23 uronsa 2016 2. N 180-@3
POCCHUHUCKAS ®EJEPALINAS
®EJIEPAJIBHBINA 3AKOH

O BUOMEJUIHNUHCKUX KIETOYHBIX ITPOAYKTAX

(B pen. @enepanbubix 3akoHOB 0T 03.08.2018 N 323-P3, o1 27.12.2019 N 478-P3, ot 11.06.2021 N
170-d3, or 08.03.2022 N 46-D3, ot 04.08.2023 N 466-D3)

Ipunsm
Tocyoapcmeennou [[ymoti

8 uronsa 2016 2ooa

Ooobpen
Cosemom Dedepayuu

15 uronsa 2016 200a

Crates 1. Ilpeamert peryanpoBanus HacTosiiero @exepajibHOro
3aKOHAa

1. Hacrosmmii ®enepanbHblii 3aKOH pPETYJIHPYET OTHOIIEHHUS, BO3HUKAIOIIME B CBA3M C
pa3paboOTKOH, JOKIMHUYECKUMH UCCIIEIOBAaHUSAMU, KIMHUYECKUMH UCCIIEJOBAaHUSIMU, IKCIIEPTU30H,
FOCYJapCTBEHHOM  perucTpanueii, MpOU3BOACTBOM, KOHTPOJIEM  KadecTBa, pealn3alUeH,
IIPUMEHEHNUEM, XPAHEHHWEM, TPAaHCIIOPTUPOBKOW, BbIBO30M u3 Poccuiickoin  denepanum,
YHUYTO)KEHHEM OMOMETUIIMHCKUX KJIETOYHBIX NMPOJYKTOB, NMPEIHA3HAYEHHBIX IS MPO(QUIAKTHKH,
JUArHOCTHKU U JIeUeHUs 3a00JIeBaHUM WM COCTOSHUM IallMeHTa, COXpaHEHUsi OEpeMEHHOCTH U
MEIUIUHCKONW peadWiIuTaluy ManueHTa (fganee - oOpalieHHe OMOMEAMIIMHCKUX KJIETOYHBIX
NPOAYKTOB), a TaKXKe peryJupyeT OTHOIIEHHUS, BO3HHUKAIOUIME B CBA3M C JIOHOPCTBOM
OMOJIOTHYECKOr0 MaTepuasia B LENAX MPOU3BOACTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB. (B
pen. ®enepansHoro 3akoHa ot 04.08.2023 N 466-D3)

2. JleiictBue Hacrodmero @enepanbHOro 3aKOHA HE pacHpOCTpPaHSAETCS Ha OTHOIICHMUS,
BO3HHKAIOIINE MPU pa3pabOTKe U MPOU3BOJICTBE JEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3/ICTUH,
JIOHOPCTBE OpPraHOB W TKaHEW 4YeloBeKa B IIENIAX WX TPAHCIUIAHTAIMHU (Tiepecajku), TOHOPCTBE
KPOBU M €€ KOMIIOHCHTOB, TIPH HCITOJIb30BAaHWU TIOJIOBBIX KJIETOK UEJIOBEKa B IIEJNSAX MPUMEHECHHS
BCIIOMOTATENIbHBIX PEMPOAYKTHUBHBIX TEXHOJOTHH, a TAaKK€ HAa OTHOIICHMS, BO3ZHUKAIOLIUE MPHU
oOpallleHnH KJIETOK U TKaHEel 4ejoBeKa B HAYYHbIX U 00pa30BaTENIbHBIX LENSIX.
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Cratbs 2. OCHOBHbIE IOHSATHS, MCIIOJIb3YyeMble B HACTOSLIIEM
DegepaibHOM 3aKOHE

B nacrosmem q)ezlepaanOM 3aKOHC HCITOJIB3YIOTCA CIACAYIOIHNEC OCHOBHBIC ITIOHATUA:

Ionoscenun nynkma 1 cmamou 2 (6 pedaxuyuu Deoepanvrozo 3akona om 04.08.2023 N 466-D3)
6 OMHOWIEHUU OUOMEOUYUHCKUX K1EMOYHBIX RPOOYKM 06, 3AA61€HUSL O 20CYOaPCHEEHH O
pecucmpayuu KOmopuvix 0bl1u HOOAHbBL 8 YHOTHOMOYEHHDBLIL (hedepanbHblil op2an
ucnoanumensvhnou enacmu 00 01.04.2024, npumenatomes c 01.01.2026 (wacms 2 cmamou 3
Deoepanvrozo 3axkona om 04.08.2023 N 466-D3).

1) OMOMENMIIMHCKUNM KIJIETOYHBIA MPOIYKT - KOMIUIEKC, COCTOSIIIIMN W3 KICTOYHOW JIMHHH
(KJIETOYHBIX JIMHUW) W BCIIOMOTATEIBHBIX BEHIECTB MO0 M3 KICTOYHOW JIUHUU (KJICTOYHBIX JIMHHIA)
U BCIIOMOTaTeJIbHBIX BEIIECTB B COUETAHUHU C MPOILICAIIUMHU TOCYJAPCTBEHHYIO PErHCTPALIUIO
JIEKAPCTBEHHBIMU TIpermapaTaMyd Il MEAMIIMHCKOTO TPUMEHEHHS (fajee - JIEKapCTBEHHbBIC
npenapatsl), U (W) ¢GapMaleBTUYECKUMHU CYOCTaHIMSIMH, BKJIIOYEHHBIMH B TOCYAapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEIACTB, WU (WIU) MEAUIMHCKUMH wu3nenusiMu. K OnoMenuuuHCKuM
KJIETOYHBIM MIPOYKTaM HE OTHOCSATCSI OOBEKTHI TPAHCIIJIAHTAIIMH, a TAK)KE BHICOKOTEXHOJIOTHYECKHE
JIEKApCTBEHHBIC  CPEACTBA, BKJIIOYAsh TE€HHO-TEPANECBTHYECKUE JIEKAPCTBEHHBIE  CPEJCTBA,
MOJJIeXKAINEe PETUCTPALMU B COOTBETCTBHH C IpaBoM EBpa3uiicKOro SKOHOMHYECKOTO COI03a U
(unm) rocyaapCTBEHHOM perucTpaiuu B cooTBeTcTBUU ¢ DenepanbHbIM 3aKoHOM OT 12 anpens 2010

roga N 61-®3 "O6 oOpamieHun JeKapcTBEHHBIX cpeAcTB"; (B pen. deaepanbHOro 3aKOHa OT
04.08.2023 N 466-D3)

2) peamuzanus OMOMEIMIIMHCKOTO KIETOYHOTO MpOAyKTa - Iepegadya OMOMEAULIMHCKOTO
KJIETOYHOTO MPOJIyKTa Ha BO3ME3/IHOIM OCHOBE U (Wi1K) Ha 0€3BO3ME3HON OCHOBE;

3) ayTOJOrMYHBIA OMOMETUIIMHCKUH KJIETOYHBIN NMPOIYKT - OMOMEIMIIMHCKUM KIIETOYHBIN MPOIYKT,
COJIep’KalllMii B CBOEM COCTaB€ KJIETOYHYIO JMHHUIO (KJIETOYHBIE JMHHUH), TOIYYEHHYIO U3
OMOJIOTHYECKOr0 MaTepuasia ONpEAEICHHOTO 4YeJOBEKa, M NpeAHa3HAYeHHBIH s NpUMEHEHHUs
ITOMY K€ 4EJIOBEKY;

4) annoreHHbI OMOMEAMIIMHCKUM KJIETOYHBIA MPOAYKT - OMOMEIUIMHCKUM KJIETOYHBIA MPOAYKT,
COJepXKalllMif B CBOEM COCTaBE KIETOYHYIO JIMHUIO (KJIETOYHbIE JIMHUM), IOJY4YEHHYIO U3
OMOJIOTHYECKOr0 MaTepuana OINpEeAeIEHHOr0 4YeloBeKa, W NpeJHa3HAYeHHbIH U1l MPUMEHEHUS
JPYTUM JIOISM;

5) KOMOWHUPOBAHHBIM OWMOMEIMIIMHCKUNA KIETOYHBIA TPOIYKT - OMOMEIUIIMHCKUAN KIIETOYHBIN
MPOIYKT, COAEPXKAIUN B CBOEM COCTaBE KIETOYHBIC JTUHUH, MOTYYCHHBIE M3 OHOJOTHYECKOTO
MaTepHuaia HECKOJIbKUX JIIO/IeH, U TpeTHA3HAYCHHBIN JIJIs1 TPUMEHEHUST OJTHOMY U3 HUX;

6) oOpazer; OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa - OMOMEAUITUHCKUM KJIETOUYHBIN MPOAYKT WIIH
€ro 4acTh, MOJyYEHHBIC B IENSAX HM3YyYEHHUS €ro CBOWMCTB, B TOM YHWCJE JJs OLEHKH KadecTBa
OMOMETUITMHCKOTO KJIETOYHOTO IMPOIYKTa M €0 0€30MacHOCTH;

Ionoscenusn nynkma 7 cmamou 2 (8 pedaxyuu @eoepanvrnozo 3axona om 04.08.2023 N 466-D3)
6 OMHOUIEHUU OUOMEOUYUHCKUX KM OYHBIX RPOOYKM 08, 3A:A6/1€HUS O 20CYOapPCHEEeHH O
pecucmpayuu KOmopuvix 01U NOOAHbBL 6 YHOIHOMOUEHHBLIL (hedepanbHblil Op2an
ucnoanumenvnou eaacmu 00 01.04.2024, npumenaromca c 01.01.2026 (wvacmo 2 cmamou 3
Deoepanvrozo 3akona om 04.08.2023 N 466-D3).

7) KIJIICTOYHAsA JIMHUA - CTAHAAPTHU30BAHHAS MOITYJIANHA KJICTOK OJHOIO THIIA C BOCIIPOU3BOANMBIM
KJIICTOYHBIM COCTaBOM, ITIOJYUCHHAsd INYTEM HU3IBATHA N3 OpraHu3Ma 4YCJIOBCKa OHOJIOrHYECKOI0
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marepuaina; (B pea. @exepanpaoro 3akona ot 04.08.2023 N 466-D3)

8) BCIIOMOT'aTCJIbHBIC BEIICCTBA - BEHICCTBA HCOPIraHUYICCKOTO NI OPTaHUYCCKOI'O IMMPOHUCXOXKIACHUSA,
HCIIOJIB3YEMBIC ITPU pa3pa60T1<e " IIPpOU3BOACTBEC 6I/IOMC,HI/IHI/IHCKOFO KJICTOYHOI'O IIPOAYKTA,

9) Guonormueckuii MaTepuan - OMOJIOTUYECKUE JKUAKOCTH, TKAHH, KIETKHU, CEKPETHl U MPOJYKTHI
AKHU3HEIEATEIIbHOCTH Y€JI0BeKa, (PU3NOJIOTNUYECKUe U NaTOJIOTMYECKHUE BbIICTICHUS, Ma3K1, COCKOOBI,
CMBIBBI, OMOTICUMHBIN MaTepual;

10) noHop Omonormueckoro Marepuaia (Iajee TakkKe - JOHOP) - YEJOBEK, KOTOPBIH MpH KU3HH
IpPeJOCTaBUIl OMOJIOIMYECKM MaTepuan, WM 4YelOoBeK, Y KOTOpOro OHMOJOrMYecKHil marepuan
MOJIy4YEH TOCJIe €r0 CMEPTH, KOHCTATUPOBAHHON B MOPSJIKE, YCTAaHOBIECHHOM 3aKOHOJATEECTBOM
Poccuiickoit denepanuu;

11) moHOPCTBO OWOJIOTMYECKOTO Marepuayia - IMPOLECC IOCMEPTHOrO MPEAOCTABICHHUS
OMOJIOTMYECKOrO  Marepuaia (Jajee - T[OCMEPTHOE JOHOPCTBO) WM  HPHKHU3HECHHOTO
IpeOCTaBICHH OMOJIOTHYECKOT0 MaTepraia (aajnee - MpUKU3HEHHOE JOHOPCTBO);

12) HopMaTuUBHAsg JOKYMEHTAIMsl Ha OMOMEAULMHCKUM KJIETOYHBIM MPOAYKT - pa3pabaTbiBaeMblii
IPOM3BOUTENEM OMOMEIUIMHCKOIO KJIETOYHOIO IMPOJAYKTa JIOKYMEHT, COJACepXalluil NepeuyeHb
noKaszarejael KauecTBa OMOMEAMLIMHCKOrO KJIETOYHOTO IPOAYKTA, ONPEAEISIEMbIX 10 pe3yabTaTaM
COOTBETCTBYIOLUX 3KCIEPTU3, U MHPOPMALMIO O METOJaX KOHTPOJIS KadecTBa OMOMEIUIIMHCKOIO
KJIETOYHOTI'O MTPOIYKTa;

13) kadecTBO OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTAa - COOTBETCTBUE OMOMEIMIIMHCKOTO
KJIETOYHOTO MPOAYKTa TpeOOBaHMUSIM HOPMATUBHOM JOKYMEHTAllMM Ha OWOMEIULMHCKUN
KJIETOYHBIN MPOAYKT;

14) 0e30MmacHOCTh 6I/IOMC,ZLI/II_II/IHCKOFO KIICTOYHOI'O MMPOAYKTA - XapaKTCpUCTUKA 6I/IOM€)II/II_[I/IHCKOFO
KJICTOYHOI'0 MpPOAYKTa, OCHOBAaHHAasA Ha CPABHUTCIIBHOM aHAJIU3C Cro 3(1)(1)€KTI/IBHOCTI/I U pPUCKa
MMPUYIUHCHHUA BpE€aa )KU3HU U 3JOPOBBIO YCJIOBCKA IIPU €ro IPUMCHCHUHU

15) »ddexkTuBHOCTE OMOMETUIIMHCKOTO KIJIETOYHOTO NPOAYKTa - XapaKTepUCTHKA CTEIEHU
MOJIOKUTEIBHOTO  BIMSHHUA  OMOMEAMIMHCKOTO  KJIETOYHOIO  MPOAYKTAa Ha  TEueHHe,
IPOJOJDKUTEIBHOCTh 3a00JIEBaHUS WIM COCTOSIHUS JINOO Ha MX NPEAOTBPALICHUE, HA COXPAaHEHHE
OepeMEeHHOCTH, Ha MEIMIIMHCKYIO PeaOMIINTALIMIO TAllUEHTa;

16) IMPOTOKOJI KIIMHUYCCKOI'0 UCCIICAOBAHUA 6I/IOMC,[[I/II_II/IHCKOFO KIICTOYHOI'O IMPOAYKTA - JOKYMCHT,
onpez[enmonmﬁ eI KIMHUYCCKOro HCCICAOBAHHUA 6I/IOMCJII/IIII/IHCKOFO KJICTOYHOI'0 IIPOJAYKTa,
(I)OpMBI €ro opraHu3anuvm U MCETOHOJIOTHKO MTPOBCACHUA, CTATUCTHYCCKHUC MCTOIbI O6p360TKI/I
PE3YIbTATOB HUCCICA0OBAHNUA U MCPBI 110 obOecrieueHn0 0e30MacHOCTH MManMCHTOB, YYaCTBYIOIIUX B
KIMHUYCCKOM HCCICA0BAHNU 6I/IOMC,Z[I/II_II/IHCKOFO KIICTOYHOI'O IPOAYKTA,

17) uabOopMallMOHHBIN JTUCTOK MAllMEHTa - JOKYMEHT, B KOTOPOM B JIOCTYIHOH (hopMe H3JI0KEeHa
uHpOpMaLKs O KIMHUYECKOM HUCCIIEOBAHUU OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTA, €ro MemsX,
IUIaHEe MPOBEACHUS M BO3MOXKHBIX PHUCKAaX, COCTaBe OMOMEAMIIMHCKOTO KJIETOYHOI'O MPOAYKTa M
COJICPXKHUTCA THCbMEHHOE J0OpPOBOJILHOE COIJIaCHe TMallMeHTa Ha YydYacTHe B KIMHMYECKOM
UCCJIEJOBAaHUM OMOMETUIIMHCKOTO KIETOYHOTO IPOAYKTa;

18) perucTpanmoHHOE YyIOCTOBEPEHHE OMOMEAMIIMHCKOIO KJIETOYHOTO MPOAYKTa - JOKYMEHT,
MOATBEPXKIAIOMINNA (PAaKT roCy1apCTBEHHON PErHCTPalii OMOMETUIIMHCKOTO KJIIETOYHOTO MIPOIYKTa;

19) npousBoauTEns OMOMEAMIIMHCKOTO KJIETOUYHOTO MPOAYKTA - OpraHM3alsi, OCYIIECTBIISIOIAs
MIPOU3BOJICTBO OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa Ha OJHOW CTaJMH, HECKOJIBKUX MU BCEX
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CTagudaX TCXHOJIOTMYCCKOTO IIponecca B COOTBCTCTBUHU C HI/IHCHBHeﬁ Ha OCYUICCTBJICHUC
JACATCIIbBHOCTH I10 IIPOU3BOJICTBY 6I/IOMCI[I/II_[I/IHCKI/IX KIICTOYHBIX ITPOAYKTOB;

20) mnoboyHOe JeiicTBUE - peaklusi OpraHM3Ma 4YeliOBeKa, CBsi3aHHas C I[PUMEHEHHEM
OMOMEIMUIIMHCKOTO KJIETOYHOTO MPOAYKTA B COOTBETCTBUM C MHCTPYKIMEH IO €r0 MPUMEHEHHUIO;

21) HEXECIaTCIbHas peaKusa - HC6J'IaFOHpI/I$ITHa$I pCaKknus opraHu3mMa 4Y€JIO0BCKa, KOTOpas MOXKCET
OBITH CBs3aHA C IMPUMCHCHUCM 6I/IOM€I[I/H_[I/IHCKOFO KJICTOYHOI'O TPOAYKTA,

22) cepbe3Has HexXeaTeIbHas peakiys - HeOIaronpusITHas peaklys OpraHu3Ma 4eJoBeKa, KOTopas
CBsI3aHA C MPUMEHEHHUEM OMOMETUIIMHCKOTO KJIETOYHOIO MPOJYKTa B COOTBETCTBUU C MHCTPYKIIHEH
[0 €ro MPUMEHEHUIO, MPUBEIIIAs K CMEPTH, BPOXKACHHBIM aHOMAJIUSM WJIM IMOPOKAM Pa3BUTHS
anb0 mpeAcTaBisAOmas CO00M yrpo3y >KM3HM 4YelOoBeKa, Tpelyromias TOCHUTAlIW3alud JH00
IpUBEALIas K BpEMEHHOH yTpare TpyAO0CIOCOOHOCTH WM K HHBAJIUAHOCTH;

23) HCIIPpCABUACHHAs HCXKCJIATCIIbHAsA pCaKIug - He6J'IaFOHpI/I${THa$I pCaKlug OopraHu3mMa 4C€JI0BCKa,
KOTOpas CBA3aHa C IMPUMCHCHHUCM 6I/IOM6[[I/IIII/IHCKOFO KJICTOYHOI'0O IPOAYKTa B COOTBCTCTBHUU C
IMPOTOKOJIOM KIIMHUYCCKOI'O HCCICAOBAHUA 6I/IOM€I[I/II_II/IHCKOFO KJIICTOYHOI'O0 MPOAYKTa, 6pOIJ_IIOp0171
HUCCICO0BATCIIA HUIIN I/IHCprKIII/Ief/'I 110 €0 NPUMCHCHHUIO U CYIIHOCTD, TAXKECTh U UCXO0[ KOTOpOfI HEC
COOTBCTCTBYIOT I/IH(I)OpMaI_[I/II/I (¢} 6I/IOM6,Z[I/II_II/IHCKOM KJIICTOYHOM TIPOAYKTC, COI[Cp)KﬂH.[CﬁCH B
YKa3aHHbIX JOKYMCHTAX,

24) dhanpcupUIMpPOBaHHBI OMOMEIUIIMHCKAN KJIICTOYHBIN MPOAYKT - OMOMEIUIIMHCKUNA KJICTOYHBIHA
MPOAYKT, MPEAHAMEPEHHO COMPOBOXKIAEMBIA JIOKHON uHGpopMarueil o ero cocraBe U (WIH)
MIPOU3BOIUTEIIE;

25) HenoOpoKaueCTBEHHBIN OMOMETUIIMHCKUN KIIETOYHBIM MPOIYKT - OMOMEIUIIMHCKUN KJIETOYHBIH
MPOJYKT, HE COOTBETCTBYIOIINI TpeOOBaHUSIM HOPMATUBHON JOKYMEHTAllMU Ha OMOMEAMIIMHCKHM
KJIETOYHBIN ITPOJYKT;

26) xoHTpadaKTHBIM OHMOMEIUIIMHCKUI KJIETOYHBIM MPOIYKT - OHOMEAMIIMHCKUI KJIETOUHBIH
MPOJIYKT, HAXOISAIIUNCS B OOpAIllEHNU C HAPYIIEHUEM IPaKIaHCKOTO 3aKOHOAATEIIbCTBA;

27) MOKIMHUYECKOE HCCIeIoBaHHE OMOMEIMIIMHCKOTO KJIETOYHOrO MPOAYKTa - OMOJIOTUYECKHE,
MHUKPOOHOJIOTHYECKHE, MMMYHOJIOTHYECKHE, TOKCHUKOJOTMUECKHE, (hapMakoJIoruYeCcKHe,
busznyecKkue, XUMUYECKHE U JIPYTHe HCCIEeNOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B
HEISX BBIABJICHHUS CHEIU(PUYECKOTO MeXaHU3Ma JEHCTBUS TaKOro TMPOAYKTa, TOJYYCHHS
JIOKA3aTeNbCTB €ro 0€30MacHOCTH, KauecTBa U dPPEKTUBHOCTH, MPEIIIECTBYIONIUE KINHHUYECKOMY
HCCJICIOBAHUIO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA;

28) KIMHHMYECKOE UCCIEAOBaHHE OWOMEIUIIMHCKOIO KIETOYHOTO IPOAYKTa - HU3y4eHHE
npopUIAKTUIECKUX, JUAarHOCTUYECKHX, Je4eOHBIX, peadMINTallMOHHBIX CBOICTB
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa B TMpOIECCE €ro MPUMEHEHMs YeNOBEeKY B LEsIX
MOJIy4YeHHUs J0Ka3aTeNbCTB ero 0ezonacHocTd M 3(h(HEeKTUBHOCTH, TAaHHBIX O MOOOYHBIX JEHCTBHIX
TAaKOro MPOJYKTa U HEXKeNaTeNbHbIX pPEaKIMIX, CBA3AHHBIX C €ro MPUMEHEHHEM, a Takxke 00
apdexTe B3aMMOACUCTBHUS HMCCIETYEMOro OMOMEIULIMHCKOTO KIETOYHOrO IMPOAYKTa C IPYTUMHU
OMOMEIUIIMHCKUMH  KJIETOYHBIMUA TPOAYKTaMH, JIEKAPCTBEHHBIMHM MpenaparaMud ©  (WJIH)
MEAMIMHCKUMU U3AETUSAMH, UILEBBIMU NTPOIYKTaMH;

29) MHOTOIIEHTPOBOE KIMHHYECKOE HCCIEOBAaHWE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOaYKTa -
KIIMHUYECKOE HCCIIeNOBAaHUE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, MPOBOAUMOE B JIBYX H
Oojiee MEIUIIMHCKUX OpraHU3alMsIX 10 €IWHOMY TIPOTOKONTY KIMHHYECKOTO WCCIICIOBAHMS
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTA;



30) MexIyHApOIHOE MHOTOIIEHTPOBOE KIIMHUYECKOE UCCIIeIOBaHNE OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJYKTa - KIMHHUYECKOE HCCIeI0BaHne OMOMEAUIIMHCKOTO KIETOYHOTO MPOIYKTa, IPOBOAMMOE B
pa3IMYHBIX CTpaHaX MO EIUHOMY IPOTOKOJNY KIMHUYECKOTO WCCIICOBAaHUS OHOMEIUIIUHCKOTO
KJIETOYHOTO MPOJIYKTa;

31) mocTperucTpalmoOHHOE KIMHUYECKOE MCCIICIOBAaHUE OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTa -
KIIMHUYECKOE HCCIIE0BAaHNE OMOMEIUIIMHCKOTO KIETOYHOTO MPOJyKTa, OOpalleHne KOTOpPOro B
Poccuiickoit ®enepanur OCYIIECTBISAECTCS MOCIE€ TOCYIAPCTBEHHOW PETHCTpalluu, B IEIIX
JIOTIOJTHUTEIBHOTO cOOpa AaHHBIX O ero 0e30macHOCTH U 3PPEKTUBHOCTH, PACIIUPEHUS MMOKA3aHUHA
K TPUMEHCHHIO TAaKOTO OHMOMEIUIIMHCKOTO KJIETOYHOTO TPOJAYKTa, a TakKKe BBIABICHUS
HEXeJIaTeJIbHBIX PEeaKIUuil Ha €ro MpUMEHEHHE.

Crarbs 3. lIpyHIUIIBI OCYIIECTBJICHUS IEITEJIbHOCTH B cepe
oOpaleHuss OMOMETUIIUHCKUX KJIETOYHBIX IPOAYKTOB

[TpuHIMITAMHA OCYIIECTBIICHUS NIEATEIHPHOCTH B cepe oOpaimeHuss OMOMETUIIMHCKUX KICTOYHBIX
MIPOAYKTOB SIBJISIFOTCS:

1) 106pOBOIBHOCTE U 0€3BO3ME3THOCTH JOHOPCTBA OMOJIOTMYECKOT0 MaTepHala;
2) cobmroicHrne BpaueOHOW TaHBI 1 MHON OXpaHsIeMOM 3aKOHOM TailHBbI;
3) HEeOIMYCTUMOCTD KYIIIH-NPOJIaKU OMOIOTHYECKOT0 MaTepuaa;

4) HEAOMYCTUMOCTh CO3/laHHUsS SMOpHOHA YelIOBeKa B IENSAX IMPOU3BOJCTBA OHOMEIUITUHCKUX
KJIETOYHBIX IIPOJIYKTOB;

5) HEAOIIYCTUMOCTD HUCIIOJB30BaHUA  OJIA pa3pa60TI<H, MMponu3BOACTBa U MMPUMCHCHUA
6I/IOM€I[I/IIII/IHCKI/IX KJIICTOYHBIX TPOJAYKTOB OHOJOTrHYECKOT0 mMarcpuajga, IOJYUYCHHOTO MIYTEM
MpEpbIBaAHUSA TPOLIECCa PA3BUTHUS 3M6pI/IOHa HJIN T1J10Ja YCJIOBCKA NI HAPYIICHHUA TAKOT'O IMPOLECCa,

6) cobmoneHrue TpeboBaHUM OMOOTMYECKONW OE30MACHOCTH B LIESAX 3alUThI 310POBbsS JOHOPOB
OMOJIOrHYEeCcKOro Marepuaia, pabOTHUKOB, 3aHATHIX HA IPOU3BOICTBE OMOMEAMIIMHCKUX KIIETOYHBIX
IPOAYKTOB, MEAUIIMHCKUX PAOOTHHUKOB, NAI[UEHTOB U OKPYKAIOIIEH CPEeIbl.

Cratps 4. IlpuroroBiieHue KJIeTOYHON JJUHUM

Honoscenun wacmu 1 cmamou 4 (8 peoaxkyuu Deoepanvrnozo 3axona om 04.08.2023 N 466-D3) ¢
OMHOWEHUU OUOMEOUUUHCKUX KTIEMOYUHBIX RPOOYKM OB, 3AA61EHUS 0 20CYOAPCMEEHHOIL
pecucmpayuu Komopuvix 01U NOOAHbL 6 YNOJIHOMOUEHHBLIL (hedepanbHblil Op2aH
ucnoanumenshou earacmu 00 01.04.2024, npumenatomcsa c 01.01.2026 (vacmo 2 cmamou 3
Deoepanvrozo 3akona om 04.08.2023 N 466-D3).

1. IlpuroToBneHne KICTOYHOW JIMHHWH, TPEIHA3HAYCHHOW /I TPOU3BOJCTBA OMOMEIUIIMHCKUX
KJIETOYHBIX TMPOJIYKTOB, BKIIOYaeT B ce0s TMOJTydeHHe OHMOJIOTMYeCKOro Marepuana, ero
WCCJICIOBAHNE, BBIJICTICHUE W3 HETO KIETOK, W TMPU HEOOXOIMMOCTH WX KYyJbTUBHUPOBAHHE H
Moau(UKaAIMIO BHE OpraHW3Ma YelOBEeKa, MOMyYeHHE CTaHAAPTU30BAHHOW MOMYJISIUU KIETOK H
OIICHKY COOTBETCTBUS TOMYJSAIUM KIETOK CHEeIU(UKAIMH Ha OHMOMEIUIIMHCKUN KJICTOYHBIN
MPOJIYKT, COJIepKallleil CBECHUS, yCTaHOBIIEHHbIE cTaThel 7 Hactosiero denepaibHOro 3aKoHa. (B
pen. ®enepansHoro 3akoHa ot 04.08.2023 N 466-D3)

2. ﬂﬂﬂ IIPUT'OTOBJICHHUA KJICTOYHOU JIMHHH HCIOJIB3YIOTCA HCKIIOYUTEIIBHO KICTKH YCJIOBCKa WA
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YeJlOBeKa, B OTHOUIEHWHM KOTOPOrOo KOHCTATUPOBAaHA CMEPTh B TOPSJAKE, YCTAHOBJIECHHOM
3aKoHoJaTenbcTBOM Poccuiickoit denepanum.

3. HonyquI/Ie U HCIIOJIB30BAHUE MJId IIPOU3BOJACTBA 6I/IOMe,Z[I/IHI/IHCKI/IX KJIICTOYHBIX IIPOAYKTOB
OMOJIOrIYECKOro Marcpurajia HCYCTAHOBJICHHBIX JIUI[, KOTOPBIC IO COCTOAHUIO 3J0POBbiA, BO3PACTyY
HJIX UHBIM IIPHUYXHAM HC MOIJIU COO6H_[I/ITI) JaHHBIC O CBOCH JIMYHOCTH, B OTHOHICHHHN KOTOPBIX
BIIOCJICACTBMM KOHCTAaTUpOBaHa CMCPTb B IOPAAKE, YCTAHOBJICHHOM 3aKOHOAATCIbLCTBOM
Poccuiickoit d)ez[epaum/l, M Ha MOMCHT IIOJYYCHUA OHOJIOrMYECKOI0 Mar€puajia MJaHHBIEC O
JIMYHOCTHU KOTOPBIX HC YCTAHOBJICHBI, HC JOITYCKAKOTCA.

Crarbs 5. Pa3padoTka 0MOMEeTUIMHCKUAX KJIETOYHbIX POAYKTOB

1. Pa3paboTka OMOMEAMIIMHCKUX KJICTOYHBIX MPOIYKTOB MPEICTABISIET COOOM mporecc CO3IaHus
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa M TEXHOJIOTUH €0 MPOU3BOICTBA.

2. dunHaHcoBoe obecrneyeHHne pa3pa60TKH 6I/IOMe,Z[I/II_II/IHCKI/IX KIICTOYHBIX IIPOAYKTOB MOXKET
OCYHICCTBIIATHCA 3a CUHCT!

1) Gro/KETHBIX aCCUTHOBAHUH (heepabHOro O KETA;

2) OroMKETHBIX aCCUTHOBaHMI O10/KeTOB cyOBeKTOB Poccuiickoit @enepanuu;

3) cpenctB pa3pabOTYMKOB OMOMEAUIIMHCKUX KJIETOUHBIX MPOAYKTOB;

4) UHBIX UCTOYHUKOB, HE 3alpPEIICHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoit denepanuu.

3. HpaBa pa3pa60TqI/IKa 6I/IOMC,HI/IL[I/IHCKOFO KIICTOYHOI'O IMPOAYKTA OXPAHAIOTCA B COOTBCTCTBHUU C
TpaXXJaHCKHUM 3aKOHOAATCIIbCTBOM.

Cratba 6. [lokamHu4YecKoe uccjiefoBane OMoOMeTUIMHCKOT0
KJIETOYHOI'0 MPOAYKTA

1. JloxnmHUYEeCKOe WCCIe0OBaHne OWOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa IPOBOAUTCS Ha
MOJICIUPYEMBIX B OpraHU3Me KUBOTHBIX JINOO BHE JKUBOTO OpraHU3Ma MaToJIOrMYECKUX Mpoleccax,
MMPOTCKAIOIIUX B OpPraHu3ME YCJIOBCKA, U (I/IJ'II/I) MaTOJOTHYCCKHUX COCTOSAHUAX YCJIIOBCKA, IIPU
KOTOPBIX MpeJoaraeTcs NpUMeHATh pa3padaTbiBaceMblii OMOMEIUIIMHCKUN KJIETOYHBIM MPOJIYKT, a
TaKXXE€ Ha MOIACIAX, IIO3BOJIIOIINX BBISIBUTH CHGHI/I(bI/I‘IeCKI/Iﬁ MEXaHU3M HeﬁCTBHH TaKoOIro
IPOAYKTa, ero 3(h(peKTUBHOCTH U 0€30MaCHOCTb.

2. 1o pesynpTaTaM MpPOBEIEHHOTO AOKIMHUYECKOTO UCCIEI0BaHUS OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJIYKTa OpraHu3alus, KOTOpasl MPOBOAMWIIA JOKIMHUYECKOE HCCIEI0OBAHUE, COCTABIISIET OTUET O
JTOKJIUHUYECKOM HCCIEAOBAaHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, COACPIKAINN ONUCaHue,
pe3ynbTaThl M aHAIM3 PE3YyIbTAaTOB JOKIMHUYECKOTO HCCIENIOBAHMS, a TaKKe 3aKJIIOUEHHUE O
BO3MOXHOCTH IMMPOBCACHUA KIIMHUYCCKOTO UCCIICTOBAHUSA 6I/IOM6HI/IHI/IHCKOFO KJICTOYHOI'O IIPOJAYKTa.

3. IlpaBuna npoBeACHUS TOKIMHUYECKUX UCCIIEIOBAHUM OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB,
BKIItOUasi TpeOOBaHUS K KBaTU(UKAIIUY CTICIUATHCTOB U MaTePHAIbHO-TEXHUYECKON 0a3e HayIHBIX
opraHu3amuii, 00pa30BaTEeNbHBIX OpraHU3aIluii  BBICIIErO OOpa30BaHMs, O0O0pa30BATECIBHBIX
OpraHu3alii  JOMOJHHUTEIBHOTO MPO(ECCHOHANBHOIO O00pa3oBaHMs, WHBIX OpraHU3alHid,
YCTAHABJIMBAIOTCS TPAaBWIAMH HaIUIeKaIIed TPaKTUKA 10 padoTre C OHOMEAMIMHCKUMHU
KJICTOYHBIMU TPOIYKTaMH, YTBEPKIAEMbIMU (elepaibHbIM OpPraHOM HCIIOJIHUTEFHONW BIIACTH,
OCYIIECTBISIONIMM (YHKIIMA TI0 BBIPAa0OTKE M pEATHM3alUd TOCYJAapCTBEHHON TOJMTHKH U



HOPMAaTHUBHO-TIPABOBOMY PETyIHUPOBaHUIO B chepe 3apaBoOXpaHEHHs (Jlanee - yIMOJTHOMOUYEHHBIH
denepanbHbI OpraH UCIOJHUTEIBHOMN BIIACTH).

4. ®unaHcoBoe o0ecreyeHUue MOKIMHUYECKHX MCCIEOBAHUN OHOMEIUIIMHCKUX KJIETOYHBIX
IIPOJYKTOB MOKET OCYIIECTBISATHCS 3a CUET:

1) Gro/KETHBIX aCCUTHOBAHUH (herepabHOTO O KETA;
2) Or0JKETHBIX aCCUTHOBAHUMU O10/1KETOB CyOBhekTOB Poccuiickoit deneparuu;
3) cpencTB pa3paboTINKOB OMOMETUIIMHCKHUX KJICTOYHBIX MPOTYKTOB;

4) UHBIX UCTOYHUKOB, HE 3alPEILIEHHbIX 3aKoHOAaTeNbcTBOM Poccuiickoit denepanumn.

Crarbs 7. Cnenuduxkanuss Ha OMHOMEIUIMHCKUN KJIETOYHBIA MPOIYKT

1. Ha xaxneiii pa3paOoTaHHBI OMOMEAMIMHCKUN  KIETOYHBIM TPOMYKT, IPOIIEIIIHNA
JOKJIMHUYECKOE HCCIel0OBaHue, pa3padOTYMKOM OHMOMEIUIIMHCKOTO KIJIETOYHOIO MpPOAYKTa WM
IPOU3BOJIUTENIEM OMOMEIUIIMHCKOIO KJIETOYHOIO IPOAYKTAa COCTaBisieTcsl — crenudukanus,
IpeCTaBIsAIoMmas cCoO0i JOKYMEHT, COlepKallluii CBEIEHUS O THIE (ayTOJIOrMYHbIN, aJUIOT€HHBbIH,
KOMOWHUPOBAHHBIN) OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa, €ro KayeCTBEHHOM COCTaBe M
KOJINYECTBEHHOM COCTaBe, OMOJIOTMYECKUX UM UHBIX XapaKTePUCTUKAX KJIETOYHOW JIMHUU
(KJIETOYHBIX JTMHUI) U OMOMEIULIMHCKOIO KJIETOYHOIO TPOYKTA.

2. ®opma crneuupuKaK HAa OMOMEAMIMHCKUN  KJIETOYHBIA MTPOAYKT  yTBEP)KAAETCS
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOJIHUTENIBHOM BIACTH.

Crarbs 8. I'ocynapcrBeHHas perucTtpanus 0MOMeTULMHCKHAX
KJIETOYHBIX IPOAYKTOB

1. IIpon3BoacTBO, peanusanus, MIPUMEHEHNE, XPAaHEHNUE, TPAHCIIOPTUPOBKA, BbIBO3 U3 Poccuiickoit
denepanuy, YHUUTOXKEHHE OMOMEAMIIMHCKUX KJIETOYHBIX NMPOJYKTOB OCYLIECTBISAIOTCS, €CIM OHU
3aperucTpUpOBaHbl YIOJHOMOYEHHBIM (he/iepaJbHbIM OPraHOM HCIIOJIHUTEIBHONW BIIACTH. (B pei.
denepanbHoro 3akona ot 04.08.2023 N 466-D3)

2. I'ocynapCTBEHHOM pEerucTpanuy MoIexkar:

1) OWoMemuIMHCKHE KJIETOYHBIE NPOAYKTHI, BIEPBBIC TMOJUICKAIINE BBOJY B OOpalieHHE B
Poccuiickoit  ®enepanuu, 3a HCKIIOYEHHEM OHOMEIUIIMHCKHX  KIETOYHBIX IPOJYKTOB,
NpeJHAa3HAYCHHBIX  JUIS  WCIIOJHEHWS ~ WHAWBUAYAILHOTO  MEIUIIMHCKOTO  Ha3HA4YeHUS
OMOMETMITMTHCKOT O KJIETOYHOTO MPOAYKTA, CIICIHATbHO MTPOU3BEICHHOTO I OT/IENBHOTO MallUeHTa
HEIOCPEICTBEHHO B  MEIUIMHCKOW  OpraHM3aluyd, B  KOTOPOM  NPUMEHSAETCA  JTaHHBIN
OMOMEIMIIMHCKHIN KJIETOYHBIN MPOAYKT; (B pen. DenepanbHoro 3akoHa ot 04.08.2023 N 466-D3)

2) GUOMETUIIMHCKHE KJIETOUYHbIE TPOAYKTHI, 3apPErUCTPUPOBAHHBIEC PaHee, B CIy4ae U3MEHEHHUS THIIA
(ayTOJOTHYHBIN, aJIJIOT€HHBIA, KOMOMHUPOBAHHBIN) OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTa, €ro
KaueCTBEHHOI'O0 COCTaBa M (MJIM) KOJMYECTBEHHOIO COCTaBa (3a MCKIOYEHMEM COCTaBa
BCIIOMOTaTENbHBIX BELIECTB), OWOJOTMYECKUX M HHBIX XapaKTEPUCTUK KICTOYHOM JIMHUHU
(KJIETOYHBIX JTMHUHN) U OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

3. I'ocynapcTBeHHas peructpanus OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa OCYIIECTBISETCS IO
pe3ynbTaTam:
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1) GMOMEANIIMHCKOM IKCIIEPTU3BI OMOMEIUITMHCKOTO KIIETOUHOTO MPOIYKTA, BKITFOUAOIICH:

a) SKCHepTH3y KadyecTBa OMOMEIMIIMHCKOTO KIETOYHOTO MPOAYKTa, B TOM YHCJIE HKCHEPTH3Y
coctaBa 00pa3loB OMOMEIMIMHCKOrO KJIETOYHOIO MPOJYKTa U METOA0B KOHTPOJS €ro KadecTBa
(manee - SKCIEPTU3a KauecTBa OMOMEIUIIMHCKOrO KJIETOYHOTO IIPOAYKTa);

0) »9KcrepTu3y JOKYMEHTOB Il TMOJY4YeHHs] pa3pelleHds Ha TMPOBEACHHE KIMHUYECKOTO
UCCJICIOBaHMSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa,

B) 9KcrepTusy 3¢ (HEeKTHBHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

I) DOKCHEPTU3Y OTHOLICHUS OXXHUIAEMOW TOJb3bl K BO3MOXXKHOMY PHCKY IPHUMEHEHHUS
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTA;

2) 3THUYCCKOM SKCIICPTU3BL BO3MOXXHOCTH IMPOBCACHUA KIMHHUYCCKOI'O HCCICA0BaHUA
6I/IOM6,I[I/II_[I/IHCKOFO KIJIICTOYHOI'O IIPOAYKTA (z[anee - OTHYCCKasd SKCHepTI/ISa);

3) KIMHUYECKUX MCCIIEA0BAHUN OMOMETUIIMHCKOTO KJIIETOUHOTO MPOAYKTa.

4. FOCYZ[apCTBeHHaﬂ perucTtpanuia 6I/IOM€I[I/IIII/IHCKI/IX KJIICTOYHBIX IMPOAYKTOB OCYHICCTBIACTCA
YIOJIHOMOYEHHBIM (heiepalibHbIM OPIaHOM HUCIIOJIHUTEIBHOM BIIACTH B CPOK, HE MIPEBBIILAIOIINN CTA
NSATHACCATH PAaOOYMX JHEH CO [HS TNPHUHATHS 3asABJICHUS O TOCYAAPCTBEHHOW pPETHCTpauu
OMOMEIMIIMHCKOIO KJIETOYHOTO IPOAYKTa, JTUOO B CPOK, HE NMPEBBIMIAIONUINN ABYXCOT MATUIECATH
paboumx JHEW co JHS NMPUHATHS 3asBJIEHUS O FOCYAApCTBEHHOW perucTpauuu O0MOMETUIIMHCKOTO
KJIETOYHOIO NPOAYKTa, B Cllyyae HPUHATHS YIOJHOMOYEHHBIM (enepalbHbIM — OpraHoM
HWCIIOTHUTEIBHON BJACTH pelicHrud O IOBTOPHOM IPOBCACHUU 6HOM€HHHHHCKOﬁ 9KCIICPTU3BL
OMOMEMIIMHCKOTO KJIETOYHOIO0 MPOJYKTa M (WJIM) 3TUYECKOH SKCIepTH3bl B COOTBETCTBUH CO
cratbeit 19 Hacrosimero @exnepanbHoro 3akoHa. Cpok rocyaapCTBEHHOM —perucrpanuu
OMOMEMIIMHCKOTO KJIETOYHOTO MPOAYKTAa HMCUYUCIAETCS €O JHS HPUHATUS YIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM MCIOJIHUTEIBHOW BIIACTU 3asBICHHUS O TOCYAApCTBEHHOHM pErucTpanuu
OMOMEMIIMHCKOTO KJIETOYHOTO MPOAYKTa C TNPHIOKEHHUEM HEOOXOAMMBIX IOKYMEHTOB JIO JIHS
BbIIAYM PETUCTPALUOHHOI0 YAOCTOBCPCHUA 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOTO MHPOAYKTaA. BperI
NPOBEIEHUS KJIMHUYECKOTO HCCIIEAOBAaHUS OHMOMEAMIMHCKOTO KJIETOYHOrOo MpPOAYKTa He
YUUTBHIBA€TCSI MPU HCUYMCIECHUM CpOKa TOCYIapCTBEHHOW pPErucTpalud OHOMETUIIMHCKOTO
KJIETOYHOTO MPOJYKTA.

5. He nomyckaercs rocyaapCTBEHHasi pErucTpanus:

1) pa3nuuHbIX OMOMEIMIMHCKMX KIJIETOYHBIX MPOJYKTOB TOJ OJAMHAKOBBIM TOPTOBBIM
HaUMEHOBAHUEM,;

2) oaHoro OHOMEIUIIMHCKOIO KIETOYHOI'O MPOAYKTA, BBITYCKAEMOI'O IPOU3BOIUTEIEM IO
9

pPa3JIMYHBIMU  TOPrOBBIMM  HAWMEHOBAaHMSMHU W  NPEACTABICHHOIO Ha TIOCYJapCTBEHHYIO

PETHCTPAIIMIO B BUJIE ABYX U 00Jiee OMOMETUIIMHCKUX KIIETOYHBIX MMPOTYKTOB.

6. YNOIHOMOUYEHHBIM (efepalbHbIM OPraHOM HCIOJHUTEIBHON BIACTH B YCTAHOBJIEHHOM UM
MOPSKE TIO 3aMpocy HOPUIWYECKUX JIHIl, OCYIIECTBISIONUX NEATEILHOCTh IMPH OOpaIleHUH
OMOMEMIIMHCKAX KJIETOYHBIX MPOAYKTOB (manmee - CyOBeKThl OOpamieHus OWOMEIUITUMHCKHUX
KJIETOYHBIX TIPOAYKTOB), B MUCHbMEHHOMN WJIH AIEKTPOHHOU (hOpMe MAr0OTCs Pa3bsICHEHUS TTOTOXKCHHIA
JIOKYMEHTAIIMN, CBSI3aHHOW C TOCYIApCTBEHHOW PErucTpalyei, a TakkKe C JOKIWMHUYECKHUMH U
KITMHUYECKUMH UCCIICIOBAHUSMU OMOMEIUIIMHCKUX KJIETOYHBIX MPOTYKTOB.

7. IlpaBurensctBoM Poccuiickoit denmepanuu B ciaydae BBEICHHS B OTHOIIEHWH Poccuiickoit
Oenepanii OTPAHUYUTENBHBIX MEP KOHOMHUYECKOTO XapaKTepa YCTAaHABIUBAIOTCS OCOOCHHOCTH
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oOpaiieHuss OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TOM 4YHCIIE€ OCOOCHHOCTH UX
rocyaapcTBEeHHOMN peructpaiui. (B pea. denepanbuoro 3akona ot 08.03.2022 N 46-D3)

Cratbs 9. llpeacraBiieHre 10KyMEHTOB JIJIS1 TOCYAaPCTBEHHOM
perucTpanuu OMOMeIUIUHCKOr0 KJIeTOYHOIr0 MPOAYKTA

1. Jlns rocynapCTBEHHOM perucTpanuyd OMOMEIUIUHCKOTO KJIETOYHOIO MPOAYKTa OpraHu3alius,
oOnajaromiasi IMpaBaMH Ha Ppe3yJabTaThl JOKIMHMUYECKHX HCCIIEOBAaHUN OHOMEIUITMHCKOTO
KJIETOYHOTO MPOAYKTa, KIMHUYECKUX HCCIEAOBAHUNA OMOMETUIIMHCKOTO KJIETOYHOI'O MPOIYKTa U
(1) Ha TEXHOJIOTHIO MPOU3BOJACTBA OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa, WIH
VIIOJHOMOYEHHOE €10 Jpyroe IOpHAWYECKOe JHIO0 (lajgee - 3asBUTENb) IMPEACTABISET B
YIIOJTHOMOYEHHBIN (peiepabHbIil OpraH HCIOJHUTEIBHON BIIACTU 3asBJIEHUE O IOCYAAPCTBEHHOU
perucTpanuu OUOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYyKTAa U UHBIE JOKYMEHTBHI, M3 KOTOPBIX
bopMUpYETCS PETUCTPAIMOHHOE JO0Che Ha OWMOMETUIIMHCKUN KIETOYHBIA MpoaykT. Dopma
3asiBJICHUS U TOPAJIOK MPEICTABICHUS YKa3aHHBIX 3asBJICHUS M JOKYMEHTOB, BKJIIOYas 3TATHOCTb
npejacTaBieHus (11 OMOMEIUIIMHCKUX KJIETOYHBIX IIPOAYKTOB, B OTHOIIEHHWU KOTOPBIX HE
NPOBOAWINCH  KIMHMYECKHE UCclefjoBaHus Ha Tepputopun  Poccuiickoit  ®eneparun),
YCTAaHABJIMBAIOTCS YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTENbHON BIACTH.

2. PeructpanmuoHHoe [n0cheé Ha OHMOMETUIIMHCKUN KJIETOYHBIA TPOAYKT GdopMUpYyeTcs U3
CJIEIYIOIINX JOKYMEHTOB:

1) 3asBiI€HUE O TOCYIaPCTBEHHON PETUCTPALIMU OMOMEIUIIMHCKOIO KJIETOYHOIO MTPOYKTa;

2) KOIIMgd JOKYMCEHTa Ha PYCCKOM 3bIKEC, 3aBCPCHHOI'0 B YCTAHOBJIICHHOM IIOPAAKE U
MNOATBCPKAAIOMIECTO MNPAaBOMOYHOCTL 3asABUTCIIA  IMOAAaBAaTb  3asBJICHUC O FOCYI[apCTBeHHOfI
perucTtpanuu 6I/IOMC,Z[I/II_II/IHCKOFO KIJIICTOYHOI'O ITPOAYKTA (I[OBepeHHOCTB);

3) cnierudukarys Ha OMOMEIUIIMHCKUIN KIETOYHBIN MPOIYKT;
4) NpOeKT HOPMATHUBHOM IOKYMEHTALlUK Ha OMOMEIUIIMHCKUN KIIETOYHBIH MTPOIYKT;

5) NpPOEKTHl MAaKETOB MEPBUYHOMN YIIAKOBKU U BTOPUYHOM yIaKOBKH OMOMEIUIIMHCKOTO KJIETOYHOIO
MIPOJIYKTa;

6) OT4ET O TMPOBEACHHOM JOKJIMHUYECKOM HCCIEJOBAaHUM OHMOMEIUIUHCKOTO KJIETOYHOIO
NPOAYKTAa,

7) IPOEKT MPOTOKOJIA KIIMHUYECKOTO HCCIEA0BaHUs OMOMEIUITMHCKOTO KIIETOYHOTO MPOIYKTA;
8) IPOEKT periaMeHTa MPOU3BOICTBA OMOMETUITMHCKOTO KIETOYHOTO MPOIYKTa;

9) cBelmeHHs O PETHCTPAIMIOHHOM HOMEpe W JaTe MPEIOCTaBICHHS JUIICH3UH Ha OCYIIECTBICHHE
JESTENILHOCTH T10 MPOHU3BOJICTBY OMOMEIUIIMHCKOTO KJIETOYHOTO MpoaykTa; (B pen. denepambHOro
3akoHa oT 27.12.2019 N 478-D3)

10) nuadopMaIOHHBIH TUCTOK MAIUEHTA,

11) I/IH(I)OpMaI_II/ISI O CTpaxoOBbIX BbIIUIATAX ITaUCHTaM, IIPUBJICYCHHBIM K TIPOBCACHUIO
KIMHHUYECKOI'O UCCIICIOBaHUs 6I/IOMCI[I/II_[I/IHCKOFO KJICTOYHOI'O IIPOAYKTA,

12) otuer o pe3ynbTaTax MEXIYHAPOAHBIX MHOTOLICHTPOBBIX KIMHUYECKUX HCCIEAOBAHUI
OMOMEIMIIMHCKOTO KJIETOYHOTO TIPOJAYKTa, 4YacTh U3 KOTOPHIX TMpoBeAeHa B Poccuiickoit
denepaunu;
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13) mpoeKT MHCTPYKIUH MO0 MPUMEHEHHIO OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa, COolIep Kalei
CJIEAYIOIINE CBEICHUS:

a) HaMMCHOBaAHUEC 6I/IOMeI[I/II_[I/IHCKOI"O KIICTOYHOT'O ITPOAYKTA,

6) TUmn  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa  (ayTOJIOTWYHBIM,  AJJIOTCHHBIMH,
KOMOWHHUPOBAHHBIN);

B) KauC€CTBCHHBIC MW KOJIHMYECTBCHHBIC XapaKTCPHCTHUKU KJICTOYHOM JUHUH (KJ'ICTO‘IHI)IX HHHHﬁ),
HaMMCHOBAaHUA W KOJUYCCTBO BCIIOMOI'aTCIBHBIX BCUICCTB, BXOOAIIHMX B COCTaB 6I/IOMGI[I/II_II/IHCKOI‘O
KJICTOYHOI'O IIPOAYKTA,

I') HAUMEHOBaHUS (MEXyHapOIHbIE HENTATEHTOBAHHbIE, WJIM IPYNIIMPOBOYHBIE, NN XUMUYECKUE) U
KOJIMYECTBO JICKAPCTBEHHBIX MPENapaToB M (apMareBTHYSCKUX CYOCTaHIIMK, BXOJSIIUX B COCTaB
OMOMEIUITMHCKOTO KJIETOUYHOr0 IpoayKTa; (B pea. PenepanpHoro 3akoHa ot 03.08.2018 N 323-D3)

Il) HAaMMCHOBaHUs MCIHUIIMHCKHUX HSHCHHﬁ, BXOAiAIIUX B COCTaB 6I/IOMGIII/IIII/IHCKOFO KJI€CTOYHOI'O
IMPOAYKTA,

€) MOoKa3aHusl K IPUMEHEHUIO;
) IPOTHBOIIOKA3aHHS K TPUMEHEHHIO;

3) peXKHUM U CIOCOO MPUMEHEHHUS] OMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTA, MPOJOIKUTEILHOCTD
JICUCHHUS,

1) MEpBI MIPEOCTOPOKHOCTU IPU IPUMEHEHUH OMOMEIUIIMHCKOTO KJIIETOUHOTO MPOIYKTa;

K) YKa3aHue (MpH HaJIMYUKM) 0cOOeHHOCTEH IeHicTBUS OMOMEINIIMHCKOTO KJIETOYHOIO MPOIYKTa MpH
MIEPBOM €ro IPUMEHEHNUU;

J'I) BO3MOKHEIE TOOOYHEIE I[GI\/’ICTBI/UI Ipru IPUMEHCHUHN 6I/IOM€)II/IHI/IHCKOFO KJICTOYHOI'O IIPOJAYKTA,

M) COUCTAaCMOCTb C MUHBIMU BHAAMH JICYCHHA, BKJIIOYasd COYCTACMOCTb C JICKAPCTBCHHBIMHA
npenapatamMm " (I/IJ'II/I) MCIWTHUHCKUMHU U3ACITUAMU, APYTrUMU 6I/IOM€I[I/IHI/IHCKI/IMI/I KJICTOYHBIMH
MMPOAYKTAMH, a TAKIKEC MUIICBBIMU ITPOAYKTAMU,

H) CPOK T'OAHOCTH U YKA3aHUC Ha 3alpCT IIPUMCHCHU A 6I/IOMe,Z[I/ILIPIHCKOFO KJICTOYHOI'O ITPOAYKTA I10
HCTCUYCHUU CpOKa roaHOCTH,

0) 0COOEHHOCTHU OPpUMCHCHUA Y ,Z[CTGfI, 6epCMeHHBIX JKCHIIMH MW KCHIIUMH B NCPUOL TPYAHOIO
BCKapMJIMBaHUA

1) JaHHBIC O CTAOMIILHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTA;
P) YCIIOBUS XpaHEHUs] OMOMEIUIIMHCKOTO KIETOYHOTO MPOYKTa;

14) pexkBU3UTBHl JOKYMEHTOB, MOATBEPKAAIOUIMX YIJIaTy TIOCYJapCTBEHHON IONUIMHBI 32
MPOBEJICHNE DKCHEPTU3bl KadecTBa OWOMEAMIIMHCKOTO KJIETOYHOIO MPOJYKTa, SKCIEPTHU3BI
JOKYMEHTOB Il TIONYYEHMsI pa3pellieHuss Ha MPOBEACHHUE KIMHUYECKOIO HCCIEIOBAHUS
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOJYKTa U ATHUYECKON 3KCIEPTHU3bI, SKCIEPTU3bl 3PPEKTUBHOCTH
OMOMEMITMHCKOTO KJIETOYHOTO MPOJAYKTa M HSKCHEPTH3bl OTHOLICHHUS OXKUIAAEMOM MOJb3bl K
BO3MO)KHOMY DPHCKY TpPUMEHEHHs OWOMEIULMHCKOrO KJIETOYHOrO MPOAYKTa, B OTHOIICHUH
KOTOpPOr0 MPOBEAECHBI MEXIyHAPOJIHbIE MHOI'OLEHTPOBbIE KIMHUYECKUE HCCIIEIOBaHMS, 4acThb U3

KOTOpBIX NpoBeaeHa B Poccuiickoit @enepanuu; (B pen. Penepanpuoro 3akona ot 03.08.2018 N
323-D3)
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15) nOKyMEHTBI, TpeACTaBiisieMble B COOTBETCTBHMM C YacTbio 2 cTarbu 18 HacTosIIero
denepanbHOTO 3aK0HA.

3. 3agBUTENb BOpPaBE MPEICTABUTh MO COOCTBEHHOW WHUIMATHBE JTOKYMEHTHI, MMOATBEPIKIAIOIINE
yIUIaTy TOCYAAPCTBEHHOW TMONILIMHBI 332 IMPOBEICHUE OSKCIEPTU3BI KAa4eCTBa OMOMETUIIMHCKOTO
KJIETOYHOT'O ITPOJIYKTa, SKCIEPTU3bl JIOKYMEHTOB /I IOJYYEHHs pa3pelieHUsi Ha IPOBEJICHUE
KIIMHUYECKOT'O MCCIICOBAHMS OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa U 3TUYECKOW IKCIICPTH3BI,
sKcnepTU3bl 3QPEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA U AKCIEPTU3bl OTHOIICHUS
OKHJJAEMOU TIOJIB3bI K BO3MOKHOMY PUCKY MPUMEHEHUSI OMOMETUITUHCKOTO KJIETOUYHOTO MPOAYKTa,
B OTHOLIEHWHM KOTOPOTO MPOBEIEHbl MEKIYHApOIAHbIE MHOTIOLEHTPOBBIE  KIMHUYECKHE
WCCIICIOBAHMUSA, YacTh M3 KOTOpPbIX IpoBeneHa B Poccuiickoi @Penepanuu, CBEACHUS O
PErUCTPallMOHHOM HOMEPE U JaTe MPe0CTaBICHUS JIULIEH3UH [TPH OOpalleHUH 32 TOCYAapCTBEHHOM
perucTpanueii OMOMEeIUIIMHCKOTO KJIETOYHOTO MpOAyKTa. B ciyuae HempencTaBieHUs yKa3aHHBIX
JOKYMEHTOB M CBEJICHUN YIOJIHOMOYEHHBIH (eaepanabHblii OpraH HCIOJIHUTEIHHOW BIACTH
3alpaiivBaeT UX B MOPSIKE MEXKBEIOMCTBEHHOTO WH(OPMAIMOHHOTO B3aWMOJCHCTBUSA. (B pell.
denepanbHOro 3akona ot 27.12.2019 N 478-03)

4. He pnomyckaercs HCIONb30BAHUE B KOMMEPUYECKHX LENsAX HHPOpPMAMK O pe3yJbTarax
JOKIMHUYECKUX HUCCIEIOBAHUM OHMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB U  KJIMHUYECKHX
WCCJICIOBAHUN OMOMEIUIIMHCKUX KIJIETOYHBIX MPOJYKTOB, TMPEACTABICHHON 3asBUTEIEM IS
rOCYy/IapCTBEHHOW perucTpanuu OMOMEIUIMHCKOTO KIETOYHOTO MPOAYKTa, 0e3 ero coryiacus B
TEYEHUE WIECTH JIET C JaThl TOCYJapCTBEHHON perucTparud OMOMEIUIMHCKOTO KJIETOYHOTO
npoaykra B Poccuiickoit denepanumu.

Cratbs 10. PemmeHue 0 Bbiave IKCIEPTHOMY YUPEKICHUIO U COBETY
110 3THKE 3aJaHU HA NPOBeJICHUE IKCIEPTU3 OMOMEIUIIUHCKOT 0
KJICTOYHOI'0 MIPOAYKTA

1. B Teuenue nsaTu pabouux AHEW CO AHS MPUHATHUS 3asIBJICHUS O TOCYJAapCTBEHHOM PETruCTpalvuu
OMOMEIMIIMHCKOT O KJIETOYHOI'O POAYKTa YIOJTHOMOYEHHBIN (hefepaibHbIA OpraH UCTIOIHUTEbHON
BJIACTU TPOBOJUT MPOBEPKY TMOJHOTBI M JIOCTOBEPHOCTH CBEICHMM, COAEpXkKAIIUXCS B
IIPEACTABICHHBIX 3asfBUTEIIEM JOKYMEHTAaX, M IPUHUMAET pELIEHUWE O BbIAAYe 3aJaHus Ha
IIPOBEJICHUE:

1) GuoMeaMIIMHCKONW IKCHEPTH3bl OMOMEAMIIMHCKOTO KJIETOYHOTO MPOJYKTa B YaCTU IKCHEPTU3BI
KauecTBa OWOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, IKCHEPTU3Bl JOKYMEHTOB ISl TONTYYCHUS
paspemeHHﬂ Ha HpOBG}IeHI/Ie KIIMHUYECKOTO HCCICOOBAHUA 6PIOM€I[I/II_[I/IHCKOFO KJICTOYHOT O
MPOJYKTAa U ATUYECKON IKCIEPTU3Bl HA OCHOBAHHUH JIOKYMEHTOB, YKa3aHHBIX B myHkTax 1 - 11, 13
yacTu 2 crtatbi 9 HacTosiniero denepanbHOro 3aK0HA;

2) OMOMEIUIIMHCKONW AKCIEPTU3bl OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa B YacTU DKCIEPTHU3BI
3¢ (HEeKTUBHOCTH OMOMEAMIIMHCKOTO KJIETOUYHOTO MPOAYKTA U SKCIEPTU3bl OTHOIICHUS O0XHIaeMOM
MOJIb3bl K BO3MOXXHOMY PHCKY TIpUMEHEHUS OWOMEIUIIMHCKOTO KIETOYHOTO TMPOJIYKTa, B
OTHOIICHUA KOTOpOFO HpOBe)ICHI)I MG)K}IYHapOHHBIe MHOFOHCHTpOBBIe KIIMHUYECKHUEC UCCIICTOBaHMSI,
9acTh U3 KOTOPBIX IpoBeaeHa B Poccuiickoit denepanun, Ha OCHOBAHUU JOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1 -6, 8,9, 12 u 13 yactu 2 crateu 9 HacTosmero deaepabHOTO 3aKOHA.

2. YnomHOMOUYEHHBIN (enepaibHbI OPTaH MCTIOJHUTEIBLHOW BJIACTH YBEIOMJISIET B MHCHMEHHOMN
(I)opMe 3asABUTCIIA O IPUHATOM PCHICHUH, a B CJIYUaC OTKa3a B OpraHu3alu MpOBCACHUSA SKCIICPTHU3,
YKa3aHHBIX B 4YacTH | HAcTOsIIEN CTaThH, - C yKa3aHHEM MPUYUH TaKOTO OTKa3a.
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3. B cayuae BBIABIEHUS HENOJHOTHl WJIM HEAOCTOBEPHOCTH CBEIEHUM, COJEpXKAIIUXCA B
IpPEJCTAaBICHHBIX  3asBUTENEM  JOKYMEHTax,  YHNOJHOMOYEHHbI  (enepainbHbli  Opras
UCTIOJIHUTENIHOW BIIACTH HANPABISIET 3aBUTENIO 3aIPOC 00 YTOUHEHUH 3TUX CBEICHHI, KOTOPBIHA
MOXET ObIThb MEepeAaH YHNOJHOMOYEHHOMY IPEACTAaBUTENIO 3asBUTENS JMYHO IIOJ PACIUCKY,
HampaBJeH [0 T[I0YTe 3aKa3HbIM IHCBMOM WJIM TIepelaH B JJIEKTPOHHOH ¢opme 1o
TEJIEKOMMYHUKAllMOHHBIM KaHajaM CBs3U. B ciyd4ae HampaBlIleHHs JaHHOIO 3ampoca IO IouTe
3aKa3HbIM IIMCBMOM OH CYMTAETCS IOJYYEHHBIM I10 MCTEYCHUU LIECTH JHEH C JaThl HAIPaBJICHUS
3aKa3HOro IKUChMa.

4. 3asBurenb 00s3aH INPEJICTaBUTh OTBET Ha 3alpoc YINOJIHOMOYEHHOro (helepalbHOro opraHa
VCIIOJIHUTEJIbHOM BJIACTH, YKa3aHHbIM B 4acTU 3 HACTOSILEH CTaThbH, B CPOK, HE IPEBBILIAOIINM
JIeBSIHOCTa pabo4mx JIHEH co aAHA ero noiaydeHus. Cpok, ykazaHHbIN B 4acTH | HacTosIuel cTaTbH,
IPUOCTAHABIMBACTCS CO THS HAIIPABJICHUS 3asABUTENIO 3alpoca YIOJIHOMOYEHHOTO (hemepaabHOro
OpraHa UCIOJIHUTEJIBHOM BJIACTH 10 JHS ITOJYYEHHs UM COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHUEM 1711 OTKa3a B OpraHMU3alMM SKCIEPTU3, NIPELYCMOTPEHHBIX YacThio | HacTosien
CTaTbu, SABISETCA IPEACTaBICHUE HEOOXOAMMBIX JOKYMEHTOB B  HEINOJIHOM oObeMme,
HENpPEeCTaBICHNE 3asBUTEIIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA yKa3aHHBIA B 4acTu 3 HACTOSLIEH
CTaTbU 3alpoc YIOJIHOMOYEHHOro (elepalbHOr0 OpraHa HWCHOJIHUTENBHOW BIIACTH JIMOO
OTCYTCTBHE B TMPEICTABICHHBIX JOKYMEHTAaX HCYEPIBIBAIOIIETO IEPEeYHs HEeoOXOIUMOM
uHpOpMaLMU, KOTOpas [JOJDKHA ObITh OTpakeHa B HHUX, a TaKXKe OTCYTCTBME HH(pOpMaIHH,
MOJTBEPKIAIONIEeH (DAaKT yIIaThl rOCY1apCTBEHHOW MONUIMHBI 32 MMPOBEACHNE YKCIIEPTH3BI Ka4eCTBA
OMOMEIMIIMHCKOIO KJIETOYHOI'O MPOJYKTa, SKCHEPTU3bl JOKYMEHTOB IS MOJIYYEHHs pa3perieHus
Ha IIPOBEJCHUE KIMHUYECKOT0 HCCIEA0BaHNs OMOMETUIIMHCKOTO KJIETOYHOIO MTPOIYKTa, STUYECKON
HKCHEPTH3bI, FIKCIEPTU3bI 3P (PEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M AKCIEPTH3BI
OTHOWICHHS] O0XKUJAEMOW TOJB3bl K BO3MOXXHOMY pHUCKY TpPUMEHEHUs OHOMEAUIIMHCKOIO
KJIETOYHOI'O MPOAYKTA, B OTHOLICHUU KOTOPOIO IIPOBEACHBI MEXIAYHAPOAHBIE MHOIOLICHTPOBBIE
KJIIMHAYECKHE HCCIEI0BaHMs, 4acTb M3 KOTOPBIX IpoBeacHa B Poccuiickoit ®denepanuu, Npu
oOpalleHn! 3a TOCY1apCTBEHHON perucrpanreil OMOMeAUIIMHCKOTO KJIETOYHOTO MPOYKTa.

Cratps 11. @enepanbHOe rocy1apCTBEHHOE OKOIKETHOE YUPEKIeHHUE
110 POBEACHUI0 OMOMEINIIUHCKOMN IKCIEPTU3bI OMOMETUIIMHCKUX
KJIETOYHBIX IPOYKTOB

1. BI/IOMe,ZII/II_[I/IHCKafl OKCIICPTH3a 6I/IOMeJII/IHI/IHCKI/IX KIJICTOYHBIX IMPOAYKTOB IMPOBOAUTCHA
denepanbHBIM TOCYAAPCTBEHHBIM OIO/DKETHBIM — YUPEKIECHUEM, HaAXOISAMIUMCA B  BEICHUU
YIIOJITHOMOYEHHOTO  (pe/IepaIbHOTO OpraHa WCIOJTHHUTEIBHOW BIACTH H  00ECIEYHBAIONIIM
WCTIOJTHEHUE TIOJHOMOYMI 3TOro (emepanbHOr0 OpraHa HCIONHHUTEIHHOW BIIACTH MO BBIJAYE
paSPGHIeHI/II\/’I Ha TMPOBCACHUEC KIMHHUYCCKUX I/ICC.]'IG)IOBaHI/Iﬁ 6I/IOMe)II/IHI/IHCKI/IX KIJICTOYHBIX
NPOAYKTOB W (WJIHM) TOCYJAapPCTBEHHOW PETUCTPAlMU OMOMEIUIIMHCKUX KIIETOUHBIX MPOIYKTOB
(manee - SKCIEPTHOE YUPEKIACHUE).

2. DKCHEPTHBIM YYPEKICHUEM OCYIIECTBISAETCS KOHCYJIBTHPOBAHHE IO BOIIPOCAM, CBSI3AHHBIM C
NPOBEICHUEM  JOKJIMHUYECKUX HCCIEAOBAaHUM  OMOMEAMIMHCKUX  KIETOYHBIX MPOAYKTOB,
KJIMHUYECKUX HCCIEIOBAHUNA OMOMEAMIIMHCKMX KJIETOYHBIX MPOAYKTOB, OMOMEAMIIMHCKON
OKCHEPTH3bl  OMOMEAMIMHCKUX  KIETOYHBIX TPOAYKTOB, TOCYAAPCTBEHHOM  perucrpanue
OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB, B MOPAJIKE, YTBEPHKIAECHHOM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.



Crartbs 12. Opranusanus nposeaeHnsi 0MoOMeIUIIUHCKON IKCIEPTH3bI
OMOMEIMIIMHCKOT0 KJIETOYHOI0 MPOAYKTA

1. BI/IOMeI[I/II_II/IHCKaH SKCIIEpTHU3a 6I/IOMCI[I/II_II/IHCKOFO KIICTOYHOI'o IpOAYKTa IIPOBOAUTCA B JBa
oTaria:

1) Ha mepBOM ATane MPOBOAATCS DKCIEPTH3a KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO IPOIYKTa U
AKCIIEPTH3a JOKYMEHTOB ISl TOJIYUCHHS Pa3pellieHHs Ha TPOBEICHUE KIMHUYECKOTO UCCIe0BaHuUs
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, 3a HCKIIOUYCHHEM OHWOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIYKTa, B OTHOIIEHUHU KOTOPOTO MPOBEIEHBI MEXKIYHAPOIHbIE MHOTOIIEHTPOBBIC KIMHUYECKHE
HCCIIEIOBAHMS, YaCTh U3 KOTOPBIX NpoBeneHa B Poccuiickoit denepannu;

2) Ha BTOPOM DJTale MPOBOAATCS DKCIEPTU3a S(PPEKTUBHOCTH OMOMEIMIUHCKOTO KJIETOYHOIO
IPOJYKTAa W DKCIIEPTH3a OTHOIIEHUS OXXHMIAEMOW IOJb3bI K BO3MOKHOMY PHCKY IPHMEHCHHS
OMOMEUIIMHCKOTO KJIETOYHOIO IMPOXYKTa. YKa3aHHbIE 3KCIEPTU3bI HMPOBOISTCS MO Pe3yJbTaraM
KJIMHUYECKUX HCCIIENOBAaHUH OMOMEIMIIMHCKOTO KIETOYHOrO Mpoaykra. (B pex. dDemepaibHOro
3akoHa ot 03.08.2018 N 323-D3)

2. buomenuuuHcKas dKcrnepTu3a OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa IPOBOJUTCS KOMUCCHEN
JKCIIEPTOB JKCIIEPTHOTO YYPEXKICHUS, HA3HAYCHHOW PYKOBOAMTEIEM 3TOrO YUPEKICHHUS, Ha
OCHOBAHMHU 3aJIaHUSl YIIOJTHOMOYEHHOTO (helepaJbHOr0 OpraHa HCIOJHUTEIFHONW BIIACTH Ha
npoBeieHue  OMOMEAMUMHCKOW  AKCHEepTH3bl  OMOMEIUIIMHCKOIO  KJIETOYHOIO  MPOJYKTA.
PykoBoguTens  IKCHEPTHOIO  YyYpeXKAEHUs ~ oOecredMBaeT  Ha/UIeXkKallee  IPOBEACHUE
OMOMEMIIMHCKON SKCHEepTH3bl OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJIYKTa B COOTBETCTBUHU C
3aJaHMEM YIOJHOMOYEHHOro (peAepalbHOTO OpraHa MCIOJHUTEIbHONM BIACTH M OpPraHU3YeET
MOArOTOBKY CBOJHOTO 3aKJIHOYEHHSI KOMUCCUU DKCIIEPTOB KCIEPTHOTO YUPEKACHHUS.

3. B coctaB koMHcCHH KCIIEPTOB IO XOAATalCTBY dKCIIEpTa HA OCHOBAHUU PEILIEHUSI PYKOBOAUTENSA
HKCHEPTHOTO YUPEKIACHUS MOTYT ObITh BKIIFOUEHBI B KAUEeCTBE HKCIEPTOB MHBIE JIMIIA, B TOM UYHUCIIe
He paboTaroIKe B 3TOM 3KCIEPTHOM YUPEXKICHUHU, €CIIM UX CHEeIMaIbHbIE 3HAHUS HEOOXOUMBI JIs
MPOBE/IEHUS SKCIEPTU3bI OMOMEAMIIMHCKOTO KIETOYHOT'O MPOYKTA.

4. Tlpu mpoBeAeHUH OMOMETUIIMHCKOM S3KCIEpPTU3bl OMOMEIMIIMHCKOTO KJIETOYHOIO MPOIYKTa
AKCIEPT HE MOXKET HaXOJUTHCS B KAKOW-TMOO 3aBUCHUMOCTH OT 3asiBUTEJS, JINIA, HA3HAYUBIIIETO 3Ty
HKCHEPTHU3Y, WIN APYIHX JHIL, 3aUHTEPECOBAHHBIX B pe3yJbTaTax OMOMEIUIIMHCKON 3KCIEePTHU3bI
OMOMETMIIMHCKOIO KJIETOUHOTO IPOAYKTA.

5. Ilpu npoBeneHNMH OMOMEAMLIMHCKONW SKCHEPTH3bl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa
HKCIIEPT HE BIIPaBE CAMOCTOSTEIBHO HUCTPeOOBaTh y 3asBUTENs JOKYMEHTHI U (WJIM) MaTepuabl,
HEOOXO/JUMBIE ISl TMPOBEACHUS D3KCIEpPTHU3bl. B cilydyae HEZOCTaTOYHOCTH MPEAOCTABICHHBIX
OKCIEPTY MOKYMEHTOB W (WJIM) MaTepHajoB JJIsl Jadd 3aKIIIOYCHHS JKCIIEPT BIpPaBe MOCTABUTh
BONPOC O TPEIAOCTaBICHUH €My HEOOXOMUMBIX JIOKYMEHTOB U (WJIM) MaTepHalioB Iepes
PYKOBOIMTENEM SKCIEPTHOTO YUPEKICHHI, KOTOPBI 00palaercst ¢ COOTBETCTBYIOIIMM 3alpOCOM B
YIIOJIHOMOYEHHBIA (e/lepaibHbIii OpraH HCIOJHUTEIbHON BIACTH, BBLIABIIMM 3aJaHWe Ha
NpoBeICHHE  OMOMEIMIIMHCKOW  AIKCHEPTH3Bl  OMOMETUIIMHCKOTO  KJIIETOYHOTO  TPOJIYKTA.
YnonHoMOuYeHHBIH (pesiepanbHblii OpraH UCIOJIHUTEIFHON BJIACTH B T€UEHUE NATH pabouux JHEH co
JHS MTOCTYIIJIEHUS 3alpoca PYKOBOJUTENS SKCIEPTHOIO YUPEXJEHHsI HAIpaBisieT B 3JIEKTPOHHOU
WIA MHUCBMEHHOH (hopMe 3asBUTEINIO 3aIpPOC O MPEAOCTABICHUU JIOTOJIHUTEIBHBIX JOKYMEHTOB U
(W) MaTepuaioB C YBEAOMIICHHMEM O €ro TOJMy4YeHUHU. 3asBHUTENb 00s3aH B CpPOK, HE
NPEBBIMIAIOIINN IECTUACCATH pabouux IHEH cOo AHSA MONy4YeHHs 3arpoca YHOJTHOMOYEHHOTO
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¢denepaabHOrO OpraHa MCHOJHHUTEIBHOMN BIIACTH, MPEACTAaBUTH 3AlPOLICHHBIC JOKYMEHTHI U (WJIH)
MaTepuaibl TuO0 00OCHOBAaTh HEBO3MOXKHOCTh HX MpelcTaBieHHs. Bpems co AHsS OTIpaBieHUS
3ampoca M 10 TOJYYEHHUS YHNOJHOMOYEHHBIM (erepaJbHbIM OpPraHOM HCHOJHHUTEIBHON BIIACTH
OTBETa 3asBUTEJIS HA 3alpoC HE YYMUTHIBAETCS NPH MCUHUCIECHUHW CPOKa TIOCYJapCTBEHHOM
perucTpanuu OMOMEIUIITHCKOTO KJIETOYHOTO MPOAYKTA.

6. Pe3ynpTaThl KaXIoro 3Tana OWOMETUIIMHCKON SKCIEepPTHU3bl OMOMEIUIIMHCKOTO KJIETOYHOTO
npoaykra O(GOPMIISIOTCS 3aKIIOYEHHEM KOMHCCHHM SKCIEPTOB HKCIEPTHOTO YUpexIeHus. B
3aKJIFOYCHUH KOMHCCHM  OKCHEPTOB  SKCIEPTHOTO  YUPESKICHHUS  YKA3bIBAIOTCA  IEPEUYCHb
UCCIIEeJOBAaHUN, 00bEM MPOBEICHHBIX KAXK/BIM 3KCIIEPTOM HCCIIEIOBAaHHUH, YCTAaHOBJICHHbIE KayKIbIM
U3 HUX (PAKTHI U CHIENaHHBIC B PE3yJbTaTe MCCIEIOBAHUIN BBIBOJIBL. DKCIEPT, MHEHHE KOTOPOTO HE
COBIIQJIACT C PEUICHUEM KOMHCCHHU JKCIIEPTOB SKCIEPTHOTO YYPE)KACHHs, BIIPABE BHIPa3sUTh B
NHCBMEHHON (hopMe CBOE MHEHHE, KOTOPOE IMPUOOIIAETCS K 3aKIFOUEHHIO KOMUCCHHU 3KCIIEPTOB.

7. IlpaBuna nmpoBeeHUs: OMOMEIUIIMHCKON IKCIEPTU3bl OMOMEIUIIMHCKUX KIETOUHBIX MPOTYKTOB U
(GOopMBbI  3aKIIOYEHUH KOMHCCHUM OKCIEPTOB JKCHEPTHOIO YUPEXKJIEHUS YCTaHABIMBAIOTCS
YIOJIHOMOYEHHBIM (he/iepalibHbIM OPTaHOM UCIIOIHUTENIbHON BIACTH.

8. DKcIepTHOE YYpekKICHHE HeCceT OTBETCTBEHHOCTh 3a COOJIOJCHHE MpaBHJI MPOBEICHUS
OMOMEUITMHCKOW 3KCTIEPTU3bl OMOMEIUIIMHCKOTO KJICTOYHOI'O IPOJYyKTa W 3a KadecTBO €e
MPOBEICHUSI.

Crarbs 13. TpeOoBanus, npeabsaB/IgeMble K IKCIIEPTAM IIPH
NMpoOBeIeHNH OUOMETUIMHCKON IKCIIePTU3bI OMOMEIUIIUHCKUX
KJIETOYHBIX IPOAYKTOB, IPABa U 003aHHOCTH IKCIIEPTOB

1. DxcrepToM MO TPOBEACHUIO OMOMEIUIIMHCKOW HSKCHEPTH3bl OMOMEIUIIMHCKUX KIIETOYHBIX
MPOJYKTOB SIBIISIETCS aTTECTOBAaHHBIA PAOOTHHUK SKCIIEPTHOTO YUPEKICHUS, KOTOPBI UMEET BBICIIIEE
MEJUIIMHCKOE, (papMalleBTHYECKOE, BETEPUHAPHOE, OMOJIOTMUECKOe WM XUMUYECKoe 00pa3oBaHUe
U TIPOBOJAUT OMOMETUITMHCKYIO JKCIEPTH3y OMOMEAMIIMHCKHX KIETOYHBIX MPOAYKTOB B TMOPSIKE
WCIIOJTHEHUS] CBOUX JIOJDKHOCTHBIX 00sI3aHHOCTEH.

2. Tpe6OBaHI/I$I K HpO(I)eCCHOHaHLHOP’I MMOATOTOBKE 3KCIICPTOB U CTAXKY pa6OTLI IO CIICHUAJIbHOCTH,
MOPsAAOK aTTeCTAllMM 3KCICPTOB, MOPAOOK (1)OpMI/IpOBaHI/I$I n OCATCIIBbHOCTH KBaJII/I(i)I/IKaHI/IOHHI)IX
KOMMCCHUH YCTAaHABJIMBAKOTCA YIIOJTHOMOYCHHBIM (beﬂepaJlBHBIM OpraHoM HCIIOJIHUTEIbHOMN BIACTH.

3. ATTCCTaI_II/ISI OKCIICPTOB HAa IpaBO IMPOBCIACHUA 6I/IOMC,Z[I/II_II/IHCKOI71 OKCIICPTU3BI 6I/IOMC,Z[I/II_II/IHCKI/IX
KJIICTOYHBIX MPOAYKTOB OCYIICCTBJIACTCA KBaJ'II/I(i)I/IKaHI/IOHHI)IMI/I KOMHUCCHUSMU YITOJTHOMOYCHHOI'O
(I)C,Z[epaJ'IBHOl"O OopraHa HCIIOJIHUTEILHOM BIIACTH HE PCKE 4EM OJHH pa3 B IIATH JICT.

4. DkcrepT TpH TPOBENECHUH OHOMEIMIMHCKOW JKCIEPTH3bI OHMOMEIUIIMHCKHX KJIETOYHBIX
IPOJYKTOB 00s13aH:

1) IpoBOAUTH UCCIIEIOBAHKE MPEACTABICHHBIX €My OOBEKTOB HCCIIEIOBAHUS, TOKYMEHTOB U (WJIH)
MaTepHaioB,  OCYIIECTBISATH  OIEHKY  TpeajaraéMblX  METOJOB  KOHTPOJS  KadecTBa
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa, NaBaTh 3aKIIOUEHUE IO TOCTABICHHBIM MEpe] HUM
BOITPOCAM C COOTBETCTBYIOIIMM OOOCHOBAHHEM WJIM 3aKIFOYEHUE O HEBO3MOKHOCTH TIPOBEICHHS UM
OMOMEIUITMHCKOW JKCIEPTU3bl OHMOMEAMIIMHCKUX KJIETOYHBIX MPOIYKTOB, €CIU IOCTABICHHBIC
BOIIPOCHI BBIXOJIAT 3a MPEACIIbl CIEIUaIbHbIX 3HAHUN dKCIIEpTa JINOO €CIT 00BbEKTHI UCCIICIOBAHUMN,
JOKYMEHTHI ¥ (WJIM) MaTepHalibl HEIPUTOHBI UM HEIOCTATOYHBI ISl POBEICHUS UCCIICIOBAHUH U
JlaYM 3aKJIIOUCHHS;



2) obecreunTh HaJJIeKAIIEEe XPAHCHUE MPEACTABICHHBIX O0OBEKTOB MCCIIECIOBAaHUH, JOKYMEHTOB H
(1) MaTepuaoB.

5. DKcnepT He BIpaBe:

1) TmpoBOAWTH OHOMEIUIIMHCKYIO OJKCHEPTH3y OHOMEIUIMHCKHX KJIETOYHBIX IPOJYKTOB II0
0OpalIeHNIO0 HEMOCPEACTBEHHO K HEMY IOPUINUECKUX WIH (PU3NYECKUX JIULI;

2) CaMOCTOATCIIbHO CO6I/IpaTB Mar€pualbl I TPOBEACHUA 6HOMCHHHHHCKOﬁ OKCIICPTU3EI
6I/IOM€I[I/II_[I/IHCKI/IX KJICTOYHBIX ITPOAYKTOB;

3) HpOBOAWTH KOHCYJNbTALIMU B OOJACTU MPO(ECCHOHANBHON MAEATEIbHOCTH BHE CIYXKeOHOTO
3a/1aHUS;

4) pasriamath CBEJIEHUS, KOTOPBIE CTAJIN €My U3BECTHBI B CBSA3H C IIPOBEJICHUEM OMOMETUIIMHCKOM
SKCIEePTH3bl OWOMENUIIMHCKUX KIETOYHBIX MPOAYKTOB, a TaKXKe CBEICHHS, COCTaBIISIOIINE
roCyJapCTBEHHYI0, KOMMEPYECKYIO UIM UHYIO OXPaHAEMYIO 3aKOHOM TalHY.

6. Ka)K,I[LIfI OKCIICPT, BXOI[SIH.[PIIZ B COCTAaB KOMUCCHHU IKCIICPTOB SKCIICPTHOI'O YUPCIKACHUS, KOTOpOfI
IMOpY4YCHO IMPOBCACHHUC 6I/IOMGILI/IHI/IHCKOI71 OKCIICPTU3BL 6I/IOM6[[I/ILII/IHCKI/IX KJICTOYHBIX IMPOAYKTOB,
HE3aBUCUMO U CaMOCTOATCIIbBHO MPOBOAUT UCCIICAOBAHUA, OUCHHUBACT PE3YJIbTAThI, ITIOJTYYCHHBIC UM
JIMYHO U JPYIr'UMH SKCHICPTAaMH, U (popMmepyeT BbIBOJbI OTHOCUTCIILHO IMMOCTABJICHHBIX BOIIPOCOB B
npeaciax CBOMUX CIICHUAIIbHBIX 3HAHUU.

Crartba 14. DTH4eckas IKCIepTU3a

1. DTHdeckast SKCIepTU3a MPOBOJIUTCS COBETOM IO 3THUKE, CO3/IaHHBIM B TOPSIIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (heJiepaabHbIM OPTaHOM HCIOTHUTENBHOM BIACTH, B LENSX BbIIAUN 3aKITIOYCHUS
00 »oTHuYecKol OOOCHOBAHHOCTH BO3MOXXHOCTH TPOBEIACHUS KJIMHUYECKOTO HCCIIEIOBAHUS
OMOMEIUITMHCKOTO KJIETOUYHOTO MPOIYKTA.

2. DKcnepTaMu COBETA 10 3TUKE MOTYT ObITh IPEICTAaBUTENIN MEAUIIMHCKUX OpraHU3aluil, HAy4HbIX
opraHuzaiii, o00pa30BaTENbHBIX OpraHU3alMii BbICIIEr0 OOpa30BaHUs, 00pa30BaTENbHBIX
OpraHM3alil JOMOJHUTEIBHOTO MpOo(ecCHOHATIbHOTO 00pa3oBaHUs, a TaKXe Mpe/ICTaBUTENN
OOIIeCTBEHHBIX OpPraHU3alMi, PEeIUIHO3HBIX OPraHU3alUil U CPeICTB MAacCOBOM MHpopManuu. IDTu
OKCIEPTHl HE JOJDKHBI HAaXOJUTHhCS B KaKOM-TMOO 3aBUCMMOCTH OT 3asBUTENS W JPYIHX JIHI,
3aMHTEPECOBAHHBIX B PE3YJIbTaTaX ATUUECKON SKCIIEPTHU3HI.

3. Omnnarta yciIyr SKCHEpPTOB COBETa IO 3THKE OCYIIECTBISIETCS Ha OCHOBAaHUU JOrOBOPA,
3aKJIIIOYCHHOI'0 MEXAY YIOJHOMOYCHHBIM @enepam)HHM Oopranom HACIIOTHUTETbHOHN BJIaCTH,
KOTOPBIM CO3JIaH COBET IO OJTHKE, M OJKCIEPTOM COBETa IO JTUKE, 32 CUeT OKETHBIX
ACCUTHOBAHUM, MPEIyCMOTPEHHBIX YIIOJIHOMOYEHHOMY (erepaqbHOMY OpraHy HCIOJIHHUTEIbHOM
BJIACTH, CO3JIaBIIIEMY COBET MO 3THKE, B (perepadbHOM OIOIKEeTe Ha COOTBETCTBYIOUIMI TOJl Ha
obecrieueHne ero JesTebHOCTH, B pa3Mepax, yCTaHOBJIeHHBIX [IpaButenbctBoM Poccuiickoii
denepanuu.

4. BKCHepTBI COBC€Ta IO 3THUKE HECYT OTBCTCTBCHHOCTH B COOTBCTCTBHHU C 3aKOHOJATCIHCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa 10 THKE, [TOJOKEHHE 00 ITOM COBETE, MOPATOK €ro AeATEIbHOCTH, TPEOOBAHUS K
KBAJTM(HUKAIMKA U OMBITY PaOOTHI MO 3KCIEPTHOH OLIEHKE HAYYHBIX, MEIAWIUHCKHX U ITHUYECKHX
aCIEeKTOB KIMHUYECKUX MCCIEIOBAHUN OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB, NMPEIbABISIEMbIC
K OJKCIIEpTaM COBETa IO 3THUKE, MOPSIOK OpPraHU3aluu M MPOBEACHUS ITUYECKOW SKCIIEPTHU3BL,



dopma 3aKiIIOueHHs COBETa MO 3THUKE YCTAaHABIMBAIOTCS YIOJTHOMOUYEHHBIM (heepabHBIM OpraHOM
WCIIOJHUTEIIBHOM BiacTu. YWCIO MpencTaBUTENIed MEJUUUHCKUX OpraHM3alMii M Hay4HBIX
OpraHu3alfil He MOXKET MPEBBIIIATH MTOJOBUHY OT OOIIET0 YKcia SKCIIEPTOB COBETA MO ATHKE.

6. Undopmanus o cocraBe coBeTa MO 3TUKE, IUIaHAX €ro paboThl M TEKyLIeH IesTeNTbHOCTH
pa3Meriaercs Ha OpUIHAIBHOM CaiiTe YHOJTHOMOYEHHOrO (heepaabHOr0 OpraHa UCIOJHUTEIbHON
BJIACTH B HH(POPMAIIMOHHO-TEJICKOMMYHUKaMOHHOU ceTH "MHTepHetr" (nanee - ceth "MuTepHeT") B
YCTaHOBJICHHOM UM TOpPSAKE.

7. DTHuecKas S3KCIEPTH3a, COCTABICHHE COBETOM IO 3TUKE 3aKIIOYEHHUH O BO3MOXKHOCTH WIIU
HEBO3MOXXHOCTH IPOBEJECHUS KJIMHUYECKOTO MCCIEN0BaHUs OHOMEIUIIMHCKOIO KJIETOYHOIO
OPOAYKTa ¥ HAampaBlIeHHE OHTHUX 3aKIIOYEHHWH B YIOJIHOMOYEHHBIH (QelnepanbHblii  OpraH
UCTIOJIHUTEJIEHON BJIACTHU OCYILIECTBISIOTCS B CPOK, HE MPEBBIIAIOLINN TPUALATH PabOYNX THEH co
THS TIONIy4EHHsI COBETOM [0 OSTHUKE 33JaHUs YINOJHOMOYEHHOTO (enepalbHOro OopraHa
UCIIOJIHUTENIBHOW BJIAcTH M HEOOXOAMMBIX JOKYMEHTOB, yKa3aHHbIX B myHkTax 1 - 11, 13 yactu 2
crathu 9 Hactosero denepaibHOrO 3aKOHA.

8. JIOKyMEHTBI, COJIEpKAIIUECS B PETUCTPALIMOHHOM J0ChE U MOCTYNHBIINE B COBET MO ITUKE IS
MPOBEACHUS ATUYECKOM OHKCIEPTU3bl B LEIAX IMOJYYEHHS pa3pelieHUsl Ha IPOBEIACHUE
KIIMHUYECKOTO HCCIICIOBAaHUS OMOMETUITMHCKOTO KJIETOYHOIO IPOJYKTA, TOJUIC)KAT BO3BpaTy B
YIIOJTHOMOYEHHBIH (peiepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH.

Crarbs 15. Jkcneprusa kayecTBa OMOMETULMHCKOI0 KJIETOYHOI0
NMPOAYKTA U IKCIEPTH3A JOKYMEHTOB /JIf MOJY4YCHUA pPa3pelleHuss Ha
NMpoBeJeHN e KINHUYECKOT0 UCCJIeJOBAHUSA OMOMETUIIMHCKOTO
KJIETOYHOTI0 MPOYKTA

1. DkcnepTu3a KauyecTBa OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTa, SKCIEPTU3a JOKYMEHTOB IS
MOJIyUYEHUsI pa3pelleHus Ha MPOBEJEHUE KIMHUYECKOrO0 MCCIEAOBaHUS OHMOMETUIIMHCKOTO
KJIETOYHOT'O IIPOJYKTa, COCTABICHUE KOMUCCUEN DKCIIEPTOB HKCIIEPTHOIO YUPEKICHUS 3aKIFOUCHHUS
0 MOATBEPKACHUM KaueCcTBAa OMOMEAUIIMHCKOTO KJIIETOYHOTO MPOAYKTa U BO3MOKHOCTH MPOBEACHUS
€ro KJIMHUYECKOTO MCCIEOBaHUS WJIM O HEMOATBEP)KICHUM KayecTBa OHMOMEAMIIMHCKOTO
KJIETOYHOTO TPOAYKTa ¥ HEBO3MOXKHOCTH IIPOBEACHUS €ro KJIMHUYECKOTO MCCIEI0BAHMS,
HalpaBJIeHUE COOTBETCTBYIOUIETO 3aKJIIOYEHHS B YIOJIHOMOYEHHBIH (enepanbHblii  oprax
MCIIOJTHUTENIbHOM BJIACTU OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIIAIOMINNA cTa pabo4yuX IHEH co JHA
NOJYYEeHUs] HKCIEPTHBIM YUPEXKICHHEM 3a/laHusl YINOJHOMOYEHHOTo (peepanbHOro opraHa
MCIIOJTHUTENIbHOM BJIACTH C MPUJIOKEHHEM HEOOXOJIMMBIX JIOKYMEHTOB, YKa3aHHbBIX B NMyHKTax 1 -
11, 13 yactu 2 crateu 9 HacTosero depepaabHOrO 3aKOHA.

2. B Tedenuwe mectumecaT pabouuMx MTHEH CO JIHSA TOJYYCHHs 3asBUTEIEM OT HKCIEPTHOTO
YUPEXKACHUS YBEAOMJIEHUS O TOJYYEHUHU YKA3aHHBIM OKCIEPTHBIM YUYPEKICHUEM 3aJaHUsl
YIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa WCIOJTHUTEIBHOW BJIACTH, YKa3aHHOTO B 4YacTu |
HACTOAILLEW CTaTbH, 3asABUTENb MPEACTABISACT B DKCIEPTHOE YUPEKICHHE Ui IPOBEICHUS
OKCIIEPTU3Bl KadecTBa OMOMEIMIIMHCKOTO KJIETOYHOTO TPOJIYKTa O0O0pas3Ibl OMOMETUITMHCKOTO
KJIIETOYHOTO TMPOJYKTa, KIETOUYHOW JNUHUM (KJIETOYHBIX JIMHUHK), MEIUIIMHCKUX W3JIEIHA,
JIEKapCTBEHHBIX TMpenaparoB, ¢GapMaleBTUUECKUX CYOCTaHIIWN, BEIIECTB, BXOJSIIUX B COCTaB
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa, MPUMEHSEMbIC TPU MPOBEACHUH JKCIEPTU3BI KaueCcTBa
OMOMEIMIIMHCKOTO  KJIETOYHOTO TMPOAYKTa IIyT€M CpaBHEHHUS C HHUMH HCCIEAyeMOro
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa, B KOJMYECTBE, HEOOXOTUMOM [UIsl BOCIIPOU3BEACHUS
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METOJIOB KOHTPOJIS KaueCTBA OMOMEANIIMHCKOTO KIIETOYHOTO MPOAYKTa, B TIOPSAKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (eiepaibHbIM OpPraHOM UCIOTHUTENBHOM BiacTu. (B pen. denepanbHOro 3akoHa
or 03.08.2018 N 323-D3)

3. Ilpm momydeHuu oOpa3LOB OMOMEIUIMHCKOTO KJIETOYHOIO TPOIYKTa M HWHBIX 00pasIoB,
yKa3aHHbBIX B YaCTH 2 HACTOALIECH CTAThbHU, SKCIIEPTHOE YUPEXKJEHHUE BBIIACT 3asBUTENIO JOKYMEHT,
MOATBEPKIAIONINNA MOyYeHHE YKa3aHHBIX 00pas3loB, U B CPOK, HE MPEBBIMIAIOLINA TpexX padoynx
JHEW €O JHA I[OJy4YeHHs YKa3aHHbIX o00pas3loB, yBEJOMJSET 00 OSTOM YIOJIHOMOYEHHBIH
(benepanbHBIN OPraH UCTIOTHUTEIILHOM BIIACTH.

4. B cily4dac, C€CJIIn 3asgBIISICMBIN CPOK XpPaHCHUSA 6I/IOM6I[I/II_[I/IHCKOFO KJICTOYHOI'O IIPpOAYKTa
COCTaBJIAACT MCHEC IIATHAaAUATU CYTOK, OSKCICPTH3a KaucCTBa 6I/IOM€HI/II_II/IHCKOI‘O KJICTOYHOI'O
IMpoAYKTa IMPOBOAUTCA B IIOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (beI[epaJ'IBHBIM OpraHom
HCIIOJIHUTEILHOMN BJIaCTH, KOMHCCHEH OKCIICPTOB IKCIICPTHOI'O YUPCIKACHUA B MCCTC IIPOMU3BOJACTBA
6I/IOM6,I[I/II_[I/IHCKOFO KIJIICTOYHOI'O IMPOAYKTA C HUCIIOJIb30BAHUCM O60py,[[OBaHI/I${ IIPOU3BOANTCIIA, IIPH
O9TOM 3as4BUTCIIb B TCUCHHC HICCTUICCATH pa6oq1/1x IOHEH cO mHSI MOJIy4CHHA OT OJSKCICPTHOI'O
YUPCKACHHUA, YKA3aHHOTO B YaCTU 1 HaCTOSIICH CTaTbH, YBCAOMIICHUS O IOJYUYCHHUH UM 3aJJaHUA
YIIOJIHOMOYCHHOT'O Q)enepaJH)Horo opraHa HCIIOJHUTCIILHOM BIIACTH YBCAOMIIET OJKCIICPTHOC
YUPCKACHHUEC O I'OTOBHOCTU K IMPOBCACHHUIO JKCIICPTHU3bI KAYCCTBA 6I/IOM6,Z[I/II_II/IHCKOFO KJICTOYHOI'O
IMpoAYKTa B MECTC IMTPOU3BOJACTBA 6I/IOMGILI/IHI/IHCKOFO KJICTOYHOI'O IIPOJAYKTA.

5. Yka3aHHble B 4acTAX 2 U 3 HACTOSILEN CTaTbU CPOK JJIsl IIPEJICTaBICHMS 3asBUTEIEM 00pa3lioB
OMOMEMIIMHCKOIO KJIETOYHOTO IPOAYKTa M MHBIX OOpa3lOB M CPOK YBEJOMJICHHUS 3KCIEPTHBIM
yUpeXIeHHEeM 00 3TOM YIOJIHOMOYEHHOTO (helepabHOrO OpraHa HCIOJHHUTEIBHON BIIACTH HE
BKJIIOUAIOTCS B CPOK MTPOBEJIEHUS IKCIIEPTU3, TPELYCMOTPEHHBIX YaCThIO | HACTOAIIEH CTAaThU.

6. DKCHEepTHBIM yUpexJACHHEM U3 0O0pa3lloB KJICTOYHOW JIMHUHM (KJICTOYHBIX JIMHUK),
MPEJICTABICHHBIX Ha SKCIEPTU3Y KadecTBa OMOMEAUIIMHCKOTO KIETOYHOTO MPOYKTa, COCTABISAETCS
KOJUICKIIMS ~ TOCTOSIHHOTO  XpaHEHHs 00pasloB  CTaHJAAPTHU30BAaHHBIX KIETOYHBIX JIMHUH,
dbopMupOBaHUe, HCIOIB30BAHUE, XPaHEHUE, YUeT U YHUYTOXKEHHE KOTOPOW OCYIIECTBISIOTCA B
MOPSIZIKE, YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eJIepaIbHBIM OpPTraHOM HCTIOJHUTEILHOMN BIACTH.

7. JIOKYMEHTBI, COJEp)Kalluecsi B PETUCTPALlMOHHOM JIOCh€ M TOCTYIHUBIIHME B HKCIEPTHOE
YUPEXKJIEHUE [UIsl IPOBEJEHUSI COOTBETCTBYIOLIMX JKCIEPTU3 B LIEJSAX IMOJIYYEHHUs pa3pellIeHMs] Ha
MPOBEJCHNE KIMHUYECKOTO HCCIIEI0BAaHUS OMOMEAMIIMHCKOTO KJIETOYHOTO IMPOJYyKTa, MOAJIEXKAT
BO3BpaTy B YINOJHOMOYEHHBIH (efepaibHblii OpraH HCIOJHUTENBHOW BJIACTH OJHOBPEMEHHO C
3aKIIFOYEHUEM I10 pe3yJbTaTaM 3TUX SKCIEPTHU3.

Cratbs 16. IlosrydyeHune U OlIEHKA 3aKJIKYEHHI 10 pe3yJjbTaTaM
JIKCIEPTHU3, MPOBECHHBIX B EJSX BbIIa4M Pa3pellieHUus Ha
NMpoBeIeHNEe KINHUYECKOr0 UCCJIeJOBAHUSA OMOMEIUIMHCKOTO
KJIETOYHOTI'0 MIPOAYKTA

1. B cpok, He mpeBbIIAIOMIMA HATH pabouux AHEH CO JHSA MOJY4YEHHs 3aKJIIOUEHUS KOMHCCUU
AKCIIEPTOB IKCIIEPTHOIO YUPEXKIEHUS, yKa3aHHOro B 4acTu 1 crarbu 15 Hacrosmero denepanbHoro
3aKOHA, W 3aKJIIOYEHHUs COBETa II0 JTHUKE, YKAa3aHHOrO B 4acTW 7 crathu 14 Hacrosmiero
@denepanibHOTO  3aKOHA, YHNOJHOMOYCHHBIM (elnepanbHblii OpraH HCHOJIHUTENBHOM BIAcTH
OCYILIECTBIISIET OLEHKY NMOCTYNUBUIMX 3aKJIIOYCHUN U ONPENEICHUS UX COOTBETCTBUS 3aJaHUAM
Ha IMPOBEACHUE COOTBETCTBYIOIIMX SKCIIEPTU3 M YBEIOMIISET 3asgBUTENS B MHCbMEHHOH (opme o
IIPEJICTaBICHHBIX 110 PE3yJIbTaTaM IPOBEACHHBIX JKCIIEPTU3 3aKIFOUEHUSX.
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2. Ilpu nonay4eHUH 3aKI0YEHHUS] KOMUCCHUU SKCIIEPTOB AKCIIEPTHOTO YUPEXKIEHUS O MOATBEPKACHUN
Ka4yecTBa OMOMEIUIIMHCKOTO KJIETOYHOI'O IIPOAYKTa U BO3MOXKHOCTH ITPOBEAECHHUS €r0 KIMHUYECKOTO
UCCJIENOBAHNUS M 3aKIIOYCHMS COBETAa II0 3THUKE O BO3MOXHOCTH IIPOBEICHHMS KIMHHYECKOIO
UCCIIeIOBaHUsT OMOMEAMLIMHCKOrO KJIETOYHOI'O MPOJYKTa YIOJIHOMOYEHHBIH (hefepalibHblii OpraH
UCIIOJIHUTEJIBHOM  BJIACTH  IIPUOCTAHABIIMBACT IIPOBEICHHME TIOCYAAPCTBEHHOM pErucTpanuu
OMOMEIMIIMHCKOIO  KJIETOYHOIO MpOJYKTa [0 IOJaud 3asBUTEIEM B  yINOJHOMOYEHHBIN
denepanbHBI OpraH MCIOJHUTEIBHON BJIACTH 3asBICHHS O BO30OHOBJICHHWH TOCYJapCTBEHHOMN
peructpanuyu 6MOMeIUIMHCKOIO KJIETOYHOTO IPOAYKTA.

3. Ilpm mnogydeHMM 3aKJIIOUEHHUS KOMHMCCHUM SKCIEPTOB 3KCHEPTHOIO  YUPEXKACHUS O
HEMOATBEPKJICHUU KayecTBa OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa H HEBO3MOXKHOCTH
IIPOBEJICHUS €r0 KIMHUYECKOTO UCCIIEI0OBAHUS UIIN 3aKJIFOYEHHUs] COBETA I10 ITUKE O HEBO3MOKHOCTHU
MPOBEACHUS  KJIMHUYECKOTO  HMCCIIECNOBAHUS ~ OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOIYyKTa
YIIOJTHOMOYEHHBIN (efepalbHbIl OpraH HCIOJHUTENbHON BJIACTU MPUHUMAET pEIIeHUE O
MPEKPAIICHUU TOCYJApCTBEHHOW PETHCTpAllUd OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa |
YBEIOMJISIET 00 3TOM B MUCbMEHHOI (popMe 3asBUTEIS.

Cratbs 17. Penienue o Bbigaye pa3penieHUsi HA IPOBeIeHUE
KJIMHUYECKOI0 UCCJIeJ0BAHNA OMOMETUIUHCKOT0 KJIETOYHOI 0
NMPOAYKTA

1. JIng momydeHus: pa3peuieHrs Ha MPOBEICHUE KIMHUYECKOTO MCCIIEAOBAHMS OMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTA 3asiBUTEIb, IIOJYUYUBIINI B COOTBETCTBUU € YacTblO 1 cTarbu 16 HacTosmiero
®denepanbHOr0 3aKOHA YBEAOMIIEHHE O BBIHECEHHMM II0 pe3yibTaTaM 3KCIEpPTH3, YKa3aHHBIX B
nyHkTe 1 gactu 1 craten 12 HacTtosmero ®enepalbHOTO 3aKOHA, 3aKIIOYEHHS] KOMHCCHU YKCIIEPTOB
HKCIEPTHOTO YUPEXKJIEHUS O MOATBEPXKICHUU KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOrO MPOAYKTa U
BO3MOYKHOCTH IIPOBEICHUS €ro KIMHUYECKOTO HCCICNOBAHMUSA U 3aKIIOUYEHUs COBETA IO 3THUKE O
BO3MOXKHOCTH MPOBEACHUS KIIMHUYECKOTO UCCIIEI0BaHMS OMOMEIUIIMHCKOTO KJIETOYHOIO MPOIYKTa,
IpEeJCTaBIsIeT B YIIOJHOMOYEHHBIN (eiepaabHblil OpraH HCIOIHUTEIbHOM BIacTu:

1 ) 3a4BJICHUC O BbLJAUC pa3pClICHUA Ha HOPOBCACHUC  KIMHHUYCCKOIO  HCCICAOBAHUA
6I/IOMCI[I/II_[I/IHCKOFO KJIICTOYHOI'O ITPOAYKTA,

2) Opomitopy uccienoBaTens, MPEACTABIAIONIYI0 CO0OW CBOJHOE W3JIOKEHHE pPEe3yIbTaToB
JOKJTMHUYECKOTO HCCIICIOBAaHUS OMOMETUIIMHCKOTO KJIETOYHOTO TIPOAYKTAa W KIMHUYECKOTO
MCCJIeTOBaHMsI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa;

3) cBemeHus 00 OmMBITE pabOTHI MCCIIENOBATENEH IO COOTBETCTBYIOIIMM CIECIHAIBHOCTAM U UX
ombITe PabOThl MO TMPOBEICHUIO KIMHUYECKUX HCCIECIOBAHUN OHOMEIWIIMHCKUX KJIETOYHBIX

IIPOJTYKTOB;

4) Komuio J10roBOpa 00s3aTENbHOTO CTPAaXOBAaHUS XU3HHU, 3[J0OPOBbS MAlMEHTa, YYaCTBYIOILETO B
KJIMHUYECKOM HCCJIEIOBAHUM OMOMEIMIIMHCKOTO KJIETOYHOIO TMpOAyKTa (Jajnee - JIOrOBOP
0053aTeNIbHOTO CTPAaXOBAaHMsSI), KOTOPBIM 3aK/IIOYEH B COOTBETCTBHM C THUIIOBBIMU TpaBUIAMH
0053aTEIbHOTO  CTPaxXOBAHUS JKU3HH, 3/J0POBbS NAlMEHTa, YYaCTBYIOIIETO B KIMHHUYECKOM
UCCJIEIOBaHUM OHMOMEIUIIMHCKOTO KJIETOYHOTO NpPOAYKTa, yTBepxkaaeMbiMu IlpaButenbcTBoM
Poccuiickoit ®@enepanuu (aanee - TUMOBBIE MpaBHa 0043aTEIBHOIO CTPAXOBAHUS), C YKa3aHUEM
CBEICHHUN O NPEACIbHOM YMCICHHOCTH INMAlMEHTOB, YYaCTBYIOIUX B KIMHUYECKOM HMCCIEIOBAHUA
OMOMEIUITMTHCKOTO KJIETOUYHOTO MPOAYKTa,
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5) cBegeHMs O MEAMIMHCKMX OpraHU3alusAX, B KOTOPBIX IPEAINOJIAracTcsl IPOBEACHUE
KIIMHUYECKOI'0 MCCIIEOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa (MOJIHOE M COKpAllEeHHOE
HaMMEHOBAHUSA, OPTraHU3AIlMOHHO-TIpaBoOBast (opma, MECTO HAXOXKICHHS, MECTO OCYLIECTBICHHS
JEeSTeNIbHOCTH, TesnedoH, Teredakc, aapec AIeKTPOHHOU mouThl); (B pea. PenepalbHOTO 3aKOHA OT
04.08.2023 N 466-D3)

6) CBCIACHHUA 0 npeamojaaracMbIix CpoKax IMPOBCACHUA KIIMHUYCCKOI'O HUCCICIOBaHUA
6I/IOM€,I[I/II_[I/IHCKOFO KJICTOYHOI'O ITPOAYKTA,

7) PEKBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIEIO YIUIaTy IOCYAApCTBEHHOM MOUUIMHBI 3a BbLIAUY
paspelleHuss Ha MPOBEIEHUE KIMHUYECKOrO0 HCCIEI0BaHUs OMOMEIULMHCKOIO KJIETOYHOTO
IIPOJYKTA.

2. B cpok, He mpeBbIIAIONMN MATH pabouux JTHEH CO JHS TPUHATHS YKa3aHHBIX B 4acTH |
HACTOAIIEH CTaTbU 3asiBICHUS W JOKYMEHTOB, YIOJHOMOYEHHbIH (eaepanbHbIi  Opra
HUCIIOJIHUTEILHOM BJIACTU:

1) MMPOBOAUT IMPOBEPKY MHNOJHOTBI U HTOCTOBECPHOCTU CBG,Z[CHI/II‘/'I, COACPIKAIUXCA B ITPCACTABICHHBIX
3as4BUTCIIEM JOKYMCHTAX;

2) NpUHUMAET pELIEHUE O BBbIJAYE Ppa3pelICHHs] Ha IPOBEICHUE KIMHUYECKOTO HCCIIEIOBAHUS
OMOMEIMIIMHCKOI0 KJIETOYHOI0 IPOAYKTa WM 00 OTKa3€e B BblJJau€ YKa3aHHOTO pa3pelleHus;

3) yBemoMmIisieT B NMUCBMEHHOW (opMme 3asBUTENS O NPUHATOM pELIeHUH (B Cilydae MPUHATUSL
peleHus 00 0TKa3e ¢ yKa3aHUWeM NPUYUH TaKOTro 0TKa3a);

4) BbIZIACT pPa3pClICHHUEC Ha IMPOBCACHHUC KIMHHUYCCKOTO MHCCICIOBAHUA 6I/IOM6I[I/ILII/IHCKOFO
KJIICTOYHOI'0 MPOJAYKTa B IMOPAAKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM q)eﬂepaﬂBHHM OpraHom
HCIIOJIHUTEIbHOMN BIACTH.

3. B cnyuyae BBIABIEHHS HENOJHOTHl WJIM HEAOCTOBEPHOCTH CBEIEHUM, COJEpXKAIIUXCA B
NpPEJCTAaBICHHBIX  3asBUTENEM  JOKYMEHTax,  YINOJHOMOYEHHbI  ¢enepanbHbIi  Oprax
WCIIOJTHUTENIbHOM BJIACTH HAIpaBIIIET 3asBUTENIO 3alpoc OO0 YTOUHEHUHU YKa3aHHBIX CBEICHMI.
JlaHHBIH 3ampoc MOXKET OBITH MepesiaH yIMOJHOMOUYEHHOMY MPEICTaBUTENI0 3asBUTEINS JIMYHO IO/
pacHucKy, HalpaBlIeH IO IOYTE 3aKa3HbIM IHCbMOM WJIM TepelaH B AJIEKTPOHHOM (opme 1o
TEJICKOMMYHUKALIMOHHBIM KaHaJaM CBsA3U. B ciyyae HampaBiaeHUs JAHHOTO 3ampoca IO IO0YTe
3aKa3HbIM IIMCBMOM OH CYHMTAETCS IOJYYEHHBIM I10 MCTEYEHUH LIECTH JHEH C JaThl HAIpaBJICHUS
3aKa3HOI'0 MMUChbMa.

4. 3asBUTENh O00S3aH MPEACTaBUTH OTBET HA 3ampoC YIOJTHOMOUYEHHOTO (eAepalbHOrO OpraHa
WCTIOJTHUTENIbHOW BIIACTH, YKA3aHHBIM B 4YacTU 3 HACTOSIIEH CTAaTbM, B CPOK, HE MPEBBIMIAIOIINI
JEBSHOCTa paboumx THEW co AHS MOJTy4YeHHsl NaHHOro 3ampoca. Cpok, yKazaHHBIM B dacTu 2
HACTOAIIEH CTaTbM, MPUOCTAHABIMBACTCS CO JIHS  HANpaBJIEHUA 3asBUTENIO  3ampoca
YIIOJTHOMOYEHHOTO (heiepaabHOr0 OpraHa UCTIOTHUTENBHOM BIACTH JIO THS MOJYYEHUS UM OTBETa
Ha JTaHHBIN 3a1poc.

5. OcHOBaHMSIMU ISl OTKa3a B BbIJa4ye pa3pellieHUs] Ha MPOBEJECHUE KIMHUYECKOTO HCCIIEIOBAHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTA SIBJSIOTCS HEMPEICTaBIEHHWE B TIOJTHOM O0beMe
JOKYMEHTOB, YKa3aHHBIX B 4YacTW | HacTosIIe CTaThbu, HENPEACTABICHHE 3asBUTEIIEM B
YCTaHOBJICHHBIN CPOK OTBETA Ha 3alPOC YIOJIHOMOUYEHHOTO (pe/iepabHOT0 OpraHa UCIOIHUTENbHOM
BJIACTH, YKa3aHHBIK B 4YaCTH 3 HACTOALIEH CTaTbU, WM HECOOTBETCTBHE COJCPIKAHUS
MIPEJICTaBICHHBIX 3asBUTENIEM JTOKYMEHTOB TpeOoBaHusAM HacTosuiero denepaabHOro 3aKoHa.
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Crarbs 18. Dkcneprusa 3¢gdpeKkTHBHOCTH OMOMEIUIIMHCKOTO
KJIETOYHOT0 MPOAYKTA U IKCINEPTHU3a OTHOILEHHUS 02KUIAeMOM MOJIb3bI
K BO3MOKHOMY PUCKY NPUMEHEHUs1 OMOMEIMIUHCKOI0 KJIETOYHOI'0
NPOAYKTA

1. DOxcneptuza 3PGEKTUBHOCTH OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTAa W  OIKCIEPTHU3a
OTHOILIEHMSI OKUJAaeMOW TMOJIb3bl K BO3MOXKHOMY PHUCKY HPHUMEHEHHMs OHOMEIUIIMHCKOIO
KJIETOYHOI'O NMPOJYKTa, COCTABIEHUE KOMUCCHEH YKCIEPTOB SKCIIEPTHOIO YUPEKICHHS 3aKIF0UECHUM
[0 UX pe3yJbTaTaM M HalpaBJICHUE STUX 3aKJIIOUYEHHUI B yINOJHOMOUYEHHBIH (enepanbHblii opran
UCTIOJIHUTENILHOW BJIACTH MPOBOJATCSA B CPOK, HE MPEBBILAIONINN 1BAIIATH MATH pabOYnX THEH co
JHS TOJYYEHUs SKCIEPTHBIM YYPEKJCHHEM COOTBETCTBYIOIIEIO 3a/aHUsl YIOJIHOMOYEHHOIO
(denepanbHOro opraHa MCIOJHUTEIFHON BIACTH C JOKYMEHTaMH, YKa3aHHBIMH B IMyHKTax 1 - 5, 13
yacTh 2 ctatbu 9 Hactosuiero denepanbHOrO 3aKOHAa, M OTYETOM O MPOBEACHHOM KIMHUYECKOM
UCCIIEJOBAaHUN OMOMEINIIMHCKOTO KJIETOYHOTO MIPOIYKTa.

2. I[JISI IMPOBCACHUA YKA3aHHBIX B YaCTU 1 HaCTOﬂHICI\/JI CTaTbH OKCICPTHU3 3aABUTCIIb NPCACTABIIACT B
ynOJ’IHOMO‘leHHHﬁ Q)CﬂepaHBHLII‘/'I oprad HCITOJIHUTEJILHOM BJIACTH:

1) 3asBiIeHHE O BO30OHOBJIEHMM T'OCYJApPCTBEHHOH pErucTpanuud OMOMEAMIIMHCKOIO KJIETOYHOI'O
NPOJyKTa U POBEJCHUY YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH SKCIEPTU3;

2) IMPOCKTbI MAKCTOB HepBHqHOﬁ YIIaKOBKH U BTOpH‘IHOfI YIIaKOBKH 6I/IOM€,Z[I/II_[I/IHCKOFO KJICTOYHOI'O
MpoaykKTa, Ipu HCO6XOI[I/IMOCTI/I [[Opa6OTaHHI)IG o pe3yjabTaTaM HOPOBCACHHOI'O0 KIIMHHUYCCKOI'O
HUCCICO0OBaHUA 6I/IOMCI[I/II_II/IHCKOFO KJICTOYHOI'O IPOAYKTA,

3) OTYECT O NPOBCACHHOM KIIMHUYCCKOM HUCCIICIOBAHUN 6I/IOM€I[I/IHI/IHCKOFO KJICTOYHOI'O IIPOAYKTA,

4) TpOEKT HWHCTPYKUMU IO NPUMEHEHUI0 OMOMEAMIIMHCKOTO KIJIETOYHOIO MpOAYyKTa, IpH
HEOOXO/IMMOCTH J0pabOTaHHbIM MO pe3ylbTaTaM IPOBEICHHOIO KIMHUYECKOTO MCCIEeI0BAHUS
OMOMEIUIIMTHCKOTO KJIETOYHOTO MPOAYKTA;

5) peKBU3UTHI JOKYMEHTOB, MTOITBEPKAAIOLIMX YILIATY TOCYJapCTBEHHOM MOIIIUHBI 32 IPOBEIECHUE
sKcnepTU3bl 3PHEKTUBHOCTH OMOMEAUIIMHCKOTO KJIETOUYHOTO MPOAYKTA U AKCHEPTU3bl OTHOIICHUS
0’KU/1aeMOM TOJIb3bl K BO3MOXXHOMY PHUCKY NMPUMEHEHUS! OMOMEIUIIMHCKOTO KJIETOYHOTO NMPOIyKTa
IIPU TOCYAAPCTBEHHOM perucrpanuu OMOMEAMIIMHCKOrO KJIETOYHOTO MPOAYKTa. 3asBUTENb BIpPaBe
IpeJCTaBUTh IO COOCTBEHHON MHMIIMATHBE YKa3aHHbIE JOKYMEHTHL. B ciyyae X HempeacTaBiIeHUs
YIIOJTHOMOYEHHBIN (efiepalbHbIl OpraH HCIOJHUTENBHON BJacTU MpoBepseT (GakT yIIaThl
roCyJapCTBEHHOM NOILIJIMHBI HA OCHOBAHWH IIPEJCTABICHHBIX 3asBUTEIIEM PEKBU3UTOB IOKYMEHTOB,
MOJATBEPXKJIAIOIIUX €€ YIJaTy, C HCI0JIb30BaHMEeM HH(popMauuu o0 yrjaaTe TrocyAaapCTBEHHOM
NOLUIMHBI, copeprkalenics B I'ocyaapcTBeHHOM MH(POPMAIIMOHHON CUCTEME O TOCYIapCTBEHHBIX U
MYHHUIUIIAJIBHBIX [JIaTEXKaX.

3. B cpok, He MpeBBIMIAIONINN MATH paboyuX JHEW CO THS MPUHATHUS 3asBIECHUS O BO30OHOBJICHUU
TOCYJaPCTBEHHON pEerucTpamuy OWOMETUITMHCKOTO KJIETOYHOTO TMPOAYKTa C JOKyMEHTaMH,
VKa3aHHBIMH B 4YacTsX | W 2 HacTosIIed cTaTbd, YIIOTHOMOYEHHBIH QenepanbHblii opra
HACIIOTHUTETbHON BIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JTAHHBIX, COJCPXKAIIUXCS B IMPEACTABICHHOM
3asIBUTENIEM OTYETE O MPOBEACHUU KIMHUYECKOTO HCCIEAOBAHUS OMOMEIUIIMHCKOTO KIETOYHOTO

TMPOJIYKTa;

2) mpUHMMAET pelICHHE O BO30OHOBJICHHWU TOCYIApPCTBEHHOW perucTpanud OMOMEIUIIMHCKOTO
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KJIETOYHOTO MPOAYKTa U MPOBEACHUHU YKa3aHHBIX B 4acTU | HACTOSIIEH CTaThU SKCIEPTU3 MK 00
OTKa3€ B BO30OHOBJIEHUH IOCYIapCTBEHHON perucTpanuy OMOMEINIUHCKOIO KJIETOYHOrO MPOIyKTa
Y IIPOBEJICHUM YKA3aHHBIX OKCIIEPTH3;

3) yBenomisieT B MHUChMEHHOH (opMme 3asBUTENS O NPHHATOM pEIIeHUH (B ClIy4ae MPHUHATHUSL
peueHust 00 0TKa3e - ¢ yKa3aHUeM IPUYMH TaKOro 0TKasa).

4. B ciydae BBbISBICHMSI HENOJHOTHl WM HEJOCTOBEPHOCTH CBEACHMM, COJEp)KalIUXCi B
IpPEJCTAaBICHHBIX  3asBUTENEM  JOKYMEHTaX,  YIOJHOMOYECHHbBI  denepanbHbli  Opras
UCTIOJIHUTENILHOW BJIACTH HAINpaBIIAET 3asSBUTENIO 3alpoc 00 YTOYHEHUHM YKa3aHHBIX CBEICHHIA.
JlaHHBIN 3ampoc MOXKET OBITh MepesiaH YIOJHOMOUYEHHOMY IMPEACTaBUTENII0 3asBUTEINS JIMYHO 10
paclucKy, HampaBjieH IO IMOYTE 3aKa3HbIM MHCBMOM WM TEpeJaH B 3JICKTPOHHOU (opme Mo
TEJIEKOMMYHUKAllMOHHBIM KaHajaM CBs3U. B ciy4ae HampaBiieHHs JAaHHOTO 3amnpoca I0 I0YTe
3aKa3HbIM IIMCBMOM OH CYMTAETCs ITOJYYEHHBIM I10 MCTEYEHUHM LIECTH JHEH C JaThl HAIPABJICHUS
3aKa3HOro IKUChMa.

5. 3asBuTenp 00s3aH NPEACTaBUTh OTBET HA 3alpOC YMOJHOMOUYEHHOIo (efepalbHOro OpraHa
UCIIOJIHUTENIbHOM BJIACTH, YKa3aHHbIA B 4acTu 4 HACTOSILEH CTaTbU, B CPOK, HE IPEBBIIIAIOIINN
JeBSIHOCTa pabouux THEW co JHS MosydyeHusl JaHHoro 3ampoca. Cpok, yka3aHHbIM B yactu 3
HaCTOSIIEM  CTaTbd, IPUOCTAHABIMBACTCS CO JHS  HANpPABJICHMWS  3asABUTENIO  3ampoca
YIIOJIHOMOYEHHOTO (hesiepanbHOro opraHa UCHOJHUTEIbHOMN BJIACTH IO JHS MOJIYYEHHUS UM OTBETa
Ha JJaHHBIN 3a11pocC.

6. OcHOBaHUEM JJIs1 OTKa3a B BO30OHOBIIEHMM T'OCYAAPCTBEHHOM perucrpanuu OMOMeIUIIMHCKOIO
KJIETOYHOTO MPOAYKTa U MPOBEJCHUH yYKa3aHHBIX B YaCTU | HAcCTOSIIEH CTaTbU KCIEPTU3 ABISAETCS
IpeJCcTaBiIeHNEe TOKYMEHTOB, YKa3aHHBIX B 4acTAX 1 M 2 HacTosIIel CTaThbH, B HEMOJIHOM 0OBbeMe,
HEeNpEeCTaBICHNE 3asBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETA Ha yKa3aHHBIM B yacTH 4 HacTosIIeH
CTaTbU 3alpoc YIOJIHOMOYEHHOro (elepajJbHOro OpraHa HCHOJHMTENbHOM BiacTu 100
OTCYTCTBHE B IPEJCTaBICHHBIX JOKYMEHTaX MCUEpNbIBAIOLIEr0 MepedyHs HeoOXoauMoin
uHpOpMallMK, KOTOpas [JOJDKHA OBITh OTpakeHa B HHUX, a TaKXe OTCYTCTBME HH(pOpMAaIHH,
NOATBEpXKJIatolell (akT yIiarhl TOCYJapCTBEHHOW TMOUUIMHBI 32 IPOBEIEHUE HKCIEPTU3BI
3P PEKTUBHOCTH OMOMEAUIIMHCKOTO KJIETOYHOIO MPOAYKTa U KCIEPTU3bl OTHOUICHUS OKUAAeMON
MOJIb3bl K BO3MOXXHOMY pHUCKY MPHUMEHEHHs OMOMEAMIIMHCKOIO KJIETOYHOIO MpOJAyKTa IpH
rOCyJapCTBEHHON perucTpanui OMOMEAUIUHCKOTO KJIETOYHOTO MPOYKTa.

7. Oxcneptu3a 3(pPeKTUBHOCTH OHOMEAMIIMHCKOTO KJIETOYHOTO TMPOJAYKTa U OIKCIEepTU3a
OTHOIIICHUS OXHUJAAEMOM TOJB3bI K BO3MOXXKHOMY pHCKY TIPUMEHEHUS] OWOMETUIIMHCKOTO
KJIETOYHOTO TMPOAYKTAa, B OTHOIIEHMH KOTOPOTO MPOBEACHBI MEXIAYHAPOJHBIE MHOTOLIEHTPOBBIE
KIIMHUYECKUE HCCIIEIOBAaHUA, YacTh M3 KOTOpbIX mpoBeaeHa B Poccuiickoit ®eneparuu,
OCYIIECTBIISIOTCS Ha OCHOBAaHWHU JOKYMEHTOB, YKa3aHHbIX B myHKTax 1 - 6, 8, 9, 12 u 13 vactu 2
crateu 9 Hactosmero denepalbHOrO 3aKOHA, B CPOK, YKA3aHHBIM B 4aCTH 1 HACTOSAIIEHN CTAThH.

Cratbs 19. IToBTOPpHOE TPpOBeIeHHE OMOMETNIITMHCKON IKCIIEPTU3bI
OMOMEIMIMHCKOI0 KJIECTOYHOI0 MPOAYKTA U (MJIK) ITHYECKOHU
IKCIEPTHU3BI
1.B CJIydac HaJIM4uAa B 3aKJIIFOYCHUHW KOMHUCCHUU 3KCICPTOB 3KCIICPTHOTO YUPCKACHUA UIIKM COBCTA
0 9THUKEC MPOTUBOPCUUBLIX HJAHHBIX, HEOOOCHOBAaHHEIX U (I/IJ'H/I) HCIIOJIHBIX  BBIBOJOB,

danbcuduKauy BHIBOJOB OMOMETUIIMHCKON SKCIEPTU3BI OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa
U (WIM) DTHYECKOM OKCHEPTU3BI, COKPBITHS OT YIOJHOMOYEHHOTO (eAepadbHOTO oOpraHa
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UCTIOJIHUTENIHOW BJIACTH OCHOBAHMU JIJIsl OTBOJAA DKCIEPTA BCIEACTBUE €T0 3aMHTEPECOBAHHOCTH B
pe3ysbTaTaX COOTBETCTBYIOIIEH SKCHEPTU3bl, HATMYHMA JAHHBIX O MOPSAMOM JHOO KOCBEHHOM
BMEIIIATENICTBE B IPOLECC COOTBETCTBYIOIICH SKCIEPTU3bl JIMI, HE YYacTBYIOIIUX B €€
IPOBEJICHNY, HO OKAa3aBIIUX BIMSHKUE Ha MPOIECC U PE3yIbTAThI €€ IPOBEICHHUS, YIOTHOMOUYCHHBIM
denepaabHBIM OpPraHOM HCIOJHUTEIBHOW BIACTH HA3HAYAIOTCS TMOBTOpPHAs OMOMEIMIIMHCKAs
9KCIEepPTH3a OMOMETUIMHCKOTO KJIETOYHOTO MPOAYKTAa M (WJIM) TIOBTOPHAs 3THYECKasl SKCIIEPTH3a.
O0beM TOBTOPHOW SKCIEPTU3BI ONPENENISICTCS YIOJIHOMOYEHHBIM (peepalbHbIM  OpPraHOM
UCTIOJTHUTEIBHON BJIACTH.

2. IToBTOpHAsA OMOMEIUIIMHCKAS SKCIEPTU3a OMOMEIUIIMHCKOIO KJIETOYHOTO IPOAYKTA IIPOBOIUTCS
B CPOK, YCTAHOBJICHHBIH YIIOJTHOMOYEHHBIM (pe/iepabHbIM OPraHOM HMCIIOJHUTEIBHON BIACTH U HE
IpPEBbILIAIOIINMNA cTa padouux AHEH CO JHS IHOJIYYEHHUS SKCIEPTHBIM YUYpPEKICHHEM 3a/laHus Ha
IIPOBEJICHUE MIOBTOPHOIN OMOMENNLIMHCKON IKCIEPTU3bl OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa, a
IOBTOPHAs 3TUYECKAs SKCIIEPTU3A - B CPOK, HE MPEBBIIAIOLINN NATHAAUATH pabouuX THEH co AHA
IIOJIy4EHUS COBETOM I10 ATUKE 3aJaHKs Ha IIPOBEICHNE ITIOBTOPHON ATUYECKON KCIIEPTU3HI.

3. 9KCHepTBI KOMHCCHUH OSBKCIICPTHOI'O YUPCKACHUA W YICHBI COBCTA IIO 3THUKE, B OTHOLICHUU
KOTOPBIX YCTAaHOBJICHDBL 06CTO$ITCJII)CTB21, YKa3aHHbIC B 4aCTH 1 H&CTO?IHIGIZ CTaTbu, HC JOITYCKArOTCA
K ITPOBCACHUIO ITOBTOPHLBIX SKCIICPTU3.

4. dunancoBoe obecreyeHue IIPpOBCACHUA HOBTOpHOﬁ 6HOMeﬂHHHHCKOﬁ OKCIICPTU3bI
6I/IOM€IH/IIII/IHCKOFO KJIICTOYHOI'O0 HpPOAYKTa OCYHECCTBIIACTCA 3a CYCT CpCaACTB, IMOJIYUYCHHBIX
OKCIICPTHBIM YUYPCIKACHUCM OT HpI/IHOCSIH_[eﬁ J0X04 ACATCIIbHOCTH.

Cratbs 20. Penienue 0 rocy1apcTBeHHOM perucTpanuu
OMOMEIUIIMHCKOT0 KJIETOYHOT0 MPOYKTA

1. B cpok, He mpeBbIIAOMUNA MATH paboYuX JHEH CO AHS MOJyYEHUsS 3aKIOYEHHH KOMHCCHUU
HKCHEPTOB  HKCHEPTHOTO  YUYPEXKJEHHs 1O  pe3yiabTaraM  d3KCIepTusbl  3PPEeKTUBHOCTU
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTAa M SKCIEPTH3bl OTHOLICHMS] O0KMJIA€MOM IOJIb3BI K
BO3MOXXHOMY PHCKY NPUMEHEHHUS OMOMEIUIIMHCKOIO KJIETOYHOTO MPOJYKTa, YIOJIHOMOYEHHBIN
(denepabHBIA OpraH UCIIOJIHUTEIILHON BIIACTH:

1) ocymiecTBisieT OLEHKY MOCTYNUBIIMX 3aKIOYEHUH MO pe3ysbTaTaM MpPOBEACHUS YKa3aHHBIX
JKCIIEPTU3 Ul ONPEIEICHUS COOTBETCTBHS ITUX 3aKJIIFOYCHUM 3alaHUI0 HA MPOBEIECHUE YKa3aHHbBIX
JKCIIEPTHU3;

2) mpUHUMaeT peleHHe O TOCYAapCTBEHHON perucrpaluud OHOMETUIIMHCKOIO KJIETOYHOTO
NpOAyKTa WM 00 OTKa3ze B TOCYAApCTBEHHOW perucrpanuvu OWOMEIUIUHCKOTO KJIETOYHOIO
NPOAYKTAa,

3) BHOCHUT TpH TPUHATHU PEIIEHUS O TOCYJAPCTBEHHON pErucTpanud OUOMEIUIIUMHCKOTO
KJIETOYHOTO TIPOJYKTa JAHHBIE O 3apETHCTPUPOBAHHOM OMOMEIHMITMHCKOM KJIETOYHOM MPOIYKTE B
TOCY/IapCTBEHHBIA peecTp OMOMETUIIMHCKUX KIETOYHBIX TMPOJYKTOB U BBIJACT 3aSABUTEIIO
PETUCTPALIMOHHOE YIOCTOBEPEHHE OMOMEIUIMHCKOTO KJIETOYHOIO MpPOAYKTa, (opMa KOTOPOTo
YTBEpXKAAETCSA  YINOJHOMOYEHHBIM  (peilepadbHBIM  OpPTaHOM  HMCIOJHHUTENBHOW  BIIACTH,
COrJIacOBaHHbIe cCHENU(UKALNI0 HAa OWOMEIULMHCKUNA KJIETOYHBIA MPOIYKT, HMHCTPYKLHIO IO
MPUMEHEHUI0O OMOMETUITMHCKOTO KIJIETOYHOTO TMPOJIYKTa, HOPMATUBHYIO JIOKYMEHTAIMIO Ha
OMOMEIUIIMHCKUI KJIETOYHBIH MPOAYKT WJIM B CiIy4ae MPUHATUS pellieHus o0 oOTka3e B
TOCY/IapCTBEHHOW pPErucTpanuy OMOMEIUIIMHCKOTO KJIETOYHOT'0 MPOAYKTa YBEIOMIISIET 00 3TOM B
NUCbMEHHOU (hopMe 3asiBUTENS C YKa3aHHEM NMPUYHMH TaKOro 0TKa3a.



2. OcHOBaHUEM ISl IPUHATHS YIIOJTHOMOYEHHBIM (peiepabHbIM OpraHOM HCIIOJHUTENIBHON BIIACTH
peureHust 00 OTKa3e B TOCYNAapCTBEHHOW PErHCTpaluyd OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa
SIBIISICTCS BBIHECEHHOE TI0 pe3yJibTaTaM 3KCIIEPTU3, YKa3aHHBIX B 4acTH | ctatbu 18 Hacrosmero
denepanbHOTO 3aKOHA, 3aKIIOYEHHE KOMHCCHHU HKCIEPTOB HKCIEPTHOTO YUPEKACHHS O TOM, UTO
3P PEKTUBHOCTh PETUCTPUPYEMOTO OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa HE MOATBEPKICHA
NOJTYYCHHBIMH JaHHBIMH WIA PHUCK NPUYMHEHUS Bpeda 370POBBIO 4YEIOBEKAa BCIICACTBHE
NpPUMEHEHUS OWOMETUIIMHCKOTO KIETOYHOTO MpOAYKTa IMpeBbIaeT 3((EKTUBHOCTh  €ro
NPUMEHEHHS.

Pecucmpayuonnvie yoocmosepenus, 6b10AGHHbIE 8 COOMEENICMEUL C OAHHBIM OOKYMEHMOM,
oeiicmeumenbHbl 00 OKOHYAHUA CPOKA UX Oelicmeust, Ho He nozonee 31.12.2025 (vacmp 3
cmamovu 3 Deodepanvhozo 3akona om 04.08.2023 N 466-D3).

Crarbs 21. PerucrpaumonHoe y10cToBepeHre 0MOMeJULIMHCKOI0
KJIETOYHOTI0 MPOYKTA

1. PerucrpanmoHHOE YAOCTOBEpEHHE OWOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa Ha BIIEPBBIE
peructpupyemsiii B Poccuiickoit ®@enepanyiyi OMOMEIUIMHCKUNA KJIETOUYHBIM MPOAYKT BBIJAETCS CO
CPOKOM JIEHCTBHUS AT JIET.

2. Ilo wucrtedyeHuum YyKa3aHHOr0o B YacTH 1 Hacroslled CTaTbu CpOKa CpPOK JAEWCTBUSA
PETUCTPALIMOHHOIO  YIOCTOBEPEHUS] OMOMEIULUMHCKOrO KJIETOYHOI'O MPOJYKTa IPOJJIeBACTCS
KQKJIbIE IISTh JIET IIPU YCIOBUHU MTOATBEPKICHUS €r0 FOCYJapCTBEHHON PETUCTPALIAH.

3. B ciydae BHEceHMs B COOTBETCTBUU €O cTaTbell 23 Hacrosiuero denepaabHOro 3akoHa B
JIOKYMEHTBI, COJIEPKAIMECS] B PETUCTPALIMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIA OMOMEIUIIMHCKUI
KJIETOYHBIA NPOAYKT, U3MEHEHUH, 3aTParuBalOIUX CBEICHMS, OTPAKEHHBIE B PETUCTPALMOHHOM
YIOCTOBEpEHUN OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOJYKTa, YIIOJTHOMOYEHHBIN (peiepanbHblil opran
UCTIOJIHUTENIBHOW BJIACTH BBIIA€T HOBOE PErMCTPALMOHHOE YAOCTOBEPEHHE OMOMEIUIIMHCKOTIO
KJIETOYHOTO MPOJIYKTa C yU€TOM U3MEHEHUII.

4. 3a BbIJA4y PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS OHOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
B3UMAeTCid TIOCYNapCTBEHHas IOLUIMHA B pa3Mepe U TMOpSAKE, KOTOPbIE YCTaHOBIIEHBI
3akoHozaTenbcTBOM Poccuiickoit denepannu o Hanorax u coopax.

5. OpFaHI/ISaHI/I}I, Ha UM KOTOpOfI BbIIAHO PETHUCTPALIMOHHOC YAOCTOBCPCHUC 61/IOMCI[I/II_II/IHCKOFO
KJI€CTOYHOTI'O IIPOAYKTA, SABIIACTCA BJIaJCIIBIIEM PEruCTPpainOHHOTO YAOCTOBEPCHUA
6HOMCI[I/ILII/IHCKOFO KJICTOYHOI'O IPOAYKTaA.

6. B cnyuyae yTparthl WM MOBPEXKIEHHUS PETUCTPAIMOHHOTO YIOCTOBEPEHHS OMOMEIMIIMHCKOTO
KJIETOYHOTO MPOAYKTa MO MUChbMEHHOMY 3asIBIIEHUIO BIIaJIeJIblla PETUCTPALIMOHHOTO YOCTOBEPEHUS
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa WM YIOJTHOMOYEHHOTO MM JIMIIAa O BbIJaue AyOIuKara
PETHCTPAIIMOHHOTO yJIOCTOBEPEHHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa YIOJIHOMOYCHHBIN
denepanbHBIN OpraH UCTIOTHUTEIHFHOW BIACTH B CPOK, HE TPEBHIMIAIOIINN JECATH pabouuX JHEH cO
JHA TIOCTYIUICHUS TaKOro 3asBJICHHUA, BbIAACT le6J'II/IKaT PErUCTPAIMOHHOTO YIOCTOBCPCHHUA
OMOMEIUITMHCKOTO  KJIETOYHOTO MPOAYKTa. 3a Bblgadyy JOyOnIuKara perucTpalnruoHHOTO
YIOCTOBEPEHUSI OMOMETUIIMHCKOTO KJIETOYHOIO MPOJYKTa B CBSI3U C YTPATOW WIIM MOBPEKICHHEM
JaHHOT'O PEruCTpaiuOHHOTO YAOCTOBCPCHUSA B3UMACTCA IOCYAAPCTBCHHAA IMOIIJIMHA B pa3MCpe U
MOPSIZIKE, KOTOPBIE YCTAaHOBJICHBI 3aKOHOAaTeNIbeTBOM Poccutickoit deneparuu o Hajlorax u coopax.
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Cratbs 22. [loaTrBep:xaeHue rocy1apCcTBEHHON perucrpanuu
OMOMETUIMHCKOT0 KJIETOYHOI0 MPOIYKTA

1. TloaTBepkaeHHE TOCYJAPCTBEHHOM pPETUCTpAlMM OWOMEIUIIMHCKOTO KJIETOYHOTO IPOJYKTa
OCYIIECTBIIICTCS TPH BBIJaue PErHCTPALMOHHOTO YIOCTOBEPEHHS OMOMEIUIIMHCKOTO KJIETOYHOTO
IPOJYKTA B CIy4yae, yKa3aHHOM B yacTH 2 craThu 21 Hacrosmero denepanpbHOro 3akoHa, B CpoK, HE
NPEBBIMIAIOMINN JAEBIHOCTa pabouMX JHEW cO JHS MOJTYYeHHs YIOJIHOMOYCHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTU 3asBICHUSA O MOATBEPKIACHUU I'OCYAAPCTBEHHOM PEruCTpaLU
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAYKTa C YKa3aHHEM B HEM pPEKBH3HTOB JIOKYMEHTa,
MOJATBEPKIAIONIETO YIUIaTy TOCYIAapCTBEHHON TMONUIMHBI 3a IMOATBEPXKACHUE TOCYIapCTBEHHOU
perucTpay ONOMEIUIIMHCKOTO KJIETOYHOTO MTPOIYKTa.

2. lloaTBepkaeHUE TIOCYIapCTBEHHOW pEerucTpauuyd OHOMETUIIMHCKOrO KJIETOYHOrO MpPOAYKTa
OCYILIECTBIISIETCS 10 pe3ybTaTaM AKCIEPTU3bl OTHOLICHHS OXKMJAEMOW IOJBb3bl K BO3MOYKHOMY
PUCKY IPUMEHEHUsI OMOMETUIIMHCKOTO KJIETOYHOrO MPOAYKTa, IPOBOJAUMON Ha OCHOBAHUM JIAHHBIX
MOHUTOpPHHra 0€30HacHOCTH OMOMEIUIMHCKOIO KJIETOYHOIO MPOJYKTa, OCYLIECTBISEMOIO
BJIAJICNIBLIEM DPETHCTPALMOHHOTO YJOCTOBEPEHHS OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOJYKTa U
(denepaabHbIM OPraHOM MCIOJHUTEIBHON BJIACTH, OCYHIECTBISIOIIMM (DYHKIHMM 10 KOHTPOJIIO U
HA/30py B cepe 3apaBOOXpaHEHHs, B COOTBETCTBHM cO cTarhedl 41 Hactosimero denepanbHOTO
3aKOHA, a TAaK)K€ HKCHEPTU3bl KauecTBa OMOMEIUIIMHCKOrO KJIETOYHOIO MPOAYKTa, IMPOBOAUMOMN B
Clly4ae BHECEHHS HM3MEHEHMH B HOPMATHBHYIO JOKYMEHTALMI0O Ha OMOMEIUIMHCKUN KJIETOYHBIN

MPOIYKT.

3. K 3asBiIeHHIO O TTOATBEPKICHUN TOCYJAPCTBEHHON PErrCTpaliud OMOMETUIIMHCKOTO KIETOYHOTO
NPOAYKTa TMpPHUIAraloTCsl JOKYMEHT, COJEpKalluii pe3ynbTaThl MOHHTOPHHTa O€30MacHOCTH
OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOJYKTa, OCYLIECTBIISIEMOIO BIAJAENbLEM PETUCTPALIMOHHOTO
YIOCTOBEpEHUSI OMOMETUIIMHCKOTO KJIETOYHOTO TMpOAyKTa, 1O Qopme, YCTaHOBIECHHOM
YIOJIHOMOYEHHBIM ~ (heJIepaIbHBIM OpPraHOM HCIIOJHUTEIHHOM BIACTH, U CBEIEHUA O JaTe
MPEAOCTABICHUSI U PETUCTPALMOHHOM HOMEpPE JIMUEH3UMM HAa OCYIIECTBJIEHUE JAEATEIBHOCTH II0
MIPOU3BOJICTBY OMOMEIUIIMHCKUX KJIETOYHBIX NPOAyKTOB. (B pea. demepanbHOro 3aKkoHa OT
27.12.2019 N 478-®3)

4. HopmaTuBHasi JOKyMEHTAIUs HA OMOMEIMIIUHCKUM KJIETOYHBIM MPOIYKT, MPOEKT HHCTPYKIIUU MO
INPUMEHEHHI0O OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJYKTA, IPOEKTHl MAKETOB MEPBUYHON YIAaKOBKU U
BTOPUYHOM YMAaKOBKM OHMOMETUIIMHCKOIO KJIETOYHOTO MPOJYKTa IMPHJIATaloTCs K 3asABJICHUIO O
MOJTBEPK/IEHUU TOCYAapCTBEHHOM perucrpanuu OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa TOJIBKO
B CJIy4ae, €CJIM B HUX BHOCATCS U3MEHEHUS.

5. C 3asBieHHeM O MOATBEPXKIECHUU TOCYJAapCTBEHHOM perucrpauud OHOMEIULUHCKOTIO
KJIETOYHOTO NPOAYKTa  BJaJeNiel] PETUCTPAllMOHHOIO  YIOCTOBEPEHUS  OHOMEIULMHCKOTO
KJI€TOYHOTO TMpPOAYKTa BIpaBe IO COOCTBEHHON WHUIMATHBE MPEACTAaBUTh JIOKYMEHT,
MOATBEPXKJIAIOLIUN yIUIaTy TOCYJAapCTBEHHON NONIIMHBI 3a MOATBEPXKJIEHUE TOCYIapCTBEHHOU
perucTpanuy OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa, a TAKXKE CBEJIEHUS O JINLIEH3UH, YKa3aHHbIE
B 4yacTu 3 HacTosIed cTaTbu. B ciydae HempencTaBiIeHHUs YKa3aHHBIX JTOKYMEHTOB M CBEIEHUN
YIIOJTHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENbHOM BIAcTH 3alpallliBaeT HX B IOpSJIKe
MEKBEJJIOMCTBEHHOTO HMH(OPMALMOHHOTO B3auMoOAeWCTBUSA. (B pea. denepaabHOro 3akoHa OT
27.12.2019 N 478-93)

6. B rteuenue necatu paboumx [OHEH CO JHSA TPUHATUS 3asABJICHUS O MOATBEPXKICHUU
TOCY/IapCTBEHHOW pETUCTpalid OWOMENUIIMHCKOTO KJIETOYHOTO TPOAYKTA H JOKYMEHTOB,
YKa3aHHBIX B YaCTH 3 HACTOAIIEH CTaThH, YIIOJITHOMOYCHHBIA (peepaabHbIil OpraH UCIIOJTHUTEIbHON
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BJIaCTu:

1) IpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHUM, COIEPIKALIUXCS B IPEICTABIECHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) HampaBinsieT B (efepatbHbId OpraH WCHOJIHHUTENBHOM BIACTH, OCYIIECTBISIOMUNA (YHKIUH IO
KOHTPOJIO M Haa30py B cdepe 31paBOOXpaHEHMs, 3ampoc O MPEACTABICHUU pe3yJIbTaTOB
MOHHUTOPHHTa O€30MacHOCTH OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa, KOTOPBI JOJKEH OBITh
UCIIOJIHEH B TEYEHHUE IISTU paboUMX JHEH co THS ero NOay4eHus;

3) mpUHUMAaeT pelleHUue O NPOBEAECHUM WM 00 OTKa3e B IPOBEIECHUM HKCIEPTH3bl OTHOIICHUS
0’KU/Ia€MOM TIOJIb3BI K BO3MOXXHOMY PUCKY MPUMEHEHHs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
a TakXKe HKCHEePTU3bl KauecTBa OMOMEAMLIMHCKOrO KJIETOYHOrO MPOAYKTa, IPOBOJUMOM B Cilydae
BHECEHUS U3MEHEHUI B HOPMATUBHYIO JJOKYMEHTALMIO HA OMOMEINIIMHCKUNA KJIETOUHBIN MTPOYKT;

4) yBemomisieT B THUChbMEHHOW ¢opMe BIaJenblia PETUCTPALMOHHOTO  YJOCTOBEPEHUS
OMOMEIUIIMHCKOr0 KJIETOYHOTO MPOJYKTa O MPUHSATOM PEIIEHUH (B Clay4yae MPUHATHS pelieHus o0
OTKa3e B IPOBEJCHUH COOTBETCTBYIONICH AKCIIEPTU3bI C yKa3aHUEM MPUYUH TaKOro 0TKa3a).

7. B cayuyae BBIABIECHUS HENOJHOTHl WJIM HEAOCTOBEPHOCTH CBEIEHUH, COJECpPXKAIIUXCA B
IIPEJICTABICHHBIX BJIAJEIbLEM PETUCTPALUOHHOTO YJOCTOBEPEHUSI OMOMEIUIIMHCKOTO KIETOYHOTO
OPOAYKTa JOKYMEHTax, YIOJHOMOYEHHBIH (enepaabHblii OpraH MCIOJHUTEIbHON BIJIACTH
HaAIpaBJ/IE€T BIIAJENIbIy PErHMCTPAllMOHHOTO YAOCTOBEPEHUS OMOMEAMIIMHCKOIO KJIETOYHOIO
IpOAyKTa 3ampoc 00 YTOYHEHMM YKa3aHHBIX cBeAeHUM. JlaHHBINM 3ampoc MOXeT ObITh IepenaH
YIIOJTHOMOYEHHOMY IIPEICTaBUTEIIIO BJIAJICTIbLA PErUCTPALIMOHHOTO YIOCTOBEPEHUS
OMOMEIMIIMHCKOTO KJIETOYHOI'0 MPOAYKTa JMYHO MOJ PaclMCKy, HAIpaBieH IO IMOYTe 3aKa3HbIM
NUCBbMOM WJIM TEpeAaH B 3JIEKTPOHHOW (opMe IO TEJIeKOMMYHHKAIMOHHBIM KaHajaM CBsA3H. B
Cly4yae HallpaBJIEHUs JaHHOIO 3aIlpoca IO MOYTEe 3aKa3HbIM IMUCBMOM OH CYUTACTCS IOJYYECHHBIM
10 UICTEYECHNH IIECTU JHEH C 1aThl HAIIPABJIICHMS 3aKa3HOI'O ITUCHMA.

8. Bragenen perucTpaniMoOHHOTO YIOCTOBEPEHUS! OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa 00s3aH
NPEJCTaBUTh OTBET Ha 3alpocC YIOJHOMOUYEHHOTO (peepasbHOTO OpraHa MCIIOJHUTENFHON BIIACTH,
yKa3aHHbBIN B 4acTH 7 HACTOsILEH CTaThbH, B CPOK, HE MPEBBIIAIOIININ JIeBSHOCTa pabouuX JHEH co
ITHS TONMy4YeHWsi JaHHoro 3ampoca. Cpok, YKa3aHHBIA B 4YacTh O HACTOSIIEH CTaThH,
NPUOCTAHABIMBACTCSI CO JHS HampaBlICHHUsS BIAJAEIbIly pPErHMCTPALlMOHHOTO YIAOCTOBEPEHHUS
OMOMEIMITMHCKOTO KJIETOYHOTO TPOJYKTa 3arpoca YIOJTHOMOUYEHHOTO (hefepalbHOrO0 OpraHa
UCTIOJIHUTENILHOW BJIACTH A0 JTHS MOJIyYEHHs] UM OTBETA Ha JIAHHBIN 3alpoc U HE YYUTHIBACTCS MPHU
WCUMCIICHUN  CpPOKAa TIOATBEPIKIEHHS TOCYJAapCTBEHHOH  pETHCTpaluil  OMOMEIHMIIMHCKOTO
KJIETOYHOT'O MPOJYKTA.

9. OcHoBaHueM [yisi OTKa3a B NPOBEACHHHM SKCHEPTU3bl OTHONICHUS] OXHAAEMOW TMOJb3bI K
BO3MOYKHOMY PHCKY MPUMEHEHUS] OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa W (MJTH) DKCIEPTHU3bI
KauecTBa OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTA SIBISETCA MPEJCTaBICHHE JOKYMEHTOB,
yKa3aHHBIX B 4acTsaX 1, 3 u 4 Hacrosmed craTbyd, B HEMOJHOM OOBEME, HENpeACTaBICHHE B
YCTAHOBJICHHBI CPOK OTBETa HA YKa3aHHbIA B 4YacTU 7/ HACTOSALIEH CTAaTbU 3arpoc
YIOJIHOMOYEHHOTO  (helepaIbHOTO OpraHa HCIOJHUTEIBLHON BIACTH JHUOO OTCYTCTBHE B
MPEJICTABICHHBIX JOKYMEHTaX HUCYEPIBIBAIONINX CBEACHH, KOTOPBIC JOKHBI OBITh OTPa)KEHHI B
HUX, & TAKXKE OTCYTCTBUE MH(POPMAIINH, TTOATBEP)KIAIONIEH YIIJIaTy TOCYAapCTBEHHOM MOIUIMHBI 3a
MOJITBEPKICHUE TOCYAAPCTBEHHON PErucTpaii OMOMETUITTHCKOTO KIETOYHOTO MPOIYKTa.

10. DxkcmepTu3za OTHOWIEHUS OXKHMAAEMOM TOJb3bl K BO3MOXHOMY PHCKY IPUMEHEHUSA
OMOMEIUITMHCKOTO KIJIETOYHOTO TPOAYKTa M (WJIM) S3KCIEepTHU3a KadecTBa OMOMEIHIIMHCKOTO



KJIICTOYHOI'O MMPOAYKTA MPOBOAATCA HAa OCHOBAHUH JOKYMCHTOB, YKa3aHHBIX B 4aCTAX 3, 4n ITYHKTC
2 yactu 6 HacTOAILIEH CTaTbU, B MOPSAIKE, YCTAaHOBJIEHHOM cTaThsiMu 15 u 18 Hacrosiero
®denepanbHOro 3aK0HA, C YYETOM CPOKa, YKA3aHHOTO B YaCcTU | HACTOSIIEN CTaThU.

11. OcHoBanueM i TPHUHATUS pEUICHHs 00 OTKa3e B MOATBEPXKACHUU TOCYAAPCTBEHHOM
peructpauuu OMOMEIUIMHCKOTO KJIETOYHOTO IMPOJYKTa SBISETCS BBIHECEHHOE IO pe3yjbTaTam
OKCIEpPTH3, YKa3aHHBIX B YaCTH 2 HACTOSINEH CTaTbH, 3aKJIIOYEHHE KOMHCCHUU SKCIIEPTOB
SKCTIEPTHOTO YUYPEKIECHUS O TOM, YTO KadecTBO W (wiH) 3¢h(HEKTUBHOCTH OHOMEIUITUHCKOTO
KJIETOYHOTO MPOAYKTAa HE MOJITBEPXICHBI MOJYYCHHBIMU MAHHBIMA U (WJIM) PUCK NPUYUHEHUS
Bpela 370pPOBbI0 YeNOBEKa BCIEACTBHE MPUMEHEHHUs OMOMEIUIMHCKOTO KIETOYHOTO MpPOAYKTa
npeBbImaeT ero 3h(HeKTHBHOCTS.

12. B mnepuon mpoBeaeHUs MpoLEAypbl MOATBEPXKAEHUS TOCYyJapCTBEHHOM perucTpanuu
OMOMEIMIIMHCKOTO  KIETOYHOTO TpoAyKTa ero oOpamenue B Poccuiickoit ®enepanmu
IPOI0JIKAETCS.

Crartbs 23. BHeceHHe U3MEHEHHUI B JOKYMEHTBI, COAePKALUECH B
PErucTPAlMOHHOM JA0Che HA 3aPerdCTPUPOBAHHBIM OMOMEIUIMHCKUI
KJIETOYHbIN MPOAYKT

1. B nensix BHeCEHUsS M3MEHEHMH B JOKYMEHTBI, COJAEp)KAIMECs B PErMCTPAlMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIM OMOMEIUIIMHCKUN KJIETOYHBIM MPOAYKT, BIaJeNIel] PErucTparioHHOIO
YIOCTOBEpEHUSI OMOMEAMIIMHCKOTO KIJIETOYHOTO TMPOJAYKTa MPEACTABISET B YIOJTHOMOUYEHHBIH
(benepanbHBIN OpraH UCIIOJIHUTENILHON BJIACTH 3asBJICHHE O BHECEHUU TaKMX W3MEHEHUH Mo Gopme,
YCTAaHOBJIEHHOW YIOJHOMOYEHHBIM (efepalbHbIM OpraHOM MHCIOJHUTEIBHOW BIIACTH, W
INPWIOKEHHBIE K HEMYy UW3MEHEHUS B YKa3aHHbIE JOKYMEHTBI, a TaKXKe JOKYMEHTHI,
MOJITBEPKIAIOIIUE HEOOXOAUMOCTh BHECEHHS TAKMX U3MEHEHUI.

2. buomenunuHckas 3KcrnepTU3a OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTAa B YAaCTH IKCIEPTHU3BI
KayecTBa OMOMEIMIMHCKOTO KJIETOYHOTO MpOAYKTa, M (MIM) SKCIepTusbl 3>PPEeKTUBHOCTH
OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTa, U (MJIM) SKCHIEPTHU3bl OTHOIIECHUS OKHIa€MOM IMOJIb3bI K
BO3MOXXHOMY PHCKY INPUMEHEHHs OMOMEIUIIMHCKOTO KJIETOUYHOrO MPOAYKTa MPOBOJUTCS B CIIydae
BHECEHUS W3MEHEHMM B JIOKYMEHTBHI, COJAEp)KalllMecss B PETUCTPALlMOHHOM JOChE Ha
3aperucTpUPOBAaHHbBIN OMOMEIUIIMHCKUI KIIETOYHBIHM MPOJYKT, B OTHOIIEHUU:

1) cBeneHuii, yka3aHHBIX B UHCTPYKILIUU 110 IPUMEHEHNIO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa
nn

U TpEeIyCMOTpEHHBbIX mnoanyHkramu '"e" - "o" mynkra 13 wactm 2 crateu 9 Hacrosiiero
®denepaabHOrO 3aKOHA;

2) MecTa MPOU3BOICTBA OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTA;

3) mokasareneil kauecTBa M (WJIM) METOJIOB KOHTPOJS KadyecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIYKTa, COJEPXAIIUXCSI B HOPMATUBHOM JOKYMEHTAIlMM Ha OMOMETUIIMHCKUN KIJIETOYHBIN

TPOJTYKT;
4) CpOKa roAHOCTH 6I/IOMCI[I/II_[I/IHCKOFO KJICTOYHOI'O IIPOAYKTA.

3. Brnanenen perucTpaliiOHHOTO yOCTOBEPEHHS] OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOJIYKTa HapsAy
C 3adBJICHHMEM M JIOKYMEHTAMM, YKa3aHHbIMM B 4YacTh | HacTOsAIIEeW CTaTbH, MPEICTABISAET
PEKBU3UTHI JIOKYMEHTA, MOATBEPKAAIOLIETO YIIATy TOCYAApCTBEHHOW MOIUIMHBI 32 BHECEHUE B
JIOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAIIMOHHOM J0ChE Ha 3aPETUCTPUPOBAHHBIN OMOMEIUITMHCKHIA


https://normativ.kontur.ru/document?moduleId=1&documentId=467926#l70
https://normativ.kontur.ru/document?moduleId=1&documentId=467926#l88
https://normativ.kontur.ru/document?moduleId=1&documentId=467926#l39
https://normativ.kontur.ru/document?moduleId=1&documentId=467926#l40

KJICTOYHBIH TPOXYKT, H3MEHEHUH, TpPEOYIOIMX TMPOBEACHUS OWOMEIUIIMHCKON 3KCIEepPTU3bI
OMOMEIMIIMHCKOIO KJIIETOYHOI'O MPOAYKTA, WIN PEKBU3UTHI TIOKYMEHTA, MOATBEP)KIAIOILEr0 YIIaTy
roCyJapCTBEHHOM IOIIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJIEPKAIIMECS B PETUCTPALMOHHOM JIOChE
Ha 3aperuCTPUPOBAHHBIM OMOMEIMIMHCKUM KJIETOUHBIH NPOJIYKT, M3MEHEHUI, He TpeOyoImMX
poBeIeHUS] OMOMEUIIMHCKOM SKCIIEPTU3bl OMOMEUIIMHCKOTO KIETOYHOTO MPOYKTa, TUO0 BIpaBe
IPEJCTaBUTh yKa3aHHbIE JOKYMEHTBI 110 COOCTBEHHOW MHHMIMaTHBE. B ciydae HempeacraBieHUs
BIIAJICTIbLIEM PETUCTPALUOHHOIO YAOCTOBEPEHUS OHMOMEAUIIMHCKOrO KJIETOYHOTO IPOAYKTa
yKa3aHHbIX JIOKyMEHTOB YIIOJIHOMOYEHHBIH (efepabHblii OpraH MCHOJHUTEIbHON BJIACTH
npoBepsieT (HaKkT yIuIaThl TOCYAApCTBEHHOW MOIUIMHBI Ha OCHOBAaHUHM DPEKBH3UTOB JIOKYMEHTA,
HNOJATBEPXKIAIOLIEr0 €€ yIUlaTy, ¢ WCIOJIb30BaHMEM HH(pOpMauuu o0 yIuiare rocydapCTBEHHBIX
NOLUINH, conepxkaieiics B ['ocynapcTBeHHON MH(OPMAIIMOHHONW CHCTEME O TOCYIapCTBEHHBIX U
MYHHULIMITAJIBHBIX IUIATEXKAX.

4. B teyeHue nsatu pabouux THEH cO IHSA NOCTYIUICHUs yKa3aHHBIX B 4acTu | HacTosmied cTaTbu
3asBIICHUS 1 JJOKYMEHTOB YIIOJIHOMOYEHHBIN (peiepaIbHbIi OpraH HCIOJHUTEIBHON BIACTH:

1) MMPOBOAUT MMPOBEPKY MOJIHOTHI U JOCTOBCPHOCTU CBCI[CHI/II‘/'I, COACPIKAIUXCA B ITPCACTABICHHBIX
BJIaaCiibIEM PETHUCTPALUMOHHOIO YIAOCTOBCPCHUA 6I/IOMGIII/IIII/IHCKOFO KJICTOYHOI'0O IIPOAYKTa
JOKYMCHTAX;

2) MNPUHHUMACT PCIICHUC O IIPOBCACHNH YKAa3aHHBIX B YaCTU 2 HaCTOHH_[Cﬁ CTAaTbU COOTBCTCTBYIOIINX
9KCIICPTU3 6I/IOM6I[I/IHI/IHCKOFO KJICTOYHOI'O IPOAYKTA UJIU 00 OoTKa3e B HX IMPOBCACHHNH,

3) yBemomiseT B MHCBMEHHOH (opme Biajenbla PErucTPaliOHHOTO  YAOCTOBEpPEHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa O MPUHATOM PEIICHUH (B Cydyae MPUHSITHS PEIIeHUus 00
OTKa3e B IPOBEJICHUH COOTBETCTBYIOIICH IKCIIEPTHU3BI C YKa3aHUEM MPUYNH TaKOTO 0TKa3a).

5. B cayuae BBIABIECHHS HENOJHOTHl MWJIM HEAOCTOBEPHOCTH CBEIEHUM, COJEpXKAIIUXCA B
MIPEJICTABICHHBIX BJIAJEIbLEM PETUCTPALMOHHOTO YJOCTOBEPEHUS] OMOMEIUIIMHCKOTO KIETOYHOTO
NOPOAYKTa JOKYMEHTax, YIOJHOMOYEHHBIH (eaepaabHblii OpraH MCHIOJHUTEIbHON BIIACTU
HaANpaBI€T BIAJENIbIy PErHCTPAllMOHHOTO YAOCTOBEpEHUS OHOMEAMIIMHCKOIO KJIETOYHOIO
IOpoAyKTa 3ampoc 00 YTOYHEHMM YKa3aHHBIX cBeAeHUM. JlaHHBINM 3ampoc MOXeT ObITh mepenaH
YIIOJIJHOMOYEHHOMY MIPEACTAaBUTEIIO BJIaJIENbIIA PEruCTpaniMOHHOI O YIOCTOBEPEHUS
OMOMEMIIMHCKOTO KJIETOYHOI'0 MPOAYKTa JMYHO MOJ PaclMCKy, HAIpaBieH IO IMOYTe 3aKa3HbIM
NUCbMOM WJIM TEpeAaH B 3JIEKTPOHHOW (opMe IO TEJIeKOMMYHHKAIMOHHBIM KaHajaM CBsA3H. B
ClIly4ae HallpaBJICHMs JaHHOTO 3aIlpoca I10 IOYTE 3aKa3HbIM IHCbMOM OH CUHUTAETCS MOJIyYEHHBIM
110 MUCTEYECHHH IIECTU JHEH C 1aThl HAIIPABJICHMS 3aKa3HOIO ITMChMA.

6. Brnagenern perucTpaiiioHHOTO YAOCTOBEPEHUSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOJyKTa 0053aH
IPEJCTaBUTh OTBET Ha 3alIpOC YIOJHOMOUYEHHOIO (peAepabHOrO OpraHa UCTIOIHUTEIBHON BIACTH B
CPOK, HE MPEBBIIAIOIUI J1eBIHOCTa pabounx JHEW co AHA MoJydeHus aaHHoro 3ampoca. Cpok,
YKa3aHHBIM B 4acTU 4 HACTOSIIEW CTAaTbH, MPUOCTAHABIMBAECTCS CO JHS HAIPABJICHUS BIIAJIEIBILY
PETUCTPAIIMOHHOTO  YAOCTOBEPEHUS  OMOMEIUIIMHCKOTO  KJIETOYHOrO  MpOJYyKTa  3ampoca
YIIOJTHOMOYEHHOTO (heZIepaIbHOr0 OpraHa MCIOJHUTEIBHON BIACTU 10 JIHS MOJIYYE€HUS UM OTBETa
Ha JAHHBIM 3allpOC U HE YYUTHIBACTCA IPU MCUUCICHUU CPOKA INPUHATUS PELICHUS O BHECEHUHU
W3MEHEHUN B JIOKYMEHTBI, COJEP)KAIMECS B PErMCTPALlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN
OMOMETMIIMHCKHIA KIIETOUYHBIM MPOAYKT.

7. YKa3aHHBIC B YaCTHU 2 HACTOSAIICH CTaThU SKCIEPTHU3bI MPOBOJSATCS B MOPSAIKE, YCTAHOBICHHOM
cratbsiMu 15 u 18 mactosimero ®denepasbHOTO 3aKOHA, C YUYETOM CpPOKa, yKa3aHHOro B 4yacTu 10
HaCTOSIIEH CTaThH.
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8. B cpok, He NPEBBILAIOIMINNA MATH PadOYMX ITHEW CO JHS IMOJYyYCHHs 3aKIIOUYEHUH KOMHCCUH
JKCIIEPTOB JKCIIEPTHOIO YUPEKIEHUS IO pe3yJbTaTaM YKAa3aHHBIX B 4acTU 2 HACTOALICH CTaTbU
OKCHEPTH3 B OTHOIICHHM NPEAJIOKEHHBIX H3MEHEHUH, YIOJHOMOYEHHBINH (enepanbHblii opraxn
VICIIOJIHUTEIILHOM BJIACTH:

1) OCYHIECTBIACT OLCHKY IIOCTYIIUMBIIHUX 3aKJIIOYCHUH KOMUCCHUH OKCIICPTOB OKCIIEPTHOI'O
YUPCKACHUA I ONPCACIICHUA HUX COOTBCTCTBUA 3aJaHUAM Ha MNPOBCACHUC COOTBCTCTBYIOIIMX
OKCIICPTH3;

2) NpUHUMAET PEUICHUE O BHECEHUU U3MEHEHHUH B JIOKYMEHTBI, COJIEpP)KAIIUECS B PETUCTPALIMOHHOM
JIOCbE€ Ha 3apETUCTPUPOBAHHBIA OHOMEIUIIMHCKUI KJIETOYHBIN MPOAYKT, HJIM 00 OTKa3e BO
BHECEHUH TAKUX U3MECHEHUM;

3) BHOCHT B TOCYIapCTBEHHBIA peecTp OMOMEAUIIMHCKHUX KJIETOYHBIX MPOIAYKTOB HAa OCHOBAaHUU
pELIEHNs] 0 BHECEHUM W3MEHEHUW B JOKYMEHTBI, COJAEpXKaLIMeCs B PErMCTPALlMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN OMOMEIUIIMHCKUAN KIIETOYHBINA MTPOAYKT, HEOOXOAMMbBIC U3MEHEHUS,

4) BbIZIACT HOBOC PETHUCTPALMOHHOC YIAOCTOBCPCHUC 6I/IOM6I[I/II_II/IHCKOFO KJIICTOYHOI'O IIPpOAYKTa B
CJIyda€ M3MCHCHHA COACPIKAIINXCSA B HEM CBGIIGHI/Iﬁ, IIpH 5TOM paHCC BBIJAHHOC PETUCTPAMOHHOC
YAOCTOBCPCHUC U3BIMACTCA.

9. OcHOBaHMEM Ui NPUHATUS YIIOJIHOMOYEHHBIM (hefiepalibHbIM OPraHOM pelleHus 00 OTKa3e BO
BHECEHMM HW3MEHEHHH B JOKYMEHTBI, COJEpKallhecs B PErucTPallMOHHOM JIOCb€ Ha
3apEeTUCTPUPOBAHHBIM  OMOMEIUIIMHCKUAN  KICTOYHBIM MPOIYKT, SBISETCA BBIHECEHHOE 110
pe3yibTataM 53KCIEepTU3, YyKa3aHHBIX B YacTH 2 HACTOSILEH CTAaTbH, 3aKIIOYEHHE KOMHUCCUU
DKCIEPTOB 3KCIEPTHOIO YUPEXKIEHUSA O TOM, YTO B CIy4ae BHECEHUs TaKUX WU3MEHEHHUH BO3MOKHBI
CHI)KeHME KauecTBa U (Win) 3(Q(HEeKTUBHOCTH OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa U (WJIH)
NPEBBINICHNE PHUCKA TNPUYMHEHMsS Bpela 3J0pPOBBI0O UEJIOBEKA BCIEACTBHE ITPUMEHEHHUS
OMOMEUIIMHCKOTO KJIETOUYHOTO MPOAYKTa HaJl €ro 3p(eKTUBHOCTBIO.

10. B cnyyae BHeceHMs B JIOKYMEHTBI, COJEp)KalllMecsi B PETUCTPALMOHHOM JI0Che Ha
3aperuCTpUPOBAaHHBIN OMOMEAUIIMHCKUI KJIETOYHBIM MPOAYKT, U3MEHEHHH, yKa3aHHBIX B 4acTH 2
HACTOSIILEH CTaTbu, NPUHATHE pEIIEHUS O BHECEHMM TaKUX HM3MEHEHUH (BKJIIOYash BHECEHHE
COOTBETCTBYIOIIMX W3MEHEHHH B TOCYJapCTBEHHBIH peecTp OWOMEIMIIMHCKUX KJIETOYHBIX
IPOAYKTOB) UM 00 OTKa3e B UX BHECEHUH OCYILECTBIISETCS B CPOK, HE MPEBBIIAIOIINN 1€BIHOCTA
pabounx naHEW co JHS MPUHATHS YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIHOJHUTEIbHOM
BIIACTH 3asIBJICHUS O BHECCHUU TaKUX U3MECHECHUM.

11. TlpunsTHe pemeHuss O BHECEHMH U3MEHEHHMH (BKJIIOYas BHECEHHE COOTBETCTBYIOIIMX
M3MEHEHUH B rOCYAapCTBEHHBIN peecTp OMOMEIUIIMHCKUX KJIETOYHBIX IPOAYKTOB) WM 00 OTKa3e B
UX BHECCHUU B JIOKYMEHTBI, COACPIKALIUECS B PETUCTPALMOHHOM J0ChE HAa 3apErMCTPUPOBAHHBIN
OMOMEIUIIMHCKUI KJIETOYHBIA TMPOAYKT, B OTHOILIECHUH CBEACHHM, HE TPEOYIOUIMX MpPOBEACHUS
DKCIIEPTU3, YKA3aHHBIX B YaCTU 2 HACTOSIIEH CTATbH, OCYILECTBISETCS B CPOK, HE IIPEBBILIAOIINN
TpUALIATH paboyux JHEW CcO JHS TPUHATHS YHOJHOMOYEHHBIM (eepalibHbIM  OpPraHoM
VICIIOJIHUTEJILHON BJIACTH 3asIBJICHUS O BHECCHUU TaKUX U3MECHECHUM.

12. OO6parienre OMOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa, MPOU3BEACHHOTO JO NaThl MPUHATHUS
YIIOJIHOMOYEHHBIM  (eiepalibHbIM OpPraHOM HCIIOJIHUTENILHOW BJIACTH pEIIEHHs O BHECEHHH
U3MEHEHUH B JIOKYMEHTBI, COZEp)KalIHecs B PETUCTPALMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN
OMOMEIMITMHCKHI KJICTOUYHBIH MPOAYKT, a TaKXKe NMPOU3BEJCHHOTO B TEYCHHUE CTa BOCBMUICCATH
KaJeHJapHbIX [HEM 1ociae JaTbl MPUHATUS  YIOJIHOMOYEHHBIM (hefepajibHbIM OpPraHoM
VCIIOJIHUTENIHOM BJIACTH YKAa3aHHOI'O PEILEHUS, I0IyCKAETCs O UCTEUYEHUS €r0 CPOKA FOJHOCTH.



Crarbs 24. OTMeHa rocy1apCTBEHHOM perucTpanuu
OMOMEIUIIMHCKOr0 KJIETOYHOI0 MPOYKTA

Pemennie 00 oTMeHe rocyaapCTBEHHOM PEerucTpalnuyd OMOMEIMIIMHCKOIO KJIETOYHOIO MPOAYKTa U
UCKJTIOUCHUH  OMOMEIUIIMHCKOTO  KJIETOYHOTO MPOAYKTa W3 TOCYNAapCTBEHHOTO  peecTpa
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB MPUHUMAETCS YIOJIHOMOUYEHHBIM (eiepalbHbIM OpraHOM
WCIIOJIHUTEIIbHOM BJIACTHU B CIIyYae:

1) mpencraBienus genepalbHBIM OPraHOM HCIIOTHUTEIBLHOM BIIACTH, OCYIIECTBISIIOIINM (PYHKIUU
0 KOHTPOJIO M HAA30py B cdepe 3ApaBOOXpAHEHUS, 3aKIIOUEHUS O PUCKE HIM 00 yrpose
3I0pPOBBIO, JKM3HU YEJIOBEKa IMPU MPUMEHEHUH OHWOMEIUIMHCKOTO KJIETOYHOIO MPOAYKTA,
NPEBBIMIAIOIMNX ero 3((eKTUBHOCTh, MO pe3yibTaTaM OCYIIECTBIIEMOTO WM MOHHTOpPWHTA
0€30MacHOCTH OMOMEIUIIUHCKOTO KIETOYHOTO IPOAYKTa;

2) mojauM BIAAETBIEM PErHCTPALUOHHOIO YAOCTOBEPEHUS OHOMEAMLIMHCKOrO KJIETOYHOTO
NPOAYKTa 3asBJICHUSI 00 OTMEHE T'OCYJapCTBEHHON perucTpauuu OMOMETUIMHCKOTO KJIETOYHOTO

IIPOJIYKTa;
3) mpUHATHSA YMOJTHOMOYEHHBIM (e/lepalbHbBIM OPraHOM HCIOJHHUTEIBHON BIIACTH pPEUICHUs 00
OTKa3e B NOATBEPXKJIEHUM TOCYIapCTBEHHOW perucTpanuy OWOMEIUIIMHCKOTO KJIETOYHOIrO

IPOAYKTA [0 UCTEUEHUU CPOKa JECHCTBHUS PErMCTPALMOHHOIO YIOCTOBEPEHMS] OMOMEIULIUHCKOIO
KJIETOYHOT'O IPOAYKTAa,

4) HenpeacTaBieHUs 3asiBUTENIEM UH(DOpPMAILIMK, KOTOpas MOXET MOBJIeYb 32 COO0N HEOOXO0IUMOCTb
BHECEHHsI B PErMCTPALlMOHHOE JOChe Ha 3aperMCTPUPOBAHHBIA OMOMEAMIIMHCKUI KJIETOYHBIN
NPOAYKT U3MEHEHMH, yKa3aHHbIX B 4acTu 2 crarbu 23 Hacrosimero denepanbHOro 3aKoHa, B
Te4YeHHUe TPUILATH paboUYnX AHEN CO JAHSA HACTYMJICHUS TaKUX W3MEHEHM;

5) BbIHECEHHMs CYJOM pelleHHs O HapyUIeHHH IIpaB NpaBoOoOJajaTeNis Ha pe3yJabTaTbl
MHTEJJIEKTYaJIbHOU JeSTEIIbHOCTH MPU 0OpaAIIEHUH OMOMEIULIMHCKUX KIETOUYHbIX TPOYKTOB.

Crartba 25. I'ocynapcTBeHHBIN peecTp OMOMEIMIUHCKUX KJIETOYHbIX
MPOAYKTOB

1. T'ocynapcTBeHHBIN peecTp OMOMEIUITMHCKUX KIETOYHBIX MPOIYKTOB BEACTCS YIOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

2. TocynapcTBeHHBI peecTp OHMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB COJEPKUT IEepEeUeHb
OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTOB, TMPOLIEIAININX TOCYAaPCTBEHHYIO PETUCTPALUIO0, H
CIIeYIONYI0 HH(pOPMAITHIO:

1) HaMMCHOBAHUC 6I/IOMCI[I/II_[I/IHCKOP0 KIJICTOYHOI'O IPOJAYKTA,

2) Tun  OMOMETUIIMHCKOTO  KJIETOYHOrO  MpOAYKTa  (ayTOJOTWYHBIN,  AlJIOTCHHBIMH,
KOMOMHHMPOBAHHBIN);

3) HauMEHOBAaHME BIAJEINblla PETUCTPALMOHHOTO YAOCTOBEPEHHUS OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTA;

4) HAaMMEHOBAHUE U a/IPeC MIPOU3BOIUTEISI OMOMETUITMHCKOTO KIETOYHOTO MPOAYKTa,;

5) KkomoBoe 0003HAYCHUE KICTOYHOW JIMHMM (KJICTOYHBIX JIMHWM), BXOJIAIICH B COCTaB
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OMOMEIUIIMHCKOTO KJIIETOUYHOT'O MPOYKTa;

6) HauMeHOBaHUs (MEXIyHApOAHbIE HEMATEHTOBAHHBIC, WM TPYNIUPOBOYHBIC, WIH XUMHUYECKHUE)
JIEKapCTBEHHBIX  MpernapaToB,  (apMaleBTUYECKUX  CYOCTaHIIMH, BXOIMIIMX B  COCTaB
OMOMEIMIIMHCKOTO KJIETOYHOTO IMPOAYKTa, HOMEP HOPMAaTUBHOM JOKyMEHTaluu; (B pel.
Ddenepanpaoro 3akona ot 03.08.2018 N 323-D3)

7) HaNMMCHOBAHUA MCIHUIHMHCKHX I/I3[[€JII/II71, BXOaAIMX B COCTaB 6I/IOMCI[I/II_II/IHCKOI‘O KJIICTOYHOI'O
IIpoaAyKTa, HAUMCHOBAaHHUEC U HOMED HOpMaTHBHOﬁ AOKYMCHTAIUU,

8) cpOK rOAHOCTH OMOMEIUIIMHCKOIO KJIETOUYHOTO IIPOAYKTa;

9) ycnoBus XxpaneHus] OMOMEAUIIMHCKOTO KIETOYHOTO MPOYKTA;

10) moka3aHus ¥ MPOTUBONOKA3aHUS K IPUMEHEHUIO0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa;
11) noGouHble neHCTBHSI OMOMEAULIMHCKOTO KJIETOYHOTO MPOYKTA;

12) nara rocygapCTBEHHOH perucTpanuuu OHOMEIUIMHCKOTO KIETOYHOTO MPOAYKTa M  €ro
PEruCTpaLMOHHBIN HOMED;

13) AaTta 3aMCHbI PCTUCTPAIITMOHHOTO YAOCTOBCPCHUA 6I/IOM6I[I/II_[I/IHCKOFO KIJIICTOYHOI'O IIPOAYKTA,
JaTta IOATBCPIKACHHA FOCYI[apCTBeHHOfI perucTpanvn 6I/IOMGILI/II_II/IHCKOFO KJIICTOYHOI'0O IPOAYKTa,
JaTa OTMCHBI FOCYI[apCTBCHHOﬁ perucrpanuu 6I/IOM6I[I/II_II/IHCKOFO KJIICTOYHOI'O ITPOAYKTA.

3. Ilopsaok BeoeHMS TOCYAAPCTBEHHOIO peecTpa OWOMEIUIMHCKUX KIETOYHBIX IPOJIYKTOB
YTBEP)KIACTCS YIIOJIHOMOYEHHBIM (peiepaIbHbBIM OPraHOM HCIIOJIHUTEIFHON BIIACTH.

Crartbs 26. O0:xajioBaHue penieHUs 00 0TKa3e B Bblaue pa3peieHunst
HA NMPoBe/leHHe KINHUYECKOT0 UCCIe0BAHUSA OMOMeIMIIMHCKOTO
KJICTOYHOI0 MPOAYKTA UJIM pelieHust 00 0TKa3e B rocy1apCTBEHHOM
perucTpanvu OMOMEIUIMHCKOI0 KJIETOYHOI0 NPOAYKTA
Pemenne ynonmHomMoueHHOro (pesiepajibHOTO OpraHa HUCIOJIHUTENBHON BiIacTH 00 OTKa3e B BblJaye
pa3peumicHud Ha HOPOBCACHUC KIMHUYCCKOTO HUCCICAOBAHUA 6I/IOMCI[I/H_II/IHCKOFO KJICTOYHOI'O
MpOJIyKTa WJIM pelnieHue o0 OTKa3e B TOCYJAapCTBEHHOW pErucTpanuud OHOMETUIIMHCKOTO
KIICTOYHOI'0O MPOAYKTA, 3aKIIFOYCHHUEC KOMUCCHUU OKCIICPTOB OSKCIICPTHOTO YUYPCKACHUA HIIU

3aKJIIOYEHHWE COBETa M0 OTUKE MOTYT OBbITh O00XajJoBaHbl B TOPSAKE, YCTAaHOBJIEHHOM
3akoHoaresbecTBoM Pocceuiickoit deneparuu.

Cratbs 27. Undopmanus, CBA3aHHAS ¢ OCYHIECTBJICHUEM
roCcyJAapCTBEHHOM perucrpauuu OMOMeIUIMHCKOr0 KJIeTOYHOI 0
NPOAYKTA, HH(POPMAIUS 0 3aPEerUCTPUPOBAHHBIX OMOMEINIITMHCKUX
KJIETOYHBIX MPOAYKTAX U OMOMEAUIUHCKHUX KJIETOYHBIX MPOIAYKTAX,
HCKJIIOYEHHBIX U3 IOCYAAPCTBEHHOI0 peecTpa 0MOMeTUIMHCKUX
KJIETOYHBIX IPOYKTOB

1. YmomHoMo4eHHBIH (enepanbHbId OpraH MCHOJHUTEILHON BIIACTH pa3MeEllaeT Ha CBOEM
opunmansHom caiite B ceru "HMHTepHer" wuH(pOpMaIHMio, CBA3aHHYIO C OCYIIECTBICHHEM
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rOCYyJapCTBEHHON pErucTpany OHOMEAMIMHCKUX KJIETOYHBIX IPOAYKTOB, B TOM YHCJIE C
IpOBEEHUEM OMOMEAMLMHCKOW JKCHEePTH3bl OMOMEIUIMHCKUX KJIETOYHBIX IPOAYKTOB U
THYECKOW OSKCIEPTU3bl, WHPOPMALMIO O 3aPETUCTPUPOBAHHBIX OWOMEIUIIMHCKUX KIETOYHBIX
OPOAYKTaX W OMOMEIMIMHCKMX KJIETOYHBIX HPOAYKTAaX, HCKJIIOYEHHBIX M3 TOCYJapCTBEHHOI'O
peecTpa OMOMEIUIMHCKUX KIETOYHBIX MPOAYKTOB, HE MO3/IHEE YeM Yepe3 MATh pabouux JAHEH Co
JIHS TIOJYYEHUS YIOJHOMOUYEHHBIM (eIepabHbIM OPraHOM HCIOJHUTEIbHON BIIACTH 3asBJIECHUS O
rOCyJapCTBEHHON PErucTpaui OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

2. Ilopsinok pa3MmerieHusl yka3aHHOW B yacTu | HacTosimeid craTbu WH(GOPMALUU YCTaHABIMBACTCS
YIOJIHOMOYEHHBIM (heiepalbHbIM OPTaHOM UCIIOJIHUTENIBHOM BIAcTH.

Crartba 28. Opranusanus npoBeieHusi KIMHAYECKUX UCCIeA0BAHUM
OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB

1. Opranuzanuio NOpOBEIEHUS KIMHUYECKUX MCCIEJOBaHUN OMOMEIMIMHCKUX KJIETOYHBIX
IPOJYKTOB BIIPaBE OCYIIECTBIATh OpraHu3aunus, oOjajamomias mpaBaMH HAa PE3yJbTaThl
JOKJIMHUYECKUX  HCCIEI0BaHMM  OMOMEIMIMHCKOIO  KJIETOYHOIO  IMPOAYKTa, KIMHUYECKHUX
UCCIJIEJOBAaHUM OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa U (WJIM) HAa TEXHOJIOTHIO MPOU3BOJICTBA
OMOMEIMIIMHCKOIO KJIETOYHOTO HPOAYKTA, WM YHOJHOMOYEHHOE €K IOPHIMYECKOe JIMLO,
oOpa3oBaTesibHasi ~ OpraHu3alus  BbICIIEro  oOpa3oBaHUs, oOOpa3oBaTeibHAas  OpraHu3alus
JONOJHUTEIBHOTO MPO(PECCHOHATBHOT0 00pa30BaHus, HAyYHas! OpraHU3aIHs.

2. OpraHuzanuy, yKazaHHble B 4acTH | HacTosled CcTaTby, MOTYT IpPHUBJIEKaTb K OpPraHU3alluu
NPOBEICHUS KIMHUYECKHX HWCCIICAOBAaHUH OWOMEIMIIMHCKUX KJIETOYHBIX TPOJYKTOB HWHBIC
IOPUINYECKHUE JIMIa HE3aBUCHMO OT WX OPraHU3alMOHHO-TIPaBOBOW (opMbl H  (POPMEI
COOCTBEHHOCTH.

3. dunaHcoBOoe oOeccCIIeUeHUE MNPOBCACHUA KIIMHUYCCKOrO HUCCICAOBAHUA 6I/IOM€I[I/IHI/IHCKOFO
KIJIICTOYHOI'O TPOAYKTA OCYIICCTBIISICTCS 3a CUCT:

1) Or0/KETHBIX aCCUTHOBaHUH (heiepabHOrO OI0JKETa;
2) Or0MKETHBIX aCCUTHOBaHM Or0/keToB cyOBbekToB Poccuiickoit denepannu;

3) cpeAcTB opraHu3alui, MOJTYYUBIIUX Pa3pelIeHNe Ha OPTaHU3AIMIO MPOBEACHUS KIMHUYECKOTO
HCCIJIeTOBaHMs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa,

4) MHBIX UICTOYHUKOB, HE 3aPEIICHHBIX 3aKoHOAaTeIbcTBOM Poccuiickoit deneparum.

4. Kiouandeckue HUCCiIcJ0BaHUs 6I/IOMCJII/IHI/IHCKI/IX KJIICTOYHBIX IPOAYKTOB MPOBOJAATCA Ha
OCHOBAHMU Pa3pClICHUA Ha MPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHUA 6I/IOMGJII/II_II/IHCKOI‘O
KJICTOYHOI'0 IMPOAYKTA, BBIJAHHOI'O YIIOJIHOMOYCHHBIM (bejlepa.]'H)HBIM Oopranom HCIIOJIHUTEILHOMN
BJIaCTU B NOPAAKEC, YCTAHOBJICHHOM CTaTbsIMU m u ﬂ HaCTOAIICTO cDCI[CpaJ'ILHOFO 3aKOHa, U
HaITpaBJICHBI HA:

1) YCTaAHOBJICHUC 0e30IMacHOCTH U (I/IJ'II/I) NEPECHOCUMOCTU 6I/IOMCI[I/II_[I/IHCKI/IX KJIICTOYHBIX MIPOAYKTOB,
B TOM YHCJIE€ BEISIBJICHHE ITOOOYHBIX JIGfICTBHfI IIpu UX TPUMCHCHUU

2) yctaHoBjIeHHE 0€301macHOCTH M 3P (HEKTUBHOCTH OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TOM
qrclie MOoAOOp ONTUMAIBHOTO KoiludecTBa (00beMa, MacChl, IUIOMIAM) OMOMETUITUTHCKOTO
KJICTOYHOTO TPOJYKTa M KYpPCOB JICUCHUS, /ISl TIAIIMEHTOB C OIpPEICIICHHBIMU 3a00JIeBaHUsAMU; (B
pen. ®enepanpHoro 3akoHa oT 03.08.2018 N 323-D3)
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3) BbIsIBICHHE OCOOEHHOCTEH B3aMMOACUCTBUS OMOMEIMIIMHCKUX KICTOYHBIX MPOAYKTOB C
JIEKapCTBEHHBIMU IIPENapaTaMy, MEAULUHCKUMH U3ACIUAMM, MULICBBIMU MPOAYKTAMH, APYIMMHU
OMOMEIUIIMHCKUMU KJIETOUHBIMH IPOLYKTaMHU;

4) wn3yyeHHEe BO3MOYKHOCTU pAacCIIMPEHMs] IOKa3aHWM JUIsi NPUMEHEHHUs 3aperucTpUpOBAaHHBIX
OMOMEIMIIMHCKHUX KJIETOYHBIX TPOAYKTOB.

5. YrnonHOMO4YEHHBIH (hefepanbHbIi OpraH MCTIOTHUTEIBHOW BIACTH BEACT B YCTAHOBIICHHOM UM
MOPSIIKE PEECTP BBIJAHHBIX pa3pelICHUH Ha MPOBEACHUE KIMHUYECKUX HCCIEIOBAHUI
OMOMEIMIIMHCKUX KJIETOUHBIX MPOAYKTOB.

6. B cnywae, ecim KIMHHUYECKOE HCCIENOBaHUE OMOMEIMLIMHCKOIO KIETOYHOIO IPOJYKTa
IPOBOJIUTCS AJISl TOCYapCTBEHHON PErucTpaldy 3TOro MPOJYKTa, FOCYJapCTBEHHAs IOLUIMHA 32
NPOBEICHUE OSKCIEPTU3bl KadyecTBa OHMOMEAMIIMHCKOTO KIETOYHOTO TIPOJYKTa, JKCIEPTH3BI
JOKYMEHTOB JUIsl TOJYYEHHUs pa3pelleHuss Ha IPOBEICHHUE KIMHUYECKOTO HCCIIeI0BaHMs
OMOMEUIIMHCKOTO KJIETOYHOTO IPOAYKTA U ATHUECKOMN 3KCIEPTU3bI YIIJIaUUBAETCS OJTHOKPATHO IIPU
oOpalleHnH 3a TOCY1apCTBEHHON perucrpanneil OMoOMeaUIIMHCKOrO KJIETOYHOTO MPOYKTa.

7. Kimmaudeckoe uccienoBaHine OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa TPOBOJUTCS B OJTHON WIIN
HECKOJIbKUX MEJIUIUHCKAX OpraHu3alisX B COOTBETCTBUU C JOTOBOPOM O TPOBEACHHUU
KIIMHUYECKOTO WCCIEA0BaHUs OMOMEIUIIMHCKOTO KJIETOYHOTO IPOIYKTA, 3aKII0YacMbIM MEXKIY
OpraHu3alyeil, TMOoJy4yMBIIEH  pa3pelieHHue  YIOJIHOMOYEHHOro  (efepanbHOrO  opraHa
WCIIOJTHUTEIIbHONW BJIACTM HA TMPOBEJCHUE TAaKOTO HCCJICAOBAHMS, W YKA3aHHOW MEIUIIMHCKON
oprauusaieii. (B pexa. @eaepansuoro 3akona ot 04.08.2023 N 466-D3)

8. I[OFOBOp O NPOBCACHUU KIIMHUYCECKOI'O0 UCCICIOBAHUA 6I/IOMe,[[I/ILII/IHCKOl"O KJIICTOYHOT'O ITPOAYKTaA
JOJIKCH COACPIKATh:

1) HaMMEeHOBaHUs CTOPOH JIOTOBOPA;
2) ycJI0BUS M CPOKU IIPOBEIEHUS KIMHUYECKOTO UCCIIE0BAaHUS;

3) onpenenenue 00IIeH CTOMMOCTH TTPOTPaMMBbl KIIMHUYECKOTO UCCIEAOBAHUS C YKa3aHUEM CYMMBI,
npeHa3Havyarolencst s BBIIUIAT HCCIENOBATENsIM M COMCCIeNOoBaTelsiM, Ha3HauaeMbIM B
COOTBETCTBUHU C YacTbio 1 cTaThy 29 Hacrosmero denepajbHOro 3aK0Ha;

4) ompenenienre GoOpMbI U TIOPsIIKA MPEACTABICHUS PE3YIbTaTOB KIMHUYECKOTO MCCIIETIOBAHUS.

9. [IlepedyeHb MENMUMHCKMX OpraHu3alui, UWMEIOUIMX M[pPaBO IPOBOAWTH KIMHUYECKHE
UCClIeIOBaHUsI OMOMEIMIIMHCKUX KIJIETOYHBIX NPOAYKTOB, U PEECTP BBIJAHHBIX pPa3pelIeHHH Ha
NPOBE/ICHUE KIMHUYECKUX UCCIIEAOBAaHUI OMOMEIUIIMHCKUX KJIETOUHBIX MPOIYKTOB Pa3MEIIAl0TCs
YIIOJTHOMOYEHHBIM (eiepanibHbIM OPraHOM HMCIOJHUTENBHOMN BIACTH B YCTAHOBJIEHHOM UM TOPSIJIKE
Ha cBoeM OpHIMaIbHOM caiiTe B ceTu "MHTepHeT".

10. HpOI/IBBOIlCTBO 6I/IOMC,[[I/IL[I/IHCKOP0 KIICTOYHOI'O MPOAYKTa JIsI MPOBCACHUA €0 KIIMHHUYCCKOI'O
HCCIICOOBAHUA OCYIICCTBIACTCA C MCIIOJIBb30BAHUECM TCXHOJIOTHH, OIMMCAaHHOM B PEruCTpaiuOHHOM
JOChC Ha 6I/IOMC,Z[HLII/IHCKHI>'I KJIE€TOYHBIH IMPOAYKT.

11. KinuHuueckwe WCCIeqoBaHUsA OWOMEAUIIMHCKUX KIIETOYHBIX TIPOJAYKTOB TIPOBOISATCS B
COOTBETCTBUU C TMPaBUJIAMH HAJICKAIICH KIMHUYECKOW MPAKTUKH OMOMETUIIMHCKUX KJIETOYHBIX
MPOJYKTOB, YTBEPKIEHHBIMH YIIOJTHOMOYEHHBIM (eiepalbHbIM OPTaHOM HCIIOJIHUTEIBHOM BIACTH.

12. B Poccuiickoit denepanuu B COOTBETCTBUM C MEXIYHAPOJIHBIMU JOroBopamu Poccuiickoin
®Penepanuy, a B ciydae OTCYTCTBHS MEKAyHapoaHoro aorosopa Poccuiickon denepanuu - Ha
OCHOBE IIpUHIMUIA B3aMMHOCTH IPU3HAIOTCS  PE3yJNbTaThl KIMHUYECKUX  HCCIECIOBaHUU
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OMOMEIMITMHCKIX KJIETOYHBIX MPOAYKTOB, IPOBEACHHBIX 3a npenenamu Poccuiickoit denepanmu.

Cratba 29. IIpoBeaeHne KIMHAUYECKOT0 UCCJIETOBAHUS
OMOMEIMIIMHCKOT0 KJIETOYHOT0 MPOAYKTA

1. PykoBoauTENh MEOUIIMHCKOM OpraHU3aliy, B KOTOPO IPOBOANUTCS KIMHUYECKOE UCCIIEOBAHNE
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJAYKTa, Ha3HAuaeT MCCIe0BaTeNsl, OTBETCTBEHHOIO 3a
NPOBEICHUE TAKOTO HCCIENIOBaHMSA, HMEIOLIETro JIe4eOHYI0 CHEeNHaIbHOCTh, COOTBETCTBYIOIIYIO
npoduito 3a0601eBaHus WIM COCTOSHUIO, JUISl JI€YEHUS] KOTOPBIX MpeHa3HAueH OMOMEAMIIMHCKHMA
KJIETOYHBIN NPOJIYKT, B OTHOUIEHUH KOTOPOI'O MPOBOJAUTCS KIMHUUECKOE UCCIIEOBAHUE, CO CTAKEM
paboThl MO MmporpaMmaM KIMHUYECKHX MCCIEIOBaHUN HE MEHee 4YeM IsITh JeT (Janee -
MCCJIEIOBATENb) M MO €ro MPeUIOKEHUI0 Ha3HAYaeT COMCCICNOBATENIed W3 Yucia Bpaued HTOU
MEAMIIMHCKOW OpraHu3aIiy (Jajiee - COMCCIIEA0BATEIH ).

2. HCCJ’I@I{OB&TCJ’IL OCYHICCTBJISICT BBI60p ManueHTOB, KOTOPBIC 110 MCAUIIUHCKUM IMOKA3aHUSAM MOT'YT
OBITh IMPUBJICYCHBI K Y4YaCTHIO B KIIMHHUYCCKOM HCCICAOBAHUU 6I/IOMGI[I/IIII/IHCKOFO KJICTOYHOI'O

IMPOAYKTA.

3. MUccrnemoBatenb © coWCCIeNOBaTeIM JOJDKHBI OBITh O3HAKOMJICHBI C  pe3yJbTaTaMH
JOKJIMHUYECKOTO HCCIEAOBaHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa, COJCpXKAIIMMHUCA B
cnenupuKanud Ha OWOMEAMIIMHCKUI KJICTOYHBIH MPOAYKT © OpolIope HccleaoBaTes,
MPOTOKOJIOM  KIIMHUYECKOTO  HUCCIIEJIOBAaHMUSI ~ OMOMETUIIMHCKOTO  KIETOYHOTO  IPOJYKTa,
pa3pabOTaHHBIM OpraHU3aIUel, OCYIIECTBIAIONIEH OpPraHU3alUui0 MPOBEACHUS KIMHUYECKUX
UCCIICTOBAaHUM OMOMEIMIIMHCKUX KJIETOYHBIX MPOJYKTOB, WM WHBIM OPUANYECKUM JIHIIOM,
MPUBJIEKAEMBIM K OpPraHU3allMd TPOBEICHHS KIMHHUYECKOTO HCCIEAOBaHUS OMOMETUITMHCKOTO
KJIETOYHOTO MPOAYKTA, U APYTUMHU MaTEpUaIaMH TAKOTO UCCIIEI0BAHMSL.

4. PykoBoauTeNlb MEIULIMHCKON OpraHU3alui, B KOTOPOH MPOBOAUTCS KIMHUYECKOE UCCIIEI0OBaHUE
OMOMEIMIIMHCKOTO KJIETOUYHOrO MPOAYKTa, B CPOK, HE MPEBBIIAIONINI TpeX pabodyux AHEH cOo JHA
Hayaja MpPOBEACHMSI KJIMHMYECKOTO MCCIEAOBAHUS OMOMEIUIMHCKOTO KJIETOYHOIO MPOJYyKTa,
cooOmaer 0 Hayajle NPOBEIEHUS KIMHUYECKOTO HCCIEeI0BaHMS OMOMEIMIIMHCKOTO KJIETOYHOIO
MPOJIYKTa B YIOJHOMOYEHHBIH (enepalibHbId OpraH MCHOJHUTEIBHON BJIACTH, BBIJABIIUN
paspelieHne Ha IpoBeIeHNe KIMHUYECKOTO UCCIIeI0BaHMsl, IO YCTaHOBJIEHHOM UM opMme.

5. Opranuszanuy, OCYIIECTBISIOIIME OPraHU3ALUI0 IPOBENEHUS KIMHUYECKOTO HCCIEI0BaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa, B CiIydae HEOOXOAMMOCTH BHECEHMsS] M3MEHEHHH B
IPOTOKOJI KJIMHUYECKOTO HMCCIEI0BAHUS OMOMETUIIMHCKOTO KJIETOYHOIO MPOJyKTa cooOHaroT 00
3TOM B YIOJHOMOYEHHBIN (hefiepaibHbIi OpraH MCIOJIHUTEIbHOW BIIACTH, BBIIABIINK pa3pelieHne
Ha MPOBEJICHNE KIIMHUYECKOTO MCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (opMme.

6. B cpok, He MpeBHIIAIONIUN TPUALIATH padOUnX AHEH CO JTHS MOTYYEHHUsS YKA3aHHOTO B YacTH 5
HACTOSAIIEH CTaThU COOOIICHHUS, YIOJTHOMOYCHHBIN (enepalbHblii OpraH UCHOJHUTEBHON BIACTH
paccMaTpuBaeT 3TO COOOIIEHUE B YCTAHOBJIEHHOM UM IOPSIIKE U IPUHUMAET PElIeHHe O BHECEHUHU
U3MEHEHUH B NMPOTOKOJ KIMHUYECKOTO HCCIENIOBaHHMS OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOJYKTa
Wi 00 OTKa3e BO BHECEHHM TaKUX M3MEHEHMH C yKa3aHHeM NpHUYMH OTKa3a. OCHOBaHMSIMH I
OPUHATHS peleHust 00 0TKa3e BO BHECEHWU M3MEHEHUI B MPOTOKOJ KIMHUYECKOTO MCCIIEI0BaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa ABISIOTCS MPEICTaBICHUE CBEICHUI, MPeyCMOTPEHHbIX
YacThIO 5 HACTOSIIEH CTaThH, B HEMOJIHOM OOBeMe W (MJIM) HAW4HWe PUCKA MPUYUHEHUS Bpeaa
3I0POBBIO0 MAIlMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEIOBAaHUM, BCIEICTBUE HW3MEHEHMS
YCIJIOBHM €TI0 IPOBEICHHUS.



7. KimHMuyeckoe uccleoBaHHE OHOMEIMIMHCKOTO KJIETOYHOTO TMPOAYKTa MOXET OBITh
IPHUOCTAHOBJICHO MJIM IPEKPalleHO, €CJId B IIPOLIECCe €ro MPOBENEHUs OOHAPYXKEHa ONAaCHOCTb JJIs
KU3HH, 3]I0pOBbsSI MAIMEHTOB. B ciyyae BO3HMKHOBEHHUS OINACHOCTH [UIS JKH3HH, 3/I0POBBS
NalMeHTa, YYacTBYIOIIEr0 B KIMHUYECKOM MCCIEIOBAHUUM OHMOMEAMLIMHCKOTO KJIETOYHOI'O
MPOIYKTa, WCCIeAoBaredb W (WIM) COHCCleaoBaTenn oO0s3aHbl MPOMHPOPMUPOBATH 00 STOM
PYKOBOJUTENS MEIUIMHCKON OpraHu3alyy, B KOTOPOH NPOBOJUTCA KIMHHYECKOE HCCIIE0BaHHE
OMOMEIUIIMHCKOrO0 KJIETOYHOI'O MPOAYKTa, W (WJIM) OpraHU3alyio, MOJYYHBIIYIO pa3pelleHHE Ha
IPOBE/ICHUE KIMHUYECKOr0 HCCIEeI0BaHUsA OMOMETUIIMHCKOIO KJIETOYHOIo NMpojykra. Pemienue o
NPUOCTAHOBIICHUH KJIMHUYECKOTO HCCIEIOBAHUS OMOMETUIIMHCKOTO KJIETOYHOTO IPOIYKTa
IPUHUMAET PYKOBOIMTEIb MEIUIIMHCKOM OpraHu3alud, B KOTOPOHW NPOBOJUTCA KIMHUYECKOE
UCCIICIOBaHNE OMOMEAMIIMHCKOTO KJIETOYHOIO MpOAyKTa. PemieHne o mpeKpameHud TaKoro
UCCJICIOBaHMs IIPUHUMAET YIOJHOMOYEHHBIN (elepaibHblil OpraH HCIOJHUTEIBHOW BIACTH Ha
OCHOBAaHHMU COOOIICHHWS B MHCHMEHHOW (hopMe pPYKOBOAMTENS METUIIMHCKOH OpTraHU3alliH, B
KOTOPOH HPOBOJUTCS KIMHUYECKOE HUCCIIEOBaHUE OMOMETUIIMHCKOIO KJIETOUYHOrO MPOAYKTa, WIN
OpraHu3alliy, TOJYYMBIICH pa3pelmieHHe Ha NPOBEICHHE KIMHUYECKOTO  HCCIIEIOBAaHUS
OMOMEIMIIMHCKOIO KJIETOYHOTO IPOAYKTA.

8. B cpok, He mpeBbIIIaONUil MATH pabo4uX JTHEH cO THS 3aBEepIIEHUs, PUOCTAHOBICHUS WU
IpeKpalleHs] KIMHUYECKOIO UCCIIe0BaHMs OMOMEUIIMHCKOIO KJIETOYHOrO NMPOLYKTa, COOOLIEHHE
00 3TOM HampaBiseTCsd MEIULIUHCKUMM OpPraHU3alUsAMM, B KOTOPBIX HPOBOJUTCA KIMHUYECKOE
UCCIIeIOBaHNE OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTA, B YIIOJTHOMOUYEHHBIN (heaepabHbI OpraH
UCIIOJIHUTEJILHOW BJIACTH 110 YCTAHOBJIIEHHON UM (hopme.

9. VYnonHOMOYeHHBINH (eaepalibHbId OpraH MCIOJHUTEIBLHON BIIACTH pa3MEIaeT Ha CBOEM
odpuransHoM caiite B cetu "MHTepHeT" cooOlneHHe O 3aBEepUICHHH, MPUOCTAHOBICHUU WM
MpPEKpaIICHNH KIMHUYECKOTO MCCIIEIOBAHNUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa B CPOK, HE
MPEBBIIAOIININA MATH Pa0OUUX JTHEH CO AHS €T0 MOJIYyUYEHHUs, B yCTAHOBICHHOM MM IOPSIJIKE.

10. VYnonHoMo4eHHbIH (enepanbHbIi OpraH HCHOJIHUTENBHOM BIACTH B COOTBETCTBUU C
YTBEPKICHHBIM HMM  TOPSAJKOM  OCYIIECTBIIIET  BeACHME [ OCymapCTBEHHOro  peecrpa
uccienoBaresei, KOTOpeld MOMJIEKUT pa3MEIeHHI0 Ha O(QHUIMAIbHOM caiiTe yHOJIHOMOYEHHOIO
denepanbHOrO OpraHa HCIOJIHUTENbHOW BiacTh B cetd "MHTepHET" M COAEpKUT JaHHBIE 00
uccinenonarene  (pamuams, uMsA, OTYECTBO, MeCTO paboOThl, 3aHUMaeMmas JIOJKHOCTb,
CIICNUAJIBHOCTh, CTaxX pa6OTI>I o nmnporpamMmmaMm KIIMHUYCCKHUX I/ICCJ'IGI[OB&HI/I?I, EepCUYCHDb
KJIMHUYECKHX HCCIEOBaHUM (B TOM 4MciIe OMOMEAMIMHCKUX KJIETOYHBIX MPOAYKTOB), B KOTOPBIX
OH IIPUHUMAJI Y4aCcTHE B KAUECTBE UCCIIE0BATENS WIIN COMCCIIEI0BATENS, U IEPUOJIbI €T0 YJacCTHs).

11. Otyer o pe3ynbraTax KIMHHUYECKOTO HCCIIEAOBAHUS OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOIYyKTa
COCTAaBIISIETCSl OPraHM3AIMEH, OCYHMICCTBILIOIIECH OpPraHU3alUI0 IPOBEICHUS KIMHUYECKOIO
UCCIIEIOBaHUST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, W MPEACTABISAETCS B YHNOJIHOMOYEHHBIH
denepanbHBI OpraH MCIOJHUTEIBHON BIIACTH, BBIIABIIMN pa3pelleHne Ha MPOBEACHHE 3TOTO
UCCJIENIOBAHMS, B CpPOK, HE MPEBBIIAIONUNA TpeX MeCALEB CO JHS €ro 3aBeplIcHUS,
NPUOCTAHOBIICHUS] WJIM  IPEKpalleHus, B NOPSJAKE, YCTAHOBJIEHHOM  YIIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

12. Topsimox BbIBO3a U3 Poccuiickoit deneparuy OHOIOTHUECKOTO MaTepHana, MOoIydeHHOTO MpU
MPOBECHUHN KIMHUYECKOTO HCCIIEIOBAHMS OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa, IS €ro
I/I3Y‘-ICHI/I$I B ILCIX HJAHHOI'O KIIMHHUYCCKOI'O HCCIICAOBAHUA yCTaHaBJII/IBaCTCSI HpaBI/ITeHBCTBOM
Poccuiickoit denepanumu.



Crarbs 30. MexkayHapoaHOe MHOTOIIEHTPOBOE KJIUMHUYECKOE
Hccie0BaHue OMOMEIUIMHCKOI0 KJIETOYHOI0 MPOAYKTA,
MOCTPErHCTPALMOHHOE KIMHUYECKOe UCCIIeJ0BaAHNE
OMOMETUIMHCKOI0 KJIETOYHOI0 MPOIXYKTA

1. MextyHapoaHOE MHOTOIIEHTPOBOE KIMHUYECKOE HCCIISIOBAHNE OMOMEIUIIMHCKOTO KIETOYHOTO
nponykra B Poccuiickoit dexepanuy wim IMOCTPErHCTPAIMOHHOE KIMHHYECKOE HCCIIEIOBaHHE
6I/IOM€I[I/II_[I/IHCKOI‘O KJICTOYHOI'O MPOAYKTAa MPOBOAUTCA Ha OCHOBAHHHU PA3pPCHICHUS Ha MPOBCICHUC
KJIMHUYECKOTO  HWCCIEIOBaHMS ~ OMOMEIUIIMHCKOTO  KJIETOYHOTO  NPOAYKTa,  BBIIAHHOTO
YIIOJHOMOYCHHBIM q)eﬂepaHLHLIM OopraHomM HWCIOJHUTEIBHON BJIACTH II0 pe3yjibTaTaM SKCIICPTU3BI
Ka4yecTBa OMOMEIUIIMHCKOrO KJIETOYHOTO MPOIYKTa, AKCIEPTU3bl JTOKYMEHTOB ISl MOJTYYCHHS
paspCiCHrA Ha MPOBCACHUC MCKAYHAPOAHOI'O MHOTOLCHTPOBOIO KIIMHHYECKOI'0 HCCICIOBAHUA
OMOMEIMIMHCKOTO  KJIETOYHOTO  MPOAYKTa WIM  HOCTPETUCTPALUOHHOTO  KIMHUYECKOTO
UCCIICIOBAaHHS OMOMEIMIIMHCKOTO KJICTOYHOTO MPOAYKTA ¥ STHYECKOM IKCIIEPTU3HI.

2. J1ns nony4eHus pa3pelieHus Ha POBEACHUE MEXYHAPOAHOIO MHOTOLIEHTPOBOT'O KIIMHUYECKOTO
UCCIIIOBaHUsT ~ OMOMEIUIIMHCKOTO  KJIETOYHOrOo  MPOAYKTa WIM  IOCTPErUCTPALMOHHOIO
KJIMHUYECKOTO  UCCIENOBaHMA  OMOMEAMIMHCKOTO  KJIETOYHOTO  MPOAYKTAa  OpraHU3allus,
OCYILECTBIIAIONIAsT OpraHU3allli0 IMPOBEACHUS KIMHUYECKOIO HCCIEeIOBaHUA OHOMEIHIMHCKOTO
KJIETOYHOTO MPOJYKTA (Jlajee B HACTOSIIEH CTAaThe - 3aBUTENb), IPEACTABISAET B YIIOJTHOMOYEHHBIH
(benepanbHbII OpraH UCHOIHUTENBHOM BIACTH CIIEAYIOIINE TOKYMEHThI U CBEJICHUS:

1) 3asBieHHME O BbIJAYE pA3PELICHUS HA MPOBEJCHHE MEXAYHApPOJHOTO MHOTOLIEHTPOBOIO
KIIMHUYECKOT O UCCIIEIOBaHMS OMOMEeTUIITHCKOTO KJIETOYHOTO IPOAYKTa I
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO UCCIeI0BaHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOYKTa;

2) peKBHU3UTHl JOKYMEHTa, MOATBEPXAAIOIIEr0 YIUIaTy TOCYAapCTBEHHOM MOUUIMHBI 3a BbIIAUy
paspeleHusl Ha MPOBENCHUE MEXKIYHApOJHOIO MHOTOLIEHTPOBOIO KIMHHYECKOIO HCCIIEJOBAHMS
OMOMEIUIIMHCKOTO0 KJIETOYHOIO MpOJAYKTa WIM 3a Bblady pa3peuieHuss Ha MpOBEACHHE
HOCTPErUCTPALIMOHHOTO KIMHUYECKOIO HCCIIEA0BAaHUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOaYKTa,
anbo caM 3TOT JIOKYMEHT (1Mo coOCTBEHHON uHHMIMaTHBE). B ciydyae HempencTaBieHUs 3TOro
JIOKYMEHTa YITOJIHOMOYEHHBIH (hefepalbHblii OpraH HCIOJHUTENBHOW BJIACTH Ha OCHOBAaHUM
NPEJICTABICHHBIX 3asBUTEJIEM PEKBU3UTOB JTOr0 JIOKYMEHTa MpoBepseT (axkT yIIaThl
rOoCyJapCTBEHHON TOIUIMHBI C MCIOJIb30BaHHEM HHpopManuu o0 yImjaTe TocyAapCTBEHHBIX
MOILUINH, cojaepkaieiics B ['ocyaapcTBeHHON MH()OPMAIIMOHHOM CHCTEME O TOCYNapCTBEHHBIX U
MYHUIUIAIBHBIX [UIATEXaX;

3) oT4eTr 0 MOKIMHUYECKUX HCCIENOBAHUSX OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOJYKTa U OTYET O
NPOBEIECHHBIX paHee KIMHUYECKUX MCCIIEAOBAaHUAX OMOMEIUIIMHCKOTIO KJIETOYHOIO MPOAYyKTa (IIpH
HaJIMYUN);

4) MMPOCKT MPOTOKOJIIAa MCKAYHAPOAHOTO MHOTOHCHTPOBOIO KIMHUYCCKOTO HUCCICAOBAHUA
6I/IOMeI[I/II_[I/IHCKOFO KJICTOYHOTI'O MMPpOAYKTa U1 MOCTPETUCTPALTUOHHOT O KIMHHYCCKOT'O
HCCICA0OBaHUA 6I/IOMC,Z[I/II_II/IHCKOFO KJICTOYHOTI'O IPOAYKTA,

5) Oporrtopa uccnea0BaTeNs;
6) nH(GOPMAITMOHHBIH JIUCTOK MAIUCHTA;

7) cBemeHus 00 OmbITE pabOTHI MCCIENOBaTENeld MO COOTBETCTBYIOIIMM CIENUATBLHOCTSIM U HMX
ombITe PabOThl MO MPOBEICHUIO KIMHUYECKUX HCCICIOBAHUN OHOMEIWIIMHCKUX KJIETOYHBIX



IPOAYKTOB;

8) cBeleHHUS O MEAMIIMHCKUX OpraHu3alMsaX, B KOTOPBIX MPEANoJaraercsi IpPOBEICHHE
KJIIMHUYECKOT'O MCCIIEOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa (MOJIHOE M COKpAlllEeHHOE
HAUMEHOBAHHUSI, OPTaHU3AIMOHHO-TIPABOBas JopMa, MECTO HAXOXKIACHHUS U MECTO OCYIIECTBICHHUS
JeSITeNIbHOCTH, TesnedoH, Tenedakc, aapec AeKTPOHHOU MouThl); (B pea. PenepalibHOTO 3aKOHA OT
04.08.2023 N 466-D3)

9) mnpennonaraeMble CpPOKM TMPOBEACHUS KIMHUYECKOTO HCCIIENOBaHUS OMOMEIUIIUHCKOTO
KJIETOYHOTO MPOAYKTAa;

10) xomms goroBopa 00s3aTEIBLHOTO CTPAXOBaHUS, 3aKIFOUEHHOTO B COOTBETCTBHUU C THUIIOBBIMU
NpaBUIaMU OO0S3aTENFHOIO CTPaxXOBaHMS, C YKa3aHHEM TPEACTbHONH YHCICHHOCTH MAIlMEHTOB,
YYaCTBYIONIMX B KIIMHUYECKOM UCCIICIOBAHHH OMOMETUITTHCKOTO KIETOYHOTO TIPOIYKTA;

11) undopmariust 0 cocraBe OMOMEIUITMTHCKOTO KJIETOUHOTO MPOAYKTA;

12) NOKyMEHT, COCTaBIICHHBIM MPOU3BOIUTEIEM OHOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa U
COJIEpXAIINil CBEJACHUS O KAauyeCTBEHHOM COCTaBe, KOJMYECTBEHHOM COCTaBE M HWHBIC
XapaKTePUCTUKU OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOJAYKTa, MPOU3BEACHHOIO JJs MPOBEICHUS
KIMHUYECKUX MCCIETOBAHUHN.

3. B cpok, He mpeBbILAIOLINNA MATH paboyux THEW co AHS MPeICTaBICHHs YKa3aHHBIX B 4acTd 2
HACTOSIIIEH CTaTbl JOKYMEHTOB U  CBEJCHUH, YINOJHOMOYEHHBIH (enepanbHBIi  OpraH
VCIIOJIHUTEJILHOH BJIACTH:

1) MMPOBOAUT MPOBEPKY MOJIHOTHI U TOCTOBCPHOCTHU CBe,Z[eHI/II\/'I, COACPIKAINNXCA B IMPEACTABIICHHBIX
3as4BUTCIIEM JOKYMCHTAX;

2) NpUHMMAaeT pEeLICHHE O MPOBEIEHHM HKCIEPTH3bl KauecTBa OMOMEIUIIMHCKOIO KJIETOYHOIO
IIPOJIYKTA, SKCIIEPTU3bI TOKYMEHTOB IS ITOJIYYEHHUS pa3pelIeHUsI Ha IPOBEACHUE MEXKIYHAPOIHOTO
MHOTOLIEHTPOBOI'O KJIMHUYECKOTO HCCIIEAOBAaHUs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa WU
MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO MCCIEA0BAHNUS OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa U
ATUYECKON IKCIEPTU3BI JINOO 00 0TKa3e B MPOBEJICHUN YKAa3aHHBIX SKCIIEPTHU3;

3) yBemoMisieT B MUCHMEHHOW ¢opMme 3asBUTENs O MPHUHATOM pelIeHuu (B ciaydae NpPUHATHUS
perieHnss 00 OTKa3e B MPOBEICHUU COOTBETCTBYIONICH JKCIIEPTH3bI YKAa3bIBACT MPUYHHBI TaKOTO
OTKa3a).

4. B cnydae BBISBICHUS HENOJIHOTBI WJIM HEJAOCTOBEPHOCTH CBEICHUMN, COAEpKALIUXCS B
martepuaiax, IMpeACTAaBICHHBIX  3asgBUTENEM,  YIOJIHOMOYEHHBIM  (enepanbHblii  opran
WCIIOJTHUTENIbHOM BJIACTH HAIpaBIIAET 3asBUTENIO0 3alpoc 00 YTOUYHEHUH YKa3aHHBIX CBEICHHI.
JlaHHBIH 3ampoc MOXKET OBITH MepesiaH YIOJIHOMOUYEHHOMY MPEICTaBUTENIO 3asBUTEINS JIMYHO IO/
pacmucKy, HampaBlIeH IO IOYTEe 3aKa3HbIM NMHCbMOM WM TE€pelaH B AJIEKTPOHHOM (opme 1o
TEJICKOMMYHUKAIIMOHHBIM KaHaJaM CBs3U. B ciydyae HampaBieHUs JAHHOTO 3ampoca IO I0YTe
3aKa3HBIM MMMCbMOM OH CUMTAETCS MOJYYEHHBIM IO MCTEHYEHHMM IIECTH JHEW C JaThl HAPABICHUS
3aKa3HOI'0 MMUChbMa.

5. 3asBuTens 00s3aH MPEACTaBUTH OTBET Ha 3aMpoc YMOIHOMOYEHHOTro (enepalbHOr0 OpraHa
WCIIOJTHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIAIONINI IEBIHOCTa pabo4YNX JHEH cOo IHS MOJIyuyeHUs
JaHHoro 3anpoca. Cpok, yKa3aHHBIM B 4acTH 3 HACTOSIIEW CTaThU, MPUOCTAHABIUBACTCS CO JHS
HAIPaBJICHUS 3asBUTENI0 YKa3aHHOTO B 4YacTU 4 HACTOSIIEH CTaThU 3ampoca YIMOJIHOMOYEHHOTO
denepanbHOTO OpraHa UCTIOTHUTEIHLHOW BIACTH A0 THS MOJyYEHHUsI UM OTBETA Ha JaHHBIN 3ampoc U
HE YYUTHIBAETCS MPHU HCUYUCIEHUU CPOKA MPHUHATHS YHNOJHOMOYEHHBIM (helepaabHbIM OpraHOM
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UCIOJIHUTEIBHOM BJIACTHU pemicHuss O MNPOBCACHUU OKCIICPTHU3bI KauCCTBA GI/IOMCI[I/IL[I/IHCKOFO
KJICTOYHOTO TIPOJIYKTa, SKCIEPTU3bl JOKYMEHTOB ISl TOJNYYCHHs Ppa3pelICHHs Ha IMPOBEICHHE
MCKAYHAPOAHOI'O MHOTOLCHTPOBOI'O KIIMHUYCCKOI'O UCCIICAOBAHUA 6I/IOMGIII/II_[I/IHCKOFO KIJIETOYHOI'O
OPOAYKTa WM  IOCTPETUCTPAIIMOHHOTO  KJIMHMYECKOTO  HWCCIENOBAaHHS  OHMOMEIUIIMHCKOTO
KJICTOYHOTO MPOIYKTA.

6. OcHOBaHMEM JUI OTKa3a B MPOBEJCHHUU DKCIEPTU3BI KaueCTBa OMOMEIUIIMHCKOTO KJIETOYHOTO
IIPOJYKTA, SKCIIEPTU3bl JOKYMEHTOB Ul MOJIYYCHMs Pa3pelICHHs Ha IPOBEACHNUE MEXAYHAPOAHOIO
MHOTOLEHTPOBOTO KJIMHUYECKOTO HCCIIEAOBAHMS OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa WIH
HOCTPErMCTPALMOHHOTO KIIMHUYECKOT0 UCCIIEOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOIO NPOAYKTa U
ATUYECKON SKCIEpPTU3bl SIBISAETCS IPEACTABICHUE JIOKYMEHTOB, IPEAYCMOTPEHHBIX YacTblO 2
HACTOSIILEH CTaTbM, B HEMOJIHOM OObEME, HENpPEeACTaBICHUE B YCTAaHOBJCHHBIN CPOK OTBETa Ha
yKa3aHHBIH B 4acTW 4 HACTOSIIEH CTaThH 3alpoc YIOJIHOMOYEHHOTO (eepabHOr0 OpraHa
UCIIOJIHUTENIBHOW BJIACTU JMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTAaX CBEIEHUI, KOTOpbIe
JIOJKHBI OBITH OTPa)KE€Hbl B HUX, a TAKXXE€ OTCYTCTBUE HMH(OpMAaIMM, MOATBEPXKIAIOIIEH yIuiaTy
rOCyIapCTBEHHOW IOLUIMHBI 3@ BbIAYy pa3pelleHHs Ha IMPOBEACHHE MEKIYHApOJHOIO
MHOTOIIEHTPOBOIO0 KJIMHUYECKOTO HCCIIEJOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOI'O IMPOAYKTa WM
paspellleHuss  Ha  NPOBEACHHE  IOCTPErMCTPALlMOHHOTO  KIMHMYECKOTO  MCCIEIOBAHMUS
OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA.

7. IlpoBenmeHue HKCHEpPTU3bl KadyecTBA OMOMETUIIMHCKOTO KIETOYHOTO MPOJYKTa, SKCHEPTU3BI
JIOKYMEHTOB JUIsl TIOJIYYEHHUsSl pa3pelieHuss Ha TPOBEICHHUE MEXKIYHAPOJHOTO MHOTOIICHTPOBOTO
KIIMHUYCCKOTO HCCIICIOBAHUS OHMOMEIUIIMHCKOTO KJICTOYHOI'O MPOJYKTa WA
MOCTPETUCTPAIMOHHOTO KJIMHUYECKOTO MCCIEAOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U
ATUYECKOM IKCIEPTU3HI U BblIaua pa3pelieHus Ha IPOBEICHUE MEKIYHAPOJHOTO MHOTOLIEHTPOBOTO
KJIHHHYECKOTO HCCIICIOBAHUS OMOMETUIIMHCKOTO KJICTOYHOTI'O MPOIYyKTa HIIH
MOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO HCCIEAOBaHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa
OCYIIECTBIISIIOTCSI B COOTBETCTBUH CO cTaThsiMH 14 - 17 Hactosmero denepaibHOr0 3aKOHA.

8. Pemennst 00 oTkase B IMPOBCACHUHN OKCIICPTU3BI KadYCCTBa 6I/IOM€I[I/IHI/IHCKOFO KJIETOYHOTI'O
MPOJIYKTa, SKCIEPTU3bI TOKYMEHTOB IS TOJIYYEHUS pa3pelieHusl Ha MPOBEACHUE MEXIYHAPOIHOTO
MHOT'OLCHTPOBOI'0 KIIMHUYCCKOI'0 HCCICIOBAaHUA 6I/IOM6)II/IHI/IHCKOFO KJICTOYHOI'0 IIPOAYKTa WA
MOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO MCCIEAOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa U
OTUYECKOM OKCHEpPTH3bl U B BbIJA4Y€ pa3pelieHdss Ha TPOBEJICHHUE MEXIYHAPOIHOTO
MHOTOIIEHTPOBOTO KJIMHUYECKOTO HCCIIEOBAHHSI OMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTa WIIH
MOCTPETUCTPATUOHHOTO KIIMHUYCCKOI'0 HCCICAOBAHHA 6I/IOMe)II/IIII/IHCK01"0 KJICTOYHOI'0 MIPOAYKTa
MOTYT OBITh OOaJOBaHBI B TMOPSJAKE, YCTAaHOBJICHHOM 3aKOHOJAATENhCTBOM Poccuiickoi
denepanuu.

Crarsba 31. IIpaBa nanmenTa, y4acTBYIOHIEro B KIMHAYECKOM
HCCJIeI0BAHUN OMOMEIMINHCKOr0 KJIETOYHOI 0 MPOAYKTA

1. Yuactue nmanueHTa B KIIMHUYCCKOM HMCCIICOOBAHHUU 6I/IOMC,I[I/IL[I/IHCKOFO KJICTOYHOTI'O IMPOAYKTa
ABIIACTCSA )106pOBOJ'IBHBIM U TOATBEPXKAACTCA C€r0 IMOANNCBIO WKW MOANHNCBIO €ro 3aKOHHOI'0
MMpeaACTaBUTECIIA Ha I/IH(l)OpMaI_[I/IOHHOM JIMCTKC IMallUCHTA.

2. TlamueHT WM ero 3aKOHHBIA NPEACTAaBUTENb JOJDKEH ObITh MH()OPMUPOBAaH B MHCbMEHHOMN
dbopwme:

1) 0 GMOMETUITMHCKOM KJIETOYHOM IPOJIYKTE;
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2) 0 meTu W MPOJOKUTEIFHOCTH KIMHMYECKOTO HCCIICIOBAHUS OMOMETUITMHCKOTO KIETOYHOTO
MPOAYKTA;

3) 0 rapaHTUsAX KOH(QHUAEHIMAIBLHOCTH Y4acTHs B KIMHUYECKOM HCCIIEI0BaHUU OMOMEIUIIMHCKOIO
KJIETOYHOTO IPOJIYKTa;

4) 00 YCII0OBUAX Y4aCTHUA B KIIMHUYCCKOM HCCIICAOBAHUU 6I/IOMC,Z[I/IHI/IHCKOFO KJICTOYHOI'O IIPOAYKTA,

5) 06 oxumaemoi 3P(HEKTUBHOCTH OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA, a TAKKE O CTEICHU
pUCKa, KOTOPOMY MOXET TIOJBEPTHYTHCS IMAIMEHT B CBA3M C YYacTHEM B KIMHUYECKOM
UCCIICIOBAaHUH OMOMEIUITTHCKOTO KIIETOYHOTO POIYKTa;

6) 0 HEHCTBHSX MalMeHTa B CIy4yae HENPEIBUACHHBIX 3(P(PEKTOB BIUSHUS OHMOMEIUIIMTHCKOTO
KJIETOYHOI'O IIPOAYKTA Ha COCTOSIHUE €T0 310POBbS;

7) 00 YCIOBUAX 00513aTEJILHOIO CTpaxOBaHUA )XU3HH U 3J0POBbS IMAITMCHTA.

3. HaIII/IeHT HJIM €70 3aKOHHBIN MMpEACTAaBUTECIIb UMCCT IPABO OTKA3aTHCA OT Y4aCTHA B KIMHUYCCKOM
HCCIICOJOBaHUH 6I/IOMCI[I/II_[I/IHCKOFO KIICTOYHOI'O IPOAYKTA Ha Jr000H CTalui IIPOBCACHUA TAKOI'O
HCCICI0BaHUsI.

4. TIpoBeneHre KIMHUIECKOTO UCCIICIOBAHUS OMOMEANIIMHCKOTO KJIIETOYHOTO MPOAYKTA C y4aCTHEM
B KayecTBE MAallMEHTOB JIETEil MOMYCKaeTCs TOJIbKO C MUCBMEHHOTO JOOPOBOJIBHOTO COTJIACHs UX
poautenei. JleTn MOTyT pacCMaTpHUBATHCSA B KaU€CTBE MAIIMEHTOB TaKOTO MCCIICIOBAHUS B Clydae,
€CJIM ero MPOBeACHHEe HEOOXOAUMO IS JIedeHHsI 3a00IeBaHus y JaHHOTO pedeHka. B aTux cimyyasx
TaKO€ HCCJIEJIOBAHME MOXET OCYIIECTBIATHCS HA OCHOBAaHWUU PEIICHUS KOHCUJIMyMa Bpayew,
c03/1aBaeMoro B cooTBeTcTBUU ¢ DenepanbHbIM 3akOHOM OT 21 HosiOps 2011 roga N 323-®3 "O6
OCHOBax OXpaHbl 3/I0pOBbs IpaxaaH B Poccuiickoit denepanuu', 0 BO3MOKHOCTH y4yacTHsl peOeHKa
B KIMHUYECKOM HCCIIEIOBAaHUM OMOMEIMIIMHCKOTO KIETOYHOTO MPOJIYKTa M TMPHU YCIOBHH, YTO
TaKOMY HCCJIEJOBAHUIO TMPEIIECTBOBAIO MCCIEAOBAaHUE JAHHOTO OMOMETUIIMHCKOTO KJIETOYHOTO
MpPOJYKTa Ha COBEPUICHHOJIETHUX TpaXJaHaX, 3a MCKIIOYEHUEM CIIy4aeB MPOBEICHUS
KJIIMHUYECKOTO HWCCJIEIOBAHUS OMOMEIHMIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPEIHA3HAYECHHOTO IS
JedeHus 3a00J1eBaHU UCKITIOUUTEIHHO Y JeTeH.

5. JlomyckaeTrcsi TpOBEIEHHE KIMHUYECKOTO WCCIEIOBAaHUSA OHOMEIUIIMHCKOTO KIJIETOYHOTO
MPOJIYKTa C Y4YaCTHEM B KayecTBE NAlMEHTa JIMIA, MPU3HAHHOTO B YCTAHOBIEHHOM 3aKOHOM
MOPSIIKE HENIeeCTIOCOOHBIM HJIM OTPAaHUYEHHO JCECIOCOOHBIM, C MUCHbMEHHOTO JT0OPOBOJILHOTO
COrjlacusi €ro 3aKOHHOTO IpeacTaBuTels. Pelienne o BO3MOXXHOCTU y4acTHsl YKa3aHHOTO JIMIIA B
TaKOM KIIMHHUYECCKOM HCCIICIOBAHUHN HpI/IHI/IMaeT KOHCI/IJ'II/IyM Bpaqeﬁ, B COCTaB KOTOpOFO BXOOAT
CIEIMAIIMCTHI 10 MPoduITto 3200JIeBaHUS MAIUEHTA.

6. 3anpemaeTc;[ MMPOBCACHUC KIIMHHUYCCKOIO0 MUCCICIOBAHUA 6I/IOMC,Z[I/IL[I/IHCKOFO KJI€CTOYHOI'O
MMpOoAYKTa C Y4aCTUEM B KaYCCTBC MAIlUCHTOB:

1) HeTeﬁ-CHpOT n IleTefI, OCTaBIINXCs 0€3 MONCYCHHS pO,Z[I/ITeJ'IeI‘/JI;

2) XeHIIMH B Hepuoj] OepeMEHHOCTH, POJOB, JKEHIIWH B MEPHOJA TPYAHOTO BCKapMIIMBAHUSA, 32
UCKJTFOUEHHEM CIy4aeB, €CJIM COOTBETCTBYIOIIWI METOJ JICUSHHs] NpEAHA3HAYeH I OJTUX
NaIMEeHTOB U MPH YCIOBUM MPHHATHUS BCEX HEOOXOAUMBIX Mep MO UCKIIOUYEHHUIO PUCKA IPUYNHEHUS
BpeZa KEHIIMHE B MepuoJ; OEpEeMEHHOCTH, POJIOB, )KEHIIMHE B MEPHO TPYJHOTO BCKAPMIIMBAHUS,
IUIO/LY UJIH peOeHKY;

3) BOCHHOCTYXallKWX, 3a MHCKIIOYCHUEM CJIydaCB IMPOBCACHHA KIMHHUYCCKOrO HMCCICI0BAaHUSA
6I/IOM€I[I/II_[I/IHCKOFO KJIICTOYHOI'0O MPOAYKTA, CICHHUAIIBHO pa3pa60TaHHoro AJi1 NPpUMCHCHHA B
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YCIIOBUSAX BOCHHBIX JICHCTBUM, UpEe3BBIYAWHBIX CUTYalUH, MPO(UIAKTUKY U JICUSHUs 3a00IeBaHUN U
NOpaXE€HUM, MOJY4YEHHbIX B pe3yJbTaTe BO3JCHCTBUA  HEOIAronpUATHBIX XUMHUYECKHX,
OMOJIOTNYECKUX, paguanoOHHBIX (baxTopoB. Kimmanyeckoe UCCIIEJOBAHHE TaKoro
OMOMEIMIIMHCKOIO KJIETOYHOI'O MPOJYKTa MOXKET IIPOBOJUTHCS C YYaCTHEM B KayeCTBE MAaLMEHTOB
BOCHHOCIYXaIllUX, 33 MCKJIIOYEHUEM BOEHHOCIYKAIIUX, IPOXOASIIMX BOEHHYIO CIyX0y IO
IpU3bIBY, C COOJIOZCHHUEM TpeOOBaHUHM, yCTAaHOBJIEHHBIX HacTosAmMM (DenepanbHbIM 3aKOHOM B
OTHOILIEHUH I'PAKIAHCKUX JIUL;

4) cOTpyIHUKOB ITPaBOOXPAHUTEIIbHBIX OPraHoB;

5) JINII, OT6BIBaIOI_HI/IX HaKa3aHUC B MECTax JIMIICHUSA CBO6OI[BI, a TaKXKC JIMIL, HaXOOAIIUXCs II0[]
CTpaxceﬁ B CJICACTBCHHBIX U30JIATOpAX.

Crates 32. O0s13aTeIbHOE CTPAXOBAHUE KU3HH, 3I0POBbS NMALMEHTA,
Y4YaCTBYIOIIEr0 B KINHUYECKOM UCCJIeIOBAHNH OMOMEIUIIMHCKOT 0
KJIETOYHOI'0 MIPOAYKTA

1. OpraHuzanusi, NOJy4YUBIIAs pa3pelleHUe Ha OpraHu3alli0 IPOBEACHUS KIMHUYECKOTO
UCCIIEOBaHU OMOMEAMIIMHCKOTO KJIETOYHOTO MpPOAYyKTa, 00sf3aHAa B KAuyeCTBE CTPAXOBATENI
CTpaxoBaTb PHUCK NPUYMHEHUS Bpela >KU3HHU, 3JI0POBbIO MAIMEHTa B pPE3yJbTaTe HPOBEACHUS
KJIMHUYECKOTO HCCIICAOBAHMS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa 3a CBOW CYET IyTeM
3aKJIIOYEHUs 10r0BOpa 0053aTeIbHOI0 CTPAXOBAHUS.

2. OOBEKTOM 0053aTCIHLHOIO CTpaxOBaHUA ABJISCTCA HMymeCTBeHHLIﬁ HHTCPEC IalluCHTA,
CBSI3aHHBIN C MNPpUYUHCHHUEM BpCla KHU3HH, 3A0POBBIO IMAllUCHTA B PE3YJIbTATC IMPOBCACHUA
KIMHHUYCCKOI'O UCCIICIOBAHUA 6I/IOMC,Z[I/ILII/IHCKOFO KJICTOYHOI'O IIPOAYKTaA.

3. CTpaxoBBIM CIIy4aeM IO JJOTOBOPY 00S3aTEILHOTO CTPAXOBAHUS SIBJIIETCA CMEPTH MAlUEHTA WIH
YXYAILIEHUE ero 370POBbs, B TOM YHMCJE BIEKYIIee 3a COOON yCTaHOBJIICHHWE WHBAIHIHOCTH, MPH
HaJIM4Ynu HpH‘II/IHHO-CJ’ICI{CTBCHHOﬁ CBA3M MCKAY HACTYIINICHUEM OJTOI'O COOBITUA H yY4aCTHuEM
MaIUeHTa B KIIMHUYECKOM HCCIIEeIOBAaHIHM OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

4, Tpe60BaHI/I$I 0 BO3MCIICHHU Bpcaa, IMPUUYUHCHHOI'O JKHU3HU WJIHW 3JO0POBbKO ITAlIMCHTA,
NpEABABIAIOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX TI'PaAXIAaHCKUM
3aKOHOJAaTCIILCTBOM.

5. Pasmep cTpaxoBoil CyMMBI IO JOTOBOPY 00S3aTEIBHOTO CTPAXOBAHUS COCTABIISCT JBAa MIJIJTHOHA
pyOuIeii.

6. Pa3Mep CTanOBOﬁ BBITIATEI 110 1OTOBOPY 00s13aTEILHOTO CTpaxoOBaHHA COCTABJIACT:

1) B ciayyae cMepTH MalMeHTa JBa MWUIHOHA pyOjeil Ha KaXJI0To MalueHTa, yJYacTBOBABILETO B
KJIMHUYECKOM HCCIIeI0BAHUH OMOMETUIIMHCKOTO KJIIETOYHOTO MPOTYKTa;

2) npu yXyALIEHUU 30POBbs MAlIMEHTA!

a) TIOBJIEKILIEM 3a COOOM YyCTaHOBJIEHHE MHBAIMIHOCTH | Ipynmbl, OAMH MUJUIMOH HSATHCOT THICSY
pyOJieil Ha KaX0ro MalueHTa, y4acTBOBABIIETO B KIIMHUYECKOM UCCIIEI0BaHUHU OMOMEIUIIMHCKOTO
KJIETOYHOT'O NPOAYKTa;

0) moBiekmieM 3a coOoW ycTaHOBJIEHWE HWHBaIMAHOCTH |l Tpynmel, oguH MWUMOH pyOnei Ha
KaKI0ro mnanueHTa, Y4YaCTBOBABHICITO B  KIIMHHUYCCKOM  HUCCIICAOBAHUUA 6PIOM€I[I/II_[I/IHCKOI‘0
KJIETOYHOTO MPOYKTA;



B) MOBJIEKIIeM 3a co0o0il ycraHoBieHue uHBamuaHoctu |l rpymmel, msatbcor ThICSY pyOnei Ha
KaX/0ro MAalMeHTa, YYacTBOBABILEIO B KIMHUYECKOM HCCIIEOBAaHUM OMOMEIUIIMHCKOIO
KJIETOYHOTO IPOJIYKTa;

I') HE MOBJEKIIEM 3a cO00Il yCTaHOBJIEHMSI WHBAJUAHOCTH WJIM IOBJIEKIIEM YBEJIMYEHHE CTEIEHU
OrpaHUYEHUS KU3HEACATEIbHOCTH MHBAIM 1A 0€3 U3MEHEHUS IPYIIIbl HHBAIUIHOCTH, HE Oosee yeM
TpUCTa ThICAY PYyOJiel Ha KaXIOro MAIMEHTa, YJacTBOBABIIETO B KIMHUYECKOM HCCIIEAOBAHHH
OMOMEMIIMHCKOIO KJIETOYHOI'O MPOJYKTa, HUCXOAS U3 HOPMATHBOB, OTPAXAIOIIUX XapakTep MU
CTETeHb MPUYMHEHUS Bpella 3/I0POBbIO, a Takke (PAaKTUYECKU IMOHECEHHBIX MAIlMEeHTOM PacXoJlOB,
CBSI3aHHBIX C IPUYMHEHHEM BpelJa 3A0pOBbIO, Ha MEIUIMHCKYIO IIOMOIIb, MPHOOpETEHHE
JIEKapCTBEHHBIX IIPENApaTOB U MEAULUHCKUX U3JIEIUN.

7. JoroBop 00s3aTENBHOTO CTpPaxOBaHHUS 3aKJIIOYAETCSl HA CPOK, OXBAaTBHIBAIOIIMNA TMEpUOJ
MIPOBEICHUS KIIMHUYECKOTO MCCIEAOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, U HE MEHEe
YeM Ha OJIMH TOJ] TOCie OKOHYAHHSI MPOBEICHUS KIMHUYECKOTO HUCCIIEeTOBAaHUS OMOMEAUIIMHCKOTO
KJIETOYHOTO MPOJYKTA.

8. VYcnoBus 1oroBopa 00s3aTEIBHOTO CTPaXOBaHHMSA, B TOM YHUCIIE CTPaxoBble Tapudbl IO
00s513aTeIbHOMY CTPaxOBaHMIO, IIEPEUCHb HEOOXOJUMBIX JIOKYMEHTOB [UIl OCYIIECTBICHUS
CTanOBOfI BBIIIJIATHI, MOPAd0K YCTaHOBJICHUSA CTpaxoBaTciieM WHIAWBUAYAJIBbHOI'O
UICHTU(UKAIIMOHHOTO KO/Ia MAalUeHTa, TOPAI0K HH(POPMUPOBAHHUS CTPAXOBATEIEM CTPAaXOBIIUKA O
IMPUBJICYCHHBIX K KIIMHHUYCCKOMY MCCICIOBAHUIO 6I/IOM€Z[I/IIII/IHCKOFO KJICTOYHOI'O IIPOAYKTa
NalMEHTOB, MOPSIOK YIJIAThl CTPAXOBOM MPEMHH, TOPSAIOK PEATN3AIMN ONPEICTICHHBIX HACTOSIIIM
@DenepanbHBIM 3aKOHOM W JPYTrUMH (enepaabHbIMH 3aKOHAMH IpPaB M OOS3aHHOCTEH CTOPOH,
HOPMATUBBI, OTpPaKAIOUIME XapakTep M CTENeHb MOBPEXKJIEHUS 370pPOBbsS IO JOTOBOPY
00s3aTeILHOr0 CTpaxOBaHUA, YCTaHAaBJIIMBAIOTCA THUIIOBBIMH mpaBujIaMun 0053aTeILHOrO
CTpaxOBaHMUsL.

9. B cniydyae mpu4YMHEHUS Bpe/la )KU3HU MAIMeHTa, y4aCTBOBABIIETO B KIMHUYECKOM UCCIIEI0BAHUH
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTA, BHITOJAOMPHOOPETATENSIMHI IO JIOTOBOPY 00s3aT€IHHOTO
CTpaxoBaHMsl SIBJISIIOTCS TpaXkJaHe, MMEIOUIMEe NpPaBO Ha BO3MELICHHE Bpela B clydyae CMEpTH
KOPMHJIbIIA B COOTBETCTBUU C TPAKJAHCKUM 3aKOHOAATEIHCTBOM, ITPH OTCYTCTBUU TaKUX TPaKIaH -
poauTenu, cynpyr (cympyra), NE€TH YMEpIIEro TMaiueHTa, y4acTBOBABIIETO B KIMHHUYECKOM
UCCIIEIOBAaHUM OMOMETUIIMHCKOTO KJIETOYHOTO TPOAYKTa, B Cllydae CMEpTH MaIUeHTa,
Y4aCTBOBABIIETO B KIMHHUYECKOM HCCJIEIOBAHUM OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJIYKTa M HE
MMEBILIETO CAMOCTOSITEIBHOTO JO0XO0/a, - TpaKJaHe, Ha MXKIUBEHUU KOTOPBIX OH HAXOJWJICH, B
OTHOIIIEHUH BO3MEIICHUSI PACXOJI0B Ha MOrpeOCHME TaIMeHTa, YJ4aCTBOBABIIETO B KIMHUYECKOM
UCCJICTOBAaHUH OMOMETUITMHCKOTO KIETOYHOTO POAYKTa, - JTUII0, TOHECIIee TAKHE PACXO/IbI.

10. CTanOBaH BbIIlJIaTa B CYHET BO3MCHICHUA BpEAa, IMPUYUHCHHOI'O JKU3HU IMIAlUCHTA,
Y4aCTBOBABIICTO B KIMHHUYCCKOM HMCCICIOBAHUN 6I/IOMCJII/II_H/IHCKOFO KJIICTOYHOI'0O IMPOJAYKTa,
pacnpeacirsaeTcss MCEXKAY BLIFO,[[OHpHOGpCTaTCJBIMI/I MIPpONMOPHUOHAJIBHO HMX KOJMYCCTBY B PABHBIX
JOJIAX.

11. Tlpm HacTyIUIEHHH CTpaxoBOrO Ciydas MAIMEeHT, YYacTBOBABIIMH B KIMHUYECKOM
HCCIIEJOBAaHUH OMOMEANIIMHCKOTO KJIETOYHOTO MPOJYKTa, BBITOAONPHOOpETaTeNsh MO JIOTOBOPY
00513aTEILHOTO CTPAaXOBaHUs BIpPaBE NMPEIbIBUTh HEMOCPEICTBEHHO CTPAXOBIIUKY TpeOOBaHUE O
BO3MEIICHNH MNpUYMHEHHOro Bpema. CTpaxoBas BBIIUIATa OCYHIECTBISETCS CTPaxXOBIIMKOM B
TEYEHUE TPUALATH JHEH CO JAHS TPEACTaBICHUS HEOOXOMUMBIX JOKYMeHTOB. Ilanumenr,
y4acTBOBABIIMK B KJIMHHYECKOM HCCIEIOBAHUM OMOMEIMIIMHCKOTO KIJIETOYHOTO MPOAYKTA, HIIH
BBITOJIOTIPHOOpETATENb 1O IOTOBOPY 003aTEIBHOTO CTPAaXOBaHUS 0053aH COOOIINUTh CTPAXOBIIUKY



JUTSL OCYIIIECTBIICHHUSI CTPaXOBOM BBIMIJIATH WHAWBUAYAIbHBIN MICHTU(OUKAIIMOHHBIA KOJ| TAIIMEHTA,
YCTaHOBJICHHBIM CTpaxoBaTelieM B COOTBETCTBUM C THUIOBBIMH IpPaBWJIaMU 00s3aTEIbLHOTO
CTpaxOBaHHs.

12. Jlo TMONHOTO OmpenaeneHus pasMepa MOJUICKAIETO BO3MEIICHHIO Bpeda CTPAxXOBIIMK II0
3asBJICHHIO TAIMCHTA, Yy4YacTBOBABIICTO B KJIMHUYECKOM HCCIICJOBAHUN OUOMEIMIIMHCKOTO
KJIETOYHOTO TPOAYKTa, WU 3asBICHHIO BBITOJONPHOOpETAaTENsl BIPaBE OCYHIECTBUTH 4YacTh
CTPaxOBOM BHIIJIATHI, COOTBETCTBYIOIIYIO (PAKTHUYECKH OTMPEACICHHOM YacTH IPUIMHEHHOTO Bpea.

13. CrpaxoBas BblIIUIATAa B COOTBETCTBUM C JIOTOBOPOM  0053aTE€JIbHOIO  CTPAaXOBaHUs
OCYILECTBIISICTCS] HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS [0 APYTUM BUJIaM CTPAXOBaHUS.

14. He JOIMYCKAeTCsA y4d4aCcTUC IalMC€HTa B IPOBECACHHH KIMHHUYECKOI'O HCCIECAOBAaHUA
6I/IOM€III/IIII/IHCKOFO KJICTOYHOI'O IPOAYKTA IPpHU OTCYTCTBHUU AJOTOBOpa 00513aTeIIFHOTO CTpaxOBaHUA.

15. KoHTponb 3a HCHOJIHEHHEM OpraHH3alMeil, MOJyYMBIIEH pa3pelieHne Ha MPOBEACHUE
KJIIMHUYECKOTO0  MCCIEOBAaHUS OMOMEAMIIMHCKOTO  KJIETOYHOTO MPOAYKTA, YCTAaHOBJICHHOM
HACTOSALIEH cTaTbell 00A3aHHOCTU MO CTPAXOBAHHIO JKM3HH, 30POBbS MAlMEHTA, YYaCTBYIOLIETO B
KIIMHUYECKOM  HUCCJICIOBAHUHM  OMOMEAMIIMHCKOTO  KJIETOYHOTO TMPOJYKTa, OCYILIECTBIACTCS
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIOJHUTENBHON BIIACTH, BBIJABIIMM pa3pelieHUE Ha
IIPOBEJCHUE KIIMHUYECKOTO UCCIIEI0BaHUS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIyKTa.

Crartba 32.1. O0pamenue OMOMEAMIIMHCKUX KJIETOYHbIX MPOAYKTOB,
NpPeIHA3HAYECHHBIX VISl HCIIOJTHEHUS HHANBUAYAJIbLHOTO
MEJULMHCKOI0 HA3HAYEHUS OMOMEIMIIUHCKOI0 KJIETOYHOI0 MPOAYKTA,
CICHHAJTBHO MPOU3BEACHHOIO VISl OTAEJbHOI0 NAMEeHTA
HEINOCPEACTBEHHO B MeIULMHCKON OPraHu3aluu, B KOTOPOil
NPUMEHSACTCHA TAHHBIA OMOMEIUIIUHCKUN KJIETOYHbIN MPOAYKT (B pel.
®enepannHoro 3akona ot 04.08.2023 N 466-D3)

1. Obpamienne OMOMEIUIIMHCKUX KIETOYHBIX TMPOJYKTOB, MpEIHA3HAYEHHBIX [JIS HMCIOJHEHUS
WHIUBUIYAIbHOTO MEIUIIMHCKOTO Ha3HAauYeHWus OMOMETUIIMHCKOTO KJIETOYHOTO TMPOJIYKTa,
CIIELIMATIbHO TPOU3BEICHHOIO Uil OTAEIBHOIO0 NALMEHTa HEMOCPEICTBEHHO B MEIMIMHCKOU
OpraHu3aIi, B KOTOPOU MPUMEHSETCS JaHHBIA OMOMEIUIIMHCKUN KJIETOYHBIN MPOAYKT, BKIIFOYACT
B ce0s uX pa3paboTKy, JOKIMHUYECKUE HCCIENOBaHUS, IKCHEPTU3Y, MPOU3BOJICTBO, KOHTPOJIb
Ka4yecTBa, IPUMEHEHNE, XPaHEHHE, TPAHCTIOPTUPOBKY U YHUUTOKECHHE.

2. Tlopsmox oOpameHus OHOMEAMIMHCKUX KJIETOYHBIX MPOAYKTOB, NpPEAHA3HAYEHHBIX IS
WCIIOJTHEHUS! WHAMBUAYAJbHOTO MEAMIIMHCKOTO Ha3Hau€HUs OMOMEIULMHCKOIO KIIETOYHOTO
IPOJAYKTa, CIEHUAJIBHO IIPOU3BEAEHHOIO I OTIEJIBHOIO MAalMeHTa HEIOCPEACTBEHHO B
MEAMIMHCKOW OpraHu3alud, B KOTOPOW TpUMEHSIETCS JaHHbIA OHOMETUIIMHCKUN KIIETOYHBIN
IPOAYKT, BKJIOYasi OCOOCHHOCTH €ro MPUMEHEHUs U TpeOOBaHUS K MEIUIIMHCKON OpraHu3aluy, B
KOTOPOM JTaHHBIM OMOMETUIIMHCKUN KJIETOYHBIH MPOAYKT TPOU3BOAUTCA U IPHUMEHSETCH,
ycranasinusaercs [IpasurensctBom Poccuniickoint denepanun.

3. [Ipon3BoAcTBO M MPUMEHEHHE OMOMEIUIIMHCKUX KJIETOUHBIX IPOAYKTOB, IIPEIHA3HAUYECHHBIX IS
UCTIOJIHEHUS! HMHIUBUAYAJbHOTO MEAMLIMHCKOTO HA3HAUYEHUS OWOMEIUIIMHCKOTO KJIETOYHOTO
IPOAYKTA, CIIEHHAIbHO TPOU3BEACHHOIO M OTACIBHOIO NAIUEHTa HEMOCPEICTBEHHO B
MEIUIIUHCKONW OpraHM3alud, B KOTOPOH NpUMEHSETCS MaHHBIM OMOMEAMIMHCKUHN KIETOYHBIN
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MPOJIYKT, OCYIIECTBIISIIOTCSA MEAUIMHCKOW OpraHu3alueil Ha OCHOBAHMM pa3pelieHusi Ha €ro
MIPOM3BOJICTBO U MpUMEHEHHE. [1opsIok M yCIIOBHS MPEAOCTABICHHS Pa3peIeHUs, MTOATBEPKICHUS
paspemnieHusi U €ro OTMEHbI, BHECEHHS M3MEHEHUU B PEECTp pa3pelleHUil yCTaHaBIMBAIOTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

Crartbs 33. IlosryuyeHune 0MOJI0THYECKOr0 MaTepPHAJIa

1. TIlonydeHue OWOIOTMYECKOTO MaTepuana OT JOHOpa OWOJIIOTMYECKOTO MaTrepuana s
IPOM3BOJICTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOJYKTOB, B TOM YHCIE B LEISAX I[POBEACHUSA
JOKIMHUYECKUX HCCIENOBAaHUMM M (WIM) KIMHUYECKUX MCCIEAOBAHUNW, M  MEIULUHCKOE
oOcliezioBaHUE JIOHOpa OMOJIOTMYECKOI0 MaTepuajia B LEISIX BbISABICHHs MPOTUBOINOKA3aHUM JUis
MOJIyYEHUSI OT HEro OHMOJOTMYECKOro MaTepuaja MpPOBOAATCS B OpraHU3alusAX, HMMEIOIIUX
JULEH3UIO HA MEIULIUHCKYIO JESTEIbHOCTh, HA OCHOBAaHUU JIOTOBOPA MEX 1y TAKOW OpraHu3anuei u
POU3BOIUTENIEM OMOMEINIIMHCKUX KIETOYHBIX MPOIYKTOB 32 CUET YKA3aHHOTO POU3BOIUTEIIS.

2. HpaBI/ma MMOJIYy4YCHU OHOJIOrYECKOI0 MaTtcepuajlia A IIPpOU3BOACTBA 6I/IOM€I[I/II_II/IHCKI/IX
KJIICTOYHBIX ITPOAYKTOB W I€pcaavyu €ro Ipou3sBOJUTCIIIO 6I/IOM€I[I/IIII/IHCKI/IX KJICTOYHBIX ITPOAYKTOB
YCTAaHABJIIMBAKOTCA YIIOJTHOMOYCHHBIM (beﬂepaJ'ILHHM OpraHomM HUCIOJIHUTEIBHOM BIACTH.

3. HOJ'Iy‘lCHI/Ie 0HOJIOIHYECKOI0 MaTepuajga A IIPOHU3BOACTBA 6I/IOMCI[I/II_[I/IHCKI/IX KJIICTOYHBIX
MPOAYKTOB IIpU MNPHKXU3HCHHOM JOHOPCTBE [JOIYCKACTCA TIIPpU HAJIWYUHW BBIPAKCHHOI'O B
MMMChbMEHHOM cbopMe U BHCCCHHOI'O B MCAULUHCKYIO JOKYMCHTAIIUIO JOHOPA:

1) napOPMUPOBAHHOTO TOOPOBOIEHOTO COTIIACHSI COBEPUICHHOJIETHETO JAEeCIOCOOHOTO JIHIa JINOO
HECOBEPIIICHHOJIETHETO JINIa, OOBSBIEHHOTO B YCTAaHOBIEHHOM 3aKOHOM TOPSAKE MOJIHOCTHIO
JIeeCIOCOOHBIM, MPOIIEANIET0 MEIUIIMHCKOE 00cienoBaHnue, Ha 0€3BO3ME3IHOE MPEAOCTaBIICHUE
CBOET0 OMOJIOTMYECKOT0 MaTepuaia JAjs MPOU3BOJCTBAa OMOMEAUIIMHCKOTO KIETOUHOTO POAYKTA, B
TOM YHCJIC B LOEIAX MOPOBCACHUA JOKIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ 158 (I/IJ'II/I) KIIMHUYCCKUX
HCCIIeIOBAHUIM;

2) uHGOPMHUPOBAHHOTO TOOPOBOIBHOIO COTJIACHS OJHOTO W3 POJUTENEH WU MHOTO 3aKOHHOTO
MIPEICTABUTENSI HECOBEPIIEHHOJETHETO JMIa (32 MCKIIOYEHWEM HECOBEPIICHHOJETHEro JIUIIa,
YKa3aHHOTO B ITyHKTE | HACTOSAIIEH YacTH), a TaKXKe JIUIA, MPU3HAHHOTO B YCTAaHOBJICHHOM 3aKOHOM
MOPSIIKE HEJEECTIOCOOHBIM WJIM OTPAHMYEHHO JEECTIOCOOHBIM, Ha 0€3BO3ME3THOE MPEIOCTABICHNE
OMOJIOTUYECKOT0 MaTepuana JaHHOTO JIMIa S MPOU3BOJACTBA OMOMEAMIIMHCKOTO KIETOYHOTO
MIPOJIYKTa, B TOM YHCJIE€ B IEJISAX MPOBEACHUS TOKIMHUYECKUX HCCICTOBAHUN U (WJIN) KITMHUIECKUX
uccinenoanuii. [lomydeHrne OMOMOTHYECKOT0 MaTepHalia y JUIl, yKa3aHHBIX B HACTOSIIEM IYHKTE,
JIOTTYCKAEeTCsl TOJIBKO B CIIy4asiX, €Cu OMOMETUITMHCKUI KJIETOYHBIM MPOMYKT MpEeIHAa3HAYCH IS
MPUMEHEHUS UCKIIOYUTENLHO 3TUM JIUIAM WM UX POJICTBEHHUKAM - OMOJIOTHYECKUM POAMTEISIM,
POJHBIM JETSIM, POJIHBIM OpaThsiM U POJTHBIM CECTPaM.

4. Jluno, yka3aHHoe B MyHKTe 1 yactu 3 HacTosmled cTaTbM, MOKET B NMHCbMEHHOH (opme,
3aBEpEHHON PYKOBOJIUTENIEM MEIUIUHCKON OpraHu3aluy 100 HOTApHAIbHO, BBIPA3UTh CBOE
BOJIEU3BSBIICHUE O COTJaCMM WJIM O HECOINIaCMM Ha IIOCMEPTHOE IIPEJOCTABIEHUE €ro
OMOJIOrNYecKOro MaTepuania i IpOU3BOICTBA OMOMEAUIIMHCKOTO KJIETOYHOTO MPOYKTA.

5. B cimyyae OTCYTCTBUS BBIPQXKEHHOTO TP JKU3HHU BOJICU3BSBIICHUS JIMIA, YKA3aHHOTO B MyHKTE 1
YacTu 3 HACTOAIICH CTaThH, B OTHOIIEHHH TOCMEPTHOTO JOHOPCTBA TOIYYECHHUE MOCIIE €r0 CMEPTH
6I/IOHOFI/I‘-IGCKOFO Marcpuajia i MOpOU3BOACTBA 6I/IOMG,Z[I/ILII/IHCKOI‘O KJICTOYHOI'O TPOAYKTa
JIOTTYCKAETCsl TIPU HAJIMYHK MUChMEHHOTO COTJIachs Cyrnpyra (Cympyrd) yMepIero, a mpH ero (ee)
OTCYTCTBUH - OJHOI'O U3 POACTBCHHUKOB (IIeTI/I, POAUTECIIN, YCBIHOBJICHHBIC, YCBIHOBUTCIIN, POJAHBIC



OpaTbsi W pOAHBIE CECTPbI, BHYKH, HEAYIIKM M 0alyIIKH), 3aBEPEHHOTO PYKOBOJHUTEIEM
MEIUIIMHCKON OpraHn3alliy WM YIIOJTHOMOYEHHBIM UM JIMIIOM JIHO0 HOTapHAaIbHO.

6. udopmarius 0 HaIM4nuu BOJEU3bSIBICHUS JIMLA, YKa3aHHOTO B YacTH 4 HACTOSILEH CTaThbU, HHBIX
JUIl B Clly4ae, NPEJyCMOTPEHHOM 4YacTblO 5 HACTOAILIEH CTaTbH, BHOCHTCS B MEIHUIMHCKYIO
JOKYMEHTAIUIO JOHOPA.

7. Ilonmy4eHue OGHOIIOTUYECKOTO MaTepHaia Py MOCMEPTHOM JIOHOPCTBE HE JIOITYCKACTCSI:

1) ecnu npu KU3HU JIMLO, YKa3aHHOE B IIyHKTE 1 yacTu 3 HacTosIIeW CTaThbH, BHIPA3WIIO B YCTHOU
dopMe B NPUCYTCTBUM CBUIETEICH CBOE BOJEU3BSBIEHUE O HECOIIACUM HAa IOCMEPTHOE
IpefocTaBIeHe OMOJIOTHYECKOro Marepuaia Ajsl MPOU3BOJACTBA OMOMETUIMHCKOIO KJIETOYHOTO
IPOAYKTa U JJaHHbIE 00 3TOM BHECEHB! B MEAMLIMHCKYIO JJOKYMEHTALMIO IAHHOI'O JIMIa B HOPSJIKE,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOJTHUTEITHLHOMN BIIACTH;

2) Y yMEpHIiero HECOBCPUICHHOJICTHCTO JIMIIA, 3a UCKIKHOUCHUCM YKA3aHHOI'O B ITYHKTC 1 gactu 3
HaCTOﬂIHefI craTbd, WJIKM Yy JiKMOaQ, IHOPU3HAHHOIO B YCTAHOBJICHHOM 3aKOHOM IIOPAOKE
He,I[eeCHOCO6HBIM;

3) Ipu OTCYTCTBUU OJTHOBPEMEHHO BOJICU3bSBIICHHS, BEIPAYKCHHOTO MPH JKU3HU JIUIIOM, YKa3aHHBIM
B myHkTe | dactu 3 HAcTOsIICH CTaThd, O COTJIACHM HA TIOCMEPTHOE IPEIOCTABJICHUC
OMOJIOTMYECKOTO MaTepuaia JJisl TMPOU3BOACTBA OWOMEIUIIMHCKOTO KIETOYHOTO TMPOJYKTa, U
corjacusi €ro cympyra (Cynpyru), a mpu ero (ee) OTCYTCTBUU - OJIHOTO U3 POJICTBEHHUKOB,
yKa3aHHbBIX B YaCTH 5 HACTOSIIIEH CTAThH.

8. ®opma HHPOPMUPOBAHHOTO JOOPOBOJILHOTO COIJIACUs JOHOPA OMOJIOTHYECKOT0 MaTepHaa J1udo
OJIHOTO M3 POAUTEINIEH WJIM NHOTO 3aKOHHOTO MPEICTaBUTENS JINLA, YKa3aHHOTO B MyHKTE 2 4acTH 3
HACTOAIIEH cTaTbd, Ha OE3BO3ME3JHOE MPEAOCTABIEHHE OMOJOTMYECKOT0 MaTepuana Juls
IPOM3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, B TOM 4YHCIE B IENAX IPOBEICHUS
JOKJIMHUYECKUX UCCIEOBAaHUM M (WIM) KIMHUYECKUX UCCIEOBaHUM, (QopMa MHCbMEHHOTO
coryiacusi cynpyra (Cymnpyru) au0o OJHOTO M3 POJICTBEHHUKOB, YKa3aHHBIX B YaCTH 5 HACTOALIECH
CTaThbH, yMEPIIEro JMIAa Ha IIOCMEPTHOE IPEJOCTABICHUE OHOJIOTMYECKOr0 MaTrepuana Juis
IPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, B TOM 4YHCIE B IENsAX IMPOBEICHUS
JOKIMHUYECKUX  HCCIEeNOBaHMM M (WIM) KIMHUYECKMX  HUCCIEJOBAHUM,  yTBEPKIAAIOTCS
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJIHUTENIBHOM BIAcTH.

Crartbs 34. IIpaBa 1 00513aHHOCTH JOHOPA OMOJIOTHYECKOT 0
MaTepuaJia, ero poauTesael 1 MHbIX 3AKOHHBIX MpeJACTABUTeIel

1. JloHop OMOJOTHYECKOT0 MaTepuasa Mpu NPUKU3HEHHOM IOHOPCTBE (OJMH U3 €r0 POJIUTENeH WK
WHOM 3aKOHHBIN MTPEICTABUTENbH) UMEET MPaBO:

1) Ha 3amMTy NpaB ¥ OXpaHy 340POBbsI TOHOPA,
2) Ha 03HAKOMJICHHE C pe3yIbTaTaMH MEIUIIMHCKOT0 00CcieI0BaHus JOHOPA;

3) Ha moJy4YeHue B TOCTYMHOU popMe HHPOPMAITHH O OMOMETUITMHCKOM KJIETOYHOM TIPOIYKTE, IS
MIPOU3BOJICTBA KOTOPOTO MPEIOCTABISAETCS OMONIOTHYECKH MaTepuas, O TOPSAKE TMOTYyYSHHS H
UCIIONIb30BAaHUsl ~ OMOJIOTMYECKOrO0  Marepualia, O  BO3MOXHBIX  MOCHEACTBHUSIX  U3BSTUS
OMOJIOTUYECKOT0 MaTepuaa Jisi 3A0POBbsI IOHOPA,

4) Ha moJy4YeHHE MEOUIMHCKOM IOMOLIM B paMKax IpOrpaMMbl TOCYJAapCTBEHHBIX TapaHTUI



OCCIIJIATHOIO OKa3aHMS rpaxJiaHamM MCI[I/ILII/IHCKOf/'I noMOoIIru B CJIy4aC BO3HUKHOBCHHA Yy HOHOpa
peaKHI/Iﬁ u OCHO)I(HCHI/Iﬁ, CBA3aHHBIX C TOHOPCTBOM;

5) Ha 0TKa3 B JIIOOOM MOMEHT OT MpEaoCTaBJICHUA OMOJI0rHYECKOI0 Marcpuaia.

2. JoHop Ouomormdyeckoro warepuaiga (OJUH W3 €ro pOAWTENeH WM WHOW 3aKOHHBIHA
MPEJICTAaBUTEIb) IPU MPHKU3HEHHOM JIOHOPCTBE 00s513aH COOOIIUTE:

1) nuadopmannro 00 U3BECTHBIX eMy 3a00JICBaHUAX, TIEPEHECEHHBIX JOHOPOM U (MJIH) UMEIOIIUXCS Y
JIOHOPA;

2) undopmanuo 06 ynorpebIeHUH JTOHOPOM HAPKOTHUYECKUX CPEACTB, IMCHUXOTPOMHBIX BEIECTB,
JIEKapCTBEHHBIX IIPENapaToB;

3) wuHBIE CBEAEHUA, UMEKOIUE 3HaueHUe M olecrmeueHHs O€30MacHOro  JIOHOPCTBA
OMOJIOrMYECKOro MaTepualla, IepedeHb KOTOPBIX YTBEPXKIAECTCS YHOJIHOMOYEHHBIM (enepalbHbIM
OpraHOM HCIOJHUTEIbHOM BJIACTH.

3. JloHop OHMOJOrMYEeCKOro Marepuana Mpd HPUKU3HEHHOM JOHOPCTBE 00s3aH HPOUTH
MEIUIMHCKOE OOCiIenoBaHue. YKa3aHHOE MEAMIMHCKOE OOCIeIOBaHME SBIAETCS Ul JOHOPA
OecrutatHeIM. [lopsA0OK MEIUMIIMHCKOrO 00CIeOBaHUs JIOHOpAa M IepeueHb MPOTHBOIIOKa3aHUN
(aOCONIOTHBIX M OTHOCUTENIBHBIX) JJISI IMOJyYeHHsST OHOJIOTMYECKOro MaTepuaia YTBEPIKIAIOTCS
YIOJIHOMOYEHHBIM (heiepalbHbIM OPTaHOM UCIIOJHUTENIBHON BIacTH.

4. JloHop Owuojoruyeckoro marepuaiga (OOUH M3 €ro pojauTeneil Wi WHONW 3aKOHHBIN
HpeI[CTaBI/ITCJIB) Ipyu  MMPUKU3HCHHOM JOHOPCTBC, YMBIIIJICHHO CKpI)IBHII/Iﬁ WA HWCKA3WBIIHH
M3BECTHBIE EMY CBEJICHUS O COCTOSHHMHU 370POBbs JOHOPA IIPU OCYIIECTBIECHUU UM NPHUKU3HEHHOTO
JIOHOPCTBA OMOJIOTMYECKOr0 MaTrepuaia, B pe3yibTaTe yero OblUl MPUYMHEH BPE] KU3HHU, 310POBbIO
NalMveHTa, MEIUIMHCKUX paOOTHHUKOB, HMHBIX JIMIl, HECET OTBETCTBEHHOCTb, YCTAHOBJICHHYIO
3aKoHoAarenbcTBOM Poccniickoit denepanun.

Cratps 35. IIpou3BoacTBo M peaju3anusi OMOMeIUIUHCKAX
KJIETOYHBIX IPOYKTOB

1. IIpou3BOACTBO OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTA OCYIIECTBISETCS C COOIIOACHUEM
TpeOOBaHUIl  perylaMeHTa €ro MPOM3BOJACTBA, KOTOPBIM  YTBEp)KIAeTCsl MPOU3BOAUTENIEM
OMOMEIMITTHCKOTO KJIETOYHOT'O IPOYKTA U BKJIIOYAET B CeOs:

1) mepedeHp UCHOIB3YEMBIX KJIETOUHBIX JIMHUH, JIEKApPCTBEHHBIX MPENaparoB, GapMaeBTUYECKUX
CcyOCTaHIi, MEIWIIMHCKUX W3l W BCIOMOTATEIbHBIX BEIIECTB C YKa3aHUEM KOJIMYEeCTBa
Kax0ro u3 HuX; (B pen. @enepanbHoro 3akoHa ot 03.08.2018 N 323-D3)

2) naHHbIE 00 MCMOJNB3yeMOM OOOPYAOBAaHHMH, OMMCAHUE TEXHOJOTHMYECKOTO Mpolecca U METOA0B
KOHTPOJISl Ha BCEX ATanax Mpou3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTA.

2. IlpaBuna mpou3BOJICTBA OMOMETUIIMHCKUX KIETOYHBIX MPOAYKTOB YCTAaHABIMBAIOTCS MPaBUIaAMU
HaJUIeKaled TMPakKTHKU 10 paboTre ¢ OMOMENUIIMHCKMMU  KJIETOYHBIMH  MPOAYKTaMH,
YTBEPKACHHBIMU YIIOITHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTENHLHOM BIIACTH.

3. IlpousBoacTBO HE 3aperucTpupoBaHHBIX B Poccuiickoii ®eneparuu OHMOMETUITMHCKUX
KJICTOYHBIX MPOJYKTOB HE JOIMYCKAETCs, 32 UCKIIIOUEHUEM cliydaen: (B pen. DeaepaibHOro 3aKOHA
ot 04.08.2023 N 466-D3)
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1) mpousBoaCTBa OHMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB IS LEJIeH JOKIMHUYECKHX U
KJIMHUYECKUX HCCIIENOBAaHMN OMOMEIMIMHCKHUX KIETOYHBIX MPOAYKTOB; (B pen. demepanbHOro
3akoHa oT 04.08.2023 N 466-D3)

2) mpow3BOACTBA OMOMEIUIMHCKUAX KIETOYHBIX MPOJYKTOB, MPEIHA3HAUYCHHBIX JUIS WCIIOTHCHHUS
WHINBHIYaIbHOTO MEIHUIMHCKOTO HA3HAYCHHS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa,
CIICIHMAIBFHO POM3BEACHHOTO JUIS OTACIBHOTO MAIMEHTA HEMOCPEJACTBEHHO B MEIHIIMHCKON
OpraHH3alii, B KOTOPOW MPHUMEHSETCS NaHHbI OHMOMEIUIIMHCKUN KIETOYHBIA MPOMYKT. (B pe.
denepanbHoro 3akona ot 04.08.2023 N 466-D3)

4. 3aperucTpupoBaHHBIA OWOMETUIIMHCKUN  KIETOYHBIM TMPOAYKT  OMNPEICICHHOTO  THIIA
(ayTOJOTUYHBIN, AJIOTCHHBIA, KOMOMHHUPOBAHHBIN) MOXET MPOW3BOAUTHCS C HCIOJIB30BAHUEM
KJIETOYHBIX JIMHUI, TPUTOTOBJICHHBIX U3 OMOJIOTHYECKOr0 MaTepHalia, MOJIy4eHHOTO OT Pa3Iu4HbIX
noHopoB. [lpu coOmoneHnn TpeOOBaHWI, YCTAaHOBIECHHBIX IMPH TOCYJAPCTBEHHOH perucTpanun
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MOBTOPHAas TOCYJApCTBEHHAs PETUCTPAlUs TaKOro
OMOMEIUIIMHCKOTO KJIIETOUYHOTO MPOIYKTa HE TpeOyeTcs.

5. 3anpemiaercs MpOU3BOJICTBO:
1) dbanbcudurpoBaHHBIX OMOMEIUIIMHCKHUX KJIETOYHBIX MPOTYKTOB;

2) OMOMEIMIIMHCKHX KICTOYHBIX MPOAYKTOB C HapyLICHHEM IMPaBWJI HaJUICKAIICH MPAKTUKU IO
pabote ¢ OMOMEIMIIMHCKUMU KJICTOYHBIMH MPOIYKTAMH.

6. IloaTBepkaeHHE COOTBETCTBHMS IPOM3BEACHHOIO OMOMETUIIMHCKOIO KIETOYHOI'O IPOJYyKTa
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPHU €0 TOCYIapCTBEHHOM perucTpanum, 1 COOTBETCTBUS Ipoliecca
€ro IpOu3BOACTBAa TpeOOBaHMAM Ha/UIekKallell MpakTHUKKM Mo pabdore ¢ OMOMETUIIMHCKHUMU
KJIETOYHBIMA  TMPOJYKTAMH  OCYILECTBJISIETCS  YHNOJHOMOYEHHBIM  JIMIIOM  I[POU3BOJIUTEINS
OMOMEIMIIMHCKOTO KJIETOYHOI'0 TPOAYKTa, 3a MCKIIOYEHHEM OHWOMEIUIMHCKUX KJIETOYHBIX
IPOJYKTOB, MPOU3BEACHHBIX IJISl JOKIMHUYECKUX HMCCIEAOBAHUNA U KIMHMYECKUX HCCIIEOBaHHUN
OMOMEIMIIMHCKUX KJIETOUHBIX MPOJIYKTOB. TpeOoBaHMs K YpOBHIO 00pa30BaHUs M KBaJIM(UKALIH,
MOPSAJOK aTTECTAllMU YIOJIHOMOYEHHOTO JIMLA MPOU3BOJIUTENS OMOMEIUIMHCKOIO KIETOYHOTO
IPOAYKTa U €ro MOJTHOMOYHS MO 00ECIeYeHHIO KauecTBa OMOMEANIIMHCKOTO KJIETOYHOTO IPOIYKTa,
BBOJAMMOIO B oOOpallleHue, YCTaHaBIMBAIOTCS YIOJIHOMOYEHHBIM (elepalbHbIM  OpraHOM
VICTIOJIHUTENIHOM BJIACTH.

7. TlpousBoauTeny OHMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB MOTYT OCYIIECTBIATH PEaU3alUI0
6I/IOMeI[I/II_[I/IHCKI/IX KJICTOYHBIX IIPOAYKTOB, 3a MCKIIIOYCHUCM 6I/IOMeJII/IHI/IHCKI/IX KIJIICTOYHBIX
MPOJIYKTOB, MPEAHA3HAYEHHBIX JI HMCIOJHEHUS WHAWBUAYAIbHOTO MEIUIMHCKOTO Ha3HAYEHUS
OMOMETUIIMHCKOTO KJIETOYHOTO TPOAYKTa, CIICIIHATBHO MPOU3BEACHHOTO JIJIsl OTACIBHOTO MaIeHTa
HEMOCPEICTBEHHO B  MEIUIMHCKOW  OpraHu3alud, B KOTOPOM  NPUMEHSETCS  JIaHHBII
OMOMETUITMHCKHI KJICTOUHBIH POAYKT: (B pea. PenepanbHoro 3akoHa oT 04.08.2023 N 466-D3)

1) APyruM HIpOU3BOAUTCIIAM 6I/IOMCI[I/II_[I/IHCKI/IX KIICTOYHBIX TMPOAYKTOB IJid HPOU3BOACTBA
6I/IOMeI[I/II_[I/IHCKI/IX KJICTOYHBIX ITPOAYKTOB;

2) HayyHBIM OpraHM3ainusM, o00pa3oBaTENbHBIM OpraHU3alMsIM Ui MPOBEICHHUS HAaY4HBIX
HCCIICIOBAHUI;

3) opraHu3aIusM, OCYIIECTBISIOMNUM MEIUIIMHCKYIO ACSTEIBHOCTD.

8. IlpaBuna peann3zanuu  OMOMEIMLIMHCKUX  KJIETOYHBIX IMPOAYKTOB  YCTaHABIUBAKOTCS
IIpaBurenscTBoM Pocculickon denepanuu.
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Crarbs 36. MapkupoBKa 0MOMETUIMHCKUAX KJIETOYHBIX IPOAYKTOB

1. IlepeueHp cCBeneHUN, HAHOCHMBIX Ha IEPBUYHYIO YIAKOBKY, BTOPHUYHYI YIaKOBKY
OMOMEIUIIMHCKUX KJIETOYHBIX IMPOAYKTOB U TPAHCIOPTHYKO Tapy, B KOTOPYIO IOMELIEH
OMOMEIUIIMHCKUI KJIETOYHBIM NPOAYKT, YCTAHABIMBACTCS YIMOJIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJHUTEIBHOM BJIACTH.

2. IlepBuyHasi ymakoBKa W BTOpPHYHAS YMAaKOBKA ayTOJOTHYHBIX OMOMEIUIIMHCKUX KIETOYHBIX
IPOAYKTOB U KOMOMHUPOBAaHHBIX OMOMEIMLIMHCKHX KJIETOYHBIX HPOAYKTOB MAapKHUpYIOTCA C
UCTIOJIb30BAaHUEM  METOJIOB  PAJMOYAaCTOTHOW  MIACHTU(UKAUK  TNPUHAICKHOCTH  TaKOTO
OMOMEIMIIMHCKOIO KJIETOYHOIO MPOAYKTa KOHKPETHOMY IMALMEHTY B MOPSAAKE, YCTaHOBJIEHHOM
YIIOJIHOMOYEHHBIM (he/IepaibHbIM OPTaHOM HCTIOTHUTEIBHOM BIACTH.

3. Ha nepBuuYHYyIO yIMakoBKY M BTOPHUYHYIO YIaKOBKY OMOMEIMIIMHCKHX KIJIETOYHBIX MPOIYKTOB,
MpeAHa3HAYEHHBIX JUIS  JIOKJIMHUYECKHX HWCCICAOBAHUN WJIM KJIMHUYECKUX HCCIEOBaHUM,
HAHOCUTCSA Haamuch: "Jlnsg  JOKIMHUYECKMX HcciemoBaHmil" wian "I  KIMHHYECKHX
HCCICHOBaHUN",

Crarbs 37. TpaHCIOPTHPOBKA U XPAHEHUE OUOJIOTHYECKOT0
MAaTepPHAJIA, KJIETOK JJIf NPUTOTOBJIEHUA KJIETOYHbIX JUHUIA,
KJICTOUYHBIX JIUHUH, PEAHA3ZHAYCHHBIX /ISl IPOU3BO/CTBA
OMOMEIUIMHCKUX KJIETOYHBIX MPOAYKTOB, 0MOMEIUIIUHCKHX
KJIETOYHBIX IPOAYKTOB
1. buomornueckwnit MaTrcpurall, KJICTKHU JIA MPUTOTOBJICHUS KICTOYHBIX J'II/IHI/II\/'L KJICTOYHBIC JIMHUMU,
MNpeaAHa3HAYCHHLBIC IJId IMMPOU3BOJACTBA 6I/IOM6)II/II_II/IHCKI/IX KJICTOYHBIX MTPOAYKTOB, 6I/IOM6I[I/II_[I/IHCKI/IG

KJIICTOYHBIC TMPOAYKTBI HOOJDKHBI TPAHCIIOPTHPOBATHECA C CO6J'IIOI[€HI/I€M YCTaHAaBJIIMBACMBIX
YIIOJIHOMOYCHHBIM (I)eﬂepaHLHLIM OpraHoM HWCIOJIHUTEIBHOM BIACTH paBUJI TPAHCIIOPTHUPOBKHU.

2. buonoruveckuil Matepuan, KJIETKH JIJsl IPUTOTOBJICHUS KJIETOYHBIX JIMHUHN, KJIETOYHBIE JTUHHH,
npeHa3HaYeHHbIE I MPOU3BOJCTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, OMOMEIUIIMHCKHE
KJIETOYHBIE IPOAYKTHI TOJKHBI XPAaHUTHCS B YCIOBUSAX OMOOAHKOB, 00ECIIEUNBAIOIINX COXPAaHEHHE
uX OMOJIOTMYECKUX CBOMCTB U MPEAOTBPALIAIONIUX X WHPHUIIMPOBAHUE U 3arps3HEHUE.

3. TpeGOBaHI/Iﬂ K oOpraHusanum u HACATCIBHOCTHU 6H063.HKOB, a TaKXKC TIIpaBuJla XpPaHCHHUA
OMOJIOrTYECKOr 0 Marcpuraia, KJICTOK I MPUTOTOBJICHUA KJICTOYHBIX J'II/IHI/II\/II, KJIICTOYHBIX J'II/IHI/II\/'I,
MNpeaAHa3HAYCHHLBIX U IPOU3BOACTBA 6I/IOMC,Z[I/II_[I/IHCKI/IX KJICTOYHLBIX IMMPOAYKTOB, 6I/IOMCI[I/II_[I/IHCKI/IX
KJICTOYHBIX IPOAYKTOB YCTaHABJIMBAKOTCA YIIOJITHOMOYCHHBIM @enepam)HHM OopraHom
HCIIOJIHUTENLHON BIACTH.

CraTbs 38. YHUUTOKeHHE HEBOCTPEOOBAHHOIO 0MOJIOTHYECKOT0
MaTepHuaJia, HeBOCTPEOOBAHHBIX KJIETOK JIJIsl IPUTOTOBJICHU S
KJIETOYHBIX JIMHUI, HEBOCTPEOOBAHHBIX KJIECTOYHBIX JIUHHUM,
NpeJIHA3HAYEeHHBIX JJIS NPOU3BOJACTBA OMOMEIUIIMHCKUX KJIETOYHbIX
NMPOAYKTOB, HEBOCTPEOOBAHHBIX OMOMETUIIMHCKUX KJIETOYHbBIX



MPOAYKTOB

1. HeBocTpeOoBaHHBII OHONIOTHYECKH MaTepHall, HeBOCTPEOOBAaHHBIE KIIETKU JUIS PUTOTOBICHUS
KJICTOYHBIX JIMHUHA, HEBOCTPEOOBAHHbIE KJIETOYHBIEC JIMHUM, IPEAHAa3HaYeHHbIE AJIS NPOU3BOJACTBA
OMOMEMIIMHCKUX KJIETOYHBIX TPOJYKTOB, HEBOCTPEOOBAaHHBIE OHOMEIWIMHCKUE KIETOUYHBIC
HOPOAYKTBl IOJUIEXKAT YHUYTOKEHHUIO B MOpPSAKE, YCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM B cdepe
OXpaHBbI 3J0POBBS.

2. ®anbcupUIMPOBAHHBIE OMOMEIUIIMHCKHE KIETOYHbIE MPOIYKTHI MM HEI0OpOKadyecTBEHHBIC
OMOMEIUIIMHCKUE KJIETOUHBbIE MPOAYKTHl TOJUIeKAT H3BIATHIO U3 OOpalleHHus IO PEIICHUI0
¢denepanbHOro OpraHa HCHOJIHHUTENBHON BIACTH, OCYHIECTBISIOIIErO (YHKUIUHU IO KOHTPOJIIO U
HaJ30py B cdepe 3apaBooxpanHeHus. I[locnmemyromee yHUYTOXEHHE —(anbcUPUIIMPOBAHHBIX
OMOMEIMIIMHCKUX  KJIETOYHBIX MPOAYKTOB MJIM  HEeIOOpPOKAYEeCTBEHHBIX  OMOMEIMIIMHCKUX
KJIETOYHBIX TMPOJYKTOB OCYIIECTBIISETCS HAa OCHOBAHWU DELICHHS BIaJeNiblla OMOMEIUIIMHCKOTO
KJIETOYHOTO TMpoAykTa u (Wiu) pemeHus (eaepasbHOr0 OpraHa HCIOJHUTEIBHON BIIACTH,
OCYIIECTBISIONIET0 (PYHKIIMU MO KOHTPOJIO U HAI30pYy B cdepe 3apaBOOXpaHEHHUs], WA PEHICHUS
cyna.

3. KontpadaktHsie OHOMEAUIIMHCKIE KJIETOUYHbBIE MPOAYKTHI MOJIEKAT U3BATUIO U3 OOpaIleHUs U
YHUYTOXEHUIO 10 PEIICHUIO CY/Ia.

4. Tlopsimoxk yHHYTOXKEHUS (HanbCU(DUIMPOBAHHBIX OWOMEIUIIMHCKUAX KIETOYHBIX MPOAYKTOB,
HE0OPOKAYECTBEHHBIX ~ OMOMEIUIMHCKMX  KJIETOYHBIX  IPOAYKTOB M  KOHTpa(aKTHBIX
OMOMEIUIIMHCKUX KJIETOYHBIX HPOAYKTOB YycTaHaBiuBaerca IIpaButenbctBom Poccuiickoit
®denepanuu.

5. Pacxonpl, CBi3aHHBIE C YHHUTOXXE€HHEM (anbCcU(ULIMPOBAHHBIX OMOMEIUIIMHCKUX KIJIETOUHBIX
IPOAYKTOB, HEAOOpPOKAUECTBEHHBIX OMOMEIMIMHCKUX KIETOYHBIX MPOJYKTOB M KOHTpa(aKTHBIX
OMOMEIUIIMHCKUX KJIETOYHBIX IPOAYKTOB, BO3MEILAIOTCS UX BIIAJCNIbIIAMH.

6. Bnanenen OMoMeIMIIMHCKOTO KJIETOYHOTO MPOJIYKTA JI0JKEH MPEACTaBUTh B (peiepalIbHbII OpraH
UCTIOJIHUTENIBHOW BJIACTH, OCYIIECTBIIOMMN (YHKIMHM 10 KOHTPOJIK U HaaA30py B cdepe
3paBOOXPAHEHUS, JIOKYMEHT, TMOATBEPKAAOMUNA (AKT YHUUTOXKEHHS OHMOMETUIIMHCKOTO
KJIETOYHOTO NTPOJIYKTa, UJIN €T0 3aBEPEHHYIO B YCTAaHOBJIEHHOM IOPSIKE KOIHIO.

7. ®enepanbHbI OpraH MCHOJHUTENBHON BIACTH, OCYLIECTBISIOMINNA (YHKIMU MO KOHTPOJIIO U
Ha/30py B cdepe 3ApaBOOXpaHEHUs, MPUHIABIIUN pelIeHue 00 YHHUUTOXEHUH OMOMEIUIIMHCKOIO
KJIETOYHOT'O MPOYKTA, OCYIIECTBISIET KOHTPOJIb 3a UCIIOJHEHUEM YKA3aHHOTO PELICHHUS.

Cratba 39. Oco0eHHOCTH OKA3aHUs MEAUIIHHCKOM MMOMOIIIH C
NnpUMeHeHHeM OMOMEINMIIMHCKUX KJIETOYHbIX IPOAYKTOB

1. MeauinuHCKy0 TOMOIIb C MpPUMEHEHHEM OMOMEAMIIMHCKUX KIJIETOUHBIX IMPOIYKTOB MOTYT
OKa3bplBaTh  MEOUIIMHCKHE  pPAa0OTHUKH, IMpolleqmue o0ydeHHe 1O  JIOMOJIHHUTEIbHOM
npodeccuoHanpHOM MporpaMMe (mporpamMme TMOBBIMIEHUS KBaTU(UKALMK) 1O BOMPOCAM
IpUMEHEHHUs OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TOM YHMCIIE€ B 00JacTH pereHepaTHBHOMN
MeauMHbl. [IpuMepHble TOMOJIHUTENbHBIE MPOPECCHOHANbHBIE MPOrpaMMbl  (POrpaMMBbI
MOBBIIIIEHUS KBATU(UKAIIUN) [0 BOIPOCAM MPUMEHEHUS OMOMEIUIIMHCKUX KJIETOUHBIX MPOTYKTOB
YTBEPXKJAIOTCSI  YIIOJIHOMOYEHHBIM (peiepabHBIM OpraHOM MCIOJHHUTENbHON BiacTu. (B pex.
®enepanbroro 3akona ot 04.08.2023 N 466-D3)
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2. CamocTrosgTenbrHoe MNPUMCHCHUC TIAIITUCHTOM GI/IOMG,Z[I/IL[I/IHCKI/IX KJIICTOYHBIX TIIPOAYKTOB HC
JOITYyCKACTCs.

3. buoMeaMUMHCKME KIETOYHbIE IPOJYKThl, B COCTaB KOTOPBIX BXOIAT KJIETOYHBIC JIMHHH,
HOJTy4eHHbIE M3 OHOJIOTMUECKOr0 MaTepuana JIOHOpa OHOJIOTMYECKOro MaTepHajad, MMEIOILEro
IPOTUBOIIOKA3aHHUs, BKIIOUEHHBIE B IEPEUCHb [TPOTHUBOIIOKa3aHUH (a0COIIOTHBIX U OTHOCUTEIBHBIX )
JUIA TIOJTy4eHHUs: OMOJIOTHYECKOro MarepHaja JUis HPOM3BOJICTBA OMOMEIUIIMHCKHX KJIETOYHBIX
IPOAYKTOB, MOT'YT OBbITh NPUMEHEHBI ISl JIEYEHUS TOJIBKO CaMOro JIOHOpa 3TOr0 OHMOJIOTHYECKOro
MarepHana (ayToJOrH4HOE IPUMEHEHHE).

Crarbs 40. Unpopmanus 0 OMOMEeJMIUHCKUX KJIETOYHBIX MPOAYKTAX

1. Undopmanusg o OMOMEIMLMHCKUX KJIETOYHBIX IPOJIYKTaX IODKHA COJEPXKATHCA TOJIBKO B
CHELMATU3UPOBAHHBIX M3/IaHUSAX, B TOM 4HCIe MOHOrpadusx, COpaBOUYHUKAX, HAYYHBIX CTaThsiX,
JOKJIaJax Ha  KOHIrpeccax, KOH(epeHUUsX, CHUMIIO3UyMax, HaydHbIX COBETax, Ha
CIEIUAIN3UPOBaHHbIX caiiTax B ceTu "MHTepHer", a Takke B MHCTPYKLUHUSAX IIO IPUMEHEHUIO
OMOMEIUIIMHCKUX  KJIETOYHBIX MPOAYKTOB U  JAPYruX HMH(POPMALMOHHBIX  MaTepualax,
IpeJHAa3HAYCHHBIX JJIS MEJUIIMHCKUX paOOTHUKOB.

2. JlomyckaeTrcs HUCHOJB30BaHUE IIOOBIX MAaTE€pPHAbHBIX HOCUTENEH, MO3BOJSIOUIMX XPaHHUTh,
nepesaBaTh W UCIOJIB30BaTh WHGOPMANMIO O OWOMEAMIIMHCKUX KJIETOYHBIX MPOIyKTax 0e3
UCKaKEHUI.

Cratbs 41. MOHUTOPHUHT 0€30MIACHOCTH OMOMETUUUHCKUX KJIETOYHBIX
NMPOAYKTOB

1. buomMeauuuHCKME KJIETOYHbIE NPOAYKTHI, Haxojsuiuecs B oOpameHun B Poccuiickoit
deneparum, NouIekKaT MOHUTOPUHTY 0€30MaCHOCTH B LIEJSX BBISBICHHUS BO3MOXHBIX HETaTHMBHBIX
MOCHEACTBUM MX NPUMEHEHUs, KOTOPBIA MPOBOAMUTCS (erepalbHbIM OpPraHOM HCIHOJHUTEIbHOU
BJIACTH, OCYLIECTBISIONIMM (QYHKIMU O KOHTPOJIO M Haa30py B cdepe 3ApaBOOXpAHEHUs, B
YCTAaHOBJIEHHOM UM TMOpPS/KE HAa OCHOBAHWU COOOILEHUH, NMPEAYCMOTPEHHBIX YacTsIMU 2 U 3
HACTOAILIEN CTAThH.

2. CyObexTbl oOpaieHus OHMOMEIMIMHCKMX KJIETOYHBIX MPOAYKTOB 0OO0S3aHbl HANpaBiATh
CoO0IleHUsI O TMOOOYHBIX JEMCTBUSX, HEKENATENbHBIX PEaKIMSIX, CEPbE3HBIX HEeXKeNaTeIbHbIX
peaKknMax, HENpeIBUICHHBIX HEXENAaTeNbHbIX pPEAKUHUAX NpU MPUMEHEHHH OHOMEIMIIMHCKUX
KJIETOYHBIX MPOJIYKTOB, 00 HWHIUBUAYAIbHONW HENEPEHOCUMOCTH, OTCYTCTBUHU 3(PPeKkTHBHOCTU
OMOMEIMIIMHCKUX  KJIETOYHBIX MPOAYKTOB, 00 OCOOCHHOCTAX WX  B3aMMOJEHCTBHS C
JIEKapCTBEHHBIMU IpernapaTaMi, MEAUIMHCKUMH H3JEIUSIMU, MUIIEBBIMH NPOAYKTaMH, IPYTHUMH
OMOMEMIIMHCKIMU KJIETOYHBIMHM TPOJYKTAaMH, a Takke 00 MHBIX (hakTaXx U OOCTOATENbCTBAX,
MPEJICTABISIIOIIMX YIpO3y >KU3HHU WM 3/J0POBBIO YEIOBEKAa MpPHU MPUMEHEHHH OMOMETUIIMHCKUX
KJIETOYHBIX MPOAYKTOB M BBISBJICHHBIX Ha BCEX dTamax oOpalieHus OMOMEIUIIMHCKUX KIETOYHBIX
npoaykToB B Poccuiickoit denepanuu.

3. Opranu3aium, OKa3bIBAOIINEe MEIUITMHCKYIO TOMOIIL OEPEeMEHHBIM, POKEHUIIAM, POIMIbHUALIAM
U HOBOPOXKJICHHBIM, OOs3aHBI HAIPABIATH COOOIICHHS 000 BCEX Ciy4asX POXKICHHS JeTeH C
BPOXKJICHHBIMA aHOMAJIUSIMU WJIMA TOPOKAaMHU Pa3BUTHUSL B Cilydae, €ClId B OTHOIIEHUH OJHOTO W3
poauTenel Takux ACTeH paHee MPH MEIUITMHCKOM BMENIATEIbCTBE MPUMEHSIINCh OMOMETUITMHCKIE
KJIETOUHBIE TTPOJTYKTHI.



4. Bragenbipl PETUCTPAIIMOHHBIX YAOCTOBEPEHUN OHOMEIUIIMHCKMX KIETOYHBIX IPOIYKTOB,
IOpUIMYECKUE JIMLA, HAa KM KOTOPBIX BBIAAHBI pa3pelICHUs HA MPOBEICHUE KIMHUYECKUX
UCCIICIOBaHUN OMOMEIMIIMHCKUX KJIETOYHBIX MPOIYKTOB, JIMOO YIIOJIHOMOYEHHBIE MMHU Jpyrue
IOpUAMYECKHE JMIla B paMKax oOecriedeHus Oe30MacHOCTH OHMOMETUIIMHCKUX —KJIETOYHBIX
IOPOAYKTOB B TIOPSIKE, YCTAHOBIECHHOM (hefepalibHbIM OPraHOM HCIIOJHUTENIBHOW BIIACTH,
OCYIIECTBISIOMUM (YHKLIHUU IO KOHTPOJIO M HaA30py B cdepe 3ApaBOOXPAaHEHHUs, OOs3aHbI
OCYILIECTBIISATh TPUEM, Yy4eT, OO0pabOTKy, aHAIW3 W XpaHEHHE IOCTYMAIMX B HMX aJpec OT
CcyOBbeKTOB oOOpalieHus OMOMEAMIIMHCKHX KIETOYHBIX MPOAYKTOB M OPraHOB TOCYIapCTBEHHON
BJACTH COOOMIEHMH O TOOOYHBIX JEHCTBUSAX, HEXKEJATENbHBIX PEAKLHUAX, CEePbE3HbIX
HEXENATeNIbHbIX PEaKIUAX, HENPEABUJCHHBIX HEXENATEeIbHbIX pEaKUUsAX MpU IPUMEHEHUU
OMOMEIMIIMHCKUX  KJIETOYHBIX MPOAYKTOB, 00 OCOOCHHOCTAX WX  B3aMMOJCHCTBHS C
JIEKAPCTBEHHBIMU IIpernapaTaMy, MEAUIMHCKUMH HW3JAEIUSAMH, NUIIEBBIMU MPOAYKTaMH, APYTMMHU
OMOMETMITMHCKIMH KJIETOYHBIMU POAYKTaMH, 00 MHANBUAYAIbHOW HENEPEHOCUMOCTH, a TaKKe 00
UHBIX (paKTax M 00CTOSATENHCTBAX, MPEICTABISIONINX YTPO3y KU3HU WU 3I0POBBIO YeNOBEKa TUO0
BIMAIOIIMX HAa W3MEHEHUE OTHOIICHMS OXUAAEMOW IIOJIb3bl K BO3MOXXHOMY PHUCKY ITPUMEHEHUS
OMOMEUITMHCKUX KIIETOYHBIX MPOAYKTOB.

5. Ilpu BwIABIEHUU HH(OPMALMU, TPEIYCMOTPEHHOW YacThi0 4 HACTOSAIIEH CTAaThU, BIAAEINBIIBI
PETUCTPALIMOHHBIX YIOCTOBEPEHUNM OMOMEAUIIMHCKUX KJIETOUYHBIX MPOAYKTOB, IOPHANYECKHUE JIIIA,
HA WM KOTOPBIX BBIJAHBl pa3pelieHUs] Ha MPOBEACHHUE KIMHUYECKUX HCCIETOBAHHMA
OMOMEIMIIMHCKUX KJIETOYHBIX MTPOJIYKTOB, JIMOO YIOJIHOMOYEHHBIC UMH IPYTHUE IOPUIUYCCKUE JTUTIA
00s13aHbl IPUHATH MEPHI, HANPaBICHHbIE HA yCTPaHEHHE HETAaTHBHBIX MOCIEICTBUN MPUMEHEHUS
TakuX OMOMEIUIIMHCKHUX KJICTOYHBIX MPOAYKTOB, MPEAYIPESKICHUE TPUINHCHUS BPEIa KU3HH WITH
3I0POBBI0 4YEJIOBEKa, 3alIUTY MAIMEHTOB OT MPUMEHEHUS TaKMX OMOMETUIIMHCKUX KJIETOUYHBIX
MPOJIYKTOB, Ha JOMOJTHUTENBHBIA COOp MaHHBIX 00 3(PGEKTHBHOCTH U O OE30MACHOCTH TaKUX
OMOMEIUITMHCKUX KIIETOYHBIX MPOAYKTOB.

Cratps 42. IIlpyocTaHoB/IeHHEe IPUMEHEHUSI OMOMEIUIIUHCKOT 0
KJIETOYHOTI0 MPOYKTA

1. denepanbHBI OpraH MCHOJHUTENBHON BIACTH, OCYLIECTBISIIOIIMKM (YHKIMM MO KOHTPOJIIO U
Ha/30py B cdepe 31paBOOXPAHEHUs, NMPUHUMAET B MOPSJIKE, YCTAHOBJICHHOM YIMOJHOMOYEHHBIM
denepanbHBIM OpPraHOM MCIIOJHUTEIBHON BJIACTH, PEUIEHHE O IMPUOCTAHOBJIEHUU MPUMEHEHUS
OMOMETMITMHCKOTO KJIETOYHOTO IPOAYKTa:

1) npu momydyeHuu HHPOpPMAIMH O MOOOYHBIX [EHCTBUSAX, HE YKa3aHHBIX B WHCTPYKLIHU TIO
MPUMECHECHHUIO OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTa, CEPhE3HBIX HEKENATEIBHBIX PEAKIUIX H
HENPEIBUICHHBIX He)KeIaTeIbHBIX peaxiusx, 00 0COOEHHOCTAX B3aMMOIEHCTBHS
OMOMEUITMHCKOTO KJIETOYHOTO MPOJYKTa C JICKAPCTBCHHBIMHU IIperapaTaMu, MEIUIHHCKIMHE
U3JIEHUSIMY, THUIIEBBIMU TMPOIYKTaMH, APYTUMU OHOMEAWIIMHCKUMH KIETOYHBIMU TPOAYKTAMU,
KOTOPBIE MOTYT MPEJCTABISATh YTPO3y KU3HH WIIH 3JIOPOBBIO YEJIOBEKa, a TAKKE O HECOOTBETCTBHH
JaHHBIX 00 »(G(dEeKTUBHOCTH OHOMEAMIIMHCKOTO KJIETOYHOTO TPOAYKTa M O 0Oe30macHOCTH
OMOMEIUITMHCKOTO KJIETOYHOTO TMPOAYKTa JaHHBIM, COJCPKAIIUMCS B HMHCTPYKIIMH 110 €ro
MIPUMEHEHUIO;

2) IIpyu HCUCIOJHCHHU MWW HCHAJJICKAIICM HWCIOJHCHHUU BJIAACIbIaMU PETrUCTPALIMOHHBIX
YI[OCTOBepeHI/Iﬁ GI/IOMG,Z[I/IL[I/IHCKI/IX KJIICTOYHBIX MPOAYKTOB, HOPpUAWYCCKHMHU JIMIIAMHU, HaA HMIA
KOTOPBIX BBIJAHBI PaA3spCIICHHA Ha MNPOBCACHUC KIMHHYCCKHUX I/ICCJ'ICIIOBaHI/Iﬁ 6I/IOM€I[I/IHI/IHCKI/IX
KIICTOYHBIX IMPOAYKTOB, WKW YIIOJJTHOMOYCHHBIMW HWMH APYIUMH HOPUIWYCCKUMHU JIMIAMU



00s13aHHOCTEH, YCTAHOBIICHHBIX YacTsMU 4 1 5 ctaThu 41 HacTosmiero deaepanbHOrO 3aKOHA;

3) B cinydac BBIHECEHHUS 3aKJIIOUYEHUS O HEIOCTOBEPHOCTH PpE3yJIbTaTOB KIMHUYECKOIO
UCCIIeIOBaHUsT OMOMEIUIIMHCKOIO KJIETOYHOTO IPOJYKTa, KOTOPOE OCHOBAaHO Ha pe3yjbTarax
IIPOBEPKU MEIULMHCKON OpraHu3alyM, INPOBOAMBIIEH yKa3aHHOE KIMHUYECKOE HCCIEI0BAHUE C
HapylICHUEM IIpaBWJ HaAJeKalleldl MpakTUKK 1o pabore ¢ OMOMEAMLIMHCKUMH KJIETOUHBIMU
OpOAYKTaMH, JHOO B Ciydae HEBBINOJIHEHUS TMPEINUCAHUS TII0 HWTOraM OCYIIECTBICHHUS
BbIOOPOYHOI'O KOHTPOJISI KauecTBa OMOMEIUIIMHCKOIO KJIETOUHOTO IPOAYKTA.

2. ®enepanbHBI OpraH WCHOJIHUTEIBHOW BIIACTH, OCYIIECTBIAIOMUN (YHKIUU MO KOHTPOIIO U
HaJ30py B cdepe 3apaBOOXpaHEHUs, MO pe3yldbTaTaM MOHUTOPUHTa  0E30MacCHOCTU
OMOMEMITMHCKUX KJIETOYHBIX IPOAYKTOB pa3MeIlaeT Ha CBOEM OQHUIMAIBHOM CalTe B CETH
"Untepuner" wHpOpMANMIO O TNPUHATOM PEIICHUWH O IPUOCTAHOBICHUH TPUMEHEHUS
OMOMEIUIIMHCKOr0 KJIETOYHOIO MpOJyKTa M (WIKM) CBA3AHHOM C HHMM PEHIEHHH O BO3MOXHOM
BO300HOBJICHUH NMPUMEHEHUS] OMOMETUIIMHCKOTO KIETOYHOTO IPOAYKTA.

Crarbs 43. Ilopsinok BbiB03a u3 Poccuiickoin @enepanuu
OMOMEeIMIMHCKUX KJIETOYHBIX NPOAYKTOB (B pea. PeaepajbHOrO
3akoHa ot 04.08.2023 N 466-D3)

1-6. Yactu yrpatuiu cuiy. (B pen. eaepanbroro 3akoHa ot 04.08.2023 N 466-D3)

7. BbIBO3 OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB M3 Poccmiickoii @enepanu OCYIIECTBIISETCS
0e3 NpUMEHEHUs OrpaHuuYeHHH, ycTaHOBIEeHHBIX NHpaBoM EADC u (w1M) 3aKOHOAATENbCTBOM
Poccniickoit ®enepanuu O BHEIIHETOPTOBOM JCSATENBHOCTH, €CIM HWHOE HE YCTAHOBIICHO
MEXIYHApOAHBIMU JoroBopamu Poccuiickon denepannu.

8. BbIBO3 OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, IpEIHA3HAYEHHBIX JUIsI T'yMaHUTApHOU
noMoIy (CoaeUCTBUS) UM MOMOIIM MPHU Ype3BbIYAMHBIX cuTyalusx, u3 Poccuiickoit denepannn
OCYILIECTBJISIETCS B MOPSAKE, ycTaHOBIEeHHOM [IpaBuTenscTBom Poccuiickon denepanum.

CrarTbu 44 - 45. YTpaTniau cuiy. (B pea. @eaepajbHOro 3aK0Ha 0T
04.08.2023 N 466-D3)

Crarbs 46. ®eaepabHbIil TOCYIAPCTBEHHBIA KOHTPOJIb (HAA30pP) B
cepe oOpameHuss OMOMETUIMHCKUAX KJIETOYHBIX MPOAYKTOB (B pel.
®enepaibHoro 3akona ot 11.06.2021 N 170-P3)

1. denepanbHblii TOCYAAPCTBEHHBIH KOHTPOIb (Haa30p) B cdepe obOpaiieHUs OMOMEIMIIMHCKUX

KJIICTOYHBIX IPOAYKTOB OCYIICCTBIIACTCA CbellepaHBHI)IM opraHomM HCIIOJIHUTEILHOMN BJIaCTH,
OCYHICCTBJIAIOIIUM (I)YHKI_II/II/I IO KOHTPOJIIO U HAA30pPY B C(bepe 3ApaBOOXpPaHCHUA.

2. Ilpeamerom denepaabHOTO TOCYAAPCTBEHHOTO KOHTpoOIs (Ham3opa) B cdepe obOparieHus
OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTOB SIBISIFOTCS:

1) cobmonenue o0s3aTeNnbHBIX TpeOoBaHUI B cdepe oOparieHuss OMOMETUIIMHCKUX KIIETOYHBIX
HPOJYKTOB, BKJIIOYAsL:
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a) CoONII0JIeHWE YCTAHOBJICHHBIX HacTosmuM @DenepalibHBIM 3aKOHOM ¥ TMPUHSATBIMH B
COOTBETCTBUM C HHMM HMHBIMM HOPMATHBHBIMM NIPaBOBbIMM akTamMu Poccuiickoit ®enepanuu
TpeOOBaHUN K JOKJIMHUYECKUM HCCIIECIOBAHUSIM, KIMHUYECKUM HCCIIEIOBAHUSM, MPOU3BOJICTBY,
peanu3anny, XpaHEHWIO, TPAaHCIOPTUPOBKE, BbIBO3y H3 Poccuiickoit denepanuu, NpUMEHEHUIO,
VHUUYTOXKCHUI0O OMOMETUIIMHCKUX KIIETOYHBIX NPOAYKTOB; (B pen. DeaepanbHOro 3aKOHAa OT
04.08.2023 N 466-D3)

06) cooTBeTcTBUE OMOMEIMLIMHCKUX KIETOYHBIX HPOAYKTOB, HAaXOJAIIMXCS B OOpalleHHH,
MIOKAa3aTesIM KauecTBA, YCTAHOBJIEHHBIM HOPMATHUBHOM JOKyMEHTalueil Ha OMOMEAMIIMHCKHN
KJIETOYHBINA ITPOJYKT;

2) coOnrofieHNE JIUIEH3UOHHBIX TPEOOBAaHUI K OCYLIECTBICHUIO JEATENBHOCTH IO IPOU3BOJICTBY
OMOMEIMIIMHCKHUX KIETOYHBIX POTYKTOB.

3. Ilpu ocymuiectBiaeHnn GeaepaIbHOrO TOCYAapCTBEHHOTO KOHTPOJIS (Haa3opa) B cepe oopalieHus
OMOMEIUITMHCKUX  KJICTOYHBIX TIPOJYKTOB TMPOBOASTCS  CICAYIOIIHE BHJIBI KOHTPOJIBHBIX
(HaI30PHBIX ) MEPOTIPHATHI:

1) nokymeHTapHasi IpOBEpKa;

2) BbI€3/IHAs IPOBEPKA;

3) BBIOOPOUHBII KOHTPOIIb Ka4eCTBa;

4) MHCTICKIIMOHHBIN BU3HT;

5) HabnrozieHuE 3a COOIII0IEHNEM 00s3aTeNIbHBIX TpeOOoBaHUM (MOHUTOPUHT 0€30MTaCHOCTH).

4. BuennaHOBBIH BBIOOPOUHBIM KOHTPOJIb KauecTBa MPOBOJUTCS B TOM YHUCIE HAa OCHOBAHHUH
IIPOrpaMMBbI IIPOBEPOK.

5. [InanoBbIN BBIOOPOUHBIN KOHTPOJIb KauecTBa B cepe oOpalieHus: OMOMEIUIIMHCKUX KJIETOUHBIX
IIPOJYKTOB HE MPOBOJUTCS.

6. Hapany c pewenusmu, npenycMoTpeHHbIME DenepanbHeiM 3akoHOM OT 31 mrosg 2020 roma N
248-®3 "O rocymapcTBEHHOM KOHTpOJe (HAA30pe) M MYHHUIMITAIHLHOM KOHTposie B Poccuiickoit
®eneparun', Mo pe3yiabTaTaM BHIOOPOUHOTO KOHTPOJS (peepalbHbIM OPraHOM HCIIOJHUTENIbHON
BJIACTH, OCYILECTBJIIOIMUM (YHKIMHM IO KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXpaHEHHUS,
IIPUHUMAIOTCS CIENYIOLINE PELICHHUS:

1) o nanpHeieM oOpaleHu cepur (MapTUH) COOTBETCTBYIONIET0 OMOMEAUIIMHCKOTO KJIETOYHOIO
NPOAYKTa B Cilydae MOATBEPKIACHHS IO pe3ylbTaTaM IPOBENEHHBIX HCIBITAHUNA COOTBETCTBUSA
KayecTBa OMOMEIULIMHCKOIO KJIETOYHOIO MPOYKTa YCTAHOBICHHBIM TPEOOBaHUSIM;

2) 00 U3BATUH U3 TPAXKIAHCKOTO 000pOTa cepuM (MapTHH) COOTBETCTBYIOLIETO OMOMEAUIIMHCKOTO
KJIETOYHOTO TPOAYKTa B CIy4ya€ BBISBICHUSA 110 pe3yiabTaTaM IPOBEACHHBIX WCIBITAHUN
HECOOTBETCTBUSI ~ KadecTBa  OMOMEIMLMHCKOIO  KJIETOYHOrO  MPOAYKTa  YCTaHOBJIEHHBIM
TpeOOBaHUSM;

3) o nepeBosie OMOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTa Ha MOCEPUNHHBIN BHIOOPOUHBIN KOHTPOIb
KayecTBa B CiIydae T[IOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KauecTBa OMOMEIUIIMHCKOTO
KJIETOYHOTO TIPOJAYKTa YCTAHOBJIICHHBIM TpPEOOBaHUSIM M (MPU HEOOXOJUMOCTH) O TIPOBEPKE
cyObekTa oOpalieHus OHOMEIMIIMHCKUX KJIETOYHBIX TPOXYKTOB. Pacxoxapl, CBsI3aHHBIE C
IPOBEICHUEM  IOCEPUHHOrO0  BBIOOPOYHOIO  KOHTPOJIA,  OIUIAYMBAIOTCS  MPOU3BOAMTENIEM
OMOMEMITMHCKOTO KJIETOYHOTO MPOJYKTa JTUOO0 AepiKaTesieM WM BIJEIbIIEM PErUCTPALlHOHHOTO
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YAOCTOBCPCHUA 6HOM€,Z[I/ILII/IHCKOF0 KJICTOYHOI'O IIPOAYKTa.

7. Opraamu3anus U OCyIecTBICHHE (eAepaTbHOr0 TOCYIapCTBEHHOTO KOHTPOIs (Haa3opa) B cdepe
oOpailieHus: OMOMETUIIMHCKUX KJIETOUHBIX MIPOIYKTOB perynupyorcs deaepaabHbIM 3aKOHOM OT 31
utosig 2020 roga N 248-®3 "O rocynapcTBeHHOM KOHTpoOJie (HAA30p€) U MyHUIIUTIATLHOM KOHTPOJIE
B Poccuiickoit ®enepanun.

8. Ilomoxkenue o deaeparbHOM TOCYAapCTBEHHOM KOHTpolie (Ham3ope) B cdepe oOparieHus
OMOMEIMIIMHCKMX  KJIETOYHBIX TPOAYKTOB  yTBepxkaaercss IlpaButensctBoM  Poccuiickoit
®denepauuu.

Crarbs 46.1. Ilporpamma nposepok (B pea. @exepajbHOro 3aK0Ha 0T
11.06.2021 N 170-®3)

1. B memsax opraHu3anuu BBEIOOPOYHOTO KOHTPOJISI KadecTBAa OWOMEIHMIIMHCKOTO KIIETOYHOTO
npoayKTa (hopMHUpYeTCs MPOrpaMMa MPOBEPOK.

2. lnsa nenedt peanus3alvyd IPOrpamMMbl MPOBEPOK MPOU3BOAUTEIM OMOMEAMLIMHCKUX KIIETOYHBIX
IPOAYKTOB TPENOCTABISIOT B (hefepabHbId OpraH HMCIOJHUTEIHHON BIACTH, OCYIIECTBISIOMINN
(GYHKLIMU 1O KOHTPOJIIO W HaA30py B cdepe 31paBOOXPaHEHMsI, CBEACHUSA O CEpUsX, MapTHUIX
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, IOCTyNAlOIMUX B oOpamieHue B Poccuiickoit denepaunu,
B MOPSAKE, COCTaBE U 00bEME, YCTAHOBJICHHBIX (heIepaJbHBIM OPTaHOM HCIOJHHUTEIBHON BIIACTH,
OCYILLECTBIAIOUMM (GYHKIMUA IO KOHTPOJIO M Haa30py B cdepe 3apaBooxpaHeHHs. (B ped.
denepanbroro 3akona ot 04.08.2023 N 466-D3)

3. Ilporpamma mnpoBepok Qopmupyercs Ha KaneHmapHeli rox no 30 ngekabps roja,
IPEIIECTBYIOIIETO To/ly MPOBEICHHsI BBIOOPOYHOTO KOHTPOJS. B ciiyuae HacTymiieHUs] COOBITHIA,
YKa3aHHbIX B moAmyHkTax "O" m "B" myHkTa 2 yactu 4 HacTOALIEH CTaThbH, YIOJIHOMOYEHHBIM
(benepaabHbIM OPraHOM MCIIOJHUTEIBHON BJIACTH, OCYHIECTBISIOMIMM (DYHKIUHM 1O KOHTPOJIIO U
HaJA30py B cdepe 3ApaBOOXpAHEHHUS, B CiIydae HEOOXOAMMOCTH BHOCSTCS COOTBETCTBYIOIIME
WU3MEHEHHUs B IIPOrpaMMy NPOBEPOK. MeponpusaTHs MOTYT BKIIIOUYAThCS B IPOrpaMMy IPOBEPOK C
YY4E€TOM HapyLICHWH, BBIABICHHBIX B paMKaX KOHTPOJbHBIX (HAA30pHBIX) MEPOINPUATHI 3a
IPEABIAYIINUN TOI.

4. IIporpaMmMa poBEPOK COAECPHKUT:

1) nepedeHb OMOMEIUIIMHCKUX KIJIETOYHBIX TMPOIYKTOB, OTOOp 0Opa3loB KOTOpPHIX Oynmer
OCYILECTBIISITECSI B paMKax BbIOOPOYHOIO KOHTPOJsS, (HOPMUPYEMBI € y4eTOM pe3ylbTaToB
TOCYJapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpameHuss OHOMETUIIMHCKUX KJIETOYHBIX
IPOJYKTOB 32 TOJ1, IPEAIIECTBYIOIINNA IOy IPOBEACHHS BEHIOOPOYHOI'O KOHTPOJIS;

2) coObITHE, HACTYIUJIEHHE KOTOPOTO SBJSETCS OCHOBAaHWUEM ISl OCYIIECTBIEHHUS BBIOOPOYHOTO
KOHTPOJISL U KOTOPBIM SIBJISIETCS:

a) TIOJIy4YeHUE CBEJICHUH, MPEIOCTABISIEMBIX B COCTaBE M 00bEMe, YCTaHOBIEHHBIX (erepalbHbIM
OpraHOM HMCTIOJHUTEIBLHOW BIIACTH, OCYIIECTBISIOMNM (QYHKIIMH 110 KOHTPOJIIO ¥ HAA30py B cepe
3/IpaBOOXPAHEHUS, O CEPUSIX, MAPTUIX OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB, MOCTYMAIOUINX B
rpaxkaanckuii o6opotr B Poccuiickoit denmeparuu, ykazaHHBIX B IMyHKTE | HacTosImield dYacTw,
opraHu3anusaMu, OCYHICCTBJIAIOIIUMHA ITPOU3BOACTBO GI/IOMG,Z[I/ILII/IHCKI/IX KJICTOYHBIX HNPOAYKTOB B
Poccuiickoit ®eneparun; (B pea. @enepanpHoro 3akona ot 04.08.2023 N 466-D3)

0) momyyeHHe MOCTYMAIOLIEH B MOpsJIKe, yCTAaHOBICHHOM cTatheit 41 Hacrosimero denepanbHOro
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3aKoHa, WHPOpPMALMKU O TOOOYHBIX JIEHCTBHSAX, HEXKEIATENbHbIX pEAKLUHUsAX, CEePhE3HBIX
HE)KEIIATCJIBHBIX PEAKLUAX, HENPEABUACHHBIX HEKEIATEIbHBIX PpEaKUMAX IpU I[PUMEHEHUH
OMOMEMITMHCKUX KJIETOYHBIX MPOIYKTOB, 00 WHIWBUAYAJbHOW HENEPEHOCUMOCTH, OTCYTCTBUU
3¢ (EeKTUBHOCTH OMOMEIUIIMHCKUX KJIETOYHBIX MPOJYKTOB, 00 OCOOCHHOCTSIX UX B3aMMOJAEUCTBUS C
JIEKApCTBEHHBIMU IIpENapaTaMy, MEAULUUHCKUMHU H3ACINAAMH, NUIIEBBIMU NPOAYKTAMH, APYTUMU
OMOMEIMIMHCKMMU KJIETOYHBIMM IPOJYKTaMH, a Takke 00 MHbIX (pakTax U OOCTOATENbCTBAX,
NPEICTABISIOMNX YIPO3y JKU3HU WM 370POBBIO UEJIOBEKa JUOO >KMBOTHOTO MPH MPUMEHEHHUU
OMOMEIMIIMHCKUX KJIETOYHBIX TPOAYKTOB M BBIABICHHBIX Ha BCEX JdTamax oOpaleHus
OMOMEIUIIMHCKUX KJIETOYHBIX IPOAYKTOB B Poccuiickoii @enepanuu U pyrux rocyaapcrpax;

B) MojJy4yeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 31 wmrosg 2020 roga N 248-P3 "O
roCyJapCTBEHHOM KOHTpoJsie (Haa30pe) W MyHHIIMIAIBHOM KOHTpoJie B Poccuiickoit denepanun”
CBEJICHUI O MPUYMHEHHUH Bpeaa Uik 00 yrpo3e MPUYUHEHHs Bpe/ia )KU3HHU, 310POBBIO TPaXKIaH.

Crarbs 47. OTBETCTBEHHOCTDH 32 HAPYLIEHHE 3aKOHOIATEIbCTBA
Poccuiickoii @egepanuu 00 oOpamieHuy OMOMEIMIIMHCKHAX KJIETOYHbIX
NMPOAYKTOB

Hapymenne 3akonomarensctBa Poccuiickoit @enepaunu 00 oOpameHun OMOMETUITTHCKUX
KJICTOYHBIX IPOJYKTOB BJIEYET 3a COOOH HACTYIUIGHWE OTBETCTBEHHOCTH B COOTBETCTBHH C
3akoHOAaTeNbcTBOM Poccuiickon denepannmu.

Crarbs 48. Bo3meuienue Bpeaa, NPUYUHEHHOI'0 )KU3HHU U 310POBbI0
rPaKaaH BCJIeACTBHE NPUMEHEHUS OMOMEIUUMHCKHUX KJICTOYHBIX
NPOAYKTOB

1. TlpousBoauTenb OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJYKTa 0053aH BO3MECTHTH BpE],
NPUYMHEHHBIA JKU3HU, 3J0POBBI0 TpPaXKAaH BCIEACTBHE TNPUMEHEHUS OHMOMETUIITHCKOTO
KJIETOYHOTO MPOJIyKTa, €CIIM JOKA3aHO HAJIMYHUE OJIHOTO U3 CIEAYIOIIUX 00CTOSTENbCTB:

1) OMOMEOUIIMHCKUN KJIETOYHBIA MTPOAYKT MPUMEHSUICA [0 HAa3HAUYEHHUIO B COOTBETCTBHM C
WHCTPYKIIMEH MO0 TPUMEHEHUI0 OUOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa M TMPUUYHMHON Bpeaa
JKU3HU, 3J0POBBI0 TpPaXKAaH SBUJIOCH NPHUMEHEHHE HEI00pPOKAueCTBEHHOTO OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTA;

2) mnpuYMHOM Bpena JKU3HM, 3/J0pPOBbI0 TpaxkJaH SBHJIACh HEJOCTOBEpHas HHQOpMaIus,
coJiepKaliasicst B MHCTPYKIIMU IO IPUMEHEHNI0 OMOMETUIIMHCKOTO KIETOYHOTI'0 POIYKTA.

2. Opranuzanus, B KOTOpPOW MpHUMEHsIETCd OMOMETUIIMHCKUN KJIETOYHBIH NpPOAYKT, O0s3aHa
BO3MECTUTb BpEI, [PUYUHEHHBIA JKU3HHU, 3J0pPOBBIO TIPAKIAH BCICACTBUE IPUMEHEHMUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, €CIIU JOKa3aHO, YTO MPUYUHOMN Bpeaa KM3HU, 3/I0POBBIO
rpaxJIaH SBWJIOCh NPUMEHEHHE OWOMEIUIIMHCKOTO KIETOYHOIO TMpPOJYKTa C HapylleHHEeM
WHCTPYKIUH 10 €r0 IPUMEHEHUIO.

3. BOSM@HIeHHe Bpezla, HquHHeHHOFO KH3HU, 3)10p0BI)IO rpa>K11aH BCJIICOCTBUC HpI/IMeHeHI/ISI
6I/IOM€I[I/II_[I/IHCKOFO KJICTOYHOI'O HpOI[yKTa, OCyIJ_IeCTBHSIeTCSI B COOTBECTCTBHUU C 3aKOHOAATCIHCTBOM
Poccuiickoit denepanumu.
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Crarbs 49. Ilopsiiok BCTYILUIEHUS B CHJIY HacTosiiero ®eaepajibHOro
3aKO0HA

1. Hacrosimuii ®@enepaibHblii 3aKOH BeTynaeT B cuiny ¢ 1 sHBaps 2017 roga, 3a MCKIIOYEHHEM
HOJIOKEHUH, JUIsl KOTOPBIX HACTOSAIIEH CTaThell YCTaHOBIJIEH MHOM CPOK BCTYIUIEHHUS MX B CHILY.

2. Yactp 2 v myHKT 2 9acTu 5 ctartbu 35 Hacrosmero denepalbHOTO 3aKOHA BCTYMAOT B CUITY ¢ |
suBapsa 2018 roxa.

IIpezudenm
Poccuiickoti @edepayuu

B. IIYTHH
Mocksa, Kpemib

23 uwrous 2016 roma
N 180-d3
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