa4ye 3aaHUs HA IIPOBE/ICHHUE:

1) GuoMeaMIMHCKOM 3KCIEepTH3bl OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa B YAaCTH HKCHEPTH3bI
KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOI'O IPOJYKTa, SKCHEPTU3bl JOKYMEHTOB /I IOJIy4E€HHUS
paspelieHnss Ha MPOBEACHUE KIMHUYECKOIO MCCIIEI0BaHUs OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa U
ATHUYECKON 3KCIEPTU3bl HA OCHOBAHUU JIOKYMEHTOB, yYKa3aHHbIX B MyHKTax 1 - 11, 13 vactu 2 cratbu 9
HacTosAero denepaabHOro 3aK0Ha;

2) OMOMEAMIIMHCKON 3KCHEePTU3bl OMOMEIUIMHCKOTO KJIETOYHOI'O MPOAYKTa B YaCTH AKCIEPTU3BI
3G HEKTUBHOCTH OMOMETUIIMHCKOIO KJIETOYHOTO MPOAYKTa M HSKCHEPTH3bl OTHOUICHUS OXHUIaeMOM
M0JIb3bl K BO3MOYKHOMY PHUCKY HPHUMEHEHUs OMOMETUIIMHCKOTO KJIETOYHOrO MPOAYKTa, B OTHOLIEHHU
KOTOPOTO IPOBEJIEHBl MEXKIYHAPOIHBIE MHOTOLICHTPOBBIE KJIMHMYECKHE MCCIENOBAaHUSA, YacTb U3
KOTOPBIX MpoBezeHa B Poccuiickoit deneparyin, Ha OCHOBaHUH JOKYMEHTOB, YKa3aHHBIX B TyHKTax | - 6,
8,9, 12 u 13 vactu 2 ctarbu 9 HacTosero deaepanbHOrO 3aKOHA.

2. YnomHOMOYEHHBbIN (efepabHbI OpraH UCHOJHUTENbHOM BJIACTU YBEJOMJIIET B IMUCbMEHHOM
¢dbopme 3asBUTENSI O NMPUHATOM PEIIEHUH, a B Cllydae OTKa3a B OPraHU3ALUMU MPOBEICHUS SKCIEPTH3,
YKa3aHHBIX B 4acTU | HACTOAILIEH CTaThH, - C YKa3aHUEM IIPUYMH TAKOTO OTKa3a.

3. B cny4yae BbIABIEHUS HEMOJIHOTHI WM HEJOCTOBEPHOCTH CBENCHMM, COJEp)KaLIUXCA B
MIPE/ICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH HCHOJHUTEIbHOU
BJIACTH HANpaBJISIET 3asBUTENIO 3allpOC 00 YTOUHEHHUH 3TUX CBEJIEHHH, KOTOPBIH MOXKET ObITh MepenaH
YIOJIJHOMOYEHHOMY IPEACTaBUTENI0 3asBUTENSA JMYHO IOJ PACIHCKY, HAMPABIEH IO NOYTE 3aKa3HbIM
MUCHbMOM WM TNEpeAaH B 3JEKTPOHHOM (GopMe Mo TeIeKOMMYHUKALMOHHBIM KaHaiaM CBA3H. B cimyuae
HaIlpaBJICHUs JIAHHOTO 3aIlpoca MO MOYTE 3aKa3HbIM IMMCbMOM OH CUUTAETCS MOJTYYEHHBIM 10 HCTEYEHUHN
LIECTH JHEU C aThl HAIPABJICHUs 3aKa3HOTO ITUCHMA.
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

4. 3asButenb 00s3aH IPEACTaBUTH OTBET HA 3alpoC YIMOJIHOMOYEHHOIo (eaepaabHOro opraHa
UCIIOJIHUTEIIBHOM BJIACTH, YKa3aHHBIM B 4YacTU 3 HACTOSIIEW CTaTbU, B CPOK, HE IIPEBBILIAIOLINN
JEBSIHOCTa paboumx JHeW co JHs ero noiydeHus. CpoK, yKa3aHHBIM B 4yacTW | HACTOSIIEH CTaThH,
IIPUOCTAHABIMBAETCS CO JIHS HAlpaBJICHUS 3asBUTENIO 3apOca YIOJHOMOUYEHHOIO (eiepaJbHOro opraHa
VICIIOJTHUTEJIBHON BJIACTHU A0 JHS ITOJIy4EHHUSI UM COOTBETCTBYIOIETO OTBETA.

5. OcHoBaHueM JUIsl OTKa3a B OpraHU3allid 3KCIEePTHU3, MPEAYCMOTPEHHBIX YacThio 1 Hacrosiei
CTaThH, SIBIIICTCS MPEICTABICHHE HEOOXOMMMBIX JOKYMEHTOB B HEMOJHOM OOBEeMe, HENpEeICTABICHUE
3asBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETAa HAa YKa3aHHBbI B 4YacTU 3 HACTOAILIEHW CTaTbU 3aIpocC
YIOJTHOMOYEHHOTO (he/IepaabHOr0 OpraHa UCMOIHUTEIBHON BIaCTH TUOO0 OTCYTCTBHE B IIPEICTABICHHBIX
JOKYMEHTaX MCUYEPIbIBAIONIET0 MepeuHsi HE0OX0IMMOM HHPOpMAIMK, KOTOpas AOJKHA OBITh OTPa’keHa B
HUX, a TAK)K€ OTCYTCTBUE HHPOPMAIUH, TTOATBEPKAAOIICH (aKT yIiaThl TOCYAapCTBEHHON MOILUINHBI 32
MIPOBEJICHUE IKCIEPTU3bl KauecTBAa OMOMEAUIIMHCKOTO KJIETOYHOIO MPOJYKTa, SKCIIEPTU3bI TOKYMEHTOB
JUISL TIOJIYYCHHS] pa3pelieHuss Ha TMPOBEICHUE KIMHUYECKOTO HCCIEAOBaHUS OHOMEIUITUHCKOTO
KJIETOYHOTO TPOAYKTA, O3TUYECKOM JKCHEPTU3bI, HKCNIEPTH3bl AP(HEKTUBHOCTH OHMOMETUIIMHCKOTO
KJIETOYHOTO TPOJAYKTa M OSKCHEPTU3bl OTHOUIECHUS OXXUJAEMON TMOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHUST OWOMEIUIMHCKOTO KIJIETOYHOTO NPOAYKTa, B OTHOIIEHWH KOTOPOTO MPOBEICHBI
MEXIyHApOAHbIE MHOTOIEHTPOBBIC KIMHUYECKUE HCCICAOBAHMS, YacTh U3 KOTOPHIX IPOBEACHA B
Poccuiickoit ®enepanuu, mpu oOpalleHHHd 3a TOCYJApCTBEHHOH perucrpanueil OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTA.

Cratba 11. ®depepanbHoe rocyAapcTBeHHOe OlKeTHOe y4ypexaeHue no
npoBeAeHN0 6UOMeANLUHCKON 3KCNEPTU3bl OMOMEeAULIMHCKUX KNEeTOYHbIX MPOAYKTOB

1. BHOMemWIMHCKAas JKCIepPTH3a OWOMEAUIMHCKUX KJIETOYHBIX MPOAYKTOB IMPOBOIUTCS
q)eI[epaJH)HI)IM TroCcya1apCTBCHHBIM 6IOZI)K€THI)IM YUYPCKIACHUCM, HaXoOAIINUMCs B BCACHUU
YIIOJHOMOYEHHOTO (heIepalbHOIO OpraHa HCIOJHUTEIBHOW BIACTH M OOECIIEYMBAIOIINM HCIIOJHEHUE
MOJTHOMOYHUI 3TOro (eiepaabHOr0 OpraHa HCIOJHUTEILHOW BJIACTH IO BbIJAYe pa3pelicHUi Ha
MPOBE/ICHUE KIMHUYCCKUX HWCCIEJAOBAaHWA OWOMEIWIIMHCKUAX KJIETOYHBIX TPOJIYKTOB U  (WIN)
rOCy/lapCTBEHHOM perucTpanuyl OHOMETUIMHCKUX KJIETOYHBIX MPOAYKTOB (Jajgee - DSKCIEepTHOE
YUpEKICHHE).

2. DKCHEPTHBIM YYpEXKIECHUEM OCYIIECTBISETCS KOHCYIbTUPOBAHUE IO BOIPOCAM, CBSI3aHHBIM C
IIPOBE/ICHUEM JOKIMHUYECKUX HCCIEIOBAaHUNA OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB, KIMHUYECKUX
UCCIIEIOBaHUM  OMOMEIMUMHCKUX  KJIETOYHBIX  MPOAYKTOB,  OMOMEIUIIMHCKOM  3KCIEPTHU3BI
OMOMEIUIIMHCKUX  KJIETOYHBIX IPOAYKTOB, TOCYJApCTBEHHOH peructpanueidl OMOMETUIIMHCKUX
KJIETOYHBIX TPOAYKTOB, B TMOPSJIKE, YTBEP)KIECHHOM YIOJIHOMOYEHHBIM (elepaibHbIM OpraHoOM
VCIIOJTHUTEJILHOU BIIACTH.

Cratbna 12. OpraHusauyus npoBeAeHusA ounomeauLIMHCKOMN 3KcnepTU3bl
OGMOMeaNLIMHCKOro KNeTo4yHOro npoAaykra

1. BI/IOMe,ZII/II_[I/IHCKaﬂ SKCIIEpTHU3a 6I/IOMe)II/IHI/IHCKOFO KJICTOYHOI'O MpOAYKTa IMPOBOAMTCA B ABa
oTalia:

1) Ha MepBOM 3Tare MPOBOMAATCS IKCIEPTH3a KauecTBa OMOMEIUITMHCKOTO KJIETOYHOTO MPOIYKTa U
JKCIEpPTU3a JOKYMEHTOB JUIsI IOJYYEHHS Pa3pelICHHUs HAa NPOBEACHUE KIMHUYECKOTO HCCIIEIOBaHUSA
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OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTa, 32 UCKIIOUEHHEM OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa, B
OTHOIIEHUH KOTOPOIO IPOBENEHBI MEKIYHAPOIHbIE MHOTOLEHTPOBBIE KIMHUYECKUE MCCIEAOBAHHUSA,
4acTh U3 KOTOPBIX IpoBeneHa B Poccuiickoit denepanuu;

2) Ha BTOpPOM OJTale MPOBOAATCSA dSKcrepTusa 3(PQeKTHBHOCTH OUOMEIMIIMHCKOTO KJIETOYHOTO
MPOJAYKTa H OKCIEPTU3a OTHOIICHUS OXXKHUIAEMOW IOJb3bIl K BO3MOXKHOMY PHCKY HPHUMCHECHHUS
OMOMEIIUITMHCKOTO KJIETOYHOTO MPOAYKTA. YKa3aHHBIE AKCHEPTH3bI IMPOBOAATCSA IO pPe3y/bTaTam
KIIMHUYECKUX UCCIICOBAHUI OMOMETUITMHCKOTO KJIIETOYHOTO MPOIYKTA.

(B pen. @enepanbHoro 3akoHa ot 03.08.2018 N 323-D3)

2. buomenuimHCKas SKCrepTu3a OMOMEIUIIMTHCKOTO KIETOYHOTO MPOIYKTa MIPOBOJUTCS KOMUCCHEN
AKCIIEPTOB AKCIEPTHOTO YUPEKACHUS, HA3HAYCHHON PYKOBOJUTENIEM 3TOT0 YUPEkKACHUS, HA OCHOBAHHUU
3aJjaHus  YMOJHOMOYEHHOTO (elepajJbHOrO OpraHa HCIHOJHUTENBHOW BIIACTHM HA IPOBEACHUE
OMOMEIUIIMHCKONW SKCIEePTH3bl OMOMENUIIMHCKOTO KJIETOYHOrO MPOIyKTa. PyKoBOAMTENs AKCIEPTHOTO
YUpEKACHUS 00ecrieunBaeT HaAjIeKalee MpoBeAeHne OMOMEIUITMHCKON SKCIIEPTU3BI OMOMETUITTHCKOTO
KJIETOYHOTO TMPOJIyKTa B COOTBETCTBUU C 3aJaHUEM YIOJHOMOYEHHOTrO (¢eAepanibHOro OpraHa
UCIIOJIHUTEJIbHON BJIACTM W OPraHU3yeT IOJArOTOBKY CBOJHOIO 3aKJIIOYEHMS] KOMHUCCHHM SKCIEPTOB
HKCIIEPTHOTO YUPEIKIACHHUS.

3. B coctaB KOMHCCUU 3KCIEPTOB IO XOJaTalCTBY AKCIIEPTa HA OCHOBAHUM PELICHUS PYKOBOAUTENS
HKCHEPTHOTIO YUPEXkAECHUS MOTYT OBbITh BKIIIOYEHBI B Ka4eCTBE HKCIEPTOB MHbIC JIMIA, B TOM YHCIE HE
paboTaroiyie B 3TOM SKCIEPTHOM YUYPEXKICHUH, €CIIM HMX CIeHUAIbHbIE 3HAHUS HEOOXOAWMBI ISt
IIPOBE/ICHUS 3KCIEPTU3bl OMOMEIUIIMHCKOT O KJIETOYHOI'O MPOIYKTa.

4. Tlpu npoBeneHUM OMOMEIUIIMHCKON 3KCHEPTU3bl OMOMEIULMHCKOIO KJIETOYHOTO MPOIyKTa
HKCHEPT HE MOXKET HAXOAUTHCS B KAKOM-JIMOO 3aBUCUMOCTH OT 3asBUTENIS, JIMLA, HA3HAYUBIIETO 3TY
SKCIEPTU3Y, WIM JPYruX Jul, 3aUHTEPECOBAHHBIX B pe3ylbTaTax OMOMEIUIMHCKON 3KCIEepTU3bI
OMOMETUIIMHCKOT0 KJIIETOYHOTO MPOJIYKTA.

5. Ilpu mpoBeaeHUM OMOMEIUIIMHCKON JKCIEPTHU3bl OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTA
JKCIIEPT HE BIPABE CAMOCTOSITENFHO HCTPEOOBATh Y 3asBUTENs OKYMEHTHI U (WJIM) MaTepHalbl,
HEOOXOUMBIE ISl TIPOBEJCHUSI IKCIEPTU3bl. B Ccilydae HEIOCTATOUYHOCTH MPEIOCTABICHHBIX IKCIEPTY
JOKYMEHTOB U (WJIM) MaTepuanoB JUIsl Jauyd 3aKIIOUEHUs DJKCIEepT BIpaBe MOCTAaBUTh BOMPOC O
MPEAOCTABICHUH €My HEOOXOJUMBIX JOKYMEHTOB U (WMJIM) MAaTepuajoB TMeped PYKOBOJUTEIEM
AKCIIEPTHOTO YUYPEKACHUSI, KOTOPBI oOpaliaercss ¢ COOTBETCTBYIOIIUM 3allPOCOM B YIOJTHOMOYEHHBIH
(dbenepaibHBIA OpPraH HUCTIOTHUTEIHHOW BJIACTH, BBIJABIIUN 3a/laHWE Ha MPOBEJICHHUE OMOMEIUITMHCKON
OKCIEPTU3bl OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa. YTOJTHOMOYEHHbIN deaepanbHbIi OpraH
WCTIOTHUTENIPHON BJIACTH B TE€UEHUE TMATH pabOuMX JHEW CO JTHA MOCTYIJICHHUS 3arpoca PyKOBOJMUTEIS
AKCIIEPTHOTO YUPEKIACHUS HAMpaBJSET B AJCKTPOHHOW WM MHCHMEHHON (opMe 3asBUTENIO 3ampoc O
MPEAOCTABICHUH JIOTIOJHUTEIBHBIX TOKYMEHTOB U (HJIM) MaTEPUAJIOB C YBEIOMJICHHEM O €T0 MOJyYEHUH.
3asBuTeNnb 00s3aH B CPOK, HE MPEBHIMIAIONINN MIECTUACCITH pabodYnX JHEH CO JHA MOJYYEHHUs 3armpoca
YIOJIHOMOYEHHOTO (peiepaibHOTO OpraHa WCIOJHUTEIBHOW BIIACTH, TPEICTABUTH 3ampOIICHHBIC
JOKYMEHTHI U (WJIHM) MaTepHalibl 100 000CHOBaTh HEBO3MOXKHOCTh MX MpEJCTaBlIeHUs. BpeMs co aHS
OTMPABIICHUSI 3ampoca W JIO TOJYYCHHS YIOJTHOMOYEHHBIM (PenepaabHbIM OpPTaHOM HCIOJHUTEIBHON
BJIACTM OTBETAa 3asiBUTEJS HA 3alpOC HE YUYUTHIBAECTCS IPU HCUUCICHUM CpPOKa TIOCYJAPCTBEHHOU
perucTpanu OMOMETUITMHCKOTO KIETOYHOTO POYKTA.

6. PCBYJ'IBTB.TBI KaXXJgo0ro osTalia 6HOMC,[[HLIHHCKOf/'I 9KCIICPTHU3BI 6I/IOMC,Z[I/II_II/IHCKOFO KJIICTOYHOI'O
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IPOAYKTa O(hOPMIISIOTCS 3aKII0UEHUEM KOMHCCHH HKCIIEPTOB 3KCIIEPTHOTO YUpEeKIeHHs. B 3akmoueHuun
KOMHMCCHUHU JKCIIEPTOB JKCIEPTHOIO YUPEXKJEHHsS YKa3bIBalOTCS IE€PEeYeHb HCCIIEAOBaHUM, 00BbeM
MIPOBEICHHBIX KAXKIbIM SKCIIEPTOM HCCIICAOBAHHM, YCTAHOBICHHBIE KAKIBIM U3 HUX (PAKTHI U CICIIaHHBIE
B pe3yJIbTaTe UCCIIEAOBAHUI BBIBOABI. DKCIEPT, MHEHHE KOTOPOI'O HE COBMAJAET C PEIIEHUEM KOMUCCHU
HKCHEPTOB IKCIIEPTHOTO YUPEXKIEHUs, BIPaBE BBHIPA3UTh B NMHCbMEHHON (popMe cBoe MHEHHE, KOTOpOe
IPUOOIIAETCS K 3aKIFOUYEHUI0 KOMUCCHH IKCIIEPTOB.

7. IlpaBuiia nmpoBeeHUs] OMOMETUIIMHCKOM SKCIIepTU3bl OMOMEANIIMHCKUX KIETOYHBIX POIYKTOB U
GopMBl  3aK/IIOUEHMH  KOMHUCCHMM  JKCIIEPTOB  SKCIEPTHOIO  YUYPEXKJEHHUS  yCTAHABJIMBAIOTCS
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOHUTENILHON BIACTH.

8. DKcIepTHOE YYpexXJEHHE HECeT OTBETCTBEHHOCTh 3a COOJIOJEHHE IMpaBWJI MPOBEICHUS
OMOMEIUITMHCKOM YKCIIEPTU3BI OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOIYKTA U 32 KAYECTBO €€ IPOBEICHUS.

Cratba 13. TpeboBaHuA, npeabsBNAeMble K 3Kcneptam nMpu NpoBeAeHUMU
OMoMeaULIMHCKON 3KCnepTu3sbl OMOMEAMLMHCKUX KIeTOYHbIX MNPOAYKTOB, npaBa U
06513aHHOCTU IKCNEepTOB

1. DkcrmepToM IO TMPOBEACHHUIO OMOMETUITMHCKOW JKCHEPTHU3bl OMOMEIUIIMHCKHUX KJIETOYHBIX
MIPOJYKTOB SIBIISIETCS ATTECTOBAHHBIM PAOOTHHK SKCHEPTHOTO YYPEXKACHUS, KOTOPBIA HMMEET BBICIICE
MEIUIIMHCKOE, (hapMarleBTHYECKOe, BETCPUHAPHOE, OMOJOTMYECKOe WJIM XUMHYEeCKoe oOpa3oBaHHUE H
MPOBOAUT OUMOMEIUIIMHCKYIO OJKCHEPTU3y OMOMEIUIIMHCKUX KIJIETOYHBIX MPOAYKTOB B MOPSIKE
WCIIOTHEHUS] CBOUX JIOJDKHOCTHBIX 00SI3aHHOCTEH.

2. TpeboBanus k mpohecCHOHAIBHON MOATOTOBKE IKCIEPTOB U CTAKy PabOThl O CHEIHATbHOCTH,
MOPSJIOK  aTTEeCTAI[MN JKCIIEPTOB, MOPSIOK (OPMUPOBAHUS U JICATEIHHOCTH KBaTU(UKAIMOHHBIX
KOMHUCCHI YCTaHABJIUBAIOTCS YIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

3. ATTecTanus SKCIEPTOB Ha MPaBO MPOBEACHUS OMOMEIUITMHCKON IKCIIEPTU3BI OMOMEIUIIMHCKUX
KJIETOYHBIX TPOAYKTOB OCYIIECTBISETCS KBaTU(UKAIUOHHBIMA KOMHUCCHSMH  YIOJHOMOYEHHOTO
(dhenepalbHOTO OpraHa UCTIOTHUTEIHHOM BIIACTH HE PEKE Ye€M OJIMH pa3 B MSThH JIET.

4. DkcrepT NOpu NPOBEJCHUHM OHOMETUIIMHCKOM SKCIEepTU3bl OHOMEIUIUHCKUX KJIETOYHBIX
MIPOJYKTOB 00s3aH:

1) mpoBOAUTH MCCNEAOBaHNUE MPEICTABICHHBIX €My OOBEKTOB MCCIENOBAHUS, IOKYMEHTOB U (WJIH)
MaTepHaJIOB, OCYIIECTBIISTh OIEHKY MpPEAjaraéMbIX METOJOB KOHTPOJII KadecTBa OMOMEIUIIMHCKOTO
KJIETOYHOIO MPOJAYKTa, JaBaThb 3aKJIOUYEHUE IO [OCTABJIEHHBIM II€pel HUM BOIpPOCaM C
COOTBETCTBYIOIIIMM  OOOCHOBAaHMEM WJIM  3aKJIIOYEHHE O HEBO3MOXXHOCTH TIPOBEICHUS UM
OMOMEIUIIMHCKON AKCIEPTU3bl OMOMETUITMHCKUX KIETOYHBIX MPOAYKTOB, €CITU MOCTaBICHHBIE BOTPOCHI
BBIXOJIAT 32 MPEJIEIIbl CIEIUATBHBIX 3HAHUN dKCIepTa JU00 €ciii 00BEKTHI UCCIIEIOBAHUN, TOKYMEHTHI U
(n11) MaTepuanbl HEMPUTOHBI UJIM HEJOCTATOYHBI JJIsl IPOBE/ICHUS UCCIIEJOBAaHUIN U Jaud 3aKITIOUEHUS;

2) obecreunTh HaJJIeKaIlee XpaHEHUE MPEACTaBICHHBIX 0OBEKTOB MCCIEAOBAHUM, JOKYMEHTOB U
(n1m) MaTepuanos.

5. DKcHepT He BIIpPaBE:
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1) mpoBOAMTH OMOMETUIIMHCKYIO SKCIEPTU3Y OWOMETUIIMHCKUX KIETOYHBIX MPOJYKTOB IO
00pallleHNI0 HEMOCPEACTBEHHO K HEMY FOPUIMUYECKUX WIN (GU3NUECKUX JIHLL;

2) CcaMOCTOSATENILHO cOOMpaTh MaTepualibl JUIs IPOBEACHUS OHOMEIUIIMHCKONW HKCHEPTH3BI
OMOMEIUIIMHCKUX KJIETOYHBIX IPOAYKTOB;

3) NpOBOAMTH KOHCYJIbTAIlMM B 00JacTH NPO(ECCHOHATBHON NEATENbHOCTH BHE CIIY)KEOHOTO
3a7aHus;

4) pasrnamarh CBEIEHUS, KOTOPhIE CTAIN €My U3BECTHBI B CBSI3U C MIPOBEIECHUEM OMOMETUIIMHCKOM
OKCHEPTU3bl OMOMEIUIMHCKUAX KJIETOYHBIX IPOAYKTOB, a TAaKK€ CBEICHHUSA, COCTaBJISIOIINE
roCy/1apCTBEHHYIO, KOMMEPUECKYIO WM HHYIO OXPaHSAEMYIO 3aKOHOM TalHY.

6. Ka)KI[BIﬁ OKCIICPT, BXOI[SIH_II/II‘/‘I B COCTaB KOMHUCCHUHU 3KCIIEPTOB 3KCIICPTHOI'O YUPCIKACHUA, KOTOpOfI
IMOPpYUYCHO IIPOBCACHUC 6I/IOM€I[I/IIII/IHCKOﬁ OKCIICPTU3BL 6I/IOM€ZII/IIII/IHCKI/IX KJICTOYHBIX IIPOAYKTOB,
HE3aBUCUMO U CaAMOCTOSATCIBHO IIPOBOAUT HCCICAOBAHUS, OLCHUBACT PE3YyJIbTAThI, IOJIYYCHHBIC UM
JJMYHO W APYTHMU OKCIICpTaMU, U Q)opMynnpyeT BBIBOJIbI OTHOCHUTCIIBHO ITOCTABJICHHBIX BOIIPOCOB B
npeaciiax CBOUX CIICHUAIIbHBIX 3HAHHH.

CraTtba 14. 3TM4ecKkana akcnepTnsa

1. DTHyeckas sKCHepTU3a MPOBOAUTCS COBETOM IO ATHKE, CO3JaHHBIM B MOpPSAKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (pe/IepabHBIM OPTaHOM HCIIOJHUTEIBHON BJIACTH, B LENAX BBIIAYM 3aKIIOUEHHUS 00
TUYECKON O00OCHOBAaHHOCTH  BO3MOXKHOCTH ~ HPOBEAEHUS  KIMHUYECKOTO  MCCIEOBAaHUS
OMOMEINIIMHCKOTO KJIETOYHOTO MIPOIYKTA.

2. DKcrepTaMy COBETa MO ITUKE MOTYT ObITh MPEACTAaBUTEIN MEAULIMHCKUX OpraHn3aluil, HayqHbIX
OpraHm3aiuii, o0pa3oBaTelbHBIX OpraHU3alMi BhICIIEro 00pa3oBaHus, 00pa30BaTENIbHBIX OpPraHU3alnul
JOMOJTHUTENBHOTO MPO(PECCHOHATBHOIO 00pa3oBaHUsA, a TaKXKe MPEICTaBUTENN OOIIECTBEHHBIX
OpraHM3alMi, pEJIUTHO3HBIX OPTaHU3aAlNUN U CPEJICTB MAaCCOBOM MHGOPMALIUU. DTH SKCIEPTHI HE JOJIKHBI
HaXO/UThCS B KAKOH-JINOO 3aBUCHMOCTH OT 3asIBUTENS U JPYTUX JIUI], 3aMHTEPECOBAHHBIX B pPe3yJibTaTax
ATUYECKOMN IKCIEPTU3HI.

3. Ommara yciayr 53KCIEpTOB COBETa MO 3THUKE OCYIIECTBISIETCS HAa OCHOBAaHUHU JIOIOBOPA,
3aKJTIOYEHHOTO MEXIY YIOJHOMOYEHHBIM (hefiepaibHBIM OPraHOM HCIIOJHHUTEIIBHOW BIIACTH, KOTOPHIM
CO3/IaH COBET MO JTHUKE, U OHKCIEPTOM COBETa MO OJTHKE, 3a CYET OIKETHBIX AaCCUTHOBAHUM,
MPEAYCMOTPEHHBIX YIOJIHOMOYEHHOMY (eepaTbHOMY OpraHy HCIOJHHUTEIBHOW BJIACTH, CO3JaBIIEMY
COBET 10 3THKE, B (heqepaabHOM OI0)KETe Ha COOTBETCTBYIOIIUH TO Ha 00ecreueHre ero AesiTenbHOCTH,
B pa3Mepax, ycraHoBIeHHbIX [IpaButenscTBoM Poccuiickoit @enepanuu.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®eneparuu.

5. CoctaB coBera 110 9THUKE, MMOJIOKCHUC 00 3TOM COBCTC, IOPAIOK €TO ACATCIIbHOCTH, TpCGOBaHI/IH K
KBaJ'II/I(bI/IKaHI/II/I H OIIBITY pa6OTBI Io BKCHepTHOI\/’I OICHKC HAYYHBIX, MCIUIIUHCKUX U OSTHYCCKUX aCIICKTOB
KIIMHUYCCKUX I/ICCJ'IC,Z[OBaHI/Iﬁ 6I/IOMCI[I/II_[I/IHCKI/IX KJIICTOYHBIX TIPOAYKTOB, MPCABABIACMBIC K JKCIICPTAM
COBCTa II0 3THUKE, NMOPAAOK OpraHu3aliii U MNPOBCIACHUSA STHUYECKOM OKCIICPTHU3EI, (1)0pMa 3aKJIIOYCHUA
COBCTA I10 3THKE YCTAHABJIIMBAKOTCA YIIOJIHOMOYCHHBIM (I)C,Z[CpaJ'IBHBIM OpraHoM HCIIOJIHUTEILHOM BJIACTH.
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Uucno npencraBuTeneil MEIULUMHCKUX OpPraHU3allMi M HAy4YHBIX OPraHU3alMi HE MOXET IIPEBBIIIATH
[IOJIOBUHY OT OOLIEro yucia 3KCIEPTOB COBETA IO ITHUKE.

6. Nudopmanus o cocraBe coBeTa IO 3TUKE, IJIaHAX €ro paboTbl M TEKylIeH AEATEIbHOCTU
pasmeriaercs Ha OQUIMAIBLHOM CalTe YHNOJHOMOUYEHHOIo (eaepasbHOro OpraHa HCIOJIHUTENIbHON
BJAacTH B MH(POPMALMOHHO-TEIEKOMMYHUKaMoHHOW cetn "Uurtepuer" (nmamee - cerp "HUuTepHer") B
YCTQHOBJIEHHOM MM IOpPSJIKE.

7. OTHuecKas 3KCIEPTH3a, COCTaBJIEHUE COBETOM IO ATHKE 3aKIIOYEHMH O BO3MOKHOCTU HIIU
HEBO3MOXXHOCTH IIPOBEIECHUS KIMHUYECKOTO UCCIIEN0BaHUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOJAYKTa U
HaNpaBJICHUE JTUX 3aKIIOYCHUH B YIOJHOMOYEHHBIH (hefepanbHblii OpraH HCIOJIHUTEIBHOW BIACTH
OCYILLIECTBIISIIOTCS B CPOK, HE IPEBBIMIAIOIINN TPUALATH PabOYUX THEH CO AHSA MOJIy4EHHs] COBETOM IO
STHKE 3a/aHUsl YIOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJHUTEIBHON BIACTH M HEOOXOAMMBIX
JOKYMEHTOB, yKa3aHHbIX B TyHKTax 1 - 11, 13 yactu 2 crateu 9 HacTosmero denepaabHOro 3aK0Ha.

8. JIoKyMeHTBHI, coiepKallliecss B PETUCTPALMOHHOM JI0ChE€ U MOCTYIUBIINE B COBET IO ATHKE AJIS
MPOBEJICHUST ATUUYECKON HKCIEPTHU3Bl B IIEJIAX MOJNYUYEHHUS pa3pellieHus Ha MPOBEIECHUE KIMHUYECKOTO
UCCIIEIOBaHUsI OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa, MOJJIEKAT BO3BPAaTy B YIOJIHOMOYEHHBIH
(benepanbHBI OPraH UCHOTHUTEIBHON BIACTH.

Cratba 15. OkcnepTMsa KayecTBa OMOMEOULMHCKOro KIEeTOYHOro npoaykra wm
3KCnepTU3a AOKYMEHTOB ANs NONyYeHUA pa3pelleHus Ha npoBeAeHue KITMHUYEeCKOro
uccrnenoBaHUs 6MOMeAULIMHCKOrO KNeToO4YHOro npoaykKra

1. OkcnepTu3a KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO HPOAYKTA, 3KCIEpPTH3a JOKYMEHTOB JUIs
MIOJIyUYEHHUSl pa3pelIeHMs] Ha NPOBEJACHUE KIMHUYECKOTO MCCIEN0BaHUS OMOMEIUIIMHCKOIO KJIETOYHOIO
IIPOJYKTA, COCTaBICHHE KOMHUCCHEM DKCIEPTOB  JKCIEPTHOIO  YUYPEKIACHUS  3aKIYECHHS O
MO/TBEPK/IEHUN KayecTBa OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTAa M BO3MOXHOCTHU IPOBEIEHUS €ro
KJIMHUYECKOTO HCCIIEIOBAaHUSI WM O HEMOATBEPXKAECHUN KadyecTBa OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOAYKTa W  HEBO3MOXHOCTH TIIPOBEJECHUS €ro KIMHUYECKOIO HCCIEIOBAHMs, HAaIpaBICHUE
COOTBETCTBYIOLIETO 3aKJIIOUEHHsI B YIOJHOMOYEHHBIH (efepalbHblii OpraH MCIOJHUTEIbHONW BIACTH
OCYILECTBISIIOTCS B CpPOK, HE NPEBBINIAIOMIMNA CcTa pabouuMx JHEH cO JHS MOJY4YEHHsS SKCIEPTHBIM
YUPEXKJIECHUEM 3aJaHMsl YIOJHOMOYEHHOro (peAepaJbHOrO OpraHa MCIOJHHUTEIbHON BIACTH C
MIPUJIOKEHHEM HEOOXOJUMBIX JIOKYMEHTOB, YyKa3aHHbIX B nyHktax | - 11, 13 wactu 2 crarteu 9
Hacrosuiero denepanbHOro 3aKOHa.

2. B Tedenue mectuaecsAaTH pabOYMX JHEW CO JHS TOJYyYEHHUs 3asBUTENIEM OT JKCIEPTHOTO
YUPEKICHUS YBEIOMIICHMS O IIOJYYCHMM YKA3aHHBIM OJKCIEPTHBIM  YUPEKICHHEM  3aJaHUsd
YIOJIHOMOYEHHOTO (he/lepaibHOTO OpraHa MCIIOJHUTEIBLHON BIACTH, YKAa3aHHOTO B 4acTH | HacTosien
CTaTbH, 3asBUTENb NPEACTABISAECT B JKCIEPTHOE YUPEXKACHUE ULl MPOBEACHUS JKCIEPTU3Bl KAayeCTBA
OMOMEIUIIMHCKOTO KJIETOYHOIO MpoJyKTa oOpa3ibl OMOMEAMIIMHCKOIO KJIETOYHOIO MpPOAYKTa,
KJIETOYHOW JHMHUM (KJIETOYHBIX JIMHUM), MEOUIUHCKUX M3JEIHUI, JEKapCTBEHHBIX MPenaparos,
(dapmaleBTUUECKUX CyOCTaHIMM, BEIIECTB, BXOIALIMX B COCTaB OHMOMEIUIUHCKOIO KJIETOYHOTO
MPOJYKTa, MPHUMEHsSeMble TpPU MPOBEICHUU DKCIEPTU3Bl KadecTBa OHMOMEIUIIMHCKOTO KIETOYHOTO
npoaykKkra mnyTéM CpaBHCHHUA C HHUMH HCCICAYEMOI'O 6I/IOM6HI/IHI/IHCKOFO KJICTOYHOI'0 MIpOAYKTa, B
KOJIMYECTBE, HEOOXOAMMOM JJisi BOCIPOM3BEIACHHUS METOJOB KOHTPOJS KadecTBa OHOMEIUIIMHCKOTO
KJICTOYHOIr'0 IMpOAYKTA, B HOPAAKEC, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM d)ellepaHBHBIM OpraHom
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WCTIIOJTHUTEIILHOH BJIACTH.
(B pen. denepanpHoro 3akoHa ot 03.08.2018 N 323-D3)

3. Ilpu nonydyeHuu o0Opa3OB OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTAa W HHBIX 00pasIoB,
YKa3aHHBIX B 4aCTU 2 HACTOSILEH CTaTbHM, SKCIEPTHOE YYPEKACHHE BBINACT 3asBUTENIO JOKYMEHT,
MOJITBEPKTAIOUINIA MOTyYeHNE YKa3aHHBIX 00paslioB, U B CPOK, HE MPEBBIIAIOIINN TpeX pabouynx JHEH
CO JHS IOJyYCHMsI yKa3aHHBIX 00pa3loB, YBEJOMJISIET 00 3TOM YINOJHOMOYEHHBIH (heaepalbHblii Opran
VICIIOJTHUTEJIBHON BJIACTH.

4. B caywae, ecnu 3asBIsSE€MBbIH CPOK XpaHEHHUs OMOMEAMLMHCKOIO KIETOYHOIO IPOJYKTa
COCTaBIISIET MEHee NATHAIIATH CYTOK, SKCIIEPTH3a KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
IIPOBOJUTCS. B MOPSAJKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM (heliepalbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH, KOMHUCCHEH SKCIIEPTOB SKCIEPTHOTO YUYPEXKIEHHS B MeCTE MPOU3BOJCTBA OMOMETUIIMHCKOTO
KJICTOYHOTO MPOJAYKTa C MCIIOJIb30BaHUEM OOOpYIOBaHMUSA IPOU3BOAUTENSA, NPU 3TOM 3asBUTEIb B
TEYEHHE IIECTUIECITH pabouux JHEH CO JIHSA HOJY4YEHHUS OT SKCIEPTHOTO YUPEKICHUs, YKAa3aHHOTO B
yacTu 1 Hacrosell cTaThby, yBEJOMJICHHUS O MOJYYCHUM UM 3a/1aHUs YIOJHOMOUYEHHOIO (eepaabHOro
OpraHa HCIIOJIHUTEIbHON BJIACTH YBEJOMJISIET SKCIIEPTHOE YUPEKIEHHE O FOTOBHOCTH K IPOBEICHUIO
SKCHEpPTH3bl  KayecTBa OMOMEAMLIMHCKOrO  KJIETOYHOIO HpPOAYKTa B  MecTe IPOM3BOJCTBA
OMOMEINIIMHCKOTO KJIETOYHOTO MIPOIYKTA.

5. Yka3zaHHBIE B YacTiax 2 U 3 HaCTOHH_[eﬁ CTaTbX CPOK IJIA IPCACTABJICHUA 3adABUTCIICM 06p213L[OB
6I/IOM€ZII/IIII/IHCKOFO KJICTOYHOI'O IPOAYKTAa W HHBIX 06pa31103 U CpPOK YBCAOMIICHUA ISKCICPTHBIM
YUYpCKACHUECM 00 »3TOM YIIOJHOMOYCHHOT' O cbe):[epaanoro OopraHa HCIIOJIHUTEILHOM BJIaCTH HE
BKJIFOYAIOTCA B CPOK IMPOBEACHHA SKCIICPTU3, MIPECAYCMOTPCHHBIX YaCTbIO 1 HaCTOSIHIeﬁ CTaTbu.

6. DOKCHEepTHBIM yUYPEKIECHHUEM U3 O0pa3loB KIETOYHOM JHHHM (KJICTOYHBIX JUHUIL),
MPEACTABJICHHBIX Ha SKCIEPTU3y KadyecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, COCTABIISETCS
KOJUIEKIIUS TIOCTOSITHHOTO XPaHEHHUs 0OpaslioB CTaHAAPTHU30BAHHBIX KIETOYHBIX JMHUN, (popMHpOBaHUE,
WCIIOIb30BaHNE, XPAaHEHHUE, YUET U YHHUTOKEHUE KOTOPOU OCYIIECTBIISIFOTCSL B TMOPSIIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM UCIIOTHUTEIHHOU BIACTH.

7. JIOKYMEHTBI, COJIepKalllecsi B PErucTpallMOHHOM JOCh€ U TIOCTYNHUBIINE B HKCIEPTHOE
YUPEKIEHUE I IMPOBEIEHUS COOTBETCTBYIOIIMX OHKCIEPTU3 B LEISAX IOJYYEHHs pa3pelleHus Ha
[IPOBEJICHUE KJIMHUYECKOTO MCCIEI0BaHUs OMOMEAMIIMHCKOIO KJIETOYHOTO MpPOJYyKTa, MOAJIEeXKAT
BO3BpAaTy B YIOJIHOMOYEHHbIH (enepanbHblii OpraH HUCHOJHUTENBHOW BJIACTH OJHOBPEMEHHO C
3aKJIIOYEHHEM I10 Pe3yJIbTaTaM 3TUX IKCIEPTHU3.

Cratba 16. lonyyeHuMe U oOLEHKa 3aKnNYeHUW NO pe3yrbTaTaM 3KCNepTuUs,
npoBeAeHHbIX B UeNsX BblAayuM paspelleHMss Ha npoBeAeHue  KIMHUYEeCKOoro
uccnegoBaHusa 6MOMeAULIMHCKOrO KIeTOYHOro npoAayKra

1. B cpok, HE TPEBBIMAIINN MATH padOYMX JHEW CO JHS TOJTYYCHHUS 3aKITFOYCHHUS KOMHCCHUH
AKCIEPTOB SKCIEPTHOTO YUPEKIEHUs, yKazaHHOro B yactu | crarbu 15 Hacrosimero denepanbHOro
3aKOHA, M 3aKJIOYEHHUSI COBETa IO ATHKE, YKa3aHHOro B yacTu 7 cratbu 14 Hactosmero denepaibHOTO
3aKOHAa, YMOJHOMOYEHHBIN (enepanbHblii OpraH WCHOJHUTENBHOM BJIACTU OCYIIECTBISET OICHKY
MOCTYNUBIIMX 3aKIOYEHUN JUISI  ONpENENICeHUs] MX COOTBETCTBHUS 3aJaHUSM Ha IPOBEACHUE
COOTBETCTBYIOIIUX JKCIEPTH3 U YBEAOMIISICT 3asBUTENSI B MUCbMEHHOW (hopMe O MpeACcTaBIECHHBIX IO
pe3yJibTaTaM MPOBEICHHBIX SKCIEPTU3 3AKITFOUEHUSX.
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2. Ilpu nony4eHUH 3aKIF0UYEHNS KOMUCCUH 3KCIIEPTOB 3KCIIEPTHOTO YUPEXKIAECHUS O MOATBEPKACHUN
KayecTBa OMOMEIUIIMHCKOIO KJIETOYHOI'O MPOJIYKTa M BO3MOKHOCTH IPOBEICHMS €ro KJIMHUYECKOro
UCCIEAOBAHUSA UM 3aKIIOYEHUs COBETa [0 J3TUKE O BO3MOXKHOCTH IIPOBEACHUS KIMHUYECKOIO
UCclieIoBaHUsT OMOMEAMLIMHCKOrO KJIETOYHOIO MpPOJAYKTa YIOJHOMOYEHHBIH (enepanbHblii OpraH
WCIIOJIHUTEJIBHOM ~ BJIACTH  NIPUOCTAaHABIMBACT  IPOBEICHUE  TIOCYAAPCTBEHHOM  pETHUCTpaLuu
OMOMEIUIIMHCKOIO KJIETOYHOIO MPOJIYKTa JI0 MOAAYM 3asBUTENIEM B YIOJHOMOYEHHBIN (enepanbHbIi
OpraH HWCHOJHHUTEIbHOW BJIACTH 3asBJICHHUS O BO30OHOBIECHHHM TOCYIAapCTBEHHOW PpETUCTpAIUH
OMOMETUIIMHCKOIO KJIIETOYHOI'O MPOIYKTa.

3. Ilpm mnony4eHMH 3aKJIIOYEHUS KOMHUCCUM OKCIIEPTOB AKCHEPTHOTO  YUPEXKIEHUS O
HEMOATBEP)KICHUM KauecTBa OMOMEIUIIMHCKOrO KJIETOYHOI'O MPOJYKTAa U HEBO3MOKHOCTH IIPOBEIECHUS
€ro KJIMHUYECKOTO MCCIENOBaHUS WM 3aKJIIOUYECHMS COBETA II0 OTUKE O HEBO3MOYKHOCTH IIPOBEICHUS
KJIMHUYECKOIO  MCCIEJOBaHUA  OMOMEIMIIMHCKOTO  KJIETOYHOrO  IPOJYKTa  YINOJHOMOYEHHBIN
(benepanbHBI OpTaH UCIIONHUTENFHONW BIACTH MPUHUMAET PEIICHHE O MPEKPAIIeHHH TOCyJapCTBEHHON
peructpanyy OMOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa U yBeAOMJIAET 00 3TOM B MHCbMEHHOM (hopme
3asIBUTEJIS.

Ctatbs 17. PeweHne o0 Bblgave paspelleHUss Ha nNpoBeAdeHue KIIMHUYeCKOro
uccnenoBaHUA GMOMeAULMHCKOrO KNeTOYHOro NnpoayKTra

1. JIns monmydeHus paspelieHus Ha MpOBeJeHHE KIMHHUYECKOro MCCIeI0BaHUs OMOMEIUIIMHCKOTO
KJIETOYHOTO NPOAYKTa 3asBUTENb, MOJIYYMBIIUNA B COOTBETCTBUU C 4HacThio | crarbu 16 HacTosmiero
@denepanbHOrO 3aKOHA YBEIOMIIEHHE O BBIHECEHHMH IO pe3yjbTaTaM SKCIEpPTU3, YKa3aHHbIX B IYHKTE |
yactu | ctateu 12 HacTosimero denepaibHOrO 3aKOHA, 3aKJIFOUEHHUS] KOMUCCHH SKCIIEPTOB SKCIIEPTHOTO
YUPEKIEHUS O MOJATBEPKICHUM KauecTBa OMOMEAMIIMHCKOTO KIJIETOYHOTO MPOJAYKTa U BO3MOKHOCTH
IIPOBEJICHUSI €ro KIMHUYECKOIO HCCIENOBAaHUS M 3aKJIIOUEHHUS COBETa I0 3TUKE O BO3MOKHOCTH
MPOBEJCHUS KIMHUYECKOTO HCCIIEeIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, MPEACTaBIsET B
YIOJTHOMOYEHHBIN (peiepalbHbII OpTraH UCIIOJHUTEIBbHOM BIIACTH:

1 ) 3asABJICHUC O BbLAAYC Pa3pCHICHUA Ha IPOBCACHHUC  KIMHUYCCKOTO  HCCICAOBAHUA
6I/IOM€I[I/IHI/IHCKOFO KJICTOYHOI'O ITPOJAYKTA,

2) Opomrtopy WuCcleoBarens, MPEACTaBIAIONY0 Cc000i CBOAHOE W3JIO0XKEHHE pPEe3yIbTaToB
JTOKJIMHUYECKOTO  MCCIIEOBAaHUS OMOMEIUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa U KIMHUYECKOTO
HCCIeI0BaHus OMOMEIUIIMHCKOTO KIETOYHOTO MPOYKTa,

3) cBenmenus 00 ombITe pabOTHI HCCIENOBATENECH MO COOTBETCTBYIOIIMM CIEIHAIBHOCTAM U UX
OTBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX UCCIIETOBAHUN OMOMEIUIIMHCKUX KIETOYHBIX MTPOIYKTOB;

4) Komui J0roBopa 005S3aTeNbHOIO CTPAXOBAaHMS YKU3HHU, 3[0POBBS MAllMEHTAa, YYacTBYIOLIETO B
KJIMHUYECKOM HCCIIeIOBAaHUHM OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa (Jjajiee - JoroBop 00s13aTeIbHOr0
CTpaxOBaHMs), KOTOPBIM 3aK/IIOY€H B COOTBETCTBMM C THUIIOBBIMU MpaBUiIaMH 00s3aTENbHOTO
CTPaxOBAaHMS JKU3HM, 3/I0POBbS MALIMEHTAa, YYACTBYIOLIETO B KIMHUYECKOM  MCCIENOBAaHUU
OMOMEIUIIMHCKOTO KJIETOYHOIO MpOoNayKTa, yrBepxkaaeMbiMu [IpaBurensctBom Poccuiickoit deneparnun
(tamee - TUMOBBIE MpaBWJIa OO0S3aTENBHOTO CTPAaXOBaHUs), C YKa3aHUEM CBEJCHMH O TMpenelbHOM
YHCJIEHHOCTH MAallMeHTOB, YUaCTBYIOIIMX B KIIMHUYECKOM HCCIIEOBAHUU OMOMEAUIIMHCKOTO KJIETOYHOIO

TPOJIYKTa;
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5) CBCACHUA O MCOAMLNUHCKUX OpraHu3aluiax, B KOTOPBIX [MPCANoJaracrcd IMpOBCACHUC
KJIMHUYECKOTO HCCIIEAOBaHMs OWOMEIUIIMHCKOrO KJIETOYHOTO NpOXYyKTa (IOJHOE W COKpAIIEHHOE
HAaMEHOBAHMSA, OPraHU3AIMOHHO-TIpaBoBass (opMa, MECTO HAXOXKACHUSA, MECTO OCYILECTBICHUS
IEATeNbHOCTH, Tene(oH, Tenedaxc, aipec 3JIEKTPOHHOH MOYTHI);

(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

6) cBemeHUs O TPEANOJAraeMbIX CpOKax IPOBENEHUs  KIMHUYECKOTO  HCCIeIOBaHUS
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTA;

7) PEKBU3UTHI JTOKYMEHTa, MOJTBEPKIAIOUIEr0 YIUIATY TOCYJAapCTBEHHON NOILUIMHBI 32 BBIIAUy
pa3peleHus Ha MPOBEACHUE KIIMHUYECKOTO UCCIICIOBAHMS OMOMEIUIIMHCKOTO KIETOYHOTO TPOAYKTA.

2. B cpok, HE TNpEeBBIMIAMIIMN TATH padOYuX JHEW CO JHS NPUHATHS yKa3aHHBIX B 4YacTh |
HACTOSIIEH CTAaThH 3asBICHHUS U IOKYMEHTOB, YIOJHOMOYCHHBIH (hefepalibHbIi OpraH MCIIOJHUTEIHHON
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUI, COAEpKAIIMXCS B IPEACTaBICHHbIX
3asBUTEJIEM JOKYMEHTAX;

2) NpuUHUMAET pEUIeHHE O BblJau€ pa3pellieHUss Ha IPOBEIECHUE KIMHUYECKOIO MCCIIEI0BaHUs
OMOMETUIIMHCKOI 0 KJIIETOYHOI'O IPOIyKTa Wi 00 OTKa3e B BblJJau€ YKa3aHHOTO pa3pelleHus;

3) yBenomisieT B NMUCBMEHHOW (opMe 3asBHUTENS O TMPUHATOM pEHICHWH (B Clydae MPHUHATHUS
peleHus 00 0TKa3e ¢ yKa3aHWEeM IPUYMH TaKOIro 0TKa3a);

4) BBIIACT pa3pelieHWe Ha TMPOBEACHUE KIMHUYECKOTO UCCIICAOBAHUS OHMOMEIUIIMHCKOTO
KJIETOYHOTO TPOAYKTAa B TMOpPSAKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (henepaabHbIM OPraHoM
HUCIIOJIHUTEIHLHOM BJIACTH.

3. B cny4yae BbIABIEHUS HENOJIHOTHI WM HEJOCTOBEPHOCTH CBEIECHHUH, COJEp)KAIIMXCA B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH MCIOJHUTEIbHOU
BJIACTU HAIpaBJIAeT 3asABUTEINIO 3alpoc 00 YTOYHEHWH yKa3aHHbBIX CBeAeHUM. J[aHHBIN 3ampoc MoOeT
ObITh TEpeaH YIOJIHOMOUYEHHOMY MpPEICTAaBUTENIO 3asBUTENS JIMYHO IOJ| PAaCIUCKy, HalpaBjieH IO
MOYTe 3aKa3HbIM MMHMCbMOM WM TNEpeJaH B AJIEKTPOHHOH (opMe MO TeJIeKOMMYHHKAIIMOHHBIM KaHajlaM
CBA3U. B ciywyae HampaBieHUs [aHHOIO 3ampoca MO IOYTE 3aKa3HbIM IHMCbMOM OH CYHUTAaeTCs
IIOJIYYEHHBIM 10 UCTEYCHUU IIECTHU JHEU C JaThl HAIIPABICHUS 3aKa3HOIO IHChMa.

4. 3asBuTenb 0053aH MpPEICTaBUTh OTBET HAa 3allpoC YIOJIHOMOYEHHOTO (eaepalbHOro opraHa
WCIIOJIHUTEIIBHON BJIACTH, yKa3aHHBIM B 4YacTW 3 HACTOSIIEW CTaTbU, B CPOK, HE IPEBBILIAIOLINN
JeBSHOCTa paboyuX AHEW Co JHS MOy4YyeHHUs JaHHOro 3arpoca. Cpok, YKa3aHHBIM B YacTH 2 HAcCTOAIIEH
CTaTbM, TPUOCTAHABIMBACTCSI CO JIHA HANpaBICHUS 3asBUTENIO0 3ampoca  YIOJIHOMOYEHHOIO
(benepanbHOro OpraHa UCIOJHUTENBHOMN BIACTU A0 JHS MMOJYYE€HUs UM OTBETA Ha JIaHHBIH 3ampoc.

5. OcHOBaHMSIMU JJI1 OTKa3a B BblJaue pa3pelieHus] Ha MPOBEICHUE KIMHUYECKOTO UCCIEeI0BAHUS
6I/IOM6HI/IHI/IHCKOI‘O KJICTOYHOI'O MPOAYKTA ABJIAIOTCA HCHIPCACTABICHUC B IMOJIHOM o0neMe JOKYMCHTOB,
YKa3aHHBIX B 4acTU | HACTOSIEH CTaTbU, HEMPEACTABICHHUE 3asIBUTEJIEM B YCTAHOBJIEHHBIN CPOK OTBETA
Ha 3ampoc yMOJHOMOYEHHOTO (efepalbHOr0 OpraHa WCIOJHUTEIHHOM BJIACTH, YKa3aHHBIM B 4acTu 3
HACTOSIIEH CTaTbW, WM HECOOTBETCTBUE COAEPKAHUA NPEACTABICHHBIX 3asBUTEIEM JOKYMEHTOB
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TpeboBaHUAM HacTosmero deaepanbHOro 3aKOHa.

CraTtba 18. dkcnepTnsa 3acphekTMBHOCTM BMOMEANULIMHCKOrO KIeTOYHOro nNnpoAaykTa u
3KcnepTn3a OTHOLUEHUA OXUAAeMOM MNOSfib3bl K BO3MOXHOMY PUCKY MNpPUMEHeHus
OGMoMeaULIMHCKOro KNeTo4YHOro npoAaykra

1. Dxcmeptuza >(PQPEKTHBHOCTH OWOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa M  IKCHEepPTH3a
OTHOILLICHMS OKUIaeMON IOJb3bl K BO3MOXKHOMY PHCKY NPUMEHEHUS OMOMEAMIIMHCKOIO KJIETOYHOIO
IIPOJYKTA, COCTaBJICHHE KOMHUCCHEM HKCIEPTOB SKCIEPTHOIO YUPEXKJIEHUS 3aKIOYEHUM @0 HX
pesyiabTaTaM W HalpaBlI€HHE H3TUX 3aKJIIOYEHUH B  YIOJHOMOYEHHBIH (enepanbHblii  oprax
WCTIOJTHUTEJIBHOW BJIACTH MPOBOAATCSA B CPOK, HE MPEBBINAIONIMNA ABAIIATH NATH pabOUYMX JHEH co THS
IIOJIyYEHHUs SKCIEPTHBIM YUYPEKJCHUEM COOTBETCTBYIOIIEIO 3a/laHUsl YIIOJIHOMOYEHHOrO (esiepaibHOro
OpraHa MCIIOJIHUTEIbHON BJIACTU C JOKYMEHTaMH, YKa3aHHbIMM B IyHKTax 1 - 5, 13 wactu 2 crathu 9
Hacrosimero PenepaqbHOrO 3aKOHAa, M OTYETOM O IPOBEACHHOM KJIMHUYECKOM HCCIIEOBAHUU
OMOMEINIIMHCKOTO KJIETOYHOTO MIPOIYKTA.

2. JInst npoBencHMs yKa3aHHBIX B 4aCTH | HACTOSIILEN CTaThbU DKCIEPTU3 3asBUTENb IPEJCTABIISAET B
YIOJHOMOYEHHBIN (peiepasIbHbII OpraH UCIOIHUTEIbHOM BIIACTH:

1) 3asBineHHEe O BO30OHOBICHMM TOCYIApPCTBEHHON perucTpanvyu OMOMEAMLIMHCKOrO KJIETOYHOI'O
MIPOJYKTA U IPOBEJCHUM YKa3aHHbBIX B UaCTH | HACTOALIEH cTaThu IKCIEPTHU3;

2) IIPOCKTHLI MAKCTOB HepBHQHOﬁ YIIaKOBKH U BTOpH‘lHOﬁ YIIaKOBKH 6I/IOM6,I[I/II_II/IHCKOI‘O KJICTOYHOI'O
npoaykra, IIpu H@O6XO[[I/IMOCTI/I I[OpaGOTaHHBIC mo pe3yjiabTataM HIPOBCACHHOIO0 KIMHUYCCKOI'O
HCCICOOBAHUA 6I/IOM€,Z[I/II_[I/IHCKOFO KJICTOYHOI'O IIPOAYKTA,

3) oT4eT O MPOBEIEHHOM KJIMHUYECKOM MCCIIEA0OBAHUN OMOMETUIIMHCKOTO KJIETOYHOTO TPOIYKTA;

4) TpOeKT UHCTPYKIMU 10 MNPUMEHEHHIO OHOMETUIIMHCKOTO KIETOYHOTO TMPOJYKTa, WpH
HEOOXOIUMOCTH JOpa0OTaHHBIA MO pe3yabTaTaM TPOBEICHHOTO KIWHUYECKOTO HCCIICIOBAHUS
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTA;

5) peKBU3HUTHI JOKYMEHTOB, TOATBEPKAAIONINX YILIATY TOCYIapCTBEHHOM IMOIIJIMHBI 3a IPOBEACHNE
SKCIepTU3bl dPPEKTUBHOCTH OUOMEAUIIMHCKOTO KJIETOYHOTO MPOJIYKTa W SKCIEPTH3bl OTHOIICHUS
OKUJ]aeMOM IMOJIb3bl K BO3MOKHOMY PHCKY MPUMEHEHHUS OMOMETUIIMHCKOTO KJIETOYHOIO MPOJYKTa MpU
rOCy/IapCTBEHHONW perucTpanuu OWOMENUIMHCKOTO KJIETOYHOTO MPOAYKTa. 3asBUTENb BIIpaBe
npeaACTaBUTL 110 coOCTBEHHOI WHUIIMATUBC YKAa3aHHBIC OOKYMCHTHI. B cjIydya€ MX HCHNPCACTABJICHUA
YIIOJTHOMOYEHHBIN  (enepanbHBId  OpraH HCIOJHUTEIBHOW BJIACTH MpoBepseT (akT  yIUIaThI
FOCynapCTBeHHOﬁ MNOUIIMHBI HAa OCHOBAHWMU MPCACTABJICHHBLIX 3asABUTCIIEM PCEKBU3HUTOB AJOKYMCHTOB,
MOATBEPKIAIOIIUX €€ YIIATy, ¢ UCIOIb30BaHUEM MH(OpMAaLUK 00 yIiaTe TOCyAapCTBEHHON MOIUINHBI,
conepxareiics B 'ocynapcTBeHHONW MHGOPMAIIMOHHON CHCTEME O TOCYAAPCTBEHHBIX U MYHUIIUTAIBHBIX
raTexax.

3. B cpok, He MpeBbIIAIMNNA TATH pabounux IHEH co JHS NPHUHSITHS 3asBJIEHUS O BO30OHOBICHUU
rOCYJJapCTBEHHOI perucrpanuu OMOMEAMIIMHCKOTO KJIETOYHOrO NMPOAYKTa C IOKYyMEHTAMH, YKa3aHHBIMHU
B yacTax | U 2 HacToslIIel CTaTbH, YIIOJTHOMOUYEHHBIH (peiepanbHblil OpraH UCIIOIHUTEIBHON BIACTH:

1) MMpOBOAUT HNPOBCPKY IMOJIHOTHI U JOCTOBCPHOCTU JAHHBIX, COACPIKAIINUXCA B MPCACTABJICHHOM
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3asBUTENIEM OTYETe O NPOBEJACHUHM KIMHUYECKOTO WCCIEAOBAHUS OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOJYKTa;

2) TpUHMMAaET pENICHHE O BO300HOBJIICHWU TOCYIAPCTBEHHOW PETUCTPAUA OHOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTa U MPOBEICHUH yKa3aHHBIX B 4aCTH | HACTOSIIEH CTaThU AKCIEPTU3 MM 00 OTKa3e
B BO300OHOBIIEHUHM TOCYIApCTBEHHOW perucTpanuy OWOMEIUIMHCKOTO KIETOYHOTO TMPOIYKTa H
MIPOBEACHUM YKa3aHHBIX dKCIEPTH3;

3) yBenomisieT B NMUCBMEHHOM (opMe 3asBHUTENS O NPUHATOM pEHICHUWH (B ciydae MPHUHATHUS
pereHust 00 0TKa3e - ¢ yKa3aHUeM IIPUYMH TaKOro 0TKasa).

4. B CJIyd4a€ BbIABJICHUA HCIOJHOTBI HJIM HCAOCTOBCPHOCTHU CBGI[GHHfl, COACPpKANXCA B
MIPE/ICTABJICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIbHOM
BJIACTH HAIPABIISIET 3asBUTEIIO 3alpoCc 00 YTOUYHEHHUM YKAa3aHHBIX CBEIEHUN. J[aHHBIN 3ampoc MOXKET
ObITh TIEpeaH YIOJIHOMOUYEHHOMY MpPEICTaBUTENIO 3asBUTENS JIMYHO IMOJ PACHHUCKY, HAIPaBJICH IO
IMO4YTC 3aKa3HbIM NHCbMOM HJIM IICPCAaH B SHGKTpOHHOfI q)opMe Mo TCJICKOMMYHUKAIIMOHHBIM KaHaJIaM
cBA3u. B ciywyae HampaBieHusi [aHHOIO 3ampoca MO MOYTe€ 3aKa3HbIM IIMCbMOM OH CUMTAaEeTCs
IMOJIYYCHHBIM I10 UCTCYCHHUU ICCTHU I[Hef;l C AaThbl HAITPABJICHUS 3aKa3HOI'O IMMUChMa.

5. 3asBuTenp 00s3aH MPEACTaBUTH OTBET Ha 3alpoc YIMOJHOMOYEHHOIO (efepalbHOro opraHa
UCIIOJIHUTEJIPHON BJIACTH, yKa3aHHBIM B 4YacTu 4 HAcTOSIIEW CTaTbu, B CPOK, HE IPEBBILIAIOLIMMA
JeBSIHOCTA pabO4MX JHEW cOo JHs MOJIydeHus JaHHOro 3ampoca. Cpok, yKa3aHHBIA B yacTU 3 HacTosIIeH
CTaTb¥, IPUOCTAaHABIMBACTCA CO JHSA HAIpPABJICHMS 3aABUTEII0 3alpoca  YIOJHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJHUTEIbHOM BIACTH A0 JHSA MOJTY4YEHHUS UM OTBETa Ha JaHHBIN 3ampoc.

6. OcHOBaHUEM JJI OTKa3a B BO3OOHOBJIEHUU I'OCYJApPCTBEHHOM PErucTpanuyu OMOMEIULIUHCKOIO
KJIETOYHOTO TPOJYKTa M NPOBEICHHM YKAa3aHHBIX B YacTH | HACTOSIIEH CTAaThbH SKCHEPTHU3 SBISECTCS
MPEJCTaBIICHNE JOKYMEHTOB, YKa3aHHBIX B 4YacTsSX | M 2 HAcTOSIIeH CTaThH, B HEMOJHOM OOBEMe,
HENpe/CTaBICHUE 3asBUTEIEM B YCTaHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHBIH B 4acTu 4 HacTosiueil
CTaTBhH 3aIpOC YMOJIHOMOYEHHOTO (heIepabHOrO OpraHa MCIOJHHUTENbHON BIACTH JHOO OTCYTCTBHE B
IPEJCTAaBICHHBIX JOKYMEHTAX HCUYEPIbIBAIOIIErO epeyHs Heo0X0AUMOM nH(pOopMaIK, KOTOpas JOJKHA
ObITh OTpaK€Ha B HHUX, a TaKXKe OTCYTCTBHE MH(OpMalMM, TMOATBEpXkKAaomerd (akT ymiaaTsl
rOCYJapCTBEHHOM TMONUIMHBI 3a MpPOBEAECHUE SKcrepTusbl 3(P(HEeKTUBHOCTH OMOMETUIIMHCKOTIO
KJICTOYHOI'0O TMPOAYKTAa M OKCICPTHU3BI OTHOLICHUSA O)I(I/I)IaeMOI\/JI MMOJIB3BI K BO3MOXHOMY PHCKY
IPUMEHEHUsT OMOMEIUIIMHCKOIO KJIETOYHOIO TPOJYKTa TNpU TOCYIapCTBEHHOW pEerucTpanuu
OMOMEINITMHCKOTO KJIETOYHOTO MPOIYKTA.

7. DOkxcneptuza 3(PPEeKTUBHOCTH OHOMEAMLMHCKOTO KJIETOYHOTO TMpOJAYKTa U SKCIEpTU3a
OTHOIIECHUS OKUJAEMON TOJB3bl K BO3MOXXHOMY PHUCKY NpPUMEHEHHS OMOMEIULHMHCKOIO KJIETOYHOI'O
IIPOJAYKTa, B OTHOIIEHHH KOTOPOTrO IIPOBENEHBI MEXKIYHAPOJIHBIE MHOTIOLIEHTPOBBIE KIMHUYECKHE
HCCIEAOBAHMUS, YacTh M3 KOTOpPbIX IpoBeneHa B Poccuiickonn @enepannu, OCYIIECTBISIOTCS Ha
OCHOBAaHMU JOKYMEHTOB, yKa3aHHbIX B MyHKTax 1 - 6, 8, 9, 12 u 13 yactu 2 cratbu 9 HacrosIIero
denepanbHOrO 3aKO0HA, B CPOK, YKa3aHHBIM B 4aCTH | HACTOSIIEN CTATHU.

Cratbs 19. MoBTOpPHOE npoBeaeHue oMomeaNLUHCKOMN 3KCNepTU3bl
6uomMeaNLIMHCKOro KNeToOYHOro npoaykKra u (Unun) aTMYEeCKon aKCnepTU3bl

1.B CJIyda€ HaJIN4YHW B 3aKIIFOYCHHUU KOMUCCHHU DKCIICPTOB SKCICPTHOIO YUPCIKACHUA UIIU COBCTA
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[0 ATHKE MPOTHBOPEUMBBIX JIAHHBIX, HEOOOCHOBAHHBIX M (WMJIM) HETOJHBIX BBIBOJOB, (haibcuukanuu
BBIBOJIOB OMOMEIUIIMHCKON 3KCIIEePTU3bl OMOMEANIMHCKOrO KJIETOYHOrO NPOAYKTa M (WJIM) 3TUYECKOM
OKCHEPTHU3bl, COKPBITUS OT YIHOJIHOMOYEHHOTO (PeaepanibHOTO OpraHa HCIOJIHUTEIBHOW BJIACTH
OCHOBAaHMH JUIsl OTBOJA OKCIEpTa BCJIEJICTBHE €ro  3aMHTEPECOBAHHOCTH B  pe3ylbTaTax
COOTBETCTBYIOLICH SKCIEPTU3bI, HANUYWs JaHHBIX O TNPSAMOM JHOO KOCBEHHOM BMEIIATEIbCTBE B
IIPOLIECC COOTBETCTBYIOLIEH SKCIEPTU3bl JIMIl, HE Y4YacTBYIOUIMX B €€ IPOBEIEHUM, HO OKa3aBIIHUX
BIMSIHUE Ha TMPOILECC W PE3yJIbTaThl €€ MPOBEACHUS, YIOJIHOMOYEHHBIM (PeaepanbHbIM OpraHOM
WCIIOJHUTEJIBHOW BJIACTH HA3HAYaAIOTCS IMOBTOPHAs OMOMENMIIMHCKAs SKCIepTH3a OMOMEIUIIMHCKOTO
KJIETOYHOTO MpPOJAYyKTa W (MJM) IOBTOpHas 3TUYecKass s3kcrneptuza. OObeM MOBTOPHON 3KCIEPTH3BI
OIpeIeIAETCs YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM UCHOJIHUTENBHOM BIACTH.

2. [loBTOpHas OMOMENUIIMHCKAs SKCIIEPTH3a OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa MPOBOAUTCS
B CPOK, YCTAHOBJICHHBIH YIIOJIHOMOYEHHBIM (peiepanbHbIM OpPraHOM MHCHOJHHUTEIbHON BIACTH U HE
MpEeBBILIAIOIIMKM cTa padouuMx JHEW €O JHSA TMOJNYYEHHUsS OKCIEPTHBIM YUpPEXKJIEHUEM 3aJaHus Ha
IIPOBE/IEHUE TOBTOPHONW OMOMEIMLMHCKONW S3KCHEPTHU3bl OMOMEIMIIMHCKOTO KJIETOYHOIO IMPOAYKTa, a
[IOBTOpPHAsl 3TUYECKas SKCIEPTH3a - B CPOK, HE IMPEBBILAIOLIMUN MSITHAAUATH pabouux JHEH cO JHA
IIOJIyYEHUS COBETOM I10 ITUKE 3aJaHKs Ha IIPOBEICHUE IOBTOPHOU 3TUYECKOMN HKCIIEPTU3HI.

3. 3KCH€pTI)I KOMHCCHUH DBKCIICPTHOI'O YUPCIKACHUA KW YJICHBI COBETA IIO 3TUKC, B OTHOLICHHU
KOTOPBIX YCTAHOBJICHBI 06CTO$ITCJ'ILCTB8., YKa3aHHbIC B 4aCTH 1 HaCTOHH_[eﬁ CTaTbU, HC HNOIIYCKAIOTCA K
IMPOBCACHUIO ITOBTOPHBIX SKCIICPTHUS.

4. dunaHcoBoe obOecrieueHue IIPpOBCACHUA HOBTOpHOﬁ 6I/IOM6I[I/II_II/IHCKOI71 OKCIICPTU3bI
6I/IOMCZII/IIII/IHCKOFO KJICTOYHOI'O0 MPOAYKTa OCYHICCTBIACTCA 3a CUCT CPCACTB, NOJTYUYCHHBIX 3KCIICPTHBIM
YUYpCKACHUEM OT HpI/IHOCHH_Ieﬁ J0X0d ACATCIBbHOCTH.

Cratba 20. PeweHMe O rocyaapCTBeHHOM perucrTpauum OGuomeauLUHCKOro
KNeTO4YHOro npoAaykKTta

1. B cpok, He mpeBblLIAIONMN NATH padouux AHEW CO JHS IMOJIyUYEHUS 3aKIIOYEHUH KOMUCCUU
HKCHEPTOB KCIEPTHOTO YUPEXKICHUS MO Pe3yNbTaTaM 3KCIEpPTU3bl APPEKTUBHOCTH OMOMETUIIMHCKOTO
KJIETOYHOTO IMpPOAYKTa M OKCHEPTHU3bl OTHOLICHUS OKHUIAEMOM II0JIb3bl K BO3MOXXHOMY pHCKY
OPUMEHEHUsT OMOMEIUIIMHCKOIO KIJIETOYHOIO MpPOJYKTa, YIMOJIHOMOYEHHBIM (eaepanbHbIi Opra
VICIIOJTHUTEJIBHON BIIACTH:

1) OCYHICCTBJIACT OLICHKY IOCTYIIMBIINUX 3aKJIIOYCHUN I10 pe3yibTaTaM MNPOBCACHUSA YKA3aHHBIX
OKCHCPTU3 1A ONPCACICHUA COOTBETCTBUSA OTHX 3aKII0YCHUN 3aIaHUI0 Ha IMPOBCACHUC YKAa3aHHBIX
IKCIICPTU3;

2) NpUHUMAET pelHIeHHEe O TOCYJapCTBEHHONW pEerucTpauud OUOMEIUIIMHCKOTO KJIETOYHOTO
IPOAYKTa UK 00 OTKa3e B TOCYJapCTBEHHOMN perucTpaniy 0MOMEIUIIMHCKOTO KIETOYHOTO MPOYKTa;

3) BHOCUT MNpU MPHUHATHM PpEHIeHUs O TOCYAapCTBEHHOW perucrpauuv OUOMEIULUHCKOIO
KJIETOYHOTO TPOJYKTa JaHHbIE O 3apEerHCTPUPOBAHHOM OHOMEAMIIMHCKOM KIIETOYHOM THPOJIYKTE B
rOCy/IapCTBEHHBI peecTp OMOMEAMIIMHCKMX KIJIETOYHBIX MPOAYKTOB U  BBLAAET  3asBUTEIIO
PETUCTpAIIMOHHOE  YAOCTOBEpPEHHE OHMOMEAMIIMHCKOTO KJIETOYHOrOo MpOoAyKTa, (opMa KOTOpOro
YTBEP)KAAETCS YINOJIHOMOUYEHHBIM (hefiepaibHbIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH, COIJIACOBAHHbBIE
cneuu(uKauo Ha OMOMEIUIMHCKMHA  KIETOYHBIM MPOJIYKT, WHCTPYKIHMIO IO HPUMEHEHHIO
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OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, HOPMATUBHYIO JIOKYMEHTALMI0O Ha OHOMEIUIIUHCKHUMA
KJICTOYHBIM NMPOAYKT WM B Cllyyae MNPUHATHS pelieHus o0 OTKa3e B IOCYAApCTBEHHOM perucTpanuu
OMOMEIUITMHCKOTO KJIETOYHOIO MPOAYKTa YBEAOMIIIET 00 3TOM B MUCHMEHHOW (hopme 3asBUTENs C
YKa3aHHEM IIPUYMH TaKOT'O OTKa3a.

2. OcHOBaHUEM I IPUHATHUS YIIOJTHOMOUYEHHBIM (eiepaaIbHbIM OPTaHOM MCIIOJTHUTEIBHOW BIACTH
pemieHuss 00 OTKa3e B TOCYJapCTBEHHOM pErucTpanuy OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa
ABIISICTCS BBIHECEHHOE IO pPE3y/lbTaTaM OAKCIEepPTH3, YKa3aHHBIX B 4acTH | cratbu 18 HacTosmiero
denepanbHOr0 3aKOHA, 3aKIIOYEHHE KOMHCCHHM SKCHEPTOB AKCIEPTHOTO YYPEKICHUS O TOM, YTO
3G(HEeKTHBHOCTh PETUCTPUPYEMOTO OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJAYKTa HE IMOATBEPkKICHA
NOJTYYECHHBIMU JaHHBIMHM WJIM PUCK NPHUYMHEHHS Bpela 3/I0POBBIO YEIOBEKA BCIICACTBHE NMPUMEHEHHS
OMOMETUITMHCKOTO KJIIETOYHOTO MPOIyKTa MPEeBbIaeT 3 (HEKTUBHOCTH €T0 TPUMEHEHHUS.

Koncynprantlintoc: npumedanue.
Perucrpanmonnsie  yaoCTOBEpEHHMs, BBIJAHHBIE B COOTBETCTBMM C JIaHHBIM JIOKYMEHTOM,

JEHCTBUTEIBHBI 10 OKOHYaHHUS CPOKa MX JehcTBUs, HO He mo3nHee 31.12.2025 (D3 ot 04.08.2023 N
466-D3).

Cratba 21. PerucrpauumoHHoe ypaocTtoBepeHue OMOMEAULIMHCKOro KIeTO4HOro
npoAaykra

1. PerucrpanimoHHOE yAOCTOBEpPEHHE OMOMEIMIIMHCKOTO KJIETOYHOTO IMPOJYKTa Ha BIEPBBIC
peructpupyembiii B Poccuiickoii ®@enepanyu OMOMEIWUIMHCKUNA KIIETOYHBIM MPOIYKT BBIIAETCS CO
CPOKOM JEHCTBUS IISTh JIET.

2. Ilo wcreuenun YKa3aHHOI'0O B Ya4CTHU 1 HaCTOHH_[eﬁ CTaTbu CpPOKa CpOK ﬂeﬁCTBHH
PErUCTPaiMOHHOTO YAOCTOBCPCHUA 6I/IOMCJII/IHI/IHCKOFO KJICTOYHOI'O MNPOAYKTA IMPOMAJICBACTCA KaXABIC
IIATH JICT IIPU YCJIOBHUU MOATBCPIKACHUS €TI0 FOCYZ[apCTBeHHOﬁ perucTtpanuu.

3. B cinydae BHeceHHs B COOTBETCTBMM cO cTarbedl 23 Hacrosimero denepanbHOro 3akoHa B
JOKYMEHTBI, COJEp’Kallliecss B PErUCTPALMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN OMOMETUIIMHCKUIN
KJIETOYHBIHA MMPOAYKT, I/I3M€H€HI/II>1, 3aTparuBarommux CBCACHUA, OTPAXKCHHBIC B PCTUCTPALMOHHOM
yJIOCTOBEpEHUH OHOMETUIIMHCKOTO KIETOYHOTO MpPOAYKTa, YIOJHOMOYEHHBINH (enepanbHblii opraxn
WCIIOJIHUTENIbHON BIACTH BBIIAET HOBOE PETHMCTPALMOHHOE YIOCTOBEPEHHE OHOMEIUIIMHCKOTO
KJIETOYHOTO NPOJYKTa C y4€TOM U3MEHEHHM.

4. 3a BbyIaUy PETHCTPALIMOHHOTO YAOCTOBEPEHUS OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOIYKTa
B3UMAaETCid TOCYJapCTBEHHas MOLUIMHA B  pa3Mepe U  MOpsAOKe, KOTOpPbIE  YCTAaHOBJIEHBI
3aKoHoaTtenbcTBOM Poccuiickoit deneparuu o Hajorax u coopax.

5. OpPaHHSaHI/IH, Ha UM KOTOpOﬁ BBIIAHO PETUCTPAIUOHHOC YyIOCTOBCPCHUC 6PIOMCI[I/H_[I/IHCKOFO
KJICTOYHOI'O IPOAYKTA, ABJIACTCA BJIAACIBUIEM PETUCTPAIUOHHOTO YAOCTOBCPCHUA 6I/IOMGJII/II_[I/IHCKOFO
KJICTOYHOTI'O IPOAYKTa.

6. B cinywae yTpaThl WM TOBPEXKICHHS PETUCTPAIIMOHHOTO YAOCTOBEPEHUS OMOMEIUITHHCKOTO
KJIIETOYHOTO TMPOAYKTAa IO MNUCHBMEHHOMY 3asBJIEHHUIO BIIJEblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa WJIM YIOJHOMOUYEHHOTO MM JIMIIa O BbIJade IyOJuKaTa
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PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS] OMOMEIUIIMHCKOTO KIJIETOYHOTO MPOAYKTa YIMOJTHOMOYEHHBIN
(benepanbHbII OpraH UCIOJHUTEIBHON BJIACTH B CPOK, HE NMPEBBILIAIONIUI AecATH padounx AHEH cO AHS
MOCTYIJICHHUA TaKoIro 3as1BJICHUA, BbIIAcCT I[y6JII/IKaT PEruCTpaiioOHHOIO YAOCTOBCPCHUA
OMOMEIUIIMHCKOIO KJIETOYHOI'O MPOJYKTa. 3a BblJauy AYOJMKaTa PErMCTPAllMOHHOIO YIOCTOBEPEHMS
6I/IOMCI[I/II_II/IHCKOFO KJICTOYHOI'0O TIpOoAYKTa B CBA3U C YTpaTOﬁ WM MOBPCKACHHUEM JAHHOI'O
PErUCTPAllMOHHOIO yIOCTOBEPEHMsI B3UMAeTCs TOCYJapCTBEHHAs MOILIMHA B pa3Mepe M IOpSJIKE,
KOTOpPBIE YCTaHOBIICHBI 3aKOHOaTeILCTBOM Poccuiickoit deaepanuu o Hamorax u cOopax.

Cratba 22. lMoaTBepXxAaeHMe rocyfapCTBEHHOM perucrtpauum O6uomMeauLMHCKOro
KJNIeTOYHOro npoaykra

1. TloaTBepkaeHUE TOCYJAPCTBEHHON PErMCTpallMk OMOMEIUIIMHCKOTO KJIETOYHOTO IPOJIYKTa
OCYIIECTBIISICTCSI TPHU BBIJAYE PETUCTPALMOHHOTO YIOCTOBEPCHHS] OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTa B Ciy4yae, yKa3aHHOM B yacTu 2 cratbu 21 Hacrosuiero denepasbHOrO 3aKOHA, B CPOK, HE
MIPEBBIMIAIOIINIA JICBTHOCTA PA00OYUX JHEH CO JHS MOTyYSHUS YIIOJTHOMOYCHHBIM (efiepaibHbIM OpraHOM
WCIIOJIHUTENIbHOM ~ BJIACTH  3asBJICHHUA O  MOATBEPXKIECHUHM  TOCYJAAPCTBEHHOW  perucrpauuu
OMOMEIWIIMHCKOTO  KJIETOYHOIO0 TPOAYKTa C yKa3aHWeM B HEM PEKBU3HTOB JIOKYMCHTA,
MOATBEPXKJAIOIIETO0  YIJIATy T[OCYJapCTBEHHOW IMONUIMHBI 3a MOATBEPKAECHHE TIOCYIapCTBEHHOU
perucTpanuu OMOMEIUIIMHCKOTO KIETOYHOTO POIYKTa.

2. TloaTBepkaeHHE TOCYIApCTBEHHON pPErucTpalud OHOMETUIIMHCKOTO KJIETOYHOrO MPOAYKTa
OCYIIECTBJISIETCSL TIO pe3yJIbTaTaM KCIEPTU3bl OTHOIIEHUS OXUAACMOU IMOJIb3bl K BO3MOXKHOMY PHCKY
MPUMEHEHHUST OWMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTa, TMPOBOJUMONM Ha OCHOBAHHMU JaHHBIX
MOHHUTOPHHTa 0€30TaCHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOIYKTa, OCYIIECTBISIEMOTO BJIAICIBIIEM
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa U (efepaibHbIM OPraHOM
WCIIOJIHUTEIIGHON BJIACTH, OCYIICCTBISIONIUM (YHKIIMM TI0 KOHTPOJK U HAm30py B cdepe
3IpaBOOXPAHCHHUS, B COOTBETCTBHMH cO crathell 41 Hactosimero denepaJbHOr0 3aKoHA, a TaKkKe
IKCMEPTU3Bl KayecTBA OMOMEIMIIMHCKOTO KIJIETOYHOTO MPOJYKTa, MPOBOJUMON B cllydae BHECEHUS
W3MEHEHUN B HOPMATHUBHYIO IOKYMEHTAILIUIO Ha OMOMEIUIIMHCKUI KI€TOYHBII MPOIYKT.

3. K 3asBneHuto 0 moaTBEPKICHUH TOCYIapCTBEHHOW pEerucTpaiu OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJAYKTa MPHJIAraroTCs JOKYMEHT, COJEpKalluil  pe3ylbTaThl MOHUTOPHHTa  0E30MacHOCTH
OMOMEIUIIMHCKOTO  KJIETOYHOTO TPOJYKTa, OCYIIECTBISEMOTO  BIIAJIEIBIIEM PErHUCTPALIMOHHOTO
yIIOCTOBEPEHMS] OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, MO (GopMe, YCTAHOBIEHHOW YIIOJTHOMOYEHHBIM
(dbenepaibHBIM  OPraHOM  HWCIOJTHUTENIBHOW BJIACTH, W CBEICHUA O JaTe TMPeAOCTaBIICHUS U
PErUCTPAllMOHHOM HOMEpPE JIMLUEH3UMM Ha  OCYILIECTBIEHUE JEATEIbHOCTH IO MPOU3BOACTBY
OMOMEIUIIMHCKUX KJIETOYHBIX MPOITYKTOB.

(B pen. @enepanbHOro 3akona ot 27.12.2019 N 478-03)

4. HopmatrBHas JOKyMEHTalMs Ha OMOMEIUIIMHCKUM KJIETOYHBIN MPOIYKT, IPOEKT HHCTPYKLIUHU IO
IPUMEHEHHIO OMOMEUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, MPOEKThl MAKETOB IEPBUYHON YHMaKOBKH M
BTOPUYHOM YMAaKOBKM OHOMEIMIIMHCKOTO KJIETOYHOIO MPOAYKTa MPHJIAraloTcss K 3asgBICHUIO O
MOJITBEPKICHUN TOCYJapCTBEHHON PpErucTpanuy OMOMEIMIMHCKOTO KJIETOYHOTO MPOAYKTa TOJIBKO B
CIIy4ae, €CJIi B HUX BHOCATCS U3MEHEHHS.

5. C B3asgBiIEGHHEM O MOATBCPIKACHUN FOcyﬂapCTBeHHOﬁ peructpanuu 6I/IOMC,Z[I/II_II/IHCKOFO
KJICTOYHOI'0 MpOAYKTa BJIAJACIICH PETUCTPAIMOHHOTIO YAOCTOBCPCHUA 6I/IOMGJII/IHI/IHCKOFO KJI€CTOYHOTI'O
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MPOAYKTa BIpaBe MO COOCTBEHHOW WHUIIMATHBE IPEICTaBUTh JOKYMEHT, MOATBEP)KIAIOMIMN YIUIaTy
rOCyJapCTBEHHON MOIIIMHBI 3a IOATBEPXKACHUE TOCYJAapCTBEHHOW pErucTpanuud OHOMETUIIMHCKOTO
KJICTOYHOTO TPOJYKTa, a TAK)KE CBEICHUS O JUIICH3WMM, yKa3aHHBIE B YacTH 3 HACTOsIIEH cTatbu. B
cllyyae HENpe/CTaBJICHUs YKa3aHHBIX JOKYMEHTOB M CBEJCHMH YIOJIHOMOYEHHBIH (enepanbHblii opran
UCTIOJHUTENIBHOW BIIACTH 3alpalliiBaeT HMX B TMOPAIKE MEXKBEJOMCTBEHHOTO HH(OPMAIIMOHHOTO
B3aUMOJICICTBHS.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

6. B Tedenwe pnecatu pabouyumx JHEH CO JHSA TPUHATHS 3asABJICHUS O IOATBEPXKICHHUH
rocyJAapCTBEHHOM perucTpanuu OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa U JOKYMEHTOB, YKa3aHHBIX B
YacTH 3 HACTOSIICH CTaThH, YIIOJJTHOMOYCHHBINH (peepanbHbIi OpraH UCTIOTHUTEIFHOM BJIACTH

1) mpoBOAUT NMPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJAEHHH, COAEPKALMXCS B IIPEICTABICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) HampaBusieT B (elepaibHbIil OpraH MCIOJHUTEIBHON BIACTH, OCYIIECTBISIOMUN (QYHKIMH TIO
KOHTPOJIIO ¥ HaJA30py B cepe 371paBOOXpaHEHUs, 3aIpoc O MPEICTaBIECHUHN Pe3yJbTaTOB MOHUTOPHUHIA
0e30macHOCTH OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa, KOTOPHIH JAOJDKEH OBITh MCIIONHEH B TEUYCHUE
IATH pabouux JHEN CO JHA €ro MoJIy4yeHUs;

3) mpuHUMAET pemieHHEe O MPOBEACHWHM WJIH 00 OTKa3e B IMPOBEICHUU SKCIIEPTH3bI OTHOIICHUS
OKUJAaeMOH MOJIb3bl K BO3MOXKHOMY PUCKY IMPUMEHEHHs OMOMEIUIIMHCKOTO KIIETOUYHOTO MPOIyKTa, a
TaKKe IKCIEPTU3bI KaueCTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, IPOBOJUMO B ClTydyae BHECEHUS
M3MEHEHUH B HOPMATUBHYIO IOKYMEHTALIUIO Ha OMOMEANIIMHCKUI KIETOYHBIN MPOIYKT;

4) yBemomJISIET B NHCHBbMEHHOM (opMe BiaAelblla PErHUCTPALMOHHOTO  yIOCTOBEPEHHS
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTa O IPUHITOM PEUICHHUH (B CIIy4ae MPUHATHUS pelieHus 00 0TKaze
B MMPOBEJICHUU COOTBETCTBYIOIIECH SKCIIEPTU3BI C YKa3aHUEM MIPUINH TAKOTO OTKa3a).

7. B cny4dae BBIABIEHUS HENOJIHOTHl WM HEJOCTOBEPHOCTH CBEIECHHH, COJEp)KALIMXCA B
MIPE/ICTABICHHBIX BJAJEIbIIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS OHMOMEIUIIMHCKOTO KIETOYHOTO
NPOAYKTa JIOKYMEHTaX, YIOJHOMOYEHHBIN (hefepabHbli OpraH MCIOJHUTEIbHON BIIACTH HAalpaBlisieT
BJIAJIENIbIly PErMCTPALMOHHOIO YAOCTOBEPEHUs OMOMEIMIUHCKOrO KIETOYHOTO IPOAYKTa 3ampoc 00
YTOUHEHUM YyKa3aHHbIX cBeleHWi. JlaHHBIH 3ampoc MoOXeT ObIThb MepefaH YINOJIHOMOYEHHOMY
IPEJCTaBUTENII0  BJAJENIbLla PETUCTPALMOHHOIO  YAOCTOBEPEHUS OHMOMEIUIIMHCKOTO  KIETOYHOTO
IPOAYKTa JUYHO TOJ| PacluCKy, HalpaBJieH 10 MOYTE 3aKa3HbIM NMHCbMOM HIIM NEpeaH B 3JIEKTPOHHOM
(dbopMe 1o TeIeKOMMYHHKAIIMOHHBIM KaHajaM CBs3H. B ciydae HampaBieHHUs JaHHOTO 3ampoca 1o 1oure
3aKa3HbIM IUCBMOM OH CUYHUTAETCAd IOJYYEHHBIM 10 MCTEYEHMM IIECTHU THEH C JaThl HAINpaBJICHHUS
3aKa3HOI0 MUCHMa.

8. Bnazenen perucTpalmoOHHOrO yJOCTOBEPEHUS OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJyKTa 0053aH
IPEJCTaBUTh OTBET Ha 3alpoC YHOJIHOMOYEHHOTO (he[epalbHOr0 OpraHa MCIOJHHUTEIBHON BIacTH,
yKa3aHHbII B 4acTu 7 HACTOSILIEH CTaThbH, B CPOK, HE MPEBBIIIAIOIINN JIeBIHOCTA paboUUX IHEH co THS
MOJIy4eHUsI JaHHOTro 3ampoca. Cpok, yKa3aHHBIM B 4acT 6 HACTOSIIEH CTaTbU, IPUOCTAHABIUBAETCS CO
JHS HaNpaBJeHUs BIAJENbIly PETHCTPALlMOHHOTO YAOCTOBEPEHHUS OHMOMEIUIIMHCKOTO KJIETOYHOIO
IPOAYKTa 3ampoca YHOJIHOMOYEHHOTO ()elepaJbHOr0 OpraHa HCIOJHUTENBHOM BIACTH 10 [JHS
IIOJIyYE€HHUsI UM OTBETA HA JAHHBIM 3allpOC M HE YYUTHIBAETCS IPU MCUUCICHUM CPOKa IOATBEPKIACHUSA
roCy/lapCTBEHHON PETUCTpallii OMOMEAUIIMHCKOIO KJIETOYHOTO MPOIYKTa.
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9. OcHoBanueM isi OTKa3a B MPOBEACHUU DSKCHEPTH3bl OTHOIICHUS O0XHIAEMOU TOJIb3bI K
BO3MOXXHOMY PHUCKY MPUMEHEHHs] OMOMEIUIIMHCKOrO KJIETOYHOrO MNPOAYKTa W (MJIM) SKCIEPTHU3BI
KadyeCTBa 6I/IOMGIII/II_[I/IHCKOFO KJICTOYHOI'O IMMPOAYKTA ABIACTCA NPCACTABICHUC JOKYMCHTOB, YKa3aHHLIX B
yactax 1, 3 u 4 HacToAleH CTaTbU, B HEMOJIHOM O0bEeMe, HENpPEICTaBICHUE B YCTAHOBJICHHBIH CPOK
OTBETa HAa yKa3aHHBIM B YacTH 7 HACTOSIICH CTAThH 3alpPOC YMOJIHOMOYEHHOro (efepaibHOr0 OpraHa
MCIOJIHUTENILHOM BJIacTH MO0 OTCYTCTBUE B MPEICTABICHHBIX JOKYMEHTAX MCUEPIBIBAIOIINX CBEACHUM,
KOTOPBIE JOJDKHBI OBITH OTPAKEHBI B HUX, & TAKXKE OTCYTCTBHE MH(OPMAINH, TOATBEPKAAIONIEH yIaTy
roCy/IapCTBEHHON MOUUIMHBI 33 MOATBEPkKACHHUE TOCYJapCTBEHHOW PETUCTPALUU OHMOMETUIIMHCKOTO
KJIETOYHOT'O IPOAYKTA.

10. DOxcneprusza OTHOIIEHUS OKHIAEMOW TMOJIB3bl K BO3MOXXHOMY PHCKY IIPUMEHEHUS
OMOMEUITMHCKOTO KJIETOYHOTO MPOIYKTa M (WJIN) SKCIEPTHU3a KauecTBAa OMOMEIUIIMHCKOTO KIETOYHOTO
IPOAYKTa IMPOBOJIATCS HA OCHOBAHUHU JIOKYMEHTOB, YKa3aHHBIX B dacTsaxX 3, 4 u nyHkre 2 yactu 6
HACTOSIIEH CTAaThbH, B MOPSAKE, YCTAHOBIEHHOM cTaThsimMu 15 1 18 Hacrosimero denepanbHOro 3aKoHa, ¢
Y4ETOM CpOKa, YKa3aHHOI'O B 4acTU | HACTOSIILEN CTaTbH.

11. OcHoBaHueM [UIsi OPUHATHSA pelIeHHs 00 OTKa3e B MOATBEPXKIECHUU TOCYIapCTBEHHON
peructpaiiy OMOMEIMLMHCKOTO KJIETOYHOTO MPOJYKTa SBISETCS BBIHECEHHOE 10 pe3yjbTaTraM
9KCIIEPTU3, YKA3aHHBIX B YACTH 2 HACTOSILEH CTAThbU, 3aKIHOYEHHE KOMHCCHM IKCIEPTOB 3KCIEPTHOTO
YUPEXIEHUS O TOM, YTO KayecTBO U (Win) 3HEKTUBHOCTh OMOMETUIIMHCKOTO KJIETOYHOIO NMPOJYKTa HE
MOATBEPK/ICHbl TOJTYYEHHBIMU JAaHHBIMM M (WIM) PUCK HIPUYMHEHUS Bpela 3J0POBBIO YEJIOBEKa
BCJIEJICTBHE IPUMEHEHUS OMOMEIUIIUTHCKOIO KJIETOYHOTO IIPOAYKTA MPEBBIIIAET €ro 3PPEKTUBHOCTD.

12. B mepuox mpoBeACHHS MPOUEAYpPhl TOATBEPKICHUS TOCYJAPCTBEHHON pErucTpanuu
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIyKTa ero obpanienue B Poccuiickoit depeparuu npoaonKaeTcs.

Cratba 23. BHeceHMe WU3MEeHEeHMM B [OOKYMEeHTbl, coaepXxawwmecsa B
perucTpauMoHHOM [O0CbEe Ha 3aperucTpupoBaHHbIA OMOMEOAMLUHCKMU KIEeTOUYHbIN

npoAaykKT

1. B nensx BHeceHUS M3MEHEHUN B JOKYMEHTBI, COJEpXalluecs B PEruCTPAallMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIM  OMOMEIMIIMHCKMM  KJIETOYHBIM  TNPONYKT, BIaJAENel] PEerucTpanMoHHOTO
yJIOCTOBEpEHHsI OMOMEIMIMHCKOTO KJIETOYHOIO MPOAYKTa MPEJACTAaBISeT B  YINOJHOMOYEHHBIN
(benepanbHBI OpraH HMCIOJIHUTEIBHOW BJIACTU 3asBJICHHE O BHECEHHWHU TaKMX H3MEHEHHH mo Qopme,
YCTaQHOBJICHHOH YIOJHOMOUYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH, U MPHIIOKEHHBIE K
HEMY M3MEHEHMsI B yKa3aHHbIE TOKYMEHTBI, a TaKK€ JOKYMEHTHI, MMOATBEpKAaolne HE00X0IUMOCTh
BHECECHMS TAKUX U3MECHECHUM.

2. BI/IOMGHI/IHI/IHCKaSI OKCIICPTHU3a 6I/IOMCI[I/IHI/IHCKOFO KJICTOYHOI'0O MIpOAYKTa B YaCTH IOKCIICPTHU3LI
KaueCTBa 6I/IOMCI[I/II_[I/IHCKOFO KJICTOYHOI'O  MIpPOAYKTa, U (I/IJ'II/I) 9KCIICPTU3BI 3(1)(1)CKTI/IBHOCTI/I
6I/IOMCI[I/IHI/IHCKOFO KJICTOYHOI'0 IPOAYKTaA, H (I/IJ'II/I) OKCIICPTU3BI OTHOIICHHA O}I(HHaeMOﬁ IOJIB3bI K
BO3MOXHOMY PUCKY IPUMCHCHUA 6I/IOMCI[I/II_II/IHCKOP0 KJICTOYHOI'O IMPOAYKTAa HNPOBOJAUTCA B CIIy4dac
BHECCHHS N3MCHCHUM B JOKYMCHTBI, COACPKAIMHUECA B pETUCTPAIMOHHOM OOCHE HA SapeFHCTpI/IpOBaHHI)Iﬁ
6HOMC,Z[HLII/IHCKPII>'I KJIE€TOYHBIN MPOAYKT, B OTHOILICHUMU:

1) cBeneHmil, yka3aHHBIX B HHCTPYKIIMH MO MPUMEHEHUIO OMOMEINIIMHCKOTO KJIETOYHOTO MPOAYKTa
nn

U IIPETyCMOTPEHHBIX noamyHkramu "e" - "m" mynkra 13 vactu 2 craten 9 Hacrosmero denepanpHoro
3aKOHa;
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2) MecTa MPOU3BOICTBA OMOMETUITMHCKOTO KJIIETOYHOTO MPOIYKTA;

3) moka3areneil kauecTBa W (WJIM) METOAOB KOHTPOJIA KadecTBa OMOMEAMIIMHCKOTO KJIETOYHOIO
MPOJYKTA, COJEPIKAIIMXCS B HOPMAaTUBHOM IOKyMEHTAIIMK Ha OMOMEIUIIMHCKUAN KIICTOYHBIA TPOIYKT;

4) CpOKa rogHoCTH 6I/IOM6,Z[I/II_II/IHCKOFO KJICTOYHOT'O ITPOAYKTA.

3. Brnazjenen perucTpamoHHOTO yJOCTOBEPEHHUS OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTa HapsIy
C 3asBJICHUEM U JOKYMEHTaMH, YKa3aHHbBIMU B 4acTU | HacTosLIedl CTaTbH, MPEACTABISET PEKBU3UTHI
JOKYMEHTA, IOATBEPAAIOIIEI0 YyIUIaTy TOCYJapCTBEHHOW IOLIIMHBI 332 BHECEHUE B JIOKYMEHTHI,
CoJiepKallliecs B PErucTPalMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN OMOMEIUIMHCKUNA KIETOYHBIN
NPOAYKT, WM3MEHEHHUH, TpeOyIOUMX MPOBEACHUS OMOMEIUIIMHCKONH OSKCIEePTU3bl OMOMEIUIIMHCKOTO
KJIIETOYHOTO TMPOAYKTA, WM PEKBU3UTHI JOKYMEHTA, NOATBEPKIAIOLIErO YIUIATY TOCYAapCTBEHHOMN
NOLUIMHBL 332 BHECEHHWE B JOKYMEHTBI, COJEpXallhecs B  PEruCTPallMOHHOM JOChE€ Ha
3aperuCcTPUPOBAHHBINA OMOMEIUIIMHCKUI KJIETOYHBIN MPOIYKT, U3MEHEHH, HE TPEOYIOIUX MPOBEICHUS
OMOMETUITMHCKON JKCIEePTHU3bl OMOMEAMIMHCKOTO KIETOYHOTO MPOJYKTa, JMOO BIpaBe INPEICTABUTH
yKa3aHHbIEe JOKYMEHThl MO COOCTBEHHOW WHUIIMAaTUBE. B ciydyae HempeacTaBlieHUs BIaeibleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO NMPOAYKTa YKa3aHHBIX JOKYMEHTOB
YIIOJTHOMOYEHHBIN  (enepanbHbli  OpraH HCIOJHUTEIBHOW BJIACTH MpoBepseT (PaKT  yIUIaTh
roCy/1lapCTBEHHOM NOLUIMHBI Ha OCHOBAHWU PEKBU3UTOB JOKYMEHTA, MOATBEPXKIAIOLIETO €€ YIUIaTry, ¢
UCIONIb30BaHWEM HHpopManuu 00 yiare TOCYyJapCTBEHHBIX IOIUIMH, CcOepxalleics B
I'ocynapcTBeHHOM HH(OPMAIIMOHHON CHCTEME O TOCYJAPCTBEHHBIX U MYHHUIIMIIATBHBIX TIATEKaX.

4. B teueHue nATH pabouyux AHEW CO JHS MOCTYIUICHHs YKa3aHHBIX B 4acTH | HacTosIeil cTaThbu
3asBJICHUS U JIOKyMEHTOB YIIOJIHOMOYEHHBIN (peiepaabHbIi OpraH HCIOJHUTEIBHON BIACTH:

1) MMpOBOAUT MPOBEPKY HNOJTHOTHI U JOCTOBECPHOCTHU CBGHCHHﬁ, COoACpKANUXCA B ITPCACTABJICHHBIX
BJIAACIIBICM PCTUCTPALIMOHHOI'O YIOCTOBCPCHUA 6I/IOMCJII/IIH/IHCKOI‘O KJICTOYHOI'O IPOAYKTA JOKYMCHTAX;

2) MNPUHHUMACT PCIICHUC O TPOBCACHUN YKA3dHHBIX B YaCTHU 2 HaCTOHH_Ieﬁ CTaTbU COOTBCTCTBYIOIIUX
OKCIICPTU3 6I/IOMCI[I/IIII/IHCKOFO KJICTOYHOI'O IPOAYKTA UJIN 00 oTKa3e B HX IMPOBCACHUU,

3) YBEAOMIIACT B MHUCbMEHHOM Q)opMe BJIaaciiblla pPCruCTpaiuOHHOTO  YAOCTOBCPCHUA
6I/IOM€HI/IHI/IHCKOFO KJICTOYHOI'O IPOAYKTAa O IPUHATOM PCHICHUN (B CJIydac MpuHATHA PCIICHUA 00 oTKa3e
B IIPOBCJACHUU COOTBCTCTBYIOHIGP’I 9KCIICPTU3BI C YKA3AHUECM IIPUYIHUH TAKOT'O OTK3.38.).

5. B ciywae BBISABICHUS HENOJIHOTHl WJIM HEIOCTOBEPHOCTH CBEICHUHM, COJEPKAIIUXCA B
NPEJCTAaBICHHBIX BIAJENbLIEM PETHUCTPALIMOHHOTO YAOCTOBEPEHUS OHOMEIUIIMHCKOTO KIETOYHOTO
MPOJYKTa JIOKYMEHTaX, YIOJIHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BJIacTH HAINpaBisieT
BJIAJIENIbIly PErMCTPALMOHHOIO YIAOCTOBEPEHUs OMOMEIMIIMHCKOTO KJIETOYHOIO MpPOAYKTa 3ampoc o0
YTOYHEHUM YKa3aHHbIX cBeJeHuil. JlaHHBIA 3ampoc MoKeT ObITh MepeAaH YIOJIHOMOYEHHOMY
NPEJCTaBUTENI0  BJAJENblla PETUCTPALMIOHHOTO  YAOCTOBEPEHUS OWOMEIUIIMHCKOTO  KJIETOYHOTO
MIPOYKTAa JIMYHO NOJI PACIUCKY, HAMPABIICH IO MOYTE 3aKA3HBIM NMMCbMOM HJIM NEPENAH B IEKTPOHHOU
¢dbopme 1Mo TeIEKOMMYHHKAIIMOHHBIM KaHallaM CBsI3U. B ciydae HampaBieHMs TaHHOTO 3ampoca 1o moyTe
3aKa3HbIM IMCBMOM OH CYHTAETCA NOJYYEHHBIM IO WMCTEYEHUM IIECTH JHEW C JaThl HallpaBICHUS
3aKa3HOro MKChMa.

6. Branenen perucTpalliOHHOTO yIOCTOBEPEHHS] OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa 00s13aH
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MPEJCTaBUTh OTBET Ha 3alpoC YMOJIHOMOYEHHOTO (heJepalbHOr0 OpraHa HMCIOJHHUTEIBHON BIAcTH B
CPOK, HE MpPEeBBIIIAIOIIUNA JeBSIHOCTa pabouux AHEW co AHS ModydeHusi JaHHoro 3ampoca. Cpok,
YKa3aHHbII B 4acTW 4 HacTOALIEW CTaThby, NPUOCTAHABIMBAETCA CO JIHS HAINPABJICHUS BIIAJEIIbLY
PETUCTPALIMOHHOTO  YAOCTOBEPEHUS OMOMEIUIIMHCKOTO  KJIETOYHOTO MPOJyKTa  3ampoca
YIIOJTHOMOYEHHOTO (peiepabHOr0 OpraHa MCIHOJHUTENBHOW BIACTU A0 JHS MOJYYEHUS UM OTBETa Ha
JAHHBIN 3alIPOC U HE YYUTHIBAETCS MPH UCUMCIICHUN CPOKA MPUHATHUS PEIICHUSI O BHECEHUH U3MEHEHU B
JIOKYMEHTBI, COZAEpXKAIIUECs B PETUCTPALMOHHOM JIOChE HA 3aperuCTPUPOBAHHBIM OMOMEAMIIMHCKHM
KJIETOYHBIN MTPOTYKT.

7. YKa3aHHbIE B 4acTU 2 HACTOSIIEHW CTAThbU 3KCIEPTU3BI IPOBOASITCA B MOPSAKE, YCTAHOBICHHOM
cratbsiMu 15 m 18 Hacrosmero denmepanbHOro 3aKoHa, ¢ y4E€TOM CpOKa, yKa3zaHHOTO B dactu 10
HACTOSIIEN CTaTbU.

8. B cpok, He MpeBBbIMIAIOMIMKA MATH paboyux IHEH cO AHS MOJYyYCHHS 3aKIIIOUEHUN KOMHUCCHH
SKCIEPTOB HJKCIEPTHOTO YUPEXKACHHUS IO pe3yiabTaTaM YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbu
SKCIIEPTH3 B OTHOLICHUM TMPEJIOKEHHBIX W3MEHEHUW, YIIOJTHOMOYEHHBIN ¢enepanbHblii  Opran
HUCIIOTHUTEIbHOMN BIACTH:

1) OCYHICCTBIIAICT OLCHKY IMOCTYIIHMBIINX 3aKJIIOYCHUH KOMHMCCHH OKCIICPTOB OKCIICPTHOI'O
YUPCKACHUA A OHNPCACICHUA HX COOTBCTCTBUA 3aJaHUAM Ha IMIPOBCACHHUEC COOTBETCTBYIOIIUX
OKCIICPTH3;

2) IpUHUMAET PEIICHUE O BHECEHUU U3MEHEHHI B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPAIIMOHHOM
JI0CbE Ha 3aperuCTPUPOBAHHBIM OMOMEIUUIMHCKUN KIIETOUHBIM MPOAYKT, WM 00 OTKa3e BO BHECEHHH
TaKUX M3MCHCHHI,

3) BHOCUT B FOCY,Z[apCTBeHHHﬁ peecTp 6I/IOM€,Z[I/IL[I/IHCKI/IX KIICTOYHBIX IIPOAYKTOB HAa OCHOBAHUH
pe€micHud O BHCCCHUU W3MCHCHHI B JOKYMCHTBI, COACpKAIIMECAd B PETUCTPpAlMOHHOM JOCBC HaA
3apCFHCTpHpOBaHHBIﬁ 6PIOM€,I[PH.[PIHCKPII>1 KJI€TOYHBIN IMPOAYKT, HGO6XO)II/IMBIG U3MCHCHUAA,

4) BBIJAET HOBOE PETUCTPALMOHHOE YJIOCTOBEPEHHE OMOMEIULIMHCKOIO KJIETOYHOTO MpPOAYKTa B
Clly4yae W3MEHEHHUS COACPXKALIMXCS B HEM CBEICHMM, NIPU OTOM DPAHEE BBIIAHHOE PETMCTPALlMOHHOE
YAOCTOBEPEHUE U3BIMACTCH.

9. OcHOBaHMEM Il IPUHATHUS YIOJHOMOYEHHBIM (pefiepalbHbIM OpPraHOM pelIeHus: 00 OTKa3e BO
BHECEHUM W3MEHEHMH B  JOKYMEHTBI, COJepKalluecs B  PErucTpallMOHHOM  JIOCb€  Ha
3aperUCTPUPOBAHHBIN OMOMEIMLIMHCKUI KJIETOYHBIN MPOJYKT, SBJISETCS BBIHECEHHOE MO pe3yibTaTraM
9KCIIEPTHU3, YKA3aHHBIX B YaCTH 2 HACTOSILEH CTAaThbU, 3aKIHOYEHHE KOMHCCHM HKCIEPTOB 3KCIEPTHOTO
YUPEXIEHUS O TOM, YTO B CIyyae BHECEHHs TaKUX M3MEHEHHH BO3MOXKHBI CHWKEHHME KauecTBa M (WJIN)
3¢ (HeKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa W (MJIM) MpPEBBILICHHE PUCKAa MPUYUHEHHS
BpeJia 37I0pOBbIO YeNIOBEKa BCIIEICTBUE NMPUMEHEHUSI OMOMETUIIMHCKOTO KJIETOYHOI'O MPOAYKTa HaJl ero
3¢ (HEeKTUBHOCTBIO.

10. B cnyyae BHeceHMS B JOKYMEHTBI, COJAEp)KAIMECS B PErMCTPALMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIA OMOMEIMIIMHCKUMA KJIETOYHBIA MPOAYKT, H3MEHEHHH, yKa3aHHBIX B YacTu 2
HACTOSIIIEH CTaThbM, NPUHATHE pEIIeHUs O BHECEHHMM TaKUX UW3MEHEHHMH (BKJIOYash BHECEHHE
COOTBETCTBYIOIIUX M3MEHEHHH B rOCYAapCTBEHHBIM peecTp OMOMEIUIIMHCKUX KJIETOUHBIX MPOIYKTOB)
WK 00 OTKa3e B UX BHECEHUH OCYILECTBIISIETCS B CPOK, HE NMPEBBIIAIONINI AeBIHOCTa pPabOYNX THEH cOo
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IHS TPUHATUS YIOJIHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJHUTENILHOW BJIACTH 3asiBICHUS O
BHECEHUU TAKUX U3MECHEHUHN.

11. Tlpunstue pemieHUss O BHECEHWHM H3MEHEHMHM (BKIJIIOYAash BHECEHHE COOTBETCTBYIOIIMX
M3MEHEHUN B rOCYIapCTBEHHBIA peecTp OMOMEAUIIMHCKUX KJIETOYHBIX MPOIYKTOB) WM 00 OTKa3e B UX
BHECEHHUM B JIOKYMEHTBI, COJEpXaIIUecss B PETUCTPAIMOHHOM JOChE Ha 3aperucCTPUPOBAHHBIN
OMOMEIUIIMHCKUI KJIETOYHBIA MPOIYKT, B OTHOUICHUHM CBEACHUN, HE TpeOyIOIMX MpPOBEICHUs
9KCIEePTU3, YKA3aHHBIX B YacTH 2 HACTOAILIEH CTaTbU, OCYIIECTBIAETCS B CPOK, HE MPEBBIIIAIOIINI
TPUALIATH pabOYMX JHEU CO JTHS MPUHATUS YIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOJIHUTEIbHOM
BJIACTH 3asIBJICHUSI O BHECEHUU TaKUX U3MECHEHUI.

12. OOparmienre OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, MPOU3BEIECHHOTO 10 AAThl MPUHATHS
YIIOJTHOMOYEHHBIM (heJiepalbHBIM OPTaHOM HCITOJIHUTEIBHON BIACTH PEUICHUS O BHECEHUU W3MEHEHUN B
JOKYMEHTBI, COJEpXkalluecs B PErMCTPALlMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN OMOMEAMIIMHCKHIMA
KJICTOYHBIA MPOJYKT, a TAaK)Ke MPOU3BEIACHHOTO B TEYCHUE CTa BOCBMUJIECATH KaJICHIAPHBIX JTHEW TOCIie
JaThl TPHUHITHS YHOJHOMOYEHHBIM (heepaqbHbIM OPraHOM HCIIOJMHHUTEIBHOM BIIACTH YKAa3aHHOTO
pelieHus, 0MyCKaeTcs 10 UCTEUCHUsI €T0 CPOKa TOJTHOCTH.

Cratba 24. OTMeHa rocyaapCTBEHHOM perncrpaumm 6MoMeauLIMHCKOro KIeTo4Horo
npoaykra

Pemennie 00 0TMEHE TOCYJapCTBEHHON PEruCTpanuu OMOMETUIIMHCKOTO KJIETOYHOIO MPOAYKTA U
HCKITIOYCHUH OMOMEIHMIIMHCKOTO KJIETOYHOTO MPOAYKTA U3 TOCYIaPCTBEHHOTO peecTpa OMOMEIUITMHCKUX
KJIETOYHBIX MPOAYKTOB MPUHUMAETCS YHNOJIHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIOIHUTEIbHOM
BJIACTH B CIIyYae:

1) npencraBnenus deaepaabHbBIM OPraHOM HCIIOJHUTEIBHON BIACTU, OCYIIECTBISIONINM (PYHKIIHH
[0 KOHTPOJIIO U HaA30py B cepe 3ApaBOOXpaHEHHUs, 3aKIIOUEHHUSI O PUCKE WM 00 yrpose 3/10pOBbIO,
KU3HU YEJOBeKa MpPU MPUMEHEHUHW OHOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTA, MPEBBIMIAINIUX €Tro
3¢ PEeKTUBHOCTD, MO pe3yJbTaTaM OCYIIECTBISIEMOTO UM MOHUTOPUHTA 0€30MTaCHOCTH OMOMEIUITUTHCKOTO
KJIETOYHOTO MPOIYKTa;

2) mnojaud BIAJENbLIEM PEruCTPAllMOHHOTO YJIOCTOBEPEHHUS OMOMETUIIMHCKOTO KJIETOYHOTO
NPOAYKTa 3asBICHUS OO0 OTMEHE TIOCYJapCTBEHHOM perucTpanuuu OWOMEIUIIMHCKOTO KJIETOYHOTO
MIPOJIYKTA;

3) NpUHATHS YIOTHOMOYCHHBIM (ellepabHbBIM OPraHOM HCIOJHUTENBHON BIIACTH pEIleHUs 00
OTKa3e B MOJTBEP)KJIEHUHN IOCYJapCTBEHHOM perucrpanuy OMOMeIUINHCKOTO KJIETOYHOIO MPOIyKTa 10
UCTEYEHUH CpOKa JEUCTBUS PEruCTPALMOHHOIO YJIOCTOBEPEHHs OMOMEAMIIMHCKOTO KJIETOYHOTO
MPOJYKTa;

4) HempeACTaBIeHUS 3assBUTeNeM WH(OpMaIIMU, KOTOpas MOKET MOBJIeYb 32 cOO00H HE0OXO0IMMOCTh
BHECCHHS B PETHUCTPAIIMOHHOE JOChE HA 3apETUCTPUPOBAHHBIA OMOMEIMIIMHCKUN KICTOYHBIA MPOTYKT
M3MEHEHUH, YKa3aHHBIX B 4acTu 2 ctaThu 23 HacTosero denepasbHOrO 3aKOHA, B T€UEHUE TPUALIATH
pabouunx JHEH cOo AHS HACTYIUICHUS TaKUX U3MEHEHUH;

5) BBIHCCCHUSA CYJIOM DPCIICHHA O HApYUICHUH IIpaB npaBoo6J1a;[aTen${ Ha PpE3yJIbTaThbl
HHTeHHeKTyaHBHOﬁ ACATCIIBHOCTH IIpH 06pau1eH1/H/1 6I/IOMe)II/IIII/IHCKI/IX KJIICTOYHBIX ITPOAYKTOB.
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CraTtba 25. locyaapCcTBEHHbIN peecTp 6MOMeANLUHCKNX KIeTOYHbIX NPOAYKTOB

1. 'ocynapcTBeHHBIN peecTp OMOMEIUIIMHCKUAX KJIETOYHBIX MPOJYKTOB BEJETCS YIOTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOU BIACTH.

2. T'ocymapCTBEHHBI peecTp OHOMEIUIIUHCKMX KJICTOYHBIX IPOIYKTOB COACPIKUT TIepeUeHb
OMOMEIUITMHCKUX KJIETOYHBIX MPOJAYKTOB, IPOMICIIINX IOCYAAPCTBEHHYIO PETUCTPALIHIO, M CIICTYIOIIYIO
nHpopmaIuo:

1) HaumMeHOBaHUE OMOMEIUITMHCKOTO KJIIETOYHOTO IMPOIYKTA;

2) Tun  OMOMEIUIMHCKOTO  KJIETOYHOrO  TpOAyKTa  (ayTOJNOTHYHBIH,  aJJIOTeHHBIH,
KOMOWHUPOBAHHBIH );

3) HauMEHOBaHUE BIIAJENbIA PETUCTPALIMOHHOIO YAOCTOBEPEHUS OMOMETUIIMHCKOTO KJIETOYHOI'O
MIPOJYKTA;

4) HAaWUMCHOBAHHUC U aJIpCC IIPOU3BOAUTCIIA 6I/IOM6I[I/II_II/IHCK01"O KIJIICTOYHOI'O ITPOAYKTA,

5) komoBoe 0003HA4YCHHE KJIETOYHOW JMHUM (KJIETOYHBIX JIMHWM), BXOIAIIEH B COCTaB
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTA;

6) HauMEHOBaHUs (MEXAYHApOAHbIE HEMATEeHTOBAaHHBIE, WM TPYINIIUPOBOYHBIC, UM XUMHUECKUE)
JIEKapCTBEHHBIX MpernapaToB, (hapMaleBTHUECKUX CYOCTaHIMM, BXOJIAIIMX B COCTaB OMOMETUIIMHCKOIO
KJIETOYHOTO MPOJIyKTa, HOMEP HOPMaTUBHOM IOKyMEHTaLlUU;

(B pen. @enepanbHoro 3akona ot 03.08.2018 N 323-03)

7) HaMMCHOBaHWsA MCIUIIMHCKHX I/I3I[CJ'IPII>1, BXOOAIIMX B COCTaB 6I/IOM€I[I/IIII/IHCKOFO KJI€CTOYHOI'O
MpoaAYKTa, HAUMCHOBAHUC U HOMCD HOpMaTHBHOﬁ AOKYMCHTAIIUU;

8) CpOK rOTHOCTU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA;

9) ycnoBus XxpaHeHUs: OMOMEAULIMHCKOTO KJIETOYHOTO MPOYKTA;

10) moka3zaHust 1 MPOTUBOMNOKA3aHUS K IPUMEHEHUIO0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;
11) moGouHble 1eHCTBHUSI OMOMEAUIIMHCKOTO KJIETOYHOTO MPOYKTA;

12) nata TOCYIapCTBEHHOH perucrpanuy OHWOMEIUIMHCKOIO KJIETOYHOIO MpPOAYKTa U  €ro
PETUCTPALIMOHHBIA HOMED;

13) mara 3aMeHBI PETHCTPAMOHHOTO YJOCTOBEPECHHSI OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA,
JaTa MOATBEPXKACHUS TOCYAAPCTBEHHOW perucTpanuy OHOMEIUIIMHCKOTO KJIETOYHOTO MpPOAYKTa, Aara
OTMEHBI TOCYJAPCTBEHHOM PEeTUCTpAIIii OMOMETUIIMHCKOTO KJIETOYHOTO MTPOIYKTA.

3. Tlopsmok BeAeHHs TOCYIapCTBEHHOTO peecTpa OMOMEIMIMHCKUX KIETOYHBIX MPOJYKTOB
YTBEPKAAeTCs YIOJTHOMOYEHHBIM (e/iepalibHbIM OPTraHOM HCIIOIHUTEIHHON BIACTH.
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Cratba 26. OOGxanoBaHuMe peweHUss 06 oOTKase B BblAaye pas3peleHUs Ha
npoBeAeHMe KNMMHMYECKOro uccnegoBaHa 6MoMegULMHCKOTNO KIMeTOYHOro npoaykra unum
peweHuss 06 oTKkasze B rocyfapCTBEHHOM perncrpaumum 6MoOMeaULMHCKOro KIeTOYHOro
npoaykra

Pemrenne YIIOJIHOMOYCHHOT'O (bez[epanLHoro opraHa HCIIOJHUTEILHOM BJIACTH 00 OTKase B BbIJa4yec
paspeiicHud Ha MPOBCACHUC KIIMHUYCCKOI'O UCCIICAOBAHUA 6I/IOMCIII/IL[I/IHCKOI‘O KJICTOYHOI'O IPOAYKTA UJIN
pEIICHUE 00 OTKasze B FOCYI[&pCTBGHHOfI perucTpanuu 6I/IOM6,Z[I/II_II/IHCKOFO KJICTOYHOI'0 IIPOAYKTa,
3aKIIIOYCHHUEC KOMHUCCHUHN 3KCIICPTOB 3KCIICPTHOTI'O YUPCIKACHUA HUIIU 3aKJIHIOYCHUEC COBCTA 11O 3TUKE MOI'YT
OBITH 00’KaJIOBAHEI B MMOpAAKE, YCTAHOBJICHHOM 3daKOHOAATCIILCTBOM Poccuiickoit (Dez[epauHH.

Cratba 27. WHdopmauusa, cBA3aHHaA C OCYLWECTBIEHMEM TroCyAapCTBEHHOW
perncrpauum 6uomeaULMHCKOro KNeTOYHOro npoaykTra, nHdopmauus o
3aperucTpMpoBaHHbIX OUOMEAULMHCKUX KNMEeTOYHbIX NpoAyKTax U OuMomMeauLMHCKUX
KJNIeTOUYHbIX NPOAYKTaX, UCKIMOYEHHbIX U3 rocyaapCTBEHHOro peecrtpa 6MomMeauLIMHCKUX
KNeTOYHbIX NPOAYKTOB

1. YnonHoMoueHHbIH enepanbHbIi OpraH HCHOJHMUTENbHOM BIIACTH pa3MEIlaeT Ha CBOEM
opunmaneHom caiite B cetw "MHTepHer" WHQPOpPMANHMIO, CBS3aHHYI0 C  OCYIIECTBICHHEM
rOCYJJapCTBEHHOH perucTpanuy OMOMEINIUHCKUX KJIETOYHBIX MPOAYKTOB, B TOM UYHUCIIE C IPOBEACHUEM
OMOMETUITMHCKON OSKCIEPTU3bl OMOMEIUIIMHCKUX KIIETOYHBIX MPOAYKTOB M ITHYECKOW ODKCIIEPTH3HI,
MHGOPMALIMIO O 3aPETUCTPUPOBAHHBIX OMOMETUIIMHCKUX KIETOYHBIX MPOJYKTaX U OMOMEIUIMHCKHX
KJIETOYHBIX MPOAYKTaX, MCKIIOYEHHBIX W3 TOCYJapCTBEHHOTO peecTpa OMOMEIUIIMHCKHX KJIETOYHBIX
IPOAYKTOB, HE IIO37HEE YeM uepe3 NATh pabouux JHEH CO JHA NOJIY4YEHUS YHOJIHOMOYEHHBIM
benepanbHBIM  OpPraHOM HCIIOJHHUTEIBHON BIACTH 3aSBICHUS O TOCYJApPCTBEHHOH PpETrHCTpaIiH
OMOMETUIIMHCKOIO KJIIETOYHOI'O MPOIYKTa.

2. ITopsmok pa3MmenieHust yKa3aHHOH B 4acTH | HACTOsAIIEH CTaThu MH(OPMAIMH yCTAHABIMBACTCS
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPraHOM HCTIOJIHUTENIbHON BIACTH.

Cratbna 28. OpraHusauus npoBeneHns KNMUHNYECKUX nccnegoBaHun
OMOMEeaNLIMHCKMX KNEeTOYHbIX NMPOAYKTOB

1. OpraHmaumo MMPOBCACHHUA KIMHHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ 6I/IOMGI[I/IIII/IHCKI/IX KJIICTOYHBIX
IIPOAYKTOB BIIPAaBE OCYLIECTBIATh OpraHU3anus, 00ajaronas MpaBaMu Ha Pe3ybTaThl JTOKIMHUYECKUX
I/ICCJ'ICI[OBaHI/Iﬁ 6I/IOMCI[I/IIII/IHCKOFO KJIETOYHOI'O IMPOAYKTA, KIIMHUYECCKUX I/ICCJ'IG)IOBaHI/Iﬁ
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa M (WIM) Ha TEXHOJIOTUIO NMPOU3BOJACTBA OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOJAYKTa, WIN YIIOJIHOMOYEHHOE €10 IOPUANYECKOEe JIUI0, 00pa3oBaTeNbHas OpraHU3aIis
BbICIIET0 00pa3oBaHMs, o0Opa3oBaTeNbHas OpraHU3alus JOMOJHHUTEIBHOIO MNPOPECCHOHATHLHOIO
o0Opa3oBaHMsl, Hay4Hasi OpraHU3aIusl.

2. OpF AHU3allhu1, YKAa3aHHbIC B Y4CTHU 1 HaCTO}IH_ICﬁ CTaTbu, MOT'YT HNPHUBJICKATHL K OpraHu3allu
MPOBCACHUA KIIMHUYCCKUX I/ICCJ'Ie)]OBaHI/Iﬁ 6I/IOMGJII/IHI/IHCKI/IX KJICTOYHBIX IIPOAYKTOB MHBIC FOPUANICCKUEC
JIMja HE3aBUCUMO OT UX OpFaHI/I3aL[I/IOHHO-HpaBOBOI7I (I)OpMBI u q)OpMLI COOCTBEHHOCTH.

3. ®uHaHCOBOE OO€CIEeUEeHHE TMPOBEJACHUS KIMHHUYECKOTO WCCICIOBAHUS OUOMETUITMHCKOTO
KJIETOYHOTO MPOAYKTA OCYILIECTBIISIETCS 32 CUET:
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1) 6roKETHBIX aCCUTHOBAHMM (peiepabHOTO OI0KETa;
2) Gr0JKETHBIX aCCUTHOBAHUH O10KETOB CyOBheKTOB Poccuiickoit deneparuu;

3) cpeACTB opraHu3allvii, MOJYYMBIIUX pa3pelIeHUEe HAa OPraHU3AIMI0 MPOBEACHUS KIMHUYECKOrO
UCCIIeIOBaHMs OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa;

4) UHBIX UCTOYHUKOB, HE 3alPEILIEHHbIX 3aKoHOAaTebcTBOM Poccuiickoit deneparumu.

4. KiuHuyeckue wuccienoBaHUS OWOMEIULMHCKUX KJIETOYHBIX MPOAYKTOB TMPOBOJATCA Ha
OCHOBaHUU pa3pelIcHUs Ha TPOBEACHHE KIMHUYECKOTO UCCIICOBAHHS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTA, BBIJAHHOTO YIOJHOMOYEHHBIM (heJiepaibHbIM OPraHOM HMCIIOJHUTEIBHOU BIIACTH B MOPSJIKE,
YCTaHOBJICHHOM cTaThsiMu 16 u 17 Hacrosimero deaepanbHOro 3aK0Ha, U HAIPABJICHBI Ha!

1) YCTAHOBJICHUC 0€30IacHOCTH U (I/IJ'II/I) MNEPCHOCUMOCTH 6I/IOMGI[I/II_[I/IHCKI/IX KIJIICTOYHBIX IIPOAYKTOB,
B TOM YHCJIC BEISIBJIICHHE IT00O0YHBIX IIGfICTBHfI IIpu UX TPUMCHCHUMU ;

2) ycraHoBJeHHE Oe30macHOCTH U 3(PpPEeKTUBHOCTH OMOMEINITMHCKUX KIETOYHBIX MPOAYKTOB, B TOM
qucie MoJ00p ONTUMAIbHOTO KojuuyecTBa (00beMa, Macchl, IUIOMAAN) OMOMEAMIIMHCKOTO KIETOYHOTO
NPOJYKTa M KypCOB JICUEHHUSI, JJIsl AIIMEHTOB C ONPEACICHHBIMU 3a00I€BaHUSIMU;

(B pen. @enepanbHoro 3akoHa ot 03.08.2018 N 323-03)

3) BBISBIIEHHE OCOOEHHOCTEMH BSaHMOHeﬁCTBHH 6I/IOM€I[I/ILII/IHCKI/IX KIICTOYHBIX IPOAYKTOB C
JICKApCTBCHHBIMU IIpCriapaTraMyv, MCAUIUWHCKUMH U3ACIIUAMHA, IHIICBBIMHA IIPOAYKTAMU, APYTHUMU
6I/IOMCI[I/II_II/IHCKI/IMI/I KIJIICTOYHBIMHA IIPOAYKTAMH,

4) wn3ydyeHHE BO3MOXXHOCTH pACUIMpPEHUs IOKa3aHUN [ NPUMEHEHUS 3aperucTpUpPOBAHHBIX
OMOMETUIIMHCKUX KJIETOYHBIX TPOAYKTOB.

5. YnonHOMOYeHHBIN (efiepaibHbI OpraH HCIIOTHUTEIBHONW BJIACTH BEAET B YCTAaHOBIEHHOM MM
MOPSJIKE PEECTp BBIIAHHBIX pa3pelieHUil Ha MPOBECHIE KIMHUYECKUX UCCIeTOBAaHII OMOMETUITMHCKUX
KJIETOYHBIX ITPOJTYKTOB.

6. B caywae, ecaum KIMHMYECKOE HCCIEI0OBaHHE OWOMEIUIIMHCKOTO KIJIETOYHOTO MpPOAYKTa
MPOBOAMUTCS Ul TOCYJAapCTBEHHOM pErucTpaluy 3TOro MpOAYyKTa, TOCYJapCTBEHHAas IONUIMHA 3a
MIPOBE/IEHUE SKCIEPTU3bl KauecTBAa OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa, SKCIEPTU3bl JOKYMEHTOB
JUIs TIONYYEeHHs pa3pellieHHs Ha IMPOBEIEHUE KIMHUYECKOIO HCCIIEeIOBaHUS OMOMEAMIIMHCKOIO
KJIETOYHOTO MPOAYKTa M 3TUYECKON SKCIEPTU3bl YIJIauuBaeTCd OJHOKPATHO MpH OOpalleHuH 3a
roCy/1lapCTBEHHON perucTpalueil 0MoOMeAUIIMHCKOTrO KJIETOYHOTO MPOIYKTa.

7. Knuanveckoe uccieqoBanne OMOMEAUIIMHCKOTO KJIETOYHOTO NMPOYKTa IPOBOJUTCS B OJJHON WU
HCECKOJIbKUX MCAWLNUHCKHUX OpraHu3aluix B COOTBCTCTBHU C JOTOBOPOM O MPOBCACHUN KIMHHYCCKOI'O
UCCIIEIOBAaHUST OMOMEAMIIMHCKOTO KJIETOYHOTO IPOJYKTAa, 3aKII0YaeMbIM MEXJIy OpraHu3amue,
MOJTYYUBIIEH pa3pelleHne YMOTHOMOYEHHOTO (eaepaabHOTO OpraHa HCIHOJHUTEIBHOW BIIACTH Ha
MPOBE/IEHUE TAKOTO UCCIIEIOBAHUS, U YKa3aHHOM MEAMIIMHCKON opraHu3anueil.

(B pen. ®enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

8. I[OTOBOp O MPOBCACHUU KIIMHUYCCKOTO UCCIICAOBAHUA 6I/IOMeI[I/II_[I/IHCKOl"O KJICTOYHOTI'O ITPOAYKTa
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?:Ele‘?fgzbég 32%'(2%*3 0T 23.06.2016 N 180-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"0 6MOMEeANUMHCKMX KNNETOYHbIX MpoaykTax" Aata coxpaneua: 23.10.2024

JIOJDKEH COJIepKAaTh:
1) HauMeHOBaHUS CTOPOH JIOTOBOPA;
2) ycioBHS U CPOKH MPOBEAECHUS KIIMHUYECKOTO UCCIIEIOBaHMS;

3) onpeneneHue o0IIel CTOMMOCTH MPOrPaMMbl KIIMHUYECKOTO MCCIICIOBAHMS C YKa3aHUEM CYMMBI,
MpeAHa3HavaIoencs 17151 BBIIIAT UCCIEA0BATENSAM U COMCCIIEIOBATENSIM, Ha3HAYaeMbIM B COOTBETCTBUU
c yacThto 1 crarbu 29 Hactosimero denepabHOrO 3aKOHA;

4) onpenenenre GOPMBI U MOPSIIKA MIPEICTABICHHS PE3YJIbTATOB KIIMHUYECKOTO UCCIICIOBAHMUS.

9. [IlepedyeHb MEOUIMHCKUX OpraHMU3allMii, MMEIOIIUX TNPaBO MPOBOAUTH KIMHUYECKUE
UCCIICIOBaHMST OMOMEIMIIMHCKUX KIETOYHBIX TPOAYKTOB, M PEECTpP BBIJAHHBIX pa3pelIcHU Ha
MPOBEJCHUE KIMHUYECKUX MCCIAEA0BAaHUN OMOMEIMIIMHCKUX KIETOYHBIX IMPOAYKTOB PpPa3MElal0TCs
YIIOJTHOMOYCHHBIM (eZiepaTbHbIM OPraHOM HMCIIOJTHHTEIHLHOW BJIACTH B YCTAHOBJICHHOM WM ITOPSIIKE HA
cBOEM ouIMaIbLHOM caiiTe B ceTH "MHTepHeT".

10. IIpou3BoacTBO OMOMEAUIIMHCKOIO KJIETOYHOI'O MPOJYKTa JJIsl MPOBEIEHUS €ro KIMHUYECKOIO
UCCIJIEIOBaHMS OCYLIECTBIIIETCS C UCIIOJIB30BAHUEM TEXHOJIOTMH, ONMCAHHOW B PErMCTPALIMOHHOM JIOChE
Ha OMOMEIMIIMHCKUM KIIETOYHBIM IPOIYKT.

11. Kiamandeckne HCCIICOOBaHUA 6I/IOMGI[I/II_[I/IHCKI/IX KIICTOYHBIX IPOAYKTOB TIIPOBOISATCA B
COOTBCTCTBHU C IIpaBUJIaMU Hajmemameﬁ KIMHAYECKOMN IIPaKTUKH 6I/IOM6ZII/IHI/IHCKI/IX KJIICTOYHBIX
MMPpOAYKTOB, YTBCPKACHHBIMHU YIIOJIHOMOYCHHBIM Q)ez[epaanHM OpraHomM HWCIOJIHUTEIbHOM BIACTH.

12. B Poccuiickoit denepanid B COOTBETCTBHHM C MEXAYHApOJHBIMU JOTOBOpamMHu Poccuiickoit
@denepauun, a B cilydae OTCYTCTBUS MEXAYyHapoaHOro aoroBopa Poccuiickoit @enepannu - Ha OCHOBE
MPUHIIMIIA B3aUMHOCTU TIPU3HAIOTCS PE3YNbTAThl KIMHUYECKUX HCCIAEAOBAHUN OHOMEIUITMHCKUX
KJIETOYHBIX IIPOJYKTOB, IPOBEAEHHBIX 32 NpenenaMu Poccurickon Penepanuu.

Cratba 29. [lpoBegeHue KNMHUYECKOro UcCcnegoBaHUMA OMOMEeOULMHCKOro
KJIeTOYHOro npoaykra

1. PykoBoiuTEh MEAUIIMHCKON OPraHU3aliy, B KOTOPOM IPOBOJIUTCS KIMHUYECKOE UCCIIETOBAHNE
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOJAYKTa, Ha3HAuyaeT MCCIeA0BaTelNsl, OTBETCTBEHHOIO 3a NPOBEACHUE
TaKOro MCCJIENIOBaHUS, HMEIOLIEro JIe4eOHYI CHEUUaIbHOCTh, COOTBETCTBYIOILYI) IMPOQHIIO
3a00JI€BaHNsl WM COCTOSIHUIO, JUIS JIEYEHUs KOTOPBIX MpeJHa3HauYeH OMOMETUIIMHCKUN KIIETOYHBIN
MIPOJYKT, B OTHOIIEHMH KOTOPOTO MPOBOJIUTCS KIMHUYECKOE MCCIEIOBAaHUE, CO CTaKeM paboThl IO
porpaMMaM KJIMHUYECKUX HCCIEeOBaHUN HE MEHee 4eM IATh JIeT (Jlajiee - MCCIIeN0BaTeNb) U 10 ero
MIPEAJIOKEHUIO Ha3HAYAET COMCCIIeI0BaTeNel U3 Ynciia Bpayeil 2TOM METMIIMHCKOW OpraHu3anuu (janee -
COMCCIIEIOBATENH ).

2. HccnenoBatenb OCYIIECTBISCT BHIOOP MAIIMEHTOB, KOTOPBIE MO MEIUIIMHCKUM TIOKA3aHUSIM
MOTYT OBITh MPHUBJICUEHBI K YYACTUIO B KIMHMUYECKOM HUCCIECTOBAHHH OHOMEIHIIMHCKOTO KIJIETOYHOTO
MPOJIYKTA.

3. HccnegoBaTenr M coHcclieAOBaTeIM  JIOJDKHEI OBITh O3HAKOMJICHEI C pe3yjibTaTaMu
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

JOKITMHUYECKOTO HMCCIENOBaHUA OMOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTa, COACPIKALIMMHUCA B
cneun(puKauy Ha OMOMEIMIMHCKUI KJIETOYHBIH MPOIYKT M OpOLIOpe HCCIeloBaTeisl, IPOTOKOJIOM
KIIMHUYECKOTO UCCIIE0BAHMS OMOMEIUIIMHCKOTO KIIETOYHOTO IPOAYKTa, pa3padOTaHHBIM OpraHu3alueH,
OCYLIECTBISIONIEH OpPraHM3alMI0 IPOBEAEHUS KIMHUYECKMX HCCIEIOBAaHUH  OMOMEIMIMHCKHX
KJIETOYHBIX MPOJIYKTOB, WY UHBIM IOPUIMYECKUM JIMIIOM, IIPUBJIEKAEMBIM K OpPraHU3alMU NPOBEACHUS
KJIMHUYECKOI'O HCCIIC0BAaHUS OMOMEIUIMHCKOIO KJIETOYHOrO MPOJYKTa, M JAPYITMMH MaTepuallaMH
TaKOI'0 UCCIICAOBAHMSL.

4. PykoBOOUTENb MEIUIIMHCKOM OPraHU3aliy, B KOTOPOH NIPOBOJUTCS KIMHUYECKOE UCCIIEIOBAaHUE
OMOMETUITMHCKOTO KJIETOYHOTO IPOAYKTA, B CPOK, HE MPEBBIIAIONINHA TpeX pabovMX JHEH CO JIHS Hadaia
IIPOBE/ICHUS] KIMHUYECKOrO MCCIEeI0BaHNUs OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa, COOOIIaeT o
Hayaje NPOBEACHUS KIMHUYECKOTO HCCIIEOBAHUS OWOMEIUIIMHCKOTO KIETOYHOTO TPOAYKTa B
YIIOJIHOMOYEHHBIH  (pe/iepanbHblii OpraH HCIOJHUTEIBHOW BIAcTH, BBIJABIIMKA pa3pelleHHe Ha
IIPOBEJICHUE KIMHUYECKOT0 UCCIIE0BaHus, 10 YCTAHOBIEHHON UM (opMe.

5. OpraHuszanuy, OCYILECTBISIOLUIME OpPraHU3aLUI0 MPOBEACHUS KIMHUYECKOTO HCCIIEIOBAHUSA
OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa, B CIIy4ae HEOOXOIUMOCTH BHECEHHS M3MEHEHUH B IMPOTOKOI
KJIMHUYECKOI'O HCCIIEZIOBaHUS OMOMEIMIIMHCKOIO KJIETOYHOrO0 MPOAYKTa COOOWAloT 00 3TOM B
VIIOJTHOMOYEHHBI  (pe/lepanbHblii OpraH MCIIOJIHUTENFHOW BIACTH, BBIIABIIMK pa3pelieHHe Ha
IIPOBE/ICHUE KIIMHUYECKOT0 UCCIIE0BAaHUS, 10 YCTAaHOBIEHHON UM (opme.

6. B cpok, He mpeBbIIAONIMI TpUAATH PabOYMX THEW CO JHS MOJYyYEHHUs YKa3aHHOTO B YacTh 5
HACTOAIIEH CTaTbU COOOINEHHUSA, YIOJIHOMOYEHHBINH (enepanbHblii OpraH HCIONMHUTEIBHONW BIACTU
paccMaTpuBaeT 3TO COOOIICHHWE B YCTAaHOBICHHOM WM TIOPSIKE W MPHHUMAET PEIICHHE O BHECEHUU
W3MEHEHUN B MPOTOKOJ KIMHUYECKOTO UCCIIEOBAHUS OMOMETUIIMHCKOTO KJIETOUYHOTO MPOIYKTa UIH 00
OTKa3€ BO BHECEHMHM TAaKWX HM3MEHEHHMM C yKa3aHUEM NpPUYMH OTKa3a. OCHOBaHUSMHU [UJISI TIPUHITHUS
pemiennss 00 OTKaze BO BHECEHWH M3MEHEHHH B MPOTOKOJ KIMHHUYECKOTO HCCIEAOBAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJYKTa SIBISIOTCS TPEJICTABICHUE CBEICHUM, MPEIyCMOTPEHHBIX
94acTbI0 5 HACTOSIIIEH CTaThH, B HETIOJTHOM 00beMe U (UITH) HaTM4uKhe PUCKa MPUYNHEHHS Bpela 3I0pPOBBIO
MAlMEHTa, YYaCTBYIOLIETO B KJIMHUYECKOM HCCIEIOBAaHUU, BCIEICTBUE HM3MEHEHHUS YCJIOBUU €ro
MIPOBEICHUS.

7. KinnHnyeckoe wuccienoBaHue OHOMEIUIIMHCKOTO KJIETOYHOIO IPOAYKTa MOXKET ObITh
IIPUOCTAHOBIIEHO WJIM MPEKpaleHO, €CIM B MpoIllecce ero MpoBeAeHUs OOHAapy>KeHa OMAaCHOCTh IS
JKHU3HH, 310POBbA IMALMCHTOB. B CJIyda€ BO3HHMKHOBCHHA OMACHOCTU JIA KU3HHU, 3JO0POBbA MAMCHTA,
y4acTBYIOIIETO B  KJIMHUYECKOM  HCCIIEIOBAaHUM  OWOMEIUIIMHCKOTO  KJIETOYHOrOo  IPOJYKTa,
uccienoBarenb U (WIM) couccienoBarend o0s3aHbl NMPOUH(DOPMHPOBATH 00 3TOM PYKOBOJIUTEIS
MEIULMHCKOW OpraHu3aliy, B KOTOPOH MPOBOAUTCS KIMHUYECKOE HCCIe0BaHHE OMOMETUIIMHCKOTO
KJIETOYHOTO NPOAYKTA, U (WJIM) OpraHU3allio, MOJYUYHBILIYIO pa3pelieHue Ha MPOBEICHUE KIMHUYECKOTO
UCClieIoBaHUsI OMOMEUIIMHCKOTO KJIETOYHOTIO MpoayKTa. Perienne o NpruOCTaHOBIEHUHN KIMHUYECKOTO
UCCIeOoBaHusl OMOMEIUIMHCKOTO KJIETOYHOTO IMPOJAyKTa INPUHUMAET PYKOBOJUTENb MEIUIMHCKON
OpraHu3aly, B KOTOPOH MPOBOJAUTCS KIMHUYECKOE HCCIEeIOBaHHE OMOMEIUIIMHCKOTO KIIETOYHOTO
poayKTa. Perenne o mpekpaiieH|u Takoro UCCiel0BaHus IPUHUMAET YIIOJIHOMOUYEHHBIN (peepanbHblii
OpraH HCHOJHUTEIBHOW BJIACTM HAa OCHOBAaHMM COOOIIEHUS B IHUCBMEHHOH (opMe pyKOBOIUTENS
MEIUIMHCKOW OpraHW3alli, B KOTOPOW MPOBOAUTCS KIMHHUYECKOE HCCIEeIOBaHHE OMOMEIUIIMHCKOTO
KJICTOYHOTO MPOJYKTA, WM OpraHu3allid, MOJYyYUBLICH pa3pelleHue Ha IMPOBEACHUE KIMHUYECKOTO
HCCIIeJOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

8. B cpok, He MpeBHILAIONINNA NATH pabouyux AHEH CO JIHS 3aBEpILICHMs, NPUOCTAHOBJICHUS WU
IPEKpaIlEeHUs] KIMHUYECKOro MCCIel0BaHUs OMOMEIUIIMHCKOIO KJIETOYHOIO MPOAYKTa, COOOLIeHHe 00
9TOM HANpPaBJISIETCS MEOUUMHCKMMHU OpPraHU3alMsAMH, B KOTOPBIX IIPOBOJAUTCS  KJIMHHYECKOE
UcclieIoBaHHEe OMOMEIUIIMHCKOIO KJIETOYHOI'O IPOJYKTa, B YIOJHOMOUYEHHBIN (enepanbHblii opraxn
WCTIOJTHUTEJIbHOW BJIACTH 110 YCTAHOBJIEHHOU UM (popMme.

9. VYnomHOMOYCHHBIH ¢eaepalbHbIi OpraH HWCIOJTHUTEIBPHOW BIACTH pa3MElIaeT Ha CBOEM
opunmaneHom caidite B cetu "HMHTepHer" cooOmieHHMe O 3aBEepIICHWH, NPUOCTAHOBICHUU WIIH
MPEKPALIEHUN KIMHUYECKOrO HCCIEeIOBaHUS OHOMEIUIIMHCKOTO KJIETOYHOIO MPOAyKTa B CPOK, HE
IIPEBBILIAIOIINN AT PabOUYNX JIHEHN CO JHS €ro MOJIY4YEHHUs, B yCTAHOBIEHHOM UM IOPSIKE.

10. VYnosHoMoYeHHBIH (enepaybHBIi OpraH HCIOJHHUTEIBHOW BIACTH B COOTBETCTBHH C
YTBEPKACHHBIM UM IIOPSAJKOM OCYILECTBISET BEICHHE [ 0CyaapCTBEHHOrO peecTpa HccieloBaTeleH,
KOTOPBIM TOJUICKUT Pa3MEIICHUI0 Ha O(PUIMAIIEHOM CaiiTe yIMOJIHOMOUYEHHOro (eaepaibHOro opraHa
WCTIOJTHUTENBHOW BiacTH B ceTH "MHTepHeT" m coiepkutT naHHbe 00 mccienoparene (haMuims, ums,
OTYECTBO, MECTO pPabOTHI, 3aHMMaeMas JOJDKHOCTb, CIIEHUAIbHOCTh, CTaX pPa0OTHI MO MporpaMMam
KJIIMHUYECKUX HCCIIEI0BaHUM, MEepeueHb KIMHUYECKUX HCCIEI0BAaHUM (B TOM 4HClIe OMOMETUIIMHCKUX
KJIETOYHBIX TMPOJIYKTOB), B KOTOPHIX OH IMPHHUMAl Y4acTHE€ B KauyeCTBE HCCIENOBaTeNs WU
COHUCCIIEeIOBATENIS, U TIEPUOJIBI €T0 Y4aCTusl).

11. Oryer o pe3ynapTarax KIMHHYECKOTO MCCIEIOBAHUS OMOMEIUIIMHCKOIO KJIETOYHOrO MPOJYKTa
COCTaBJISICTCS ~ OPraHU3alMEH,  OCYIUECTBISAIOMIEH  OPraHU3alMI0  IMPOBEIEHUSA  KIMHUYECKOIO
UCClIeIoBaHUsI OMOMEIMIMHCKOTO KJIETOYHOI'O MPOAYKTa, U MPEJACTABISAETCS B YINOJHOMOYEHHBIN
benepanbHBIE  OpraH HCHOJHHUTEIBHON BJIACTH, BBIJABIIMN pa3pelieHHe Ha MPOBEIEHHE 3TOTO
UCCIJIEIOBaHMsl, B CPOK, HE IIPEBBIIIAIOLINI TPEX MECALIEB CO JIHS €r0 3aBEPUICHMS], IPUOCTAHOBIICHUS WIH
MpEeKpaIieHusi, B MOPSIKE, yCTAHOBICHHOM YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPTaHOM HCIIOJIHUTEIHHON
BJIACTH.

12. Tlopsimok BbIBO3a m3 Poccuiickoir Penepanuu OMOIOTHYECKOTO MaTepHaia, MOyYeHHOTO TpH
MPOBEJICHUH KIMHUYECKOTO UCCIIEIOBAHUSI OMOMETUITMHCKOTO KIETOYHOTO MPOAYKTa, AJS €r0 U3YYECHUS
B IENAX JAaHHOIO KJIMHAYECKOTO HcclenoBaHus ycraHaBiauBaeTcs IIpaButensctBomM Poccuiickoit
denepanuu.

Cratba 30. MexagyHapogHoe MHOFOLEHTPOBOE KIIMHMYeCKoe wuccriegoBaHue
OMOMEAMLMHCKOro KNeTOYHOro npoaykra, MNOCTPerucTpaumoHHoe  KIIMHUYecKoe
uccnegoBaHue 6MOMegULIMHCKOIO KNeTOYHOro npoaykra

1. MexnyHapoJHO€ MHOTOLIEHTPOBOE KIMHUYECKOE HUCCIIE0BaHUE OMOMEIUIIMHCKOTO KIETOUYHOTO
nponykra B Poccuiickon ®enepanuu WM MOCTPETHCTPALMOHHOE KIMHUYECKOE HCCIEJOBAaHUE
OMOMEUIIMHCKOTO KJIETOYHOIO TMPOJYKTa MPOBOJUTCS HA OCHOBAaHMM DAa3pelIeHUs Ha IpPOBEIECHUE
KIIMHUYECKOI'O HUCCJIICIOBaAHUA 6I/IOMCI[I/IIII/IHCKOFO KJICTOYHOI'O0 MPOAYKTA, BBIJAHHOI'O0 YIIOJITHOMOYCHHBIM
denepambHBIM  OpPraHOM  HCIHOJHMUTENBHOM  BJIACTH IO  pe3ylbTaTaM JKCHEPTH3bl  KadyecTBa
6I/IOM6HI/IHI/IHCKOFO KJIICTOYHOI'O0 IMPOAYKTA, JKCIIEPTHU3bI JOKYMCHTOB [JId IIOJYUCHUA Pa3pCHICHUA Ha
MIPOBEICHUE MEXIYHAPOJHOTO MHOTOLIEHTPOBOIO KIMHHUYECKOTO MCCIIEIOBaHUS OHOMETUIIMHCKOTO
KJICTOYHOI'0 MpPOAYKTAa HIJIM HOCTPETHUCTPALMOHHOIO0 KIMHHUYECKOTO HCCICIOBAHUS 6PIOM€I[I/II_[I/IHCKOFO
KJIETOYHOT'O IPOAYKTA U OTUYECKON HKCIIEPTU3BI.

2. Jlnma nmnojdydeHus pa3pelieHuss Ha MOPOBEACHHUE MEXIYHAPOJHOIO  MHOTOLIEHTPOBOTO
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

KJIMHUYECKOTO0 MCCJIEIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTA WM MOCTPErHCTPALIMOHHOTO
KJIIMHUYECKOT0 UCCIIeI0BaHUS OMOMEAUIIMHCKOTO KJIIETOUYHOTO MPOAYKTa OpraHU3allusl, OCYIIECTBIISIOMIAs
OpPraHM3aIMI0 IPOBEICHUS KIMHUYECKOTO WCCIICOBAHMS OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa
(manee B HACTOALICH CTaTbe - 3asBUTENb), MPEJICTABISIET B YINOJTHOMOYEHHBIM (enepalbHbIil opraH
WCIIOJTHUTEJIbHON BJIACTHU CJIEAYIOIIME JOKYMEHTBI U CBEJICHUS:

1) 3ad4BJICHUC O BbIJA4YC PpaspClI€CHUA Ha IMIPOBCACHUC MEXIYHAPOJHOI0O MHOI'OHECHTPOBOI'O
KIMHHUYCCKOIro HCCICAOBAaHUA 6I/IOMGI[I/II_[I/IHCKOI‘0 KJIICTOYHOI'0O HNPOAYKTa MU IOCTPETrUCTPAIMOHHOIO
KIIMHUYECKOI'O UCCICIOBaHUs 6I/IOMC,I[I/ILII/IHCKOFO KJICTOYHOI'O IIPOAYKTa,

2) pPEeKBU3UTHI JOKYMEHTA, MOATBEP)KJIAIOLIET0 YIUIaTy TOCYJAapCTBEHHOM IOIUIMHBI 3a BblAAUy
paspelieHuss Ha IPOBEACHUE MEXAYHAPOIHOIO MHOIOLCHTPOBOIO KIMHUYECKOIO HCCICAOBAHUSA
OMOMEIUIIMHCKOTO  KJIETOYHOTO NPOAYKTa WJIM 3a BbIJady paspelieHuss Ha  IpOBEICHHE
MOCTPErUCTPALIMOHHOTO KIMHUYECKOTO UCCIIEeIOBaHU OMOMEIUIIMHCKOIO KJIETOYHOIO MPOJYyKTa, JTUOO
caM 3TOT JOKyMEHT (10 cOOCTBEHHOH WHHUIMAaTHBE). B cilydae HempencTaBIeHHs ATOTO JOKyMEHTa
YIIOJIHOMOYEHHBIH (pe/iepanbHblii OpraH MCHOJHUTENbHOM BJIACTM HA OCHOBAaHMM IPEACTaBIEHHBIX
3asBUTEIIEM PEKBU3UTOB 3TOTO JIOKYMEHTa MPOBEpsieT (PaKT YIUIaThl TOCYAapCTBEHHOW IOILIMHBI C
UCNOJb30BaHUEM HHpoOpMauuu 00 ymjgare TOCYAApCTBEHHBIX IONUIMH, COJAepKauleics B
I'ocynapcTBeHHOM HH(GOPMAIIMOHHON CHCTEME O TOCYJAapCTBEHHBIX U MYHHUIIMIIAIBHBIX IUIATEkKaX;

3) oTUeT O JOKIMHHYECKHX HMCCIICJOBAHUAX OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa U OTYET O
MPOBEJICHHBIX pPaHEE KIMHUYCCKUX HCCICIOBAHUSAX OMOMEIUIMHCKOTO KIETOYHOTO TPOAYKTa (IIpH
HaJU4HH ),

4) TOpOEKT TMPOTOKOJIAa MEKIYHAPOAHOTO MHOTOIEHTPOBOTO KJIMHUYECKOTO HCCIICIOBAHMS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTAa WM MOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIIeIOBAHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJIYKTA;

5) Oportopa ucciae10BaTeNs;
6) MHPOPMAIIMOHHBIH JIMCTOK MALUEHTA;

7) CBCACHUA 00 ormbITe pa60TBI I/ICCJ'IG,[[OBaTeJ'IeI\/’I MO0 COOTBETCTBYIOIIHUM CIICHHUAIIBHOCTAM U HUX
OIIBITC pa6OTI>I 110 ITPOBCACHUTIO KIIMHUYCCKUX I/ICCJ'IC)IOB&HI/Iﬁ 6I/IOMGILI/IIII/IHCKI/IX KJICTOYHBIX ITPOAYKTOB,

8) cBedAGHHS O MEIUIMHCKUX OpraHM3allusiX, B KOTOPBIX Ipeanojaraercs IpoBeAeHUe
KIIMHAYECKOTO HCCIIEOBAHUS OMOMEIMIIMHCKOTO KIIETOYHOTO TMPOAYyKTa (TOJIHOE W COKpalleHHOe
HalMEHOBAaHMS, OPIaHU3AI[MOHHO-NIpaBOBas (GopMa, MECTO HAXOXJIEHUS M MECTO OCYIIECTBIICHUS
NesITeNIbHOCTH, TenedoH, Tenedakc, aipec JIEKTPOHHOH MOYTHI);

(B pen. ®enepanbHoro 3akona ot 04.08.2023 N 466-D3)

9) mpenmonaraemMble CPOKH TIPOBEICHHS KIMHUYECKOTO WCCIIENOBAHUS OWOMETUITMHCKOTO
KJIETOYHOTO MPOYKTa;

10) xomusi gOoroBOopa 00S3aTENBHOTO CTPAXOBAHUS, 3aKIFOYEHHOTO B COOTBETCTBUM C THUIIOBBIMHU
MpaBWJIaMUd  00S3aTENBHOTO CTPAaxXOBaHUS, C YKa3aHUEM TWPEIeIbHOW YHCIEHHOCTH TMAallHEeHTOB,
YYaCTBYIOIIUX B KJIMHUYECKOM HCCIICIOBAHUHA OMOMEIUITMHCKOTO KIETOYHOTO MPOYKTa;
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11) uadopmarius 0 cocraBe OHOMEIUITMHCKOTO KJIIETOYHOTO IMPOJIYKTA;

12) HOKYMEHT, COCTaBJEHHBIH MPOU3BOAMUTEIEM OHOMEIMIIMHCKOTO KIETOYHOIO MPOAYKTA H
COJIEPIKAILMI CBEICHUS O KAUECTBEHHOM COCTAaBE, KOJIMYECTBEHHOM COCTAaBE M MHBIE XapaKTEPUCTUKU
OMOMEIUIIMHCKOTO  KJIETOYHOTO TPOJYKTa, MPOU3BEACHHOTO JUIsl IMPOBEACHUS  KIMHUYECKUX
HCCIICIOBAHUM.

3. B cpok, He mpeBpIIAOMUN MATH PabovYuX JHEHW CO JTHS MPEICTABICHUS yYKa3aHHBIX B YacTH 2
HACTOSIIEH CTaThU JOKYMEHTOB M CBEIEHHH, YIIOJTHOMOYEHHBIH (peaepanbHbIii OpraH MCIOJHUTEIbHON
BJIACTH:

1) mpoBOAUT MPOBEPKY IOJHOTHI U JOCTOBEPHOCTU CBEIEHUH, COAECPKAILMXCS B IPEICTaBICHHbIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHHMMAET pElICHHWE O MPOBEACHUM HKCHEPTU3bl KauecTBa OMOMEAMIIMHCKOIO KIJIETOYHOTO
IPOAYKTa, SKCIEPTU3bl JTOKYMEHTOB Ui IOJY4YEHUs pas3pellIeHus Ha IMPOBEICHHE MEXIYyHapOIHOTO
MHOTOLIEHTPOBOTO ~ KJIMHMYECKOTO HCCIIEIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa WIH
MOCTPErUCTPALIMOHHOTO KJIMHUYECKOT0 HUCCIIeA0BAaHUS OMOMEIMLIMHCKOTO KIETOYHOTO HPOAyKTa U
THYECKON IKCTIIEPTH3HI JIMOO 00 OTKa3e B MPOBEJICHUH YKA3aHHBIX KCIIEPTH3;

3) yBemomisieT B NMUChbMEHHOW (opme 3asBUTENs] O MPUHATOM pEHIeHUU (B ciay4yae MPUHATHUSA
penreHus 00 0TKa3e B MPOBEJACHUH COOTBETCTBYIOIICH IKCIIEPTU3bI YKA3bIBACT IPUYUHBI TAKOTO OTKA3a).

4. B cnydae BBIABICHHSA HENOJHOTHl WM HEJNOCTOBEPHOCTU CBEACHHUM, CONEPIKAIUXCS B
MaTepuaiax, MpeICTaBICHHBIX 3asBUTENEM, YIOJHOMOYEHHBIN (eaepaqbHblii OpraH HCIIOJHUTEIHHON
BJIACTU HAIpaBJIAeT 3asBUTEIIO 3allpoc 00 YTOYHEHHMHU YyKa3aHHBIX cBeAeHUH. JlaHHBIN 3ampoc Moxer
OBITH TepenaH YHOJHOMOYEHHOMY NPEICTABUTENIO 3asBUTENSl JIUMYHO IO/ PACIMCKY, HAIpPaBJICH IO
MOYTe 3aKa3HbIM MMHMCbMOM WM TNEpeJaH B AJIEKTPOHHOH (opMe MO TeJIeKOMMYHHKAIIMOHHBIM KaHajlaM
CBA3U. B ciydae HampaBieHUs [aHHOIO 3ampoca IO I0YTE 3aKa3HbIM IHCbMOM OH CYMTAETCs
IIOJIYYEHHBIM 10 UCTEYCHUU LIECTHU JTHEU C JaThl HAIIPABJICHUS 3aKa3HOIO IHChMa.

5. 3asButens o0s3aH MPEACTaBUTH OTBET Ha 3alpoC YHNOJHOMOYEHHOIo (eaepajabHOro opraHa
UCTIOJHUTEJIBHOW BJIACTU B CPOK, HE IPEBBILAIONIMNA JEBIHOCTa pabouux IHEH CO JHS TOJIyYeHHs
naHHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTW 3 HACTOSIIEH CTaThbH, NMPHOCTAHABIMBAETCS CO JIHS
HampaBJIeHUsl 3asABUTENI0 YKAa3aHHOTO B 4acTW 4 HACTOsIIEH CTaThd 3amnpoca YHOJIHOMOYEHHOIO
(dbenepaibHOTO OpraHa MCIIOJHUTEIHHOW BJIACTH JIO JHS TOJYYEHUs] UM OTBETA HA JaHHBIN 3ampoc U HE
YUUTBIBACTCd TPU HMCUYMCICHMM CpOKa MPHUHATUS YIOJIHOMOYEHHBIM (elepaJbHbIM  OpraHoM
HWCIIOTHUTETbHON BIIACTH pPeICHNA O MPOBCACHUUN JKCIICPTU3BI KAYCCTBA 6I/IOMGI[I/IIII/IHCKOFO KJIETOYHOI'O
IPOAYKTa, SKCHEPTU3bl JTOKYMEHTOB Ui MOJYYEHUs pa3pelIeHus Ha IMPOBEICHHE MEXIYyHapOIHOTO
MHOT'OLCHTPOBOTO KIMHUYCCKOTO HCCICAOBAHUA 6I/IOMCI[I/IHI/IHCKOFO KJICTOYHOI'0 TIPOAYKTAa WU
MOCTPETHUCTPALIMOHHOTO KIIMHUYECKOTO UCCIIe0BAaHMsI OMOMEINIIMHCKOTO KJIETOYHOTO MPOAYKTA.

6. OcHoBaHWEM JJII OTKa3a B MPOBEACHUU SKCIEPTH3bI KauecTBa OMOMEIUITMHCKOTO KJIETOYHOTO
MPOJYKTa, SKCHEPTU3bl JOKYMEHTOB /I MOJYYEHHUs Pa3pelieHHs] Ha MPOBEICHHE MEXIYHAPOIHOIO
MHOTOIIEHTPOBOTO KJIMHUYECKOTO HCCIEAOBAaHUS OWOMETUIIMHCKOTO KJIETOYHOTO TPOJIYKTAa WIIN
MOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO HCCIEAOBAHUS OUOMEIUIIMHCKOTO KJIETOYHOTO MPOJAyKTa H
ATUYECKOMN IKCTIEPTU3HI ABISETCS MPEACTABICHUE JOKYMEHTOB, MIPETYCMOTPEHHBIX YaCThIO0 2 HACTOSIIIEH
CTaThH, B HEMOJHOM O0BEMeE, HETIPEeICTaBIICHNE B YCTAHOBICHHBIA CPOK OTBETA HAa yKa3aHHBIN B yacTu 4
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HACTOAILIEH CTaTbU 3alpoC YIOJHOMOYEHHOrO (heaepaJbHOro OpraHa HCIIOJIHUTEIBHOW BJIACTH JIMOO
OTCYTCTBHE B IPEJCTABICHHBIX JIOKYMEHTAaX CBEAEHUH, KOTOpPbIE IOJIKHBI ObITh OTPAXKEHbI B HUX, a
TaKXe OTCYTCTBHE WH(pOpMAIMH, MOATBEPKIAIONICH yIJIaTy rocylapCTBEHHOW MOIUIMHBI 3a BbIIA4y
paspellleHuss Ha MPOBEACHHE MEXIYHAPOJAHOIO MHOTOLIEHTPOBOIO KIMHUYECKOIO HCCIEJOBaHUs
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa WM pa3pelIeHus Ha MPOBEACHUE MOCTPErHCTPALMOHHOTO
KJIMHUYECKOTI0 UCCIIEI0BaHUsl OMOMEIUIIUHCKOIO KJIETOUHOTO IPOAYKTA.

7. TlpoBemeHue H3KCHEPTH3Bl KauyecTBAa OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, IKCIEPTU3BI
JOKYMEHTOB [UIsl TOJIy4€HHUs pa3pelleHHs] Ha MPOBEACHHE MEXIYHAPOJHOTO MHOTOLEHTPOBOTO
KJIIMHUYECKOTO0 MCCJIEIOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTA WM MOCTPErHCTPALIMOHHOTO
KJIIMHUYECKOTO HCCIIEeI0OBAaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTAa M ITUYECKOM 3KCHEepTU3bI U
BbIJ]a4a pa3pelieHusl Ha MPOBEACHUE MEXIYHAPOHOTO MHOTOIEHTPOBOIO0 KIIMHMYECKOTO UCCIEIOBaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTAa WM MOCTPETUCTPALMOHHOIO KIMHUYECKOTO MCCIIeI0BaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTAa OCYIIECTBISIOTCS B COOTBETCTBHHM CO cTaThsimMu 14 - 17
Hactosmero denepanbHOT0 3aKOHA.

8. Pemenus o0 oTkaze B MMPOBCACHNHN OKCIICPTHU3bI KaucCTBA 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOI'O
IMpOAYKTA, SKCIHCPTHU3bI NOKYMCHTOB IUJId IIOJIYYCHHA PA3PCHICHUS HA HPOBCACHUC MCKIAYHAPOIAHOTO
MHOT'OLCHTPOBOTIO KIMHHUYCCKOTO HCCICAOBAHUA 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOI'O IPOAYKTAa WU
MNOCTPEruCTPAaIMOHHOI0 KIMHHUYCCKOI0 HCCICOAOBAHUA 6I/IOM6I[I/II_II/IHCKOFO KJIICTOYHOI'O IIPOAYKTAa H
3THYCCKOU OKCIICPTU3BLI U B BbIAAYEC pa3pCUICHUSA Ha IMPOBCACHHUC MCKIAYHAPOIHOI'O MHOI'OLICHTPOBOI'O
KIIMHUYCCKOI'O HCCIICOOBAaHHA 6I/IOM6I[I/II_II/IHCKOFO KIICTOYHOI'0O HIPOAYKTa HJIKM MOCTPErUCTPAlHUOHHOIO
KIMHHUYCCKOI0O HMCCICIOBAaHUA 6I/IOM€I[I/ILII/IHCKOFO KJICTOYHOI'O IIPOAYKTa MOIyT OBITh 00’KaJIOBaHBLI B
MopAAKE, YCTAHOBJICHHOM 3aKOHOAATCILCTBOM Poccuiickoi (Denepaum/l.

Cratba 31. [lpaBa nauueHTa, y4acTBYHWOLWEro B KIIMHUYECKOM uUCCnenoBaHUMU
OMOMeANLMHCKOro KNeToO4YHOro NnpoaykKra

1. Yuactue nmanmMeHTa B KIIMHHYCCKOM HCCICIOBaHUU 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOI'O IPOAYKTa
ABJIACTCA I[OGpOBOJ'IBHBIM U  HNOATBECPKAACTCA €TI0 IMOAINMCBIO UM MMOANUCBIO €Tro 3aKOHHOI'O
MNpEaACTAaBUTECIIA Ha I/IH(l)OpMaIII/IOHHOM JINCTKE MMalfuCHTA.

2. TlanueHT waM ero 3aKOHHBIA MPEACTAaBUTENb JOJDKEH OBbITh MHGOOPMUPOBAH B MUCHBMEHHOU
dbopwme:

1) 0 GMOMETUITMHCKOM KJIETOUHOM MPOJIYKTE;

2) 0 uenu M NPOAOKUTENBHOCTU KIMHUYECKOIO MCCIEI0BaHUS OMOMETUIIMHCKOTO KJIETOYHOTO
MPOAYKTa;

3) o rapanTusAX KOHGUIECHIINATFHOCTH YYacTHs B KIMHUYECKOM HCCIIEIOBAHUH OWOMEIUITMHCKOTO
KJIETOYHOTO MPOYKTa;

4) 00 ycnoBUsAX y4acTus B KIMHUYECKOM HCCIIETOBAaHUHN OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa;

5) 00 OX(HHaCMOﬁ 3(1)(I)CKTI/IBHOCTI/I 6I/IOMCI[I/ILII/IHCKOFO KJICTOYHOI'O IPOAYKTA, 4 TAKKEC O CTCIICHU
pUCKa, KOTOPOMY MOXKCET NOABCPIrHYTHCA MAOUCHT B CBA3M C Y4aCTUEM B KIMHHYCCKOM HCCIICIOBAHHUU
6I/IOMC,Z[I/II_II/IHCKOF0 KJICTOYHOI'O TPOAYKTA,
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6) o IeHCTBHAX NalMEHTa B Cllydyae HENpeIBUACHHBIX 3((EKTOB BIUSHUS OMOMETUIIMHCKOTO
KJIETOYHOT'O NPOAYKTA Ha COCTOSIHUE €T0 310POBbS;

7) 00 ycioBHsIX 00S3aTEILHOTO CTPAXOBAHUS )KH3HU U 3I0POBbS MAIIUEHTA.

3. HaHI/IeHT WIM €ro 3aKOHHBIN NpEACTAaBUTECIIbL HMMCET IIPaBO OTKA3aTbCA OT YdaCTHUsA B
KIMHUYCCKOM HCCICIOBaHUU 6I/IOMCI[I/II_II/IHCKOFO KJICTOYHOI'O IMPOAYKTa Ha JII000H CTaauu IPOBCACHHUA
TaKOI'o HCCJICAOBaHUA.

4. IIpoBeneHre KIMHUYECKOTO UCCIICIOBAHMS OMOMEIUITMHCKOTO KJIETOYHOTO IPOAYKTA C y4aCTHEM
B KauecTBE IMAIMEHTOB JETed JOIMYCKAeTCcsl TOJbKO C HMUCBMEHHOrO JOOpPOBOJBHOTO COIJIACHSl HUX
poauTenel. JleTu MOryT paccMaTpuBaThCs B KaUeCTBE NAL[MEHTOB TAKOTO UCCJIEI0BAaHUS B Cilydae, €cliu
€ro MpoBeAeHHEe HEeoOXOauMO JUIsl JieueHus 3a0ojieBaHUs y JaHHOro pebeHka. B aTux ciywasx Takoe
UCCIIEIOBAaHUE MOKET OCYLIECTBIISITHCSI HA OCHOBAaHUM PEILECHUS KOHCUJIMYMa Bpauel, cO37aBacMoOro B
cootBeTcTBUM ¢ DepepanbHbiM 3akoHOM OT 21 HOsiOps 2011 roma N 323-®3 "OO ocHOBax OXpaHBI
310poBbsi rpaknan B Poccuiickort ®denepanuu", 0 BO3MOXHOCTH y4acTHsi peOCHKAa B KIMHUYECKOM
UCCIIEIOBAaHUHM OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTAa U MPU YCIOBUHU, YTO TAKOMY HCCIEIOBAHUIO
NPEIIECTBOBAIO  HCCIEAOBaHUE  JAHHOTO  OMOMETUIIMHCKOTO  KIETOYHOTO  NIPOAyKTa  Ha
COBEpIICHHOJIETHUX TpaXkJaHaX, 3a MCKIIOUYEHHUEM CIIy4aeB NMPOBEACHUS KIMHUYECKOTO HCCIEIO0BaHUS
OMOMEIUIIMHCKOTO  KJIIETOYHOTO  MPOAYKTa, MNpEeJHa3HAuYeHHOrO JUIs  JIEYeHUs  3a00JeBaHUi
UCKITIOYUTENILHO Y JIeTeH.

5. Jlomyckaercsi MPOBEACHUE KIMHUYECKOTO MCCIECIOBAHUS OHMOMEIUIIMHCKOTO KIIETOYHOTO
MPOJYKTa C y4acTHEeM B KaueCTBE MallMeHTa JIMIA, PU3HAHHOTO B YCTAHOBJICHHOM 3aKOHOM TOPSAKE
HEJICECIIOCOOHBIM HJIM OTPAHMYEHHO J1€eCIIOCOOHBIM, C MHUCHBMEHHOI'O JIOOPOBOJBHOTO COIJIACHUSI €r0
3aKOHHOTO MpejcTaBuTeNs. PemeHne o BO3MOKHOCTH y4acTHsl YKa3aHHOTO JIMIIA B TAKOM KJIMHUYECKOM
HCCIICOOBAHUN HpI/IHI/IMaeT KOHCI/IJII/IyM Bpat{eﬁ, B COCTaB KOTOpOFO BXOOAT CIICOUAJIUCTHI I10 HpO(l)I/IJHO
3a00/1eBaHUs allMeHTa.

6. 3ampemaercss NpPOBEAEHUE KIMHUYECKOTO MCCIEA0BaHNUA OHOMEIMIIMHCKOIO KJIETOYHOIO
MPOJIYKTa C yYaCTUEM B KaYECTBE NMAIUEHTOB:

1) neTeii-CUPOT U AETEH, OCTABUIUXCS O€3 TTOTICUCHUS POUTEIICH;

2) KEHUIMH B NepHoj OepeMeHHOCTH, POJOB, *KEHIIMH B MEPHOJ TPYAHOTO BCKapMJIMBaHHUSA, 3a
HCKJIFOYEHHEM CIIY4aeB, €CJIIM COOTBETCTBYIOIIUN METOJ JICYEHUs NMpEeAHa3HAaYeH Ul 3TUX NAlUEHTOB U
IIPU YCIOBUHU MPHUHATHUS BCEX HEOOXOAMMBIX MEp MO MCKIIIOYEHUIO pUCKa IPUYMHEHUS Bpea KeHIINHE B
nepuoj; 0epeMEeHHOCTH, POJIOB, KEHIIIMHE B IEPUO IPYAHOI0 BCKApMIIMBAHUS, IJIOTy WU PEOCHKY;

3) BOEHHOCHYXalllUX, 32 MCKIIOYEHHEM CIIy4yaeB IPOBEAECHUS KIMHUYECKOTO HCCIIEI0BAHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, CHEIHAIbHO pa3pabOTaHHOIO JJIi NPUMEHEHUsS B YCIOBUSX
BOCHHBIX JIEMCTBUH, Ype3BBIYAWHBIX CUTYalMH, NPOGUIAKTUKN U JeUeHHs 3a00JIeBaHUI U MOpaXKEeHUH,
MOJIYyUEHHBIX B  pe3ysbTaTe BO3JCHCTBUS  HEONAronmpUATHBIX  XHUMHUYECKHUX, OWOJIOTHYECKUX,
panuanuoHHbIX (pakTopoB. KimHHuYeckoe ucclieoBaHHE TAaKOro OWOMEIMIIMHCKOTO KJIETOYHOTO
MIPOYKTa MOXKET NMPOBOAUTHCS C YHJACTHEM B KAUECTBE MAIIMEHTOB BOCHHOCTYKAIIUX, 3a UCKIOYEHUEM
BOCHHOCITYXAIllUX, MPOXOJALIMX BOEHHYIO CIYy)KOy IO NpHU3bIBY, C COOJIOfeHuEM TpeOOBaHUH,
YCTaHOBJIEHHBIX HacTOSIMM DeepanbHbIM 3aKOHOM B OTHOIIEHUH I'PAKJAHCKHX JIUII;
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4) cOTpyIHUKOB ITPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HAKa3aHUE B MECTax JIMIIEHUS CBOOOJIBI, a TAKXKE JIMI, HAXOIAIIUXCS IO/
CTpa)kel B CIIEJCTBEHHBIX H30JIATOPaX.

Cratba 32. OOsizaTenbHOe CTpaxoOBaHMe XXWU3HW, 300POBbs  MNALMUEHTA,
yyacTByHOLWeEro B KNMMHMYECKOM nccnegoBaHum 6MoMeaAULIMHCKOrO KINeTO4YHOro npoaykra

1. OpraHuzanusi, TOJYYHBINAS pa3pelicHHEe HA OPraHU3ALMUI0 TPOBEICHHUS KIMHHYECKOTO
UCCIIeI0BaHKs OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, 00si3aHa B KAYeCTBE CTPAaXOBATENsl CTPaXOBaTh
PUCK TPHYMHEHUS Bpelda >XH3HHW, 30POBBI0 MAIMEHTAa B pE3y/lbTaTe MPOBEIACHUS KIMHUYECKOTO
UCCIIeI0BaHUsT OMOMEIUIIMHCKOTO KIETOYHOrO MPOJYKTa 3a CBOW CUET IYTEM 3aKIOYEHHS JI0rOBOpa
00513aTENILHOTO CTPAaXOBAHMS.

2. OObexkToM 0053aTEIBbHOTO CTPAaXOBAaHUSA SIBISETCS MMYIIECTBEHHbI HWHTEpeC IMallueHTa,
CBSI3aHHBIN C IPHYMHEHHEM BpE/a )KU3HH, 3/I0POBBIO MAIMEHTa B Pe3yIbTaTe MPOBEACHUS KINHIHYECKOTO
UCCIITOBAHMS OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTA.

3. CTpaxoBbIM CllyyaeM 10 JOIOBOPY 00s3aTEIbHOIO CTPAXOBaHUS SABJISIETCS CMEPTh NallMEHTa WU
YXYALIEHUE €ro 3/I0pOBbs, B TOM YHCJIE BIEKYILEE 3a COOON YCTaHOBJIEHUE MHBAIMIHOCTH, IIPU HAIMYUU
IPUYMHHO-CJIEICTBEHHON CBSI3M MEXJ1y HACTYIUIGHHEM 3TOro coOBbITUS M YdacTHEeM I[allMeHTa B
KJIIMHUYECKOM HCCIIEJOBAaHUN OMOMEIULIMHCKOTO KIETOYHOIO IPOAYKTA.

4. Tpe6OBaHI/I$I O BO3MCHICHHMHU BpC€ad, IPUYUHCHHOI'O JKHW3HH WJIM 3J0pPOBbBIO IIAlIMCHTA,
MMPCABABIAIOTCA B TCUCHUC CpPOKOB HCKOBOI JaBHOCTH, YCTAaHOBJICHHBIX rpaxI1aHCKUM
3aKOHOJaTCIbCTBOM.

5. Pazmep cTpaxoBoif CyMMBI 11O JIOTOBOPY 00s3aTEIHHOTO CTPAXOBAaHUSI COCTABIISIET JBA MUJUTMOHA
pyouieit.

6. Pazmep cTpaxoBoil BRIIIATHI IO JOTOBOPY 0053aTEIbHOTO CTPAXOBAaHUS COCTABIISET:

1) B CJIydac¢ CMCPTH IMalMCHTA ABa MUJIJIMOHA py'6.]'IeI7I Ha KaXJO0ro mnmanueHTa, y4aCTBOBABIICTO B
KIMHUYCCKOM HCCJIICJOBaHUN 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOI'O IIPOAYKTA,

2) pu yXyALICHUH 3J0POBbs MAIMEeHTA!

a) TIOBJIEKILIEM 3a cOOOM yCTaHOBJIEHHE WHBAJIWIHOCTU | rpynmbl, OAMH MWIUIHOH MSATHCOT ThICSY
pyOsieli Ha Kak[IOro MalMeHTa, y4acTBOBABIIEr0 B KIMHUYECKOM MCCIEJOBAHUU OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTa;

0) moBiekmeM 3a co0oil ycTaHOBICHME MHBAJUAHOCTU Il Tpynmbl, OAMH MWIIMOH pyOsied Ha
Ka)XJOro MalMeHTa, y4aCTBOBABUIETO B KJIMHUYECKOM HCCJIEIOBAaHUU OMOMEIMIIMHCKOIO KIETOYHOTO

TPOJIYKTa;

B) MOBJEKIIEM 3a co0oil ycraHoBieHHe HHBanugHOCTU III rpynmsl, maTbcOT ThICSU pyOieil Ha
KaX/I0T0 MAaIMeHTa, YYaCTBOBABUIETO B KIMHUYECKOM HCCIEIOBAHUM OMOMETUIIMHCKOTO KIIETOYHOTO
MIPOJIYKTA;

www.consultant.ru CrpaHuua 42 us 57
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=482692&date=23.10.2024&dst=509&field=134

®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

F) HE IOBJIEKIIEM 3a CcOo00it YCTAHOBJICHUS WHBAJIMAHOCTU HJIM IMOBJICKIICM YBCIWMYCHHUC CTCIICHU
OIrpaHUYCHUA KU3SHCACATCIbHOCTHU HWHBAaJIWIA 0e3 H3MeHeHUs T'pyIIbl MHBAJIUAHOCTH, HE boiee 4yem
TPpUCTA TbICAY py6ﬂ€fl Ha KaXAO0TO IMallMCHTA, YYAaCTBOBABLICIO B KIMHHUYCCKOM HCCIICAOBAHUN
6I/IOMCI[I/II_II/IHCKOFO KJIICTOYHOI'0 IIPOAYKTA, UCXOAA M3 HOPMATHBOB, OTpaKarollWX XapaKTECp U CTCIICHb
IMPpUYUHCHHA BpCaa 3A0POBbIO, a TAKKC @aKanecxn IMMOHCCCHHBIX MAIlMCHTOM PACXO0J0B, CBA3AHHBIX C
IIPUYUHCHHUEM BpeClia 310POBbI0, HA MCAUIIMHCKYIO ITIOMOIIb, ano6peTeHHe JICKApCTBCHHEBIX IIpC€IIapaToB
1 MCIUIIMHCKHX HBHGHHﬁ.

7. HOFOBOp 00513aTEILHOrO CTpaxOBaHHsA 3aKJIIIOYAaCTCsA Ha CPOK, OXBaTBIBaIOH_[I/Iﬁ nepruoa
MMPOBCACHUA KIMHUYCCKOTO UCCICAOBaHUA 61/IOM6I[I/IL[I/IHCKOI‘O KJICTOYHOI'O NPpOAYKTAa, U HC MCHCC Y€M Ha
OAVH roa IIOCJIC OKOHYAaHUS IPOBCACHUSA KIMHUYCCKOI'O MCCICAOBAHUA 6I/IOM6I[I/II_[I/IHCKOFO KJICTOYHOI'O

IIPOJYKTA.

8. VYcnoBus 1oroBopa 0053aTEJBHOTO CTPAXOBAaHUS, B TOM YHCIE CTPaxoBble Tapudbl 10
00513aTeNIbHOMY CTPaxOBaHHIO, IEPEUeHb HEOOXOIUMBIX IOKYMEHTOB JJISi OCYIIECTBJICHHUS CTPaxOBOH
BBIIJIATHI, IMOPSJOK YCTAaHOBJECHUS CTpaxoBaTelleM HHIMBUAYAJIBHOTO MJICHTU()UKALMOHHOIO KoJa
MaIMeHTa, TOPI0K HHOOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIUKA O MPUBJICYCHHBIX K KIMHHYECKOMY
UCCIICIOBAaHUIO OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa IMAalMEHTOB, MOPSJIOK YIUIAaThl CTPaxoBOH
IPEMHUH, MOPAJOK pealn3alMi ONpPENeNIeHHbIX HacTtosmmMm denepanbHbIM 3aKOHOM M JPYyTUMU
(benepanbHBIMU 3aKOHAMU IIPAaB U 00A3aHHOCTEN CTOPOH, HOPMATHUBbI, OTPAXKAIOLIUE XaPAKTEP U CTEIECHb
MOBPEXKACHUSI 370pPOBbsI 110 JIOTOBOPY O0053aTENbHOIO CTPAXOBAHMSI, YCTAHABIMBAIOTCS TUIIOBBIMU
IIpaBUIaMU 0053aTEILHOTO CTPAXOBaHMUSL.

9. B cnydae npuurMHeHUs BpeAa )KU3HU MAIMEHTa, Y4aCTBOBABIIETO B KIIMHUYECKOM MCCIIEIOBAHUU
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJYKTa, BBIFOJAONPUOOpETATEeNIMA 10 JOTOBOPY 005S3aTeIbHOIO
CTPaxOBaHMUs SIBJISIFOTCS Tpak/laHe, UMEIOIIME PAaBO Ha BO3MEIIEHHUE Bpe/ia B CIy4ae CMEPTH KOPMHIIIbLIA
B COOTBETCTBUU C TPAKIAHCKUM 3aKOHOJIATEIBCTBOM, MPU OTCYTCTBUM TaKUX TPaXIaH - POJTUTENH,
cynpyr (cympyra), JeTH YyMEpIIEero IalueHTa, Y4acTBOBAaBLIETO B KIMHUYECKOM HCCIEI0BAHUU
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa, B CIIy4ae CMEPTH MallMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM
UCCIIEIOBaHUHM OMOMEAMIIMHCKOTO KJIETOYHOI'O MPOJYKTa M HE MMEBIIETO0 CAMOCTOSITEIBLHOTO J0X0ja, -
rpaxaaHe, Ha WKJIUBEHUHU KOTOPHIX OH HAXOWIICS, B OTHOIIIEHUH BO3MEIICHUS PAacXOJ0B Ha MOrpedeHHe
MalMeHTa, YYaCTBOBABIIETO B KJIMHUYECKOM HCCIIEIOBAaHUU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, -
JIUL0, TIOHECUIEE TaKUEe PacXObl.

10. CTanOBaSI BbIIIJIaTa B CUCT BO3MCHICHHA BpE€ad, IMPUYMHCHHOI'O JKW3HU IIAllUCHTA,
y4aCTBOBABILIECTO B KIIMHUYCCKOM HCCICAOBAaHUHU 6I/IOMGI[I/II_II/IHCKOFO KJICTOYHOTI'O IIPpOAYKTa,
pacrpeacisacTCa MEXIAy BBIFOI[OHpHO6p€TaT€H$[MH IMPOMOPUHUOHAIBHO UX KOJIMYCCTBY B PABHBIX O0JIAX.

11. Tlpu HacTymjIeHUH CTPaxOBOrO Ciydas TAalMeHT, YYacTBOBABIIMM B KIMHUYECKOM
UCCIIEIOBaHUM OMOMEIUIMHCKOTO KJIETOYHOIO MPOAYKTa, BBIFOJONpPUOOpETaTeNlb MO JOTrOBOPY
00513aTeTFHOTO CTPAaXxOBaHUS BIIPaBe NPEIBSBUTH HEMOCPEJICTBEHHO CTPaXOBUIUKY TpeOOBaHHE O
BO3MEIICHUH TMPUIMHEHHOTO Bpena. CTpaxoBas BBIIUIATA OCYIIECTBISIETCS CTPAXOBIIUKOM B TEUEHUE
TPUALIATH JHEH CO [HSA TMpEACTaBICHUS HEOOXOIUMBIX OKYMEHTOB. [lanueHT, y4acTBOBaBIIMK B
KIIMHUYECKOM HCCIICIOBAHUN OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTA, WX BBITOJONPHOOPETATENb 110
JIOTOBOPY 00513aTENHHOTO CTPAaXOBaHUs 0053aH COOOIIUTH CTPAXOBIIUKY ISl OCYIIECTBIECHUS CTPAXOBOM
BBITIJIATHl WHIWBUAYATbHBIN WICHTH(PUKAIMOHHBIN KOJ| TAIlMEHTa, YCTAHOBJIEHHBIN CTpaxoBaTejeM B
COOTBETCTBHUH C TUIIOBBIMU MIPABUIIaMU 0053aTETLHOTO CTPAXOBAHUSI.
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12. Jlo TONHOrO OmpelelieHHs pa3Mepa MOJISHKAIIEr0 BO3MEIICHHI0 Bpeda CTPaXOBIIUK IO
3asBJICHHIO MMAlMEHTAa, YYaCTBOBABIICTO B KIMHUYECKOM HUCCIEIOBAaHHHM OMOMEIMIIMHCKOTO KJIETOYHOTO
MMpoaAYyKTa, WKW 3asBJICHUIO BBH‘OI[OHpI/IO6peTaTeJI$I BIIpaBC€ OCYHICCTBUTL 4YaCTb CTanOBOfI BBIIJIATHI,
COOTBETCTBYIONIYIO (DaKTUYECKH ONPENIEICHHOW YaCcTH MPHYUHEHHOTO Bpea.

13. CrpaxoBast BbIIULIaATA B COOTBETCTBUM C JIOTOBOPOM 0OS3aTE€IBHOTO  CTPaxOBaHHUS
OCYIIECTBIISICTCS HE3aBUCHMO OT BBIILIAT, IPUYUTAFONIMXCS 110 APYTUM BHJIAM CTPaXOBAHUSL.

14. He AOIYCKACTCA  y4aCcTUC IMMalMCHTAa B MPOBCACHUMU KIMHHYCCKOI'O0 HCCICAOBAHUA
6I/IOM6I[I/II_II/IHCKOFO KJICTOYHOI'O IIPOAYKTA IIPHU OTCYTCTBHU AOT'OBOpa 00513aTEJIbHOIO CTpaxOBaHUA.

15. KoHTponp 3a HCIIOJIHEHHWEM OpraHu3alyeid, MONYy4YMBIIEH pa3pelleHHe Ha IPOBEIECHUE
KJIMHUYECKOI'O HCCIIeI0BaHMsI OMOMEIUIIMHCKOTO KJIETOYHOI'O IMPOAYKTAa, YCTaHOBJIEHHOM HacTOSIIEH
CTaTbell OOS3aHHOCTH IO CTPAXOBAaHUIO >KHU3HM, 370POBbsS MAIMEHTA, YYACTBYIOLIETO B KJIMHUYECKOM
UCCIIEIOBAHUM  OMOMEIUIMHCKOTO  KJIETOYHOIO MPOJAYKTa, OCYIIECTBISETCA  YHOJHOMOYEHHBIM
denepanbHBIM  OPraHOM — HCIIOJHHUTEIBHON BJIACTH, BBIIABIIMM pa3pelieHHEe Ha IPOBEICHHE
KJIMHUYECKOTI0 UCCIIEI0BaHUsI OMOMEIUIIMHCKOTIO KJIETOUHOTO IPOAYKTA.

Crtatbna 32.1. O6paweHue ouomeanNLMHCKNX KNeTOYHbIX NpoAyKTOB,
npeAHasHa4YeHHbIX ANs UCMOSIHEHMA WHAMBUMAYANbHOro MeAWMLMHCKOro HasHa4yeHus
OMOMEOULMHCKOrO  KIeTOYHOro npoAaykTa, chneuvanbHO Mpou3BeAeHHOro AaAns
OTAENbHOro nauuMeHTa HenocpeacTBeHHO B MeAULUMHCKOM opraHusauuum, B KOTOpPOM
NpUMeHseTCA AaHHbIN OMOMEeAULMHCKUM KNEeTOYHbIN NMPOAYKT

(BBeneHa ®enepanbHbIM 3ak0HOM OT 04.08.2023 N 466-D3)

1. ObpamieHre OMOMEAMIIMHCKUX KJIETOYHBIX HPOAYKTOB, NPEJHA3HAYEHHBIX MJI HMCIIOJIHEHUS
MH/IMBUYAJIbHOTO MEAMIMHCKOTO Ha3HAYEeHUs OMOMETUIIMHCKOIO KJIETOYHOI'O MPOJAYKTa, CHELUATIbHO
MIPOM3BEIECHHOTO JJI OTAEIBHOTO MalleHTa HEMTOCPEACTBEHHO B MEIULIMHCKON OpraHu3aluy, B KOTOPOH
NpUMEHSeTCS JIaHHbI OMOMETUIIMHCKUN KIJIETOYHBIM NPOAYKT, BKIIOYaeT B ce0s uX pa3palboTky,
JOKJIIMHUYECKUE MCCIEOBAaHUs, DSKCIEPTU3Y, IPOU3BOJCTBO, KOHTPOJIb KauyecTBa, MPUMEHEHHE,
XpaHEHUE, TPAaHCIIOPTUPOBKY U YHUUTOKEHUE.

2. Tlopsimox oOpamieHusi OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB, MpEIHa3HAUYCHHBIX IS
WCTIOJHEHUS! MHJIUBHUYaJbHOTO MEIUIIMHCKOTO Ha3HA4YeHUs OMOMEIUIIMHCKOTO KIJIETOYHOIO MPOJIYKTa,
CHELUAJIbHO IPOM3BEICHHOIO JUIsl OTACJIBHOIO IAIMEHTAa HENOCPEACTBEHHO B MEAMIMHCKON
OpraHu3ali, B KOTOPOM NpUMEHsSeTCs IaHHBIH OMOMEIMIMHCKUI KJIETOYHBIH MPOJYKT, BKIIOYAs
OCOOCHHOCTH €ro NpHUMEHEHUs U TpeOOoBaHMS K MEAMIMHCKOW OpraHu3alid, B KOTOPOW JaHHBIN
OMOMEIUIIMHCKMIA  KJIETOYHBIH  HPOAYKT  TNPOU3BOAMTCA UM TNPUMEHSETCsS, yCTAaHaBJIMBAETCA
[IpaBurenscTBOM Poccuiickoit denepanumu.

3. IIpon3BOACTBO U MpPUMEHEHHE OMOMEANIIMHCKIX KJIETOYHBIX MPOAYKTOB, TIPEeIHA3ZHAYSHHBIX IS
WCTIOTHEHUS! MHANBUIYaTbHOTO MEIUIIMHCKOTO Ha3HAYEHUS OMOMEIUITMHCKOTO KJIETOYHOTO MPOIYKTA,
CIIELIMAJIBHO MPOU3BEACHHOTO JUISl OTAEJIIBHONO TNAUMEHTa HEMOCPEACTBEHHO B  MEIUMLIMHCKOU
OpraHu3an, B KOTOpPOW TPUMEHSETCS JJaHHBIA OWOMEIUIIMHCKHM  KJIETOYHBIA  TMPOJIYKT,
OCYILECTBJISAIOTCA MEAULUMHCKON OPraHu3alMell Ha OCHOBAaHHWM PA3pPELIEHUS HA €ro IMPOU3BOACTBO U
npuMmeHeHue. [lopsnok M ycinoBusg NMpeAoCTaBICHUS pa3pelieHHs, TOATBEPKIACHUS PA3pEUICHUs] U €ro
OTMEHBI, BHECEHUSI U3MEHEHUIN B PEECTP paspelleHui ycraHaBiauBaroTcs [IpaBurenscTBoMm Poccuiickoi
denepanuu.
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CraTtba 33. NMNony4yeHne 6Monornyeckoro matepumana

1. TlomyuyeHue OHOJOTMYECKOTO Marepuajga OT JIOHOpa OWOJIOTHYECKOTO Marepuana s
MPOM3BOJICTBA OMOMEIMIIMHCKUX KJIETOYHBIX TPOAYKTOB, B TOM YHCIE B UEISIX MPOBEIACHHUS
JOKJIMHUYECKUX HCCICAOBAaHUN W (WJIM) KIMHUYECKUX MCCICIOBAHUN, WU MEAMIIMHCKOE 00CIIeIOBaHUE
JIOHOpa OMOJIOTMYECKOT0 MaTepuaia B IENsIX BBISBICHHS MPOTUBONOKA3aHUU JIJIS MOTYYCHHUS OT HETrO
OMOJIOTMYECKOT0 MaTepuajga TPOBOJATCA B OpPraHU3AIMAX, MMEIONIMX JUIEH3WI0 Ha MEIMIIMHCKYIO
NEeSTeIbHOCTh, Ha OCHOBAaHMHM JIOTOBOpa MEXAYy TaKOM OpraHu3alued W MpOU3BOJUTENIEM
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB 32 CUET YKa3aHHOTO MPOU3BOJIUTEIIA.

2. IlpaBuna monydeHHs OHMOJOTHYECKOTO Marepualia JUisi TPOU3BOACTBA OMOMEIMIIMHCKHX
KJICTOYHBIX TPOAYKTOB M IEpPEeJayd €ro MPOHU3BOJUTEII0 OMOMEIUIMHCKUX KJICTOYHBIX IPOIYKTOB
YCTaHABIIMBAIOTCS YIIOJTHOMOYCHHBIM (peilepalIbHBIM OPraHOM HUCITOJIHUTEIFHOW BIIACTH.

3. HOJ'IyLICHI/Ie 0HOJ0rMYECKOTO Marcepuajga IJd IpOU3BOJACTBA 6I/IOMC,I[I/H_[I/IHCKI/IX KJIICTOYHBIX
MMPOAYKTOB IIPU MPHUKXHU3HCHHOM JOHOPCTBC AONYCKACTCA IPU HAJIMYUK BBIPAKCHHOI'O B MMMCbMCHHOM
(bopMe U BHECCCHHOI'O B MCAUIIMHCKYIO JOKYMCHTAIIUIO JOHOPA:

1) napOpMHUPOBAHHOTO TOOPOBOJILHOTO COTJIACHS COBEPIIEHHOJIETHETO JIEECIIOCOOHOTO JIUIA JTHO0
HECOBEPILICHHOJIETHETO JIMIA, OOBSABICHHOTO B YCTAHOBJIEHHOM 3aKOHOM IOPSAJIKE MOJHOCTHIO
JIEECIIOCOOHBIM, MPOIIEAIEr0 MEAUIIMHCKOE 00CIe10BaHNe, Ha Oe3BO3ME3THOE PEIOCTaBICHHE CBOETO
OMO0JIOrNYEeCKOro MaTepuaia Juis Iporu3BOACTBAa ONOMEIUIIMHCKOTO KJIETOYHOIO IPOIyKTa, B TOM YHCIIE B
LETISX MPOBEICHUS TOKIUHUYECKUX UCCIEIOBAHUM U (MJIH) KIIMHUYECKUX UCCIIEOBAaHUM;

2) uHPOPMUPOBAHHOTO AOOPOBOJIBHOTO COTJIACUS OJHOTO M3 POJAUTENEH HJIM HHOTO 3aKOHHOTO
[IPEJICTAaBUTENSI HECOBEPLICHHOJETHET0 JHIa (32 HCKIOYEHHMEM HECOBEPIICHHOJETHErO JIMIA,
yKa3aHHOTO B MYHKTE | HACTOSAMIEH 4YacTH), a TakXe JIMIA, MPU3HAHHOTO B YCTAHOBJIEHHOM 3aKOHOM
MOPSAJIKE HEIEeEeCIIOCOOHBIM WM OTPaHUYEHHO JEeCOCOOHBIM, Ha O€3BO3ME3JHOE MPEJOCTaBICHHE
OMOJIOTMYECKOro MaTepuasa JaHHOTO JIMIIA [T IPOU3BOICTBA OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa,
B TOM YHCJIE€ B IEISAX MPOBEACHUS NOKIMHUYECKUX MCCIIETOBAHUN U (UTU) KIMHUYECKUX UCCIICIOBAHMM.
[TonydyeHne OGMOTOTHYECKOTO MaTepHana y U, YKa3aHHBIX B HACTOAIIEM MYHKTE, JOMYCKAETCs TOIBKO B
CiIyJasix, ec’u OMOMETUIIMHCKUN KJIETOYHBIN MPOAYKT MpeaHa3HAuYeH I IPUMEHEHUS UCKIIOYUTEIEHO
ATHUM JIMIAM WM UX POACTBEHHHUKAM - OMOIIOTUYECKUM POJUTENSIM, POAHBIM JIETSM, POJHBIM OpaThsiM U
POJIHBIM CecTpam.

4. Jluno, ykazaHHoe B MyHKTe | 4YacTu 3 HacTosIeH CTaTbu, MOXET B IMUCBMEHHOH (opme,
3aBEpEHHOM PYKOBOAMTENEM MEIULMHCKON OpraHu3anud Ju00 HOTapuaibHO, BBIPA3UTh CBOE
BOJIEU3BSIBIIEHUE O COTJIACHU WJIM O HECOTJaCHM Ha MOCMEPTHOE MPENIOCTaBICHHUE €ro OMOIOrHnYecKOro
MaTepuaia Juisi IpOU3BOACTBAa ONOMEIUIIMHCKOTO KJIIETOYHOIO IIPOIYKTa.

5. B cayuae oTCYTCTBUS BBIPA)KEHHOTO IPH KU3HU BOJEU3BSBICHMS JIMIA, YKa3aHHOIO B IHKTE |
yacTu 3 HAcTosled cTaThbd, B OTHOLIEHHWH MOCMEPTHOTO JOHOPCTBA IOJyYEHHE IOCIE €ro CMEepTH
OMOJIOTMYECKOTr0 MaTepHaia sl MPOU3BOJACTBA OMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTa JOIMYCKaeTcs
MIPY HaJIMYUK MUCBMEHHOTO coracus cynpyra (Cynpyri) yMepuiero, a mpH ero (e€e) OTCyTCTBUU - OJJTHOTO
U3 POJICTBEHHHUKOB (JI€TH, POAUTENHN, YCHIHOBICHHbBIE, YCHIHOBUTENH, POAHBIE OpaThsi U POAHBIE CECTPHI,
BHYKHM, JeAyUIKA M 0aOyIIKH), 3aBEPEHHOr0 PYKOBOJAWUTEIEM MEAUIIMHCKOW OpraHu3alud WiIH
YIIOJIHOMOYEHHBIM UM JIMIIOM JTHOO0 HOTapHaIIbHO.
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6. MadopMarivs 0 HaTMYUU BOJICU3bSBICHUS JIUIIA, YKa3aHHOTO B YaCTH 4 HACTOSAIICH CTaThU, HHBIX
JUI] B cllydae, MPEAYCMOTPEHHOM YacThbi0 5 HACTOALIEH CTaTbh, BHOCUTCA B MEIUIIMHCKYIO
JOKYMEHTAIUIO JOHOPA.

7. HOJIyquI/Ie OHOJOrHYECKOIo Martcpuralia rmpu MOCMEPTHOM JOHOPCTBE HE NOIMYCKACTCH:

1) ecam mpu >KM3HU JIUIO, YKa3aHHOE B IMyHKTE | 4acTu 3 HACTOAIIEW CTAaThH, BHIPA3WIIO B YCTHOU
(dbopme B IPUCYTCTBUU CBHUIETENEH CBOE BOJIEU3bABICHUE O HECOIIACHH Ha IOCMEPTHOE NIPEOCTaBIICHUE
OMOJIOTHMYECKOTO MaTepuaia il IPOU3BOJICTBA OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa M JTAaHHBIE 00
3TOM BHECEHbl B MEIUIMHCKYIO JOKYMEHTAlMI0 JaHHOIO JMIa B IOPAIKE, YCTAaHOBJIEHHOM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTEIBHOM BIIACTH;

2) y yMepIIero HeCOBEpUICHHOJETHETO JIMIIA, 32 UCKIIOYEHHEM yKa3aHHOro B MyHkTe | yactu 3
HACTOSIIECH CTaThH, WM y JIMIA, TPU3HAHHOTO B YCTAHOBJICHHOM 3aKOHOM TOPSAJIKE HEIEECTIOCOOHBIM;

3) mpu OTCYTCTBHU OJJHOBPEMEHHO BOJICH3bSBIICHUS, BRIPAXKEHHOTO IIPH KU3HHU JIUIIOM, YKa3aHHBIM
B IIyHKTe | wacTu 3 HacTOSIIEH CTaThbH, O COIVIACHM HA IIOCMEPTHOE IPENOCTaBICHHE OMOIOTrHYECKOTO
Marepuana Uil MPOU3BOJCTBA OMOMETUIIMHCKOTO KIJIETOYHOTO TPOAYKTA, W COIJIACHS €ro Cymnpyra
(cynpyru), a mnpu ero (ee) OTCyTCTBUU - OJJHOTO M3 POJCTBEHHUKOB, YKa3aHHBIX B YaCTU 5 HACTOALIEH
CTaThH.

8. ®opma MHPOPMHUPOBAHHOTO JOOPOBOIBHOTO COTIACHS JOHOPA OMOJOTHYECKOTO MaTepHrala JIuoo
OJTHOI'O U3 POJMUTENEH WIM MHOTO 3aKOHHOTO IMPEACTABUTENS JIMIA, YKa3aHHOIO B IyHKTE 2 4acTH 3
HACTOAIIEH CTaTbhU, HAa 0E3BO3ME3THOE MPEIOCTAaBICHUE OMOJIIOTHYECKOT0 MaTepuana JUis IpPOU3BOACTBA
OMOMEIUIIMHCKOIO KJIETOYHOIO MpOJAYKTa, B TOM YHUCJIE B ILEIIX HPOBEAEHUS JOKIMHUYECKUX
UCCIIEI0BaHUM U (WIM) KIMHUYECKUX HUCCIel0BaHuM, (popmMa MUCBMEHHOTO corlacus cymnpyra (Cynpyru)
a1M00 OJHOrO0 W3 POACTBEHHUKOB, YKAa3aHHBIX B YaCTH 5 HACTOALIEH CTAaThbu, yMEpIIEro JMLA Ha
IIOCMEPTHOE MPEJOCTaBIEHUE OHOJOrMUYECKOro MaTepuala Al IMPOU3BOACTBA OHOMEIUIMHCKOIO
KJICTOYHOTO MPOJYKTa, B TOM 4YHCJE B IENSAX MPOBEICHUS NOKIMHUYECKUX HCCIIEAOBAaHMM M (WIIN)
KIMHAYECKUX  MCCIIEOBAaHWHM,  yTBEPXKMAIOTCS  YIOJHOMOYEHHBIM  (eepallbHBIM  OpTraHOM
UCTIOJHUTENIbHOM BIacTH.

Cratba 34. lpaBa un o06s3aHHOCTU [AOHOpa OMONOrny4yeckoro martepuana, ero
poauTenen U NHbIX 3aKOHHbIX NpeacTaBuTenen

1. JoHOp OMOIOTUYECKOTO Marepuaja Mpu MPUKU3HEHHOM JTOHOPCTBE (OJIMH W3 €Tr0 POJIUTENICH
WJIM UHOM 3aKOHHBIN MPEICTaBUTEINb) UMEET MPaBo:

1) Ha 3amUTy MPaB U OXPaHY 3/I0POBbS JTIOHOPA;
2) Ha O3HAKOMIIEHHUE C Pe3yJIbTaTaMH MEIUIIMHCKOTO OOCIeIOBaHHS I0HOPA;

3) Ha mory4yeHue B 1OCTYMHOU (popme nHopmaIuu 0 OMOMETUIIMHCKOM KJIETOYHOM TIPOIYKTE, IS
MIPOM3BOJICTBA KOTOPOTO TMPEIOCTABISACTCS OMONIOTHMYECKH MaTepuan, O TOpSAKE TMOIydeHHUS W
WCIIOTB30BaHUS OMOJIOTHYECKOTO MaTepualia, O BO3MOXKHBIX IOCIEICTBUSIX H3BATHS OHOJIOTHYECKOTO
Marepuania Jijsl 310pOBbs JOHOPA;

4) Ha mMoONy4YeHHE MEAMIIMHCKOW MOMOIIM B paMKax IpOrpaMMbl TOCYNAapCTBEHHBIX TapaHTHIl
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0ecIuIaTHOrO OKa3aHus rpakJaHaM METUIIMHCKON MOMOIIY B Cly4ae BOSHUKHOBEHHS y JIOHOPA PEaKIIHii
U OCJIO’KHEHUH, CBA3aHHBIX C JJOHOPCTBOM;

5) Ha 0TKa3 B 1000 MOMEHT OT MPEAOCTABICHHUS OHOJIOTUYECKOr0 MaTepuaia.

2. Jlomop Owosormyeckoro wmareprasia (OAMH €3 €ro pOJUTENeH WIM WHOW 3aKOHHBIN
MPEJCTaBUTEIIb) TP NMPIKU3HEHHOM JIOHOPCTBE 00513aH COOOIUTH:

1) nuadopmanrro 00 U3BECTHBIX €My 3a00JIEBAHMSIX, IEPEHECEHHBIX TOHOPOM M (UJTH) UMEIOIIUXCS Y
JOHOPA;

2) undopmanuo 00 ynoTrpeOiIeHUH TOHOPOM HApPKOTUYECKUX CPENICTB, MCUXOTPOIMHBIX BELIECTB,
JIEKapCTBEHHBIX IIPENapaToB;

3) wuHBIE CBeleHUs, MMEIOUIMEe 3HayeHue Juid obecnedeHuss 0€30IacHOro  JI0HOPCTBA
OMOJIOTHYECKOTO MaTepualia, MNEepevYeHb KOTOPBIX YTBEP)KIAACTCS YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM MCIIOJHUTEIbHON BIIACTH.

3. JoHop Owonorndyeckoro MaTepuaja NpHU TPIKA3HEHHOM JOHOPCTBE O0Os3aH  TPOWTH
MEIMLUHCKOE o0cliefioBaHue. YKa3aHHOE MEAMLUMHCKOe oO0cClieloBaHNE sABISETCd A JIOHOpa
OecrutatHpIM.  [lOpSIOK  MEAMIMHCKOTO O0OCIEIOBaHUS JIOHOpPA UM TepedyeHb MPOTHUBOIOKA3aHUI
(aOCONIOTHBIX M OTHOCUTENbHBIX) JJI TOJIY4eHUs OMOJIOTMYECKOr0 MaTrepuana yTBEpXKIarTCs
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTEIILHON BIACTH.

4. Jonop Ouomormyeckoro Marepuaia (OAMH W3 €ro pOAUTENECH WIM HWHOM 3aKOHHBIN
HpCIICTaBI/ITCJII)) IIpr IMPUKU3HCHHOM OOHOPCTBEC, YMBINIJICHHO CKpI)IBHII/Iﬁ WA UCKA3WBIIUN H3BECTHEIE
€My CBEICHHS O COCTOSIHMHM 3J0POBbS JOHOPA MPH OCYIIECTBICHUH UM MPUKUIHEHHOTO JOHOPCTBA
OMOJIOTMYECKOT0 MaTepuaja, B pe3yybTrare 4ero ObUI MPUYMHEH Bpei >KU3HH, 3I0POBBIO IAIMCHTA,
MEAUIIMHCKUX Pa0OTHUKOB, WHBIX JIUI, HECET OTBETCTBEHHOCTb, YCTAHOBIEHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit ®epepanuu.

Cratbs 35. npOM3BOp,CTBO n peanunsauunsa OMOMeaNLMUHCKUX KITeTOYHbIX npoAyKTOB

1. ITpou3BOACTBO OMOMETUIIMHCKOTO KIJIETOYHOTO MPOAYKTa OCYILECTBISETCS C COOIOJCHHEM
TpeOOBaHUN  perylaMeHTa €ro  MPOU3BOJACTBA,  KOTOPBIM  YTBEpKIAeTCs  MPOU3BOAUTEIEM
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA U BKITIOYAET B CEOSI:

1) mepedeHp UCMONb3yEMBbIX KJIETOYHBIX JIUHHM, JIEKAPCTBEHHBIX MpenapaToB, GpapMaleBTHYECKHX
CY6CTaHHI/II>'I, MEOUIITMHCKHUX I/ISI[eJ'H/Iﬁ M BCIIOMOT'aTCJIIbHBIX BCIICCTB C YKA3AHUECM KOJIMYCCTBA KAXKA0I'0 U3
HUX;

(B pen. ®enepanbHoro 3akoHa ot 03.08.2018 N 323-03)

2) JaHHBIC 00 HCTIOJIb3YEMOM 060py,Z[OBaHI/II/I, OIMUCAHUC TCXHOJIOTMYCCKOTO Ipouecca U METOI0B
KOHTPOJIA Ha BCEX dTaIlax IMponu3BOACTBa 6I/IOMQJII/IIII/IHCK01"O KJICTOYHOI'O ITPOAYKTA.

2. IIpaBuna npou3BOJICTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB YCTAHABJIMBAIOTCS MPaBUIaAMH
HaJuIeXxalled MpakTUKU Mo paboTe ¢ OMOMEAMIMHCKHUMH KJIETOUYHBIMH MPOAYKTAMH, YTBEP)KJIEHHBIMU
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPTaHOM HCIIOIHUTENILHON BIACTH.
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3. IlpousBojacTtBO He 3aperucTpupoBaHHbIX B Poccuiickoii ®Dexepanuu OHOMEIWITMHCKIX
KJICTOYHBIX MPOJIYKTOB HE JIOMyCKAETCS, 38 UCKITFOUEHUEM CITy4aeB:

1) mpou3BojCTBA OMOMEAMIIMHCKUX KIIETOYHBIX MPOAYKTOB [UIsl IIeNiel JOKIMHUYECKUX U
KIIMHAYECKUX UCCIIEOBAaHUN OMOMEIUIIMHCKUX KIIETOYHBIX MMPOIYKTOB;

2) mpoU3BOJICTBA OMOMETUITMHCKUX KJIETOYHBIX MPOJYKTOB, MPEIHA3HAUYCHHBIX IS MCIIOJHCHUS
WH/IMBUyAIbHOTO MEIMIIMHCKOTO Ha3HAYCHUs OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTA, CICIUATIBHO
MPOU3BCACHHOIO JJIs1 OTACIBHOI'O MalnucHTa HCIIOCPCACTBCHHO B MGHHHHHCKOﬁ opraHus3anuu, B KOTOpOfI
MPUMEHSIETCS JaHHBI OMOMETUITMHCKHIA KJICTOYHBIA TIPOITYKT.

(dactp 3 B pen. @eaepanbuoro 3akoHa ot 04.08.2023 N 466-D3)

4. 3aperucTpupOBaHHbIH  OMOMEAMIIMHCKUNA  KJICTOYHBIM TMPOJAYKT OMNPEASICHHOTO  THUIIA
(ayTONOTUYHBIN, QIIOTCHHBIA, KOMOMHHPOBAHHBIA) MOXET TIPOU3BOAUTHCS C HCIIOJIB30BAHHEM
KJIETOYHBIX JIMHUM, MPUTOTOBJICHHBIX U3 OMOJOTMYECKOro MarepHalia, MOJTYYEHHOTO OT pa3IUYHbIX
noHopoB. Ilpu coOmroneHun TpeOOBaHUM, YCTAHOBJICHHBIX NIPU TOCYAAPCTBEHHOM pETHCTpallUU
OMOMEIUMIIMHCKOTO  KJIETOYHOTO TPOAYKTa, MOBTOpPHAas TOCYHApCTBEHHAs PETUCTPAlUs TaKOro
OMOMEIUITMHCKOTO KJICTOYHOTO IMPOJIYKTa HE TPeOyeTCs.

5. 3amperaercsi IpOU3BOACTBO:
1) panbcupuupoBaHHBIX OMOMEAMIIMHCKUX KIETOYHBIX IPOITYKTOB;

2) OMOMEIMIMHCKUX KJIETOYHBIX MPOAYKTOB C HapyLIEHHEM IpaBWJl HAAJEKaIled MPAaKTUKU 110
paboTte ¢ OMOMEANIIMHCKUMHE KIICTOYHBIMH MTPOIYKTAMH.

6. IloaTBepkaeHHE COOTBETCTBUS IPOU3BEICHHOTO OMOMEAMIIMHCKOIO KJIETOYHOIO IPOJYKTa
TpeOOBAHMUSAM, YCTAaHOBIIEHHBIM TIPU €0 TOCYJAPCTBEHHON PEruCTpalui, U COOTBETCTBHS MPOLIECCa €ro
IIPOM3BOJICTBA TPEOOBAaHUAM HaJyIeXkalleil NpakTUKA MO0 paboTe ¢ OMOMETUIIMHCKUMH KJIETOUYHBIMHU
MPOJYKTAMU OCYILIECTBIISETCS YIIOJHOMOUYEHHBIM JIULIOM IIPOU3BOJIUTENSE OMOMETUIIMHCKOTO KJIETOYHOTO
OPOAYKTa, 3a HCKIIOYCHHEM OHOMEIMLIMHCKUX KIETOYHBIX IPOJYKTOB, TPOU3BEIEHHBIX JUIS
JOKJIIMHUYECKUX HCCIENOBAaHMI M  KIMHUYECKUX HCCIEIOBaHUM OMOMEIUIIMHCKUX  KJIETOYHBIX
npoaykToB. TpeGoBaHMs K YpOBHIO O0pa3oBaHMs M KBATU(HUKALMK, MOPSAOK aTTecTalluu
YIOJTHOMOYEHHOT'O JIMIA MPOU3BOJUTENS OMOMEAMIIMHCKOIO KJIETOYHOI'O MPOAYKTAa U €ro MOJHOMOYHS
no 0O0ecCHeyeHuI0 KayecTBa OMOMEIMIIMHCKOIO KJIETOYHOTO MpPOAYKTa, BBOJAMMOro B OOpalleHuE,
YCTAHABIIMBAIOTCS YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM UCIIOJIHUTENbHON BIACTH.

7. Ilpon3BoauTenu OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB MOTYT OCYIIECTBIATH pPEaNTHU3alUIo
6I/IOM€Z[I/IHI/IHCKI/IX KJICTOYHBIX HPOAYKTOB, 34 HMCKIIIOYCHUCM 6I/IOMCI[I/IIII/IHCKI/IX KJICTOYHBIX ITPOAYKTOB,
IpeJHa3HAuYEHHbIX JJIS UCHOJHEHUs MHIUBUAYaJIbHOIO MEIUIMHCKOIO Ha3HAa4eHUs OMOMETUIIMHCKOTO
KJIETOYHOTO TPOJYKTa, CIEIHATbHO NMPOU3BEIECHHOTO /S OTAENBHOIO MalMeHTa HEMOCPEACTBECHHO B
MEIUIUHCKONW OpraHU3aliK, B KOTOPOM MPUMEHSETCs JaHHBI OMOMETUIIMHCKUNA KJIE€TOUHBIA TPOIYKT:

(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

1) APyruM HpOU3BOJUTCIIAAM 6I/IOMC,Z[I/ILII/IHCKI/IX KIICTOYHBIX TPOAYKTOB JJIA IIPOU3BOACTBA
6I/IOM6HI/IHI/IHCKI/IX KJICTOYHBIX IMTPOAYKTOB;

2) HAay4YHbIM OpraHu3alusiMm, O6pa3OBaTC.HBHBIM opranuzanuvsM JJId IMPOBCACHHUA HAYYHBIX
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HCCIICIOBAHMIA;
3) opraHu3ausaM, OCYIIECTBISIOMNUM MEIUIIMHCKYIO IS TEIIBHOCTD.

8. IlpaBwia peanuzanud OWOMEIUIIMHCKUX  KIETOYHBIX TPOAYKTOB  yCTAHABIMBAIOTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

CraTtbsa 36. MapknpoBka 6MOMeAULIMHCKUX KNEeTOYHbIX NPOAYKTOB

1. TIlepeueHr cBeAeHHI, HAHOCHUMBIX Ha TEPBUYHYIO YIAKOBKY, BTOPHUYHYIO YIaKOBKY
OMOMEIUIIMHCKUX  KJIETOYHBIX TPOAYKTOB M  TPAHCIOPTHYIO Tapy, B KOTOPYIO IIOMEIICH
OMOMEIUIIMHCKUI KJIETOUHBIM MPOIYKT, YCTAHABIMBAETCS YIMOJHOMOYEHHBIM (elepaabHbIM OpPraHOM
VCIIOJIHUTEJILHOM BJIACTH.

2. HepBI/ILIHaH VIIaKOBKa MW BTOPHUYHAA YIIAKOBKa ayTOJIOTHUYHBIX 6I/IOMCI[I/II_II/IHCKI/IX KJIICTOYHBIX
IIPpOAYKTOB H KOM6I/IHI/IpOBaHHI>IX 6I/IOMGILI/IHI/IHCKI/IX KJICTOYHBIX IIPOAYKTOB MApKUPYIOTCA C
HUCIIOJIBb30BaHHUCM MCTOAOB paHHOHaCTOTHOﬁ I/I,Z[CHTI/I(I)I/IKaHI/II/I MNpUHAIJICKHOCTH TaKoro
6I/IOMCZII/IIII/IHCKOFO KJIICTOYHOI'0 IPOAYKTAa KOHKPETHOMY HNAaWCHTY B TMOPAJKEC, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (I)eﬂepaanHM OpraHnomM HWCIOJIHUTEIbHOM BIACTH.

3. Ha nepBuYHYIO YIIaKOBKY W BTOPUYHYIO YIAKOBKY OHMOMEIHMIIMHCKHX KIETOYHBIX MPOIYKTOB,
MpeAHa3HAYEHHbIX ISl JTOKJIMHUYECKUX HWCCIICIOBAaHUN WIM KIMHMUYECKUX HCCISAOBAHWN, HAHOCHUTCS
Haamuch: " st MOKIMHUYeCKuX uccaeaoBanuil” uiu "1 KIMHNYeCKUX UCCIIeIOBaHui "

Cratbsa 37. TpaHCNOPTUPOBKA U XpaHEeHUe BMONOrn4YecKoro matepuana, KneTtok ans
NPUroTOBIIEHUA KINETOYHbIX JIMHUWA, KIEeTOYHbIX JIMHUK, nNpeAHa3HayYeHHbIX AnA
npousBoAcTBa 6MOMEAULIMHCKUX KNEeTOYHbIX NPOAYKTOB, OMOMEeAULMHCKUX KIeTOYHbIX
NnpoAyKTOB

1. buonornueckwnii MaTepurall, KICTKU JJISI NPUTOTOBJICHHUA KIICTOYHBIX J'IHHHfI, KJICTOYHBIC JINHUH,
Npe€aAHa3HAUYCHHBIC [JIA TIPOU3BOACTBA 6I/IOMCJII/IHI/IHCKI/IX KJICTOYHBIX IIPOAYKTOB, 6I/IOMCI[I/IHI/IHCKI/IG
KJIICTOYHBIC IMPOAYKTHI JOJIXKHBI TPAHCIIOPTHUPOBATHCS C CO6J'IIO)ICHI/ICM YCTaHABJIMBACMBbIX
YIOJIHOMOYCHHBIM Q)eﬂepam)HmM Oopranom HCIIOJIHUTEILHOM BIACTH paBuJI TPAHCIIOPTHUPOBKHU.

2. buonorudeckuii Marepual, KJIE€TKU JUIsl IPUTOTOBIICHUS KJIETOYHBIX JIMHHUM, KJIETOYHBIE JIMHUM,
MpelHa3HaYeHHbIe JJI TPOU3BOJCTBA OMOMEIMIIMHCKUX KIJIETOYHBIX HPOAYKTOB, OMOMEIMIIMHCKHE
KJICTOYHbIE MPOIYKTHI JOJKHBI XPAaHUTHCSA B YCIOBHSIX OMOOAHKOB, 00ECIEUMBAIOIIUX COXPaHEHHE HMX
OMOJIOrMYECKHUX CBOMCTB M MPEIOTBpALIAOINX UX HH(UIMPOBAHNE U 3arps3HEHHUE.

3. Tpe6OBaHI/I$I K OpraHusanuum M JACATCIBbHOCTU 6I/IO6aHKOB, a TaKXKXeC IIpaBUJla XpaHCHUA
OHOJIOrHYECKOT0 Marcepuaia, KICTOK I TPUIOTOBJIICHHA KJICTOYHBIX HHHHﬁ, KJICTOYHBIX J'II/IHI/II\/'I,
NpE€AHA3HAYCHHBIX [JId IIPOU3BOACTBA 61/IOMCI[I/II_II/IHCKI/IX KJICTOYHLBIX IIPOAYKTOB, 6PIOMCI[I/II_[I/IHCKI/IX
KJICTOYHBIX MPOAYKTOB YCTAHABJIMBAIKOTCA YIIOJIHOMOYCHHBIM (pe)]epam)HmM OopraHomM HCITOJIHUTEIILHOM
BJIaCTH.

Cratba 38. YHuYTOXEHME HeBOCTpPeOOBaHHOro OuonorM4yeckoro marepuana,
HeBOCTPeO6OBaHHbIX KINEeTOK AJisl NPUrOTOBIEHUA KIeTOYHbIX NIMHUA, HEBOCTPEOOBaHHbIX
KNeTOYHbIX JIMHWW, NpeAHa3HaYeHHbIX AN NPoM3BOACTBAa OMOMEAULIMHCKUX KNETOYHbIX
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npoAayKToOB, HEBOCTPGGOBaHHbIX OMOMEeANLMHCKUNX KIEeTOYHbIX npoAaykKToB

1. HeBocTpeOoBaHHBIM OMOIOTHYECKUN MaTepuall, HEBOCTPEOOBAHHBIEC KJIETKU JUIS IPUTOTOBJICHHUS
KJICTOYHBIX JIMHUHA, HEBOCTPEOOBaHHBIC KIETOYHbIC JIMHUM, NpEeIHA3HAYCHHBIC JUIS IPOHM3BOACTBA
OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB, HEBOCTPEOOBaHHbIE OMOMEIUIIMHCKUE KICTOUYHBIE MPOIYKTHI
MOJIS)KAT YHUUTOXKECHUIO B MOPS/IKE, YCTAHOBICHHOM 3aKOHOJATEIBCTBOM B C(hepe OXPaHbI 30POBbSL.

2. QanpcupUIUPOBAHHBIE OMOMETUIIMHCKHE KJIETOYHBIC MPOAYKTHl WM HET0OpOKauECTBEHHBIC
OMOMEIUIIMHCKUE KIETOYHbIE MTPOAYKTHI MOJJICKAT U3bATHIO U3 O0pallleHus M0 petieHuo GeaepaibHOro
OpraHa HCIHOJHHUTEIBHOM BJIACTH, OCYLIECTBISOUIEr0 (YHKIMU IO KOHTPOJIO M Hau3opy B cdepe
3npaBooxpanenus. [locnenyromee ynuyroxenue (pambcuuuupoBaHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX
IIPOJYKTOB WJIM HENOOPOKAYECTBEHHBIX OMOMEIMIMHCKUX KJIETOYHBIX INPOJYKTOB OCYILIECTBIISIETCS HA
OCHOBAaHUM pEILIECHUS Biajeiblla OMOMEAMIIMHCKOIO KIETOYHOTO NpPOAYKTa U (WIM) pelleHus
(benepanbHOro OpraHa MCHOJTHUTEIBHON BIACTH, OCYIIECTBISIOMETO (DYHKIIMH MO0 KOHTPOIIO U HAa30py
B cepe 31paBOOXpaHEHUs, WIN PELICHUs Cya.

3. KonrpadakrHbie OMOMETUIIMHCKIE KJIETOYHBIE POAYKTHI MOJICKAT UIBATHIO U3 OOpamieHus U
YHUUYTOXXEHUIO 110 PEILICHUIO CYyIa.

4. Tlopsimox yHWUYTOXEHUS (PambcuPUIMPOBAHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB,
HE100pOKAYECTBEHHBIX OMOMEIULMHCKUX KJIETOYHBIX MPOAYKTOB M KOHTpa(akTHBIX OMOMETUIIMHCKUX
KJIETOYHBIX IIPOAYKTOB ycTaHasiuBaeTcs lIpaBurensctBom Poccuiickoin @enepannu.

5. PaCXOI[BI, CBA3aHHBIC C YHUYTOXCHHEM q)aJ'IBCI/I(i)I/IL[I/IPOBaHHbIX 6I/IOM6,Z[I/II_II/IHCKI/IX KJIICTOYHBIX
IMPpOAYKTOB, HCIIO6p0Ka‘-IeCTBeHHI)IX 6I/IOM6I[I/IIII/IHCKI/IX KJIICTOYHBIX IPOAYKTOB U KOHTpa(l)aKTHI)IX
6I/IOMCI[I/II_II/IHCKI/IX KJICTOYHBIX IMIPOAYKTOB, BO3MCIIAKOTCA UX BJIAJACIIbILIAMU.

6. Bnanenenn OMOMEIMIIMHCKOrO KJIETOYHOIO MPOJAYKTA NOJDKEH IPEJICTaBUTh B (enepalbHbIN
OpraH HCIOJHMUTENBbHOM BIIACTH, OCYIIECTBISIOIMN (YHKIMM IO KOHTPOJIO M Haa3opy B cdepe
3/paBOOXpPAHEHUS, JOKYMEHT, MOATBEPKAAOINN (aKT YHHUTOXKEHHUS OMOMEAUIIMHCKOTO KJIETOYHOIO
IIPOJYKTA, UM €r0 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSIKE KOIHUIO.

7. ®enepanbHbI OpraH HCHOJIHUTEIBLHOM BIIACTH, OCYIIECTBISIOUMN (YHKIUU NO KOHTPOJIO U
Ha/J30py B cdepe 3ApaBOOXpPAHEHUs, NPUHIBIIUN pelieHne 00 YHMUYTOXKEHHH OMOMEIUIIMHCKOIO
KJIETOYHOT'O NPOJYKTa, OCYIIECTBIISIET KOHTPOJIb 3a UCIIOJHEHUEM YKA3aHHOTO PELICHHUS.

Cratba 39. OcoGeHHOCTM OKa3aHUs MEeAULUHCKOM MNOMOLM C MpPUMEHEHUeMm
GMoMeaAULIMHCKUX KNETOYHbIX NPOAYKTOB

1. MeIunuHCKyl0 HOMOIIb C NPUMEHEHHEM OMOMEIMIMHCKUX KJIETOYHBIX MPOJYKTOB MOT'YT
OKa3bIBaThb MEIUIMHCKHE PaOOTHHMKH, IMpOULIeNIINe 00y4eHHE MO JONOJHUTENbHON MpodeccnoHanbHOM
nporpaMMe (IporpamMme MOBBIIIEHUS KBaJU(HUKAIMK) IO BOMPOCAM IMPUMEHEHHs] OMOMEIUIIMHCKUX
KJIETOYHBIX TPOAYKTOB, B TOM 4HCI€ B O0OJIaCTH pereHepaTuBHOM MenuuuHbl. [IpumepHbie
JOTIOJTHUTENbHbIE TMPO(ecCHOHAbHBIE MPOrpaMMBbl (MPOTrpaMMbl  MOBBILICHUS KBAJTHU(PHUKAIMK) T10
BOIIPOCaM MPUMEHEHHs] OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB YTBEPIKAAIOTCS YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOJHUTENILHON BIACTH.

(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)
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2. CamocTosTeIbHOE TPHUMEHEHUE MAlUEHTOM OHOMEIUIIMHCKUAX KIETOYHBIX NPOAYKTOB HE
JIOITYCKACTCS.

3. buomenuIMHCKHE KIETOYHBIC MPOIYKTHl, B COCTaB KOTOPBIX BXOMAT KIETOYHBIC JIHHHH,
MOJyYCHHbIE W3 OHOJOTMYECKOr0 MaTepuaiia JOHOpa OWOJIOTHYECKOTO MaTepuaia, HWMEHOIIEro
MIPOTUBONOKA3aHUs, BKIIFOUEHHBIC B MIEPEUYCHb TPOTUBOMOKA3aHMI (a0COMIOTHBIX M OTHOCUTEIIBHBIX) JIJIS
MOJTy4eHUsT OMOJIOTMYECKOr0 MaTepHalia JUlsl MPOU3BOJCTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOJIYKTOB,
MOTYT OBITh TPHUMEHEHBI JUIsI JICYCHUS TOJHKO CAaMOro JOHOpa 3TOr0 OHMOJIOTMYECKOTO MarepHualia
(ayToJIOTHYHOE TPUMEHEHHE).

CraTtbsa 40. UHcpopmauma o GMoMeaANLMHCKNX KIeTOYHbIX NPoAYyKTaxX

1. Mudopmanuss o OMOMEAMLMHCKUX KJIETOYHBIX IPOAYKTaX MAOJKHA COJEpXkKAaTbcsi TOJIBKO B
CHELMAIM3UPOBAHHBIX H3/IaHUSAX, B TOM YHCIE MOHOrpausiX, CIHPABOYHMKAX, HAYUHBIX CTaTbsX,
JIOKJIa/lax Ha KOHrpeccax, KOH(EpeHIHsIX, CUMIIO3UyMax, HayYHbIX COBETaxX, Ha CIELUAIN3UPOBAHHbIX
caiitax B ceru "MHTepHeT", a Takke B MHCTPYKLUSAX MO MPUMEHEHHIO OMOMEIMIMHCKHUX KIJIETOYHBIX
IPOAYKTOB U IPYIMX MH(DOPMAIIMOHHBIX MaTepuaax, NpeJHa3sHauYeHHbIX A1 MEJUIIMHCKUX paOOTHHUKOB.

2. Jlonmyckaercs HCIOJNb30BAaHUE JIOOBIX MaTepUalbHBIX HOCHUTEJEH, MO3BOJSIOLIMX XPaHUTH,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALINIO O OMOMEIUIIMHCKUX KIETOUHBIX MPOAYKTaX 0€3 UCKaKEeHUH.

Crtatbs 41. MOHUTOPUHI 6e30NacHOCTU BMOMEeAULIMHCKUX KNEeTOUYHbIX NPOAYKTOB

1. buomeauumHCKMEe KIETOUHBIE TMPOJIYKTHL, Haxoxsmuecs B oOpamenun B Poccuiickoit
®denepanun, MOAJICKAT MOHUTOPUHTY OE30MACHOCTH B IEISAX BBIABJICHHS BO3MOXKHBIX HETaTHBHBIX
MOCJIC/ICTBUI MX MPUMEHEHHS, KOTOPBIH MPOBOIUTCS (henepanibHbIM OPTaHOM HMCIIOJHUTEIHLHOW BIIACTH,
OCYIIECTBISIONUM (DYHKIIMU 110 KOHTPOJIIO W HAI30pY B chepe 3paBOOXpaHEHUS, B YCTAHOBICHHOM UM
MOPSJIKE HA OCHOBAaHUM COOOIICHH, TPETyCMOTPEHHBIX YacTsIMH 2 U 3 HACTOSAIICH CTaThU.

2. CyObekTbl oOpamieHusi OMOMEIUIMHCKUX KIJIETOYHBIX MPOAYKTOB 0O0sI3aHBl HANpaBIsATh
COOOIIEHHUsI O MOOOYHBIX JIEHCTBUAX, HEXKENATENbHBIX PEaKIUIX, CEPbE3HbIX HEXKENIATENbHBIX PEeaKLUsiX,
HENpPEBUJICHHBIX HEXENaTeNbHbIX pEeaKUusX MpH MPUMEHEHUH OHOMEAMIIMHCKUX KJIETOYHBIX
IPOAYKTOB, 00 HHIMBUAYAJIbHOW HENEPEHOCHMOCTH, OTCYTCTBUH 3S(PPEKTUBHOCTH OHOMETUIIMHCKHUX
KJIETOYHBIX TPOJIYKTOB, 00 OCOOEHHOCTSX MX B3aUMOJICHCTBUSL C JIEKApPCTBEHHBIMM IIperapaTamy,
MEIULIUHCKUMH U3JENUSIMH, NHIIEBBIMU TMPOAYKTAaMH, APYTUMH OHOMETUIIMHCKMMHU KJIETOYHBIMHU
MPOAYKTaMH, a Takxke o0 MHBIX (akTax U OOCTOATEIbCTBAX, MPEICTABISIIOIIMX Yrpo3y KU3HU WU
3JI0POBbBIO YEJIOBEKA NMPH NPUMEHEHUH OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB M BBIABJICHHBIX Ha BCEX
sTanax oOpalleHus OMOMEINIIMHCKUX KJIETOYHBIX MPOIyKTOB B Poccuiickoit denepanun.

3. Opranusaimy, OKa3bIBalOIUe MEIUIMHCKYIO TIOMOIIb OEPEMEHHBIM, POXKEHHULIAM, POAUIbHULIAM
U HOBOPOXKICHHBIM, OOS3aHbI HAMpaBIsATh COOOLIEHUS 000 BCEX CiIydasX pPOXACHMUS JeTell cC
BPOKJCHHBIMU aHOMAJIUSMU MM IOPOKaMHU pa3BUTUS B Cilydae, €CIM B OTHOLIEHUM OJHOIO U3
polauTenel TakUX JeTell paHee MPU MEAMIIMHCKOM BMEIIATENbCTBE MPUMEHSUINCh OMOMEAMIIMHCKHE
KJIETOYHBIE TPOIYKTHI.

4. Bnanenblpl PErucTPallMOHHBIX YIOCTOBEPEHUN OHOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB,
IOpUINYECKHE JINLA, HA UMsI KOTOPBIX BBIIAHbI Pa3pelleHNs Ha IPOBEACHUE KIIMHUYECKUX UCCIIENOBaHUN
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, JUOO YIOJIHOMOYEHHBIE UMU JIPYTUE IOPUIMYECKUE JIUIA B

www.consultant.ru CrpaHuua 51 us 57
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=299045&date=23.10.2024&dst=100034&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=304843&date=23.10.2024&dst=100010&field=134

®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

pamkax oOecrieueHUsT 0€30MacCHOCTH OMOMEIUIIMHCKUX  KIETOYHBIX TPOAYKTOB B  MOPSIKE,
YCTaHOBJICHHOM (beiepaibHbIM OpPraHOM MCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBISIONIMM (DYHKIHMUA IO
KOHTPOJIIO U Haa30py B cdepe 31paBOOXpaHeHUs, 00s3aHbl OCYHIECTBIATh IpUEM, y4eT, oOpaboTky,
aHaJIM3 U XpaHEHHUE MOCTYNAIOUINX B UX aJpec OT CyObEeKTOB OOpalleHuss OMOMETUIIMHCKUX KJIETOUHBIX
MPOJYKTOB M OPTaHOB T'OCYAAPCTBEHHOW BJIACTH COOOIICHUN O MOOOYHBIX JCWCTBUSAX, HEXKEIATSIbHBIX
peaklMsaX, CEpPbE3HBIX HEXKENATEIbHBIX PEaKLUMAX, HENPEIBUICHHBIX HEXKEIATEeIbHBIX PEAKIUAX IpPHU
MPUMEHCHUA OWOMETUITMHCKUX KIJIETOYHBIX MPOAYKTOB, 00 OCOOCHHOCTSX WX B3aUMOJCUCTBHS C
JIEKAPCTBEHHBIMU IIpeHapaTaM, MEAULUUMHCKUMHU W3ICIHUSAMH, MHUIIEBBIMU MPOAYKTaMH, JIpPYyTrUMU
OMOMEIVIIMHCKUMH KJIETOYHBIMU TPOAYKTaMH, 00 WHIMBUAYAIbHOW HEMEPEHOCHMMOCTH, a Takxke 00
UHBIX (PaKTax U OOCTOSATENBCTBAX, MPEACTABIAIONIMX YIpO3y >KU3HHM WM 370POBBIO 4YeJOoBeKa JIOO
BIIMSIIOIIMX HA HM3MECHEHUE OTHOLICHHUS OXUIAEMOM MOJIb3bl K BO3MOXHOMY PHUCKY HIPUMEHEHUS
OMOMEIUIIMHCKUX KJIETOYHBIX MPOTYKTOB.

5. Tlpu BbIsiBICHUH WHGOPMAIUHU, TPEITYCMOTPEHHON YacThi0 4 HACTOSIIEH CTaThH, BIIAJICIIBIIBI
PETUCTPALIMOHHBIX YIOCTOBEPEHHH OMOMEAMIIMHCKHUX KIETOYHBIX MPOJYKTOB, IOPUIMYECKHUE JUIA, HA
UMsI KOTOPBIX BBLIAHBI pa3pelieHUss Ha MPOBEJACHHE KIMHUYECKUX HCCIICIOBAHUM OHMOMEIUIIMHCKUX
KJIETOYHBIX MPOAYKTOB, JTHUOO YMOIHOMOYEHHBIE MMM JIPYTHe IOpUAMYECKHE JHla 00s3aHbl MPUHATH
MeEphI, HAMpPABJIICHHBIC HA YCTPAHEHHWE HETATUBHBIX IMOCJICACTBUN MPUMEHEHHUS TaKUX OMOMEIUIIMHCKUX
KJIETOYHBIX MPOJIYKTOB, IPEAYNPEXKICHUE MPUUUHEHUS Bpella dKU3HU WJIM 3J0POBbIO YEJIOBEKA, 3aLIUTy
MAIUEHTOB OT MPUMCHECHUS TaKUX OMOMEIUIIMHCKUX KJIIETOYHBIX MPOAYKTOB, HA JOMOJHUTEIBHBIA cOOp
JTaHHBIX 00 3()PEeKTUBHOCTH U O OE30MACHOCTH TAKUX OMOMEIMIIMHCKHUX KIETOYHBIX MPOTYKTOB.

Cratba 42. [lpuoctaHOBreHWe MNPUMEHEeHNA OUOMEeAULUHCKOro KIeTOYHOro
npoAaykra

1. ®@enepanbHBIl OpraH MCIOJHUTENFHONW BJIACTH, OCYHIECTBISIOMNNA (DYHKIMH MO KOHTPOJIO U
Haj30py B cdepe 31paBOOXpAaHEHUs, NPUHUMAET B IOPsJKE, YCTAHOBJIECHHOM YIOJHOMOYEHHBIM
(denepanbHbIM OpPraHOM MCIIOJIHUTEIBHOW BIIACTH, PpEHIEHHE O MPUOCTAHOBJIEHUU NPUMEHEHUs
OMOMETUIIMHCKOI 0 KJIETOYHOIO IIPOIYKTa:

1) npu nonmydeHun HHGOpPMALUKU O MOOOYHBIX JEMCTBUSIX, HE YyKa3aHHBIX B HHCTPYKLHU IO
IPUMEHEHUI0O OMOMEIMLMHCKOTO KIJIETOYHOTO TMPOJYKTa, CEPhE3HBIX HEXKeNaTeIbHBIX peaklHUsIX |
HENpPEJIBUJICHHBIX HEXENaTeNIbHbIX Ppeaklnsax, 00 OCOOEHHOCTSAX B3aMMOAEHCTBHS OMOMEAUIIMHCKOTO
KJIIETOYHOI'O MPOAYKTA C JICKAPCTBEHHBIMU IIpenaparamMd, MEIULUHCKUMM W3ACIHASAMH, IHILEBBIMU
MPOJAYKTaMHU, JPYTUMU OMOMEIULMHCKUMHU KJIETOYHBIMHU IPOJYyKTaMH, KOTOpPbIE€ MOTYT IpEACTABIATH
yrpo3y KHM3HH WJIH 3J0pOBBIO0 YEJIOBEKAa, a TaKXKe O HECOOTBETCTBUM JaHHBIX 00 3((eKTUBHOCTH
OMOMETUIIMHCKOIO KJIETOYHOIO MPOJYKTa U O 0€30MaCHOCTH OMOMENUIMHCKOIO KJIETOYHOTO IMPOAYKTa
JAHHBIM, COAEPKALUMCSA B UHCTPYKLIMHU 10 €ro IPUMEHEHHUIO;

2) HpI/I HCUCIIOJIHCHUN WJIKM HCHAIJICKAIIEM HCIIOJJHCHHWU BJIaACJIbIIaMU pCFI/ICTpaIH/IOHHI)IX
yIIOCTOBEPEHUI OMOMEIMIIMHCKUX KIETOYHBIX MPOAYKTOB, IOPUAMYECKUMHU JHUIIAMH, Ha UM KOTOPBIX
BbBIIAaHbI paSPGIHeHI/ISI Ha HpOBe)IeHI/Ie KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ 6I/IOMeJII/II_II/IHCKI/IX KJICTOYHBIX
MPOAYKTOB, WM YIOJHOMOYEHHBIMA HWMH JPYTMMH IOPHUAMYECKUMH JIMIAMUA  OOS3aHHOCTEH,
YCTaHOBJICHHBIX YacTsIMU 4 u 5 ctatbu 41 HacTosimero deaepaibHOTO 3aKOHA;

3) B CJIyda€ BbBIHCCCHHA 3aKIOUYCHHUA O HCAOCTOBCPHOCTHU PE3YJbTATOB KIMHHUYCCKOTO
HUcciacgJ0oBaHus 6I/IOMG,Z[I/IHI/IHCKOFO KJIICTOYHOI'O0 MPOAYKTa, KOTOPOC OCHOBAHO HAa pE3yjibTaTax IMPOBECPKU
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MGI[HHHHCKOﬁ OopraHu3aluu, HpOBOI[I/IBLHeﬁ YKa3aHHOC KIIMHHUYCCKOC HCCICAOBAHHUC C HAPYHICHUCM
IIpaBUjI Haz[nemameﬁ IMPAaKTUKHU 110 pa60Te C 6I/IOMCIII/II_II/IHCKI/IMI/I KJIICTOYHBIMH IIPOAYKTaMH, 0o B
CJIydaC HCBBIIIOJHCHUA MPCAINCAHUA MO0 UTOraM OCYIICCTBJICHUA BLI60pO‘-IHOI‘O KOHTPOJIA Ka4YCCTBa
6I/IOM6I[I/II_II/IHCKOFO KJICTOYHOI'O IIPOAYKTaA.

2. ®enepanbHBI OpraH HCIOJHUTENBFHONW BIACTH, OCYHIECTBISIOMMNA (DYHKIMU MO KOHTPOJIO U
Ha/J30py B cdepe 31paBOOXpaHEHMs, MO pe3yiIbTaTaM MOHUTOPHHIa O€30MaCHOCTH OMOMETUIIMHCKHUX
KJICTOYHBIX MPOAYKTOB pa3MeIlaeT Ha cBoeM oduumansHoM caiite B cetu "MHTepHeT" nHbopManuo o
IPUHATOM PELICHUH O MPUOCTAHOBJIEHUH PUMEHEHUS] OMOMEUIIMHCKOTO KJIETOYHOI'O IPOAYKTa U (WIIN)
CBSI3aHHOM C HMM PEIICHUH O BO3MOXXHOM BO30OHOBIIEHUH MPUMEHEHHUS OMOMEIUIIMHCKOTO KIETOYHOTO

MIPOYKTA.

Cratba 43. lNopspok BbiBo3a u3 Poccumnckon Pepepaumm OMOMeaULIMHCKUX
KNeTOYHbIX NPOAYKTOB
(B pen. @enepanbHoro 3akona ot 04.08.2023 N 466-D3)

1-6. Yrparunu cuny ¢ 1 anpens 2024 rona. - @exnepanbnsblii 3akoH oT 04.08.2023 N 466-D3.

7. BbIBO3 OMOMEIMIIMHCKHUX KIETOYHBIX MPOAYKTOB M3 Poccuiickoit denepannu oCymecTBIseTCs
0e3 mpUMEHEHHs OrpaHWYeHUM, ycTaHOBIeHHbIX ImpaBoM EADC wu (wiaM) 3aKOHOAATENbCTBOM
Poccuiickoit  ®enepanum O  BHEIIHETOPIOBOM  JEATENBHOCTH, €CIM HMHOE HE  YCTaHOBJIEHO
MeXIyHapoAHbIMU forosopamu Poccuiickoit @enepanuu.

8. BbIBO3 OHMOMEIMIIMHCKMX KJICTOYHBIX NPOAYKTOB, IPEAHA3HAYCHHBIX I T'yMaHUTAPHOU
MOMOIIN (COACWUCTBUSA) WJIM TMOMOIIM TNPU YPE3BBIYAMHBIX CUTyauusax, u3 Poccuiickoit Penepanuu
OCYILIECTBIISICTCS B MOPSAKE, ycTaHOBIEHHOM [IpaBuTenscTBoM Poccuiickont denepanuu.

Cratbu 44 - 45. Ytpatunu cuny c¢ 1 anpensa 2024 ropa. - PegepanbHbIA 3aKOH OT
04.08.2023 N 466-®3.

Cratba 46. ®depepanbHbii rocyfapCTBEHHbIM KOHTponb (Hag3op) B cdepe
obpallueHMa 6MoMegULNHCKMUX KNEeTOYHbIX NPOAYKTOB
(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

1. ®denepanbHblii rocyapcTBEHHBI KOHTPOJb (Haa30p) B cdepe oOpaiieHus OMOMEIUIIUHCKUX
KJIETOYHBIX TMPOAYKTOB  OCYIIECTBIsEeTCd (eaepaabHbIM OpPraHOM  HCIOJIHUTEIBHOW  BJACTH,
OCYILIECTBISIOMNM (PYHKIIMU IO KOHTPOJIIO U HA/I30pY B chepe 3IpaBOOXPaHEHHUS.

2. Ilpenmerom (enepanbHOTO TOCYAApPCTBEHHOTO KOHTPOJsS (Ham3opa) B cdepe oOpamieHus
OMOMEIUITMHCKUX KIETOYHBIX MPOAYKTOB SIBISIFOTCS:

1) cobmonenne 00s3aTeNbHBIX TPeOOBaHWI B cdepe oOpaiieHnus OMOMEIUIIMHCKUX KJIETOYHBIX
MPOJYKTOB, BKITFOYAs:

a) COOJIOJIeHuEe YCTAaHOBJIEHHBIX HactosuMm dDenepanbHbIM 3aKOHOM M NPUHATBIMU B
COOTBETCTBHH C HUIM WHBIMH HOPMaTHUBHBIMH NPaBOBbIMU akTaMu Poccuiickoit denepannu TpeOOBaHUH K
JOKJIIMHUYECKUM  MCCIEJOBAaHUSAM, KIMHUYECKUM HCCIEIOBAHUSAM, TPOU3BOJACTBY, pealu3allui,
XPaHEHUIO, TPaHCIOPTUPOBKE, BbIBO3y M3 Poccuiickoit ®Penepanuu, NPUMEHEHHIO, YHUYTO)KEHHUIO
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

OMOMEIUITMHCKUX KJIETOYHBIX MPOITYKTOB;
(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

0) COOTBETCTBHE OHOMEIMIMHCKUX KJIETOYHBIX MPOJYKTOB, HAXOAALIMXCA B OOpaIleHUH,
[OKa3aTeasiM KadecTBA, YCTAHOBJICHHBIM HOPMATUBHOM JOKyMeHTanueld Ha OHOMEAMLIMHCKUI
KJICTOYHBIN NIPOIYKT;

2) CO6J'II-OI[CHI/IG JIMICH3UOHHBIX Tpe60BaHPII>'I K OCYHIECTBJIICHHUIO ACATCIBHOCTU II0 ITPOU3BOACTBY
6I/IOMCI[I/II_II/IHCKI/IX KJICTOYHBIX IIPOAYKTOB.

3. Ilpu ocymectBieHn#n ¢eaepaabHOro TroCyJapCTBEHHOTO KOHTpoJisi (Ham3opa) B cdepe
oOparieHus: OMOMEIUIIMHCKHUX KIIETOYHBIX MPOIYKTOB MPOBOMISITCS CICAYIOIIME BUABI KOHTPOJIBHBIX
(HaA30PHBIX ) MEPOTIPHUATHI:

1) nokymeHTapHas IpOBEpKa;

2) BbIe3HAsI IPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KaYECTBA,

4) MHCTICKIIMOHHBIN BU3HT;

5) HabnrozieHuE 3a COOJII0ICHUEM 0053aTeNIbHBIX TPeOOBaHUM (MOHUTOPUHT 0€30MaCHOCTH).

4. BHemaHOBBIM BbIOOPOYHBIH KOHTPOJIb KauecTBa MPOBOJUTCS B TOM YHCIIE HAa OCHOBAaHUM
IIPOrpaMMBbI IIPOBEPOK.

5. IInaHOoBBIN BHIOOPOYHBINM KOHTPOJIb KauecTBa B chepe oOpalieHrs OMOMEIUIIMHCKUX KIETOUYHBIX
MPOJIYKTOB HE TTPOBOJIUTCS.

6. Hapsiny ¢ pemenusimu, npegycMorpeHHsiMu DenepanbHbiM 3akoHOM OT 31 uronst 2020 roga N
248-®3 "O rocymapCTBEHHOM KOHTpoOJIe (HAI30pe) W MYHHUIMINAIBHOM KOHTposie B Poccuiickoit
®enepanun’, Mo pe3yabTaraM BBIOOPOYHOT0 KOHTPOJIA (hefiepabHbIM OPraHOM HCIIOJIHUTENBHOM BIacTH,
OCYILECTBISIONMM (YHKIMU 1O KOHTPOJK U Haa30py B cdepe 31paBOOXpaHEHUS, MPUHUMAIOTCS
CIIEYIOINE PEIIEHUS:

1) o manpHeiieM oOpalieHuu cepuu (MapTUU) COOTBETCTBYIOMIETO OMOMETUITMHCKOTO KIETOYHOTO
MPOJYKTa B CIy4yae MOJATBEPKIACHUS MO pe3ybTaTaM IMPOBEICHHBIX MCIBITAHUNA COOTBETCTBUS KayeCTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 U3BATUU U3 TPAKIAHCKOTO0 000poTa cepuu (MapTUU) COOTBETCTBYIOIIETO OMOMEAUIIMHCKOTO
KJIETOYHOTO MPOJYKTa B CITydae BBISBJICHUS TI0 Pe3yIbTaTaM MPOBEICHHBIX HCIBITAHUNA HECOOTBETCTBHS
KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa YCTAHOBJICHHBIM TPEOOBAHUSIM;

3) o mepeBojie OGMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa Ha MOCEPUNHBIN BHIOOPOYHBIN KOHTPOJIb
KayecTBa B CIy4yae MOBTOPHOT'O BBISBJIECHUS HECOOTBETCTBUS KauecTBAa OMOMETUIIMHCKOTO KJIETOYHOTO
MIPOJYKTa YCTAHOBJIEHHBIM TpeOoBaHMSIM U (IIpU HEOOXOAMMOCTH) O MpOBEpKe CyOBbeKTa oOpalleHus
OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB. Pacxoapl, CBA3aHHbIE C TPOBEIECHHEM MOCEPHIHOTO
BBIOOPOYHOI'O KOHTPOJIS, OIUIAYMBAIOTCA MPOU3BOAMUTENEM OHMOMETUIIMHCKOIO KJIETOYHOI'O MPOIyKTa
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

00 AepKaTeleM W BIAJCIbIEM PETUCTPAIMOHHOTO yIOCTOBEPCHHSI OMOMEIUIIMHCKOTO KIETOYHOTO
MIPOJYKTA.

7. Opranu3anus U ocyniecTBiieHne (eneparbHOTr0 TOCyIapCTBEHHOTO KOHTPOIIS (Haa30pa) B cdepe
oOpartieHus: OMOMEIUIIMHCKUX KIIETOYHBIX MPOAYKTOB perynupytorcsa denepanbHbIM 3akoHOM oT 31
utosist 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpPOJE (HAA30pe) U MYHHUIIMIAIHLHOM KOHTpPOJIE B
Poccuiickoit ®eneparun’.

8. Tlomoxxkenne o deaeparbHOM TOCYIapCTBEHHOM KOHTpoie (Ham3ope) B chepe oOpamieHus
OMOMETUITMHCKHUX KJIIETOYHBIX MTPOAYKTOB yTBepkaaercs [IpaButensctBoM Poccuiickort denepanuu.

CraTtbs 46.1. Nporpamma npoBepok
(BBeneHa PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B umensix opranu3anyd BBIOOPOYHOTO KOHTPOJIA KauecTBa OWOMEIUIIMHCKOTO KJIETOYHOTO
MpoayKTa (hopMHUpyeTcs MporpaMma MpOBEPOK.

2. st meneit peanau3aliu IMporpaMMbl IPOBEPOK MPOU3BOIUTEIIN OMOMEIUITMHCKUX KJIETOYHBIX
NPOJIYKTOB TIPENOCTABISAIOT B (eaepaybHblii OpraH HCIOJHHUTEIBHONH BIIACTH, OCYIIECTBIISIOIIUHA
(GyHKIMK 10 KOHTPONIO WM HAI30py B cdepe 3IpaBOOXPAHEHUS, CBEICHHS O CEpUsAX, IMapTUAX
OMOMEIMIIMHCKUX KJIETOYHBIX MPOIYKTOB, MOCTyMalomux B oOpamieHne B Poccuiickoit ®@enepanuu, B
Mopsiike, cocTaBe M 00BbeMe, YCTAaHOBJICHHBIX (elepallbHBIM OpPraHOM HCIIOJIHUTENIFHOW BIIACTH,
OCYIIECTBIISIOMINM (PYHKIIMHU TT0 KOHTPOJIIO U HAJ30pY B cdepe 31paBOOXpaHEHHUSL.

(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

3. Ilporpamma mpoBepok ¢opmupyeTcss Ha KaleHaapHbli ron npo 30 gekabpsa roaa,
MPEIIECTBYIOUIETO TOIy TPOBEACHHUS BBIOOPOYHOTO KOHTPOJIs. B cimydae HacTymieHus coOBITHH,
yKa3aHHbIX B mNoAanyHkrax "0" m "B" myHkTa 2 4YacTM 4 HAcTOSIIEH CTaTbH, YMOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJTHUTEIBHON BJIACTH, OCYILECTBISIOUINM (DYHKIIMU IO KOHTPOIIIO U HAJ[30PY
B cdepe 31paBOOXpaHEHUs, B Cllyyae HEOOXOJUMOCTH BHOCSTCS COOTBETCTBYIOIIME H3MEHEHHs B
IIporpaMMy IpoBepoK. MeponpusTus MOTYT BKJIOUAThCSl B MPOrpaMMy IPOBEPOK C YUETOM HapyIIECHUH,
BBISIBIIEHHBIX B PAMKaX KOHTPOJIbHBIX (HAJA30PHBIX) MEPOIIPUATUH 32 MPeIbI YU IO/,

4. TlporpamMma IPOBEPOK COJICPIKHT:

1) mepeyeHb OWMOMEIUIMHCKUX KJIETOUHBIX MPOAYKTOB, OTOOp 0O0pas3loB KOTOpHIX Oyzaer
OCYILIECTBIATBCS B paMKax BBIOOPOYHOrO KOHTPOJsA, (OPMUPYEMBI C Yy4eTOM pe3yJbTaToB
rOCyJJapCTBEHHOTO KOHTpoJIs (Haa30pa) B chepe oOpalieHnss OMOMEIUIIMHCKUX KIETOUHBIX MPOIYKTOB 32
roJi, MPeALIECTBYIOINN IOy TPOBEAEHHS BBIOOPOUYHOTO KOHTPOJIS;

2) CO6I>ITI/IC, HACTYIJICHUEC KOTOPOIro ABJLACTCA OCHOBAHUCM JIsI OCYHICCTBJICHUA BBI60pO‘{HOI"0
KOHTPOJIA U KOTOPBIM SABJIACTCA:

a) TOJy4YEeHHUE CBEICHUH, NPEAOCTaBIsEMBIX B COCTaBE U 00bEME, YCTAaHOBJICHHBIX (helepanbHbIM
OpPraHOM HCIOJHMUTENBHOM BIIACTH, OCYLIECTBISIONIMM (YHKIMM IO KOHTPOJIIO M HaI30py B cdepe
3/IpAaBOOXPAHEHHs, O CEPUAX, MaAPTUAX OMOMEAMIIMHCKUX KIETOYHBIX MPOAYKTOB, MOCTYHAIOMIUX B
rpaxaanckuii obopor B Poccuiickoit ®enepanuu, yka3aHHBIX B IyHKTe 1 HacTosled dacTw,
OpraHu3alMsIMM, OCYIIECTBISIIOIIMMI MPOU3BOJICTBO OHMOMEAMIMHCKUX KJIETOYHBIX MPOJYKTOB B
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®depnepanbHbii 3akoH oT 23.06.2016 N 180-03
(pen. ot 04.08.2023)
"O broMeaMUMHCKMX KNEeTOYHbIX NpoaykTax”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

Poccuiickoit denepanuu;
(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

0) mosydyeHHue MOCTyNarolel B MOpsIKe, YCTaHOBICHHOM cTtaThel 41 Hactosiero denepaibHOToO
3aKoHa, HH(OpPMALUU O MOOOYHBIX JIEHCTBUSX, HEXKEIATEIbHBIX PEAKIHIX, CEPbE3HBIX HEKeNaTeIbHbIX
peaKIusx, HeMPeIBUACHHBIX HEXKEIaTebHBIX PEaKIUAX MPH IPUMEHEHUU OMOMEIUIIMHCKUX KIIETOYHBIX
MPOJIYKTOB, 00 WHIUBUAYAIbHONW HENEPEHOCHMOCTH, OTCYTCTBUU 3(PGEKTUBHOCTH OHMOMETUIIMHCKUX
KJIETOYHBIX MPOIYKTOB, 00 OCOOEHHOCTSX WX B3aUMOJICHCTBUS C JICKAPCTBEHHBIMH IIperapaTamu,
MEAUIMHCKUMHU U3JCTUSAMH, MUIIEBBIMU NPOAYKTaMU, JAPYTUMU OHUOMEIUIIMHCKUMH KJIETOUHBIMU
MPOJAYKTaMH, a Takke 00 WHBIX (DakTax M OOCTOATEIHCTBAX, MPEICTABISIIONIMX Yrpo3y KU3HU WIH
3I0pPOBBIO YENIOBEKa JTMOO >KUBOTHOTO MPHU MPUMEHEHUU OMOMEIUIMHCKUX KIIETOYHBIX MPOJYKTOB U
BBISIBJICHHBIX HAa BCEX JTamax oOpaieHus OMOMEIUIIMHCKHX KJIETOYHBIX MPOIYKTOB B Poccuiickoit
denepauuu U Ipyrux rocy1apcTBax;

B) noiydyeHue B coorBercTBUu ¢ DenepanbHpiM 3axkoHoM oT 31 urons 2020 roma N 248-03 "O
rOCY/IapCTBCHHOM KOHTpOJe (Haa30pe) M MYHHLUNAJIbHOM KOHTpoje B Poccuiickoit deneparym”
CBEJICHHUI O MPUYMHEHHUHU Bpea Win 00 yrpo3e MpUUMHEHHS Bpeia )KU3HH, 3I0POBBIO TPAXKIAAH.

Cratba 47. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
Penepaumnm 06 obpaleHUn GMoMeAULIMHCKUX KNEeTOUYHbIX NMPOAYKTOB

Hapymenne 3akonomarennbctBa Poccuiickoit ®expepanuu 00 oOpaiieHud OHOMEIMIIMHCKHUX
KJIIETOYHBIX TPOAYKTOB BJIEYET 3a COOOM HACTYIUICHME OTBETCTBEHHOCTHM B COOTBETCTBUH C
3akoHoJaTeNbcTBOM Poccuiickoit denepaiuu.

Cratba 48. BoameweHune Bpena, NMPUYUHEHHOrO XU3HU WU 300POBLIO rpaxaaH
BCrieACTBUE NMPUMEHEeHUs1 BUOMeaAULIMHCKMX KNEeTOYHbIX NPOAYKTOB

1. TlpousBoautens OWOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa OO0S3aH BO3MECTUTH BpEI,
MPUYMHEHHBIA JKU3HHU, 3JI0POBBIO TPAKIaH BCIEICTBUE NPUMEHEHHS OMOMETUIIMHCKOTO KIETOYHOTO
MIPOJYKTA, €CJIM JJOKa3aHO HAJIUYKE OJTHOTO U3 CIEAYIOIIUX 00CTOSTEIbCTB:

1) OMOMENUUMHCKUN KJIETOYHBIH NPOAYKT MPUMEHSUICS 10 Ha3HAYEHHIO B COOTBETCTBUM C
MHCTPYKLHUEH 0 NPUMEHEHUI0 OMOMEIUIIMHCKOIO KJIETOYHOrO MPOAYKTa W NMPUYMHON Bpena >KU3HH,
3I0pPOBBIO TpaX/JaH SBWJIOCH INPUMEHEHUE HEJOOPOKAYEeCTBEHHOTO OWMOMEIMIIMHCKOTO KJIETOYHOI'O
MPOJYKTa;

2) TOpuUYMHOM Bpeaa KM3HM, 3[0POBBIO TpaXJaH sBHJIACh HEIOCTOBEpHas WHopMalus,
coJieprKaliasicsi B MHCTPYKIIMH 110 IPUMEHEHUI0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTAa.

2. Opranuzanusi, B KOTOpOM mpuMeHseTcs OWOMEIUIMHCKMNA KJIETOYHBIH MNPOOYyKT, 00s3aHa
BO3MECTUTh  BpE€l, MPUYMHEHHBIH JKU3HHM, 3JIOPOBBIO  Tpa)XJAaH  BCJIEACTBUE  IPUMEHEHUS
OMOMETUIIMHCKOTO KJIETOUYHOTO MPOJYKTAa, €CIM J0Ka3aHO, YTO NMPUYMHOW Bpena KHU3HH, 3/I0POBbHIO
rpax/aaH SBUJIOCH IPUMEHEHHE OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTa C HapYIIEHUEM HHCTPYKIIUHU IO
€ro PUMEHEHUIO.

3. BOSMGHIGHI/Ie Bpcla, NPUYMHCHHOI'O XW3HH, 3A0POBLIO TIpaxXaaH BCJICACTBHC IMPUMCHCHUA
6I/IOMC,[[I/II_II/IHCKOI‘0 KIICTOYHOI'0 IIPOAYKTA, OCYHICCTBIIACTCA B COOTBCTCTBUM C 3aKOHOAATCIBLCTBOM
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?;iﬂe‘fféﬁbég 32%'(2%*3 0T 23.06.2016 N 180-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"0 6MOMEeANUMHCKMX KNNETOYHbIX MpoaykTax" Aata coxpaneua: 23.10.2024

Poccuiickoit ®enepanuu.
CraTtbsa 49. Nopanok BCTyNneHUs B cusy Hacrtosiwero PeaepanbHOro 3akoHa

1. Hactosmmuit ®enepanbHblil 3aKk0H BCTynaeT B cuily c¢ 1 sHBaps 2017 ropa, 3a MCKIIIOUEHUEM
IIOJIOKEHMH, JIUIs1 KOTOPBIX HACTOSAIIEH CTaThell YCTaHOBIIEH MHOM CPOK BCTYIUIEHUS MX B CUITY.

2. Yacth 2 u myHKT 2 4acTu 5 ctaThu 35 HacTosniero deaepanbHOro 3ak0Ha BCTYMAOT B CHITY ¢ 1
ssauBapsa 2018 roxa.

[Ipe3unent
Poccniickoit ®enepanuu
B.IIYTHUH
Mocxksa, Kpemiib
23 urons 2016 roma
N 180-®3
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