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®enepanbublii 3akoH P® ot 23.06.2016 N 180-d3 - O
OMOMEIUIIMHCKUX KJIETOYHBIX NMPoAyKTax — /leficTByo1mas nocjaeaHss
peaakmus ot 11.06.2021 — Pepakuusi N 4 — HauaJjio neiictBus
penaxkuuu 01.07.2021

[punsat I'ocynapcreennoit Iymoit 8 utonsa 2016 rona
Ono6pen Coserom Denepanuu 15 utonst 2016 rona

Cnucok U3MEHSIoNMX To0KyMeHTOB (B pea. DenepanbHbix 3akoHOB oT 03.08.2018 N 323-D3, ot
27.12.2019 N 478-®@3, ot 11.06.2021 N 170-D3)

CraTtbs 1. peameT perynupoBaHusi HacTtosilero ®eaepanbHOro 3akoHa

1. Hacrosmuii ®@enepanbHblii 3aKOH PEryJlUpyeT OTHOIIEHHS, BO3HUKAIOLUIME B CBS3H C
pa3paboTKoil, TOKIMHUYECKUMHU UCCIE0BAaHUSAMU, KIMHUYECKUMU UCCIIEOBAaHUSIMH, SKCIIEPTH30M,
TrOCyIapCTBEHHOW  PETUCTPALEH, TNPOM3BOACTBOM, KOHTPOJIEM KayeCcTBa, pEaU3aLHEH,
IIPUMEHEHHUEM, XPaHEHHEM, TPAaHCIOPTUPOBKOM, BBO30M B P®d, BbIBO30M M3 P®, yHHuTOXKEHHEM
OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB, MPEAHA3HAUYEHHBIX ISl MPOGUIAKTHKY, TUAarHOCTUKU U
JedeHns 3a00JIeBaHUN WM COCTOSIHUN MAIMEeHTa, COXpaHEHUs OepeMEeHHOCTH W MEAMIIMHCKON
peabunuTanuy nauenTa (qanee — oopaiieHne OMOMEIUIIMHCKUX KJIETOUYHBIX MPOAYKTOB), a TaKkKe
peryaupyeT OTHOILEHMsI, BO3HHKAIOIIKME B CBA3M C JIOHOPCTBOM OHOJOTMYECKOro Marepuaia B
LeJIAX TPOU3BOACTBA OMOMETUIIMHCKUX KIETOYHBIX IPOIYKTOB.

2. JevictBue Hactosimero deneparbHOr0 3aKOHA HE PACHPOCTPAHSETCS HA OTHOIIEHUA,
BO3HUKAIOIIME TpU pa3pabOoTKe U TMPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB M MEAMIIMHCKHX
W3JIeNH, TOHOPCTBE OPraHoB W TKaHEH 4YelloBeKa B IENIAX MX TpaHCIUIAaHTAlUM (Iepecasiku),
JIOHOPCTBE KPOBU U €€ KOMIIOHEHTOB, IPHU HMCIOJb30BAaHUHU MOJOBBIX KJIETOK YeJIOBEKa B LIESIX
MPUMEHEHHs] BCHOMOTATEIbHBIX PENPOAYKTUBHBIX TEXHOJIOTHM, a TakkKe Ha OTHOIICHHS,
BO3ZHUKAIOIINE MTPHU 0OpaIleHUH KJIETOK U TKaHEl YelloBeKa B HAayYHbIX U 00pa30BaTEIbHBIX LIETIX.

Ctatba 2. OCHOBHbIe MOHATUA, UCNONb3yeMble B HacTosiwem PeagepanbHOM
3aKOHe

B nacrosiem ®@enepanbHOM 3aKOHE UCTIOJIB3YIOTCS CIIEYIOIINE OCHOBHBIE MIOHSTHUS:

1) OMOMEIUIIMHCKUN KJIETOYHBIH MPOAYKT — KOMIUIEKC, COCTOSIIUN W3 KICTOYHOU JIMHUU
(KJIETOYHBIX JIMHHMI) M BCIIOMOTATEIbHBIX BEIIECTB MO0 M3 KICTOYHOM JIMHUM (KJICTOYHBIX JIMHUN)
M BCIIOMOTATEJIbHBIX BEIIECTB B COYETAHUM C NPOLIEAUIMMH TOCYJApPCTBEHHYIO PETUCTPALUIO
JIEKAPCTBEHHBIMM TIperapaTaMu JJIi MEIUIIMHCKOTO TPUMEHEHHs (lajgee — JIeKapCTBCHHBIC
npemnapaTsl), U (Uau) (apMaleBTHUECKUMU CYOCTAaHIIUSMH, BKIIOYEHHBIMU B TOCYJapCTBEHHBIN
peecTp JeKapCTBEHHBIX CPEICTB, U (M) MEAUIIMHCKUMHU U3ACTHSIMHU;

(B pen. ®enepanpHoro 3akona oT 03.08.2018 N 323-D3)

2) peanu3zaius OMOMEIUIIMHCKOTO KIIETOUYHOTO MPOJYKTa — TMepenadya OMOMEAMIIMHCKOTO
KJIETOYHOTO MPOJYKTa Ha BO3ME3HON OCHOBE U (WJIH) HA 0€3BO3ME3THON OCHOBE;

3) ayTONOTUYHBIH OMOMETUITMHCKUI KIETOYHBIA MPOAYKT — OMOMEIWIIMHCKUI KIETOYHBIN
MPOJIYKT, COJIEPKAINil B CBOEM COCTaBe KJICTOUHYIO TUHUIO (KJIETOYHBIE JTMHHUH), TOTYYEHHYIO U3
OMOJIOTMYECKOT0 MaTepHalia OMpPEeIEHHOTO YeJIOBEeKa, W MpeIHA3HAYCHHBIH Ui TPUMEHEHUS
3TOMY K€ YEJIOBEKY;

4) aIOTeHHBI OWMOMENUIIMHCKUAN KJIETOYHBIA MPOAYKT — OWOMEAMIIMHCKHMA KIIETOYHBII
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MPOJIYKT, COJIEpP>KAIN B CBOEM COCTaBE KJIETOUHYIO JUHUIO (KJIECTOYHbIE JIMHUU), TIOJYYEHHYIO U3
OMOJIOTUYECKOTO MaTepHaja OINpeaesIEHHOTO YeJIOBeKa, W MpeJHAa3HAYCHHBIM Uil MPUMEHEHUS
JIPYTUM JTFOMSIM;

5) KOMOWHUPOBAaHHBIM OWOMEIUIIMHCKAN KIETOYHBIA MPOAYKT — OHOMEIUIIUHCKUN
KJIETOUHBIM MPOAYKT, COAEpXkallUuii B CBOEM COCTaBE€ KJIETOYHbIE JIMHUH, IOJyYEHHbIE U3
OMOJIOTUYECKOTO MaTepHaia HECKOJIBKUX JIFOJICH, U TPeJHA3HAYCHHBIH I IPUMEHEHHUS OJTHOMY U3
HUX;

6) oOpazenr OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa — OMOMEAWIMHCKUHA KIICTOYHBIN
MPOJIYKT WJIM €T0 YacTh, MOJTYYCHHBIC B ICNSAX U3YUEHUS €r0 CBOWMCTB, B TOM YHCJE JJIsI OIECHKU
KadecTBa OMOMEIUITTHCKOTO KIETOYHOTO IPOIYKTa U €ro 0e301acHOCTH;

7) xjerodHas JIMHUS — CTaHAAPTH30BaHHAS TMOMYJSIUS KJIETOK OJHOTO THIIA C
BOCITPOM3BOIUMBIM KJIETOYHBIM COCTABOM, TOJydeHHAs IyTEM H3BSITHS W3 OpPraHu3Ma YelloBeKa
OMOJIOTMYECKOT0 Marepuaja ¢ MOCIEAYIOUUM KYJIbTHUBUPOBAHHEM KJIETOK BHE OpraHusma
YeJI0BEKa;

8) BcromoraTelbHblE BENIECTBA — BEIIECTBA HEOPraHUYECKOrO0 MM OPraHUYECKOTro
MIPOUCXOXKIACHUS, UCTIOIb3yEMbIE NTPU pa3pabOTKe M MPOU3BOICTBE OMOMEAUIIMHCKOTO KJIETOYHOTO
MIPOJIYKTa;

9) Ouonoruueckuii martepual — OHOJOTHYECKUE KHUIKOCTH, TKAHH, KJIETKH, CEKPEThl W
MPOIYKTHl JKU3HEICATEIHHOCTH YeJOBEKa, (M3MOJOTHUECKHE W IIaTOJIOTHUECKUE BBIICICHUS,
Ma3KH, COCKOOBI, CMBIBBI, OMOTICHHHBIN MaTepual;

10) noHop OumoJsiornyeckoro maTepuana (Jajee Takke — JOHOpP) — YEeIOBEK, KOTOPBIH IpH
KU3HU TPENOCTaBUI OWOJIOTMUECKUN MaTepual, WIH 4YeJIOBEK, y KOTOpOro OHOJIOTHYECKUI
MaTepuang TMOJIydeH TIOcjie €ro CMepTH, KOHCTAaTHUPOBAaHHONW B TMOPSAJKE, YCTaHOBJICHHOM
3aKOHOIaTEILCTBOM PD;

11) poHOpcTBO OMOJIOTMYECKOTO MaTepuaia — MPOIecC MOCMEPTHOTO MPEeA0CTaBICHUS
OMOJIOTMUECKOTO  MaTepuaiia (Jajgee — TOCMEPTHOE JIOHOPCTBO) WM  MPUKU3HEHHOTO
MPEAOCTABJICHHS OMOJIOTHYECKOTO MaTepuaa (J1ajgee — MPUKU3HEHHOE JOHOPCTBO);

12) HOpMaTHMBHas JOKyMEHTAalMs Ha OWOMEIUIIMHCKUN  KJIETOYHBIH TMPOAYKT —
pa3pabaTeiBaeMblii  MPOU3BOJAUTENIEM OHOMEAUIMHCKOIO KIETOYHOTO MPOJYKTa JOKYMEHT,
coJlepKalluii TepedyeHb IoKa3aTesleld KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOrO TMPOAYKTa,
OTpeeNieMbIX IO pe3yiabTaTaM COOTBETCTBYIOUIMX OJKCHEPTU3, W HUHGPOPMALUI0O O METOAax
KOHTPOJISI KauecTBa OMOMEUIIMHCKOTO KJIIETOYHOTO MPOIYKTa;

13) xauecTBO OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOJIYKTa — COOTBETCTBUE OMOMEIMIIMHCKOIO
KJIETOYHOTO TPOAYKTa TpeOOBaHUSM HOPMATUBHOM JOKYMEHTAallMM Ha OHOMEIUIIMHCKUN
KJIETOYHBIN MPOIYKT;

14) ©Oe3omacHOCTh OHOMEOUIIMHCKOTO  KJIETOYHOTO TMPOAYKTA —  XapaKTePUCTHKA
OMOMEUIIMHCKOTO KJIETOYHOTO TMPOJYKTa, OCHOBAaHHAs Ha CpPaBHHUTEIHLHOM aHAllU3€ ero
3¢ GEeKTUBHOCTH U pUCKA TPUUMHEHUS Bpe/a )KU3HU U 3[I0POBBIO YeNIOBEKA MPU €ro MPUMEHEHUH;

15) »¢pdeKkTUBHOCT OHOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa — XapaKTEpPHUCTUKA CTENEHU
MOJIOKUTETTFHOTO  BJIMSHUA ~ OMOMENMIMHCKOTO  KJIETOYHOTO  NPOAYKTa HA  TEYEHHE,
MPOJIOJKUTENFHOCTD 3a00JI€BaHMsI HIIM COCTOSIHUS MO0 Ha MX MPEAOTBpallleHHe, Ha COXpaHEHUE
OepeMEeHHOCTH, Ha METUIIUHCKYIO pEaOUITUTAINIO TTAI[UeHTA;

16) mpoTOKOJN KIMHUYECKOTO HCCIEAOBAaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa —
JOKYMEHT, OMPEACTSIONINI IeNd KIMHUYECKOTO HCCIEA0BaHUs OHMOMETUIIMHCKOTO KJIETOYHOTO
MPOJyKTa, (OPMBI €0 OPraHMW3allUd U METOJOJOTHIO TPOBEICHHS, CTATUCTHYECKHE METObI
00pabOTKM pPE3yJbTATOB HCCIEAOBAHUS M Mephl MO 0OecrnedyeHut0 O0e30MacHOCTH MNalMEHTOB,
YYaCTBYIOIIHUX B KITUHUYECKOM UCCIICIOBAaHUH OMOMETUITMHCKOTO KIETOYHOTO TPOAYKTA;

17) unbopMalMOHHBIA JHCTOK TAIMEHTa — JOKYMEHT, B KOTOPOM B JOCTYMHOH (dopme
M3NI0KeHa MHQPOpMAIIHS 0 KIMHUYECKOM UCCIIEIOBAHUHM OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
€ro IeNsix, IJIaHe MPOBEICHHUS U BO3MOXKHBIX PHUCKAX, COCTaBE OMOMEIUIIMHCKOTO KJIETOYHOTO
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NPOAYKTa M COJACPKUTCS TMHCbMEHHOE JOOpPOBOJILHOE COTJIacHMe TalWMeHTa Ha YydYacTHe B
KJIIMHUYECKOM HUCCIICIOBAHUN OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOIYKTa;

18) peructpanmoHHOE yI0CTOBEPEHIE OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIYKTa — JOKYMEHT,
MOATBEPXKAAIOMMN  (PaKT TOCYJapCTBEHHOW PETUCTpAllMd  OHOMEIMIIMHCKOTO  KJIETOYHOTO
MIPOJIYKTa;

19) npousBoauTenb  OMOMEIMIMHCKOTO  KJIETOYHOIO  IMPOJIYKTa —  OpraHu3anus,
OCYILIECTBJISIONIAs] MPOU3BOJICTBO OMOMEAMIIMHCKOTO KJIETOYHOIO MPOJYKTa Ha OJHOM CTaauu,
HECKOJIbKUX HWJIM BCEX CTaIUsAX TEXHOJIOTHYECKOTO TMpOollecca B COOTBETCTBUHM C JIMIEH3HEH Ha
OCYIIIECTBIICHHUE JICATSIHBHOCTH TI0 TIPOU3BOACTBY OMOMETUITMHCKIX KJICTOYHBIX MPOJTYKTOB;

20) mobouyHOe IEHCTBHME — peaklds OpraHW3Ma 4YeJOBEeKa, CBS3aHHAS C IMPUMEHEHHEM
OMOMETUITMHCKOTO KJIETOYHOTO MPOJJIYKTa B COOTBETCTBUH ¢ MHCTPYKITUEH 110 €r0 IPUMEHEHUIO;

21) HexenarenpHas peakuusi — HeOJarompusATHAas peaklus OpraHM3Ma 4YelloBeKa, KoTopas
MOXET OBITh CBSI3aHA C IPUMEHEHHUEM OMOMEIHUIIMHCKOTO KIETOYHOTO MPOTYKTa;

22) cepbe3Has HeXenaTeJabHas peakuusi — HeOJaronpusTHas peakius OpraHu3Ma yeloBeKa,
KOTOpasi CBsI3aHA C NMPUMCEHCHHEM OHMOMEIWIIMHCKOTO KIETOYHOTO TMPOJYKTa B COOTBETCTBHH C
WHCTPYKITUEH 10 ero MPUMEHEHUIO, IIPUBEIIIAs K CMEPTH, BPOKICHHBIM aHOMAJIHSIM HITH TTOPOKaM
pa3BUTHSA MO0 MPECTABIAIONMIAas COOOW Yrpo3y JKH3HHU YelIOBEeKa, TPeOyromas TOCIHUTATA3AIIN
00 TIpHUBeAIIas K BpeMEHHOH yTpaTe TPYA0CIOCOOHOCTH WIIH K MHBAIHIHOCTH;

23) HempeIBHICHHAs HEXeJIaTelbHAs PEaKIus — HeOJIarompusATHAs peakKIHs OpraHu3Ma
YeJIOBEeKa, KOTOpas CBs3aHa C NPUMEHEHHEM OHOMEIUIIMHCKOTO KJIETOYHOTO TIPOJIyKTa B
COOTBETCTBHU C TMPOTOKOJIOM KIMHUYECKOTO WCCICIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa, OpOIIIOpOM HCcaeAoBaTeNsl WIM HHCTPYKIMEH MO €ro NpUMEHEHUI0 U CYIIHOCTb,
TSXKECTh M HUCXOJ KOTOPOM HE COOTBETCTBYIOT HMH(OpPMAIMKU O OMOMEIUIIMHCKOM KIJIETOUHOM
MPOJIyKTE, COAEpKalleiics B YKa3aHHBIX JOKYMEHTAX;

24) danscudunpoBaHHBI OMOMETUITMHCKUN KIETOYHBIM TPOIYKT — OHOMEAMITMHCKUMA
KJIETOYHBIM MPOAYKT, MPETHAMEPEHHO COMPOBOXKIAEMBIN JIOKHON MH(OpMaIueld 0 ero coctaBe u
(WH) MPOU3BOIUTEIE,

25) HemoOpOKaYeCTBEHHBIH OHOMEIUIIMHCKMIA KJIETOYHBIA MPOAYKT — OHOMEIMIIMHCKUIN
KJIETOUHBIM MPOJYKT, HE COOTBETCTBYIOIIMI TpPeOOBAHHUAM HOPMATHUBHON JTOKYMEHTAllUW Ha
OMOMETUITMHCKUI KIETOUHBII MPOIYKT;

26) koHTpadaKTHBIH OMOMEIUIIMHCKUN KJICTOUYHBIN MPOAYKT — OMOMEIUIIMHCKUI KIETOYHBIN
MIPOJIYKT, HAXOAIIUICA B 00pallleHnH ¢ HapylIEHUEM T'PaX/IaHCKOTO 3aKOHO/1aTeNIbCTBA,

27) JOKIMHUYECKOE HCCleoBaHHE OWOMEIUIMHCKOTO  KIETOYHOrO  MPOJIyKTa  —
OuoJoruuecKue, MHUKpPOOHOJIOTHYECKHE, UMMYHOJIOTHYECKHE, TOKCUKOJIOTHUECKHE,
dbapmakonoruyeckue, (U3NYECKUE, XUMUYECKUE U JAPYrue HCCIeAOBaHUS OUOMEIUIIUHCKOTO
KJIETOYHOTO TPOAYKTAa B IENAX BBISBICHUSA CHEUU(UYECKOTO MEXaHU3Ma JIEHCTBUS TaKOTO
MPOJyKTa, TONYyYeHHUs] JOKa3aTeNbCTB €ro 0e30macHOCTH, KayecTBa U A(PPEeKTHBHOCTH,
MPEIECTBYIOIUE KIMHHUYECKOMY UCCIEIOBAHUIO0 OMOMEIUIIMHCKOTO KIETOYHOTO IPOAYKTA;

28) KJIMHUYECKOE HCCIIeJIOBaHUEe OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIyKTa — H3Y4YCHHE
MpOQHUIAKTUYECKUX, JUArHOCTHUYECKHUX, JIe4eOHbIX, peabuINTalIMOHHBIX CBOMCTB
OMOMEIUITMHCKOTO KIETOYHOTO TMPOJAYKTa B TMPOIIECCE €ro MPUMEHEHHsS YeNOBEeKY B IIENsiX
MOJIy4eHUs JOKa3aTeNbCTB ero 6e3omacHocTd U 3(pPEeKTUBHOCTH, JAHHBIX O MOOOYHBIX JEHCTBUIX
TaKOro MPOJYKTa M HEKeTaTeNbHBIX PEAKIHSIX, CBSI3aHHBIX C €ro MpUMEHEHHEM, a Takxke 00
s dekTe B3aMMOJCHCTBUS HCCIEAYEMOT0 OMOMEIMIIMHCKOTO KIIETOYHOTO MPOAYKTa C JAPYTrUMHU
OMOMEIUITMHCKUMHU ~ KJIETOYHBIMU TPOAYKTaMH, JIGKAPCTBEHHBIMU TIpernapatamMu U (WiIn)
MEJUIIMHCKUMU U3CTUSIMU, MTUIIEBBIMH MPOIYKTaAMHU;

29) MHOTOIICHTPOBOE KIMHUYECKOE MCCIEIOBaHNE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa
— KIMHMYECKOE HCCIeI0OBaHNuEe OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOBOJUMOE B JBYX H
O0onee MEOUIIMHCKUX OPraHM3alisiX MO0 EeAWHOMY MPOTOKONY KIMHHUYECKOTO HCCIIeIOBaHUS
OMOMEUITMHCKOTO KIIETOYHOTO MPOIYKTa;
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30) MeXIyHapoJIHOE MHOTOIIEHTPOBOE KIMHHUYECKOE WCCIEAOBAHUE OHMOMETUIIMHCKOTO
KJIETOYHOTO MPOJYKTa — KIMHUYECKOE HCCIE0BAaHHE OMOMEMIIMHCKOTO KIIETOYHOTO MPOJIYKTa,
MPOBOJMMOE B pAa3IMYHBIX CTpaHaX IO E€IMHOMY IPOTOKOJy KIMHHYECKOTO HCCIIEIOBAHUS
OMOMEMITMHCKOTO KIETOYHOTO IPOIYKTa;

31) MOCTpPErucTpalMOHHOE KIMHUYECKOE HCCIIeOBAaHUEe OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTa — KIMHUYECKOE HCCIEeIOBAHNE OMOMEIUIIMHCKOTO KIETOYHOTO MPOJYyKTa, oOpamieHue
KoToporo B P® ocymecTBisercss ToOcCIe TOCYIapCTBEHHOW  pETrUCTpaliy, B  IEJIX
JOTIOJTHUTEIBHOTO cO0pa TAaHHBIX O €ro 0e30MacHOCTH M APPEKTUBHOCTH, PACIIUPEHUS IOKa3aHUN
K TPHUMCHCHUIO TaKOIro 6I/IOM€I[I/ILII/IHCKOFO KIICTOYHOT'O TIPOAYKTA, a TaKKC BbIABJICHUA
HEXKCJIAaTCIIbHBIX peaKHI/Iﬁ Ha €ro NpuMCHCHUC.

Ctatba 3. lMpuHUMNBLI OocyweCcTBNEeHUA AeATerbHOCTM B ccepe obpalieHus
OMOMeANLMHCKUX KNEeTOYHbIX MPOAYKTOB

[IpuHuumamMu OCyIIEeCTBICHHS JCSATENbHOCTH B cdepe oOparieHuss OHOMEIUIIMHCKUX
KJICTOYHBIX TIPOAYKTOB SIBIISIOTCSI:

1) 106pOBOIBHOCTH U OE€3BO3ME3THOCTh JOHOPCTBA OMOJOTUYECKOTO MaTepraa;

2) cobmrofeHne BpaueOHOM TalfHBI U MHOW OXPaHsIEeMON 3aKOHOM TalHBI;

3) HETOMYCTUMOCTD KYIUTH-TIPOJIaXKH OMOJIOTUYECKOTO MaTepuarna;

4) HEMOMYCTUMOCTh CO3/IaHUs AYMOPHUOHA YEJIOBEKA B IIEJISIX MTPOU3BOACTBA OMOMETUITMHCKIX
KJICTOYHBIX TIPOAYKTOB;

5) HeZOMyCTHMOCTh WCHOJIb30BaHUS Il Pa3pabOTKH, TPOU3BOACTBA M TMPUMEHEHUS
OMOMEIMIIMHCKUX KIJIETOYHBIX TMPOAYKTOB OHOJIOTHYECKOTO MaTepuaja, IOJIYYCeHHOTO ITyTeM
MpEpBIBAaHUS TIpOIlecca Pa3BUTHS SMOPHOHA WIM IUIOAA YEJIOBEKAa WM HapYIICHUS TaKoTro
rporiecca;

6) coOmogeHue TpeOOBaHU OWOJIOTHYECKON O€30MacCHOCTH B IIENISIX 3alIUTHl 3JI0POBBS
JIOHOPOB OMOJIOTMYECKOTO MaTepuaia, pabOTHUKOB, 3aHATHIX Ha MPOU3BOJICTBE OMOMETUITMHCKUX
KJIETOYHBIX TTPOYKTOB, MEAUITMHCKAX paOOTHUKOB, TIAIIMEHTOB U OKPYXKAIOIICH CPE/IbI.

CtaTtbs 4. NpurotoBneHue KNeTo4yHom IMHUKU

1. HpI/IrOTOBJ'ICHI/IC KJICTOYHOM JIMHUH, npez[HaSHaquHoﬁ JJIA IIpOU3BOJACTBA
6I/IOM6I[I/II_[I/IHCKI/IX KIICTOYHBIX IIPOAYKTOB, BKIKOYAaCcT B ce0s IMOJIY4YCHHC OHOJIOTHYECKOTO
Marcpuaia, €ro uCCI€aA0BaHHUEC, BEIACICHNEC U3 HETO KIICTOK, UX KYJIbTUBUPOBAHUC U MOI[I/I(bI/IKaI_[I/IIO
BHC OpraHu3Ma 4YCJIIOBCKaA, IIOJIYUYCHHC CTaHI[apTHSOBaHHOﬁ [OomyJisiiuk - KJIETOK M OLICHKY
COOTBCTCTBUA IMOMYJIAIUU KIICTOK CHCI_II/I(I)I/IKaLII/II/I Ha 6PIOMCI[PII.[PIHCKPII>1 KJICTOYHBIN IMPOAYKT,
conepxcameﬁ CBCACHU:, YCTAHOBJICHHLIC craTbel 7 HaCToAIeCro q)eﬂepaJ'IBHOFO 3aKOHa.

2. Jlnig npuroToBiI€HUs KJIETOYHOM JIMHUU MCIOJNb3YIOTCS UCKIIFOUUTENIBHO KIIETKH YeJIOBEKa
WM YEeJOBEKa, B OTHOUIEHMH KOTOPOTO KOHCTAaTHUPOBAaHAa CMEPTh B MOPSJIKE, YCTAHOBJICHHOM
3aKOHOIATEILCTBOM PD.

3. HonyquI/Ie H UCIIOJIB30BAHUC JISI TIPOU3BOJACTBA 6I/IOMC,[[I/II_[I/IHCKI/IX KIICTOYHLIX TPOAYKTOB
OMOJIOTHYECKOTO MaTepHrajia HCYCTAHOBJICHHBIX JIMI[, KOTOPBIC 110 COCTOAHUIO 3J0POBbA, BO3PACTY
HWJIM UHBIM IIPUYMHAM HE MOTJIA COO6H_[I/ITL JIaHHBIE O CBOEHU JIMYHOCTHU, B OTHOHICHUU KOTOPBIX
BIIOCJICACTBHUU KOHCTATUPOBAHA CMEPTH B MOPAAKE, YCTAHOBJICHHOM 3aKOHOAATCIIbCTBOM PCD, " Ha
MOMCHT TIOJIYYCHHA OMOJIOTHYECKOTO MaTepuajlia JaHHBIC O JIMYHOCTHU KOTOPBIX HC YCTAHOBJICHBI,
HC JOITYCKArOTCH.

CtaTtbs 5. PazpaboTtka bMoMegULMHCKUX KNEeTOUYHbIX NPOAYKTOB
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1. Pa3paboTka OHMOMEAMIMHCKHX KIETOYHBIX IPOJIYKTOB IMPEACTABISET COOOH Mporece
CO37aHUsI OMOMETUITTHCKOTO KJIIETOYHOTO MPOTYKTa U TEXHOJIOTHUHU €T0 MPOU3BOJICTBA.

2. ®uHaHcoBOE obecrneueHne pa3pabOTKU OMOMENIULMHCKUX KIETOYHBIX IMPOJYKTOB MOKET
OCYILIECTBJISTHCS 3@ CUET:

1) GrO/PKETHBIX aCCHTHOBAHUH (peiepaibHOTO OIOIKETA;

2) OrOKETHBIX ACCUTHOBAHMIA OFO/KETOB CYOBEKTOB PD;

3) cpencTB pa3pabOTIYNKOB OMOMEAMIIMHCKHUX KICTOYHBIX ITPOTYKTOB;

4) HBIX UCTOYHHUKOB, HE 3aIIPEIICHHBIX 3aKOHO1aTeLCTBOM P®.

3. IlpaBa pa3paboTuvka OHMOMEAMIIMHCKOIO KJIETOYHOTO MPOJAYKTa OXpaHSATCA B
COOTBETCTBUH C TPAKIAHCKUM 3aKOHOIATEIHCTBOM.

Ctatba 6. [JOKnuMHU4YecKoe wuccnegoBaHne OUOMEOULIMHCKOrO KNeTo4HOro
npoAaykKrta

1. JIokmuHHYECKOE MCCIIeI0BaHNEe OMOMEIMIIMHCKOTO KJIETOYHOTO TPOJIYKTa MPOBOJUTCS HA
MOJCIUPYEMBIX B OpPraHu3sMe KHUBOTHBIX 00 BHE JKHBOIO opraHmusmMa MaTOJOTMYCCKUX
mporeccax, MPOTEKAIIUX B OPTaHU3ME YeIoBeKa, U (WIJIH) TTATOJOTHIECKIX COCTOSHUSIX YeIOBEKa,
IpU KOTOPBIX TMpearoJiaraeTcd MNPUMEHSATh pa3padaTbiBA€MbIii OHOMEIUIIMHCKUI KIETOYHBIN
INPOAYKT, a TAKXKC Ha MOJCIAX, IMO3BOJAIOUINX BBIIBUTH CHeI_[I/I(bI/I‘—IeCKI/Iﬁ MEXaHU3M )IeﬁCTBHSI
TaKOTO MPOIYKTa, ero AP(HEKTHBHOCTh U OE30MaCHOCTb.

2. Tlo pe3yapTaTaM TPOBEACHHOTO JTOKIMHUYECKOTO WCCIECIOBAHUS OHOMEIUIIMHCKOTO
KJIETOYHOTO TPOJYyKTa OpraHu3amus, KOTopas TMpOBOAWIA JAOKIMHHYECKOE WCCIICIOBAaHHE,
COCTaBJISIET OTYET O JOKIMHUYECKOM HCCIEIOBAaHUU OMOMEIUIIMHCKOTO KIETOYHOTO IMPOJYKTa,
COJICp KAl ONMUCaHue, Pe3ylbTaThl W aHAIHM3 PE3YyIbTAaTOB JOKIMHUYECKOTO HWCCIICIOBAHMS, a
TaKKe 3aKIIOUYCHUE O BO3MOXKHOCTH MPOBEICHUS KIMHUYECKOTO UCCIEA0BaHUSI OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTA.

3. IlpaBuna mnpoBeAeHUs AOKIMHHUYECKUX HCCIECJOBAaHUN OHOMEIUIMHCKUX KIETOYHBIX
MIPOJIyKTOB, BKIItOYasi TpeOOBaHUSA K KBaJIM(UKALMK CHEIHATMCTOB U MAaTEPUAIBbHO-TEXHUYECKOU
0a3ze Hay4yHBIX oOpraHu3anuii, oOpa3oBaTeNbHBIX OpraHu3alMil BbICIIEro 00pa3oBaHUS,
00pa3oBaTeNIbHBIX OpraHu3aluid JOMOJHUTENBHOTO MPOPECCHOHAIBHOTO 00pa30BaHUS, HHBIX
OpraHM3aliii, YCTaHABIMBAIOTCS MpaBWIAMH HaAJEXKalleldl MNpakTUKU 1o  paboTe ¢
OMOMEIUITMHCKUMH  KJIETOYHBIMU MPOAYKTaMH, YTBEPXKIAeMbIMU (peepaabHbIM  OPraHOM
WCIOJIHUTENBHON  BIACTH, OCYHISCTBISIOMIMM (YHKIMH 1O BBIPAa0OTKE M  peaau3aluu
rOCyIlapCTBEHHOW  MOJWTHKH W  HOPMATUBHO-TIPABOBOMY  pErylIHpOBaHuI0O B  cdepe
3/IpaBOOXpaHEHUS (J1anee — YIOJIHOMOUYEHHBIN (eiepalibHbIN Opral UCHIOTHUTEIBHOM BIACTH).

4. duHaHCcOBOE obecreyeHne MOKIMHUYECKUX HMCCIEJOBAHUN OMOMEAMIMHCKUX KIIETOYHBIX
MPOJYKTOB MOKET OCYIIECTBIIATHCS 32 CUET:

1) Or0/KETHBIX aCCUTHOBAaHUH (esiepanbHOro O10JKeTa;

2) OI0/KETHBIX aCCUTHOBaHUI OI0KETOB CyOheKTOB PD;

3) cpeacTB pa3pabOTUNKOB OMOMEUIIMHCKUX KIETOUHBIX MPOJYKTOB;

4) UHBIX UCTOYHUKOB, HE 3aIPEIICHHBIX 3aKOHO1aTeILCTBOM PO.

Cratba 7. Cneuncpmkauma Ha GUOMEeULIMHCKUN KIEeTOYHbIA NPOAYKT
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1. Ha kaxnaplii pa3paOOTaHHbI OHOMEIWIMHCKUNA KJIETOYHBIM MPOIYKT, MPOIIEAIIHA
JTOKITMHUYECKOE HCCIE0BaHUE, pa3pabOTYMKOM OHOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa HWIIH
MPOU3BOIUTEIIEM OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa COCTABISCTCS — CHEHU(PHUKALNA,
MIpEJICTaBJISIONas cOO0M JTOKYMEHT, COJIEp KAl CBEJICHUSI O THIIE (AyTOJOTUYHBIHN, aJUIOTCHHBIMH,
KOMOWHUPOBAHHBII) OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, €ro KadeCTBEHHOM COCTaBE W
KOJIMYECTBEHHOM COCTaB€, OMOJOIMYECKHX U UHBIX XapaKTEpPUCTUKAX KIETOYHON JIMHUU
(KIEeTOYHBIX JTUHUI) 1 OMOMEAUIIMHCKOTO KIIETOYHOTO MPOIYKTA.

2. @opma crenupuKanuAd HA OWOMEIUIIMHCKHHN KICTOYHBIA TPOAYKT YTBEPIKIACTCS
YIOJHOMOYEHHBIM (heiepaIbHbIM OPraHOM HCTIOJHUTEIHHOM BIIACTH.

Cratbsa 8. FocynapCTBeHHaﬂ perncrtpauusa OMOMEAMLMUHCKMX KIeTOYHbIX
npoAaykToB

1. IIpousBoacTBO, peanusaliys, IpUMEHEHNE, XpaHEHUE, TPAHCIIOPTUPOBKa, BBO3 B P®D, BrIBO3
n3 P®, yHuuTtO)XE€HHME OMOMEIMUMHCKUX KJIETOYHBIX IPOJIYKTOB OCYIIECTBISAIOTCS, €CIM OHU
3aperucTpUpPOBaHbl YIIOJHOMOYEHHBIM (e/iepabHbIM OPraHOM UCIIOJIHUTEIbHON BIACTH.

2. 'ocytTapCTBEHHOM PETHCTpaLUK NOAJIEXKAT:

1) Bce OMOMEIUIIMHCKUE KIIETOYHBIC MPOAYKTHI, BIIEPBbIE TIOAJISKAIINE BBOAY B OOpaIlIeHue B
PO;

2) OWOMEIMUMHCKHE KIIETOUHBbIE TMPOAYKTHI, 3aperucTpUpOBaHHbIE paHee, B clydae
W3MEHEHUs THhmna (ayTOJIOTUYHBIA, aJUIOTEHHBIM, KOMOWHHUPOBAHHBIA) OWOMEIUITUHCKOTO
KJIETOYHOTO TMPOJYKTa, €ro KadeCTBEHHOTO COCTaBa W (WJIM) KOJWYECTBEHHOTO COCTaBa (3a
UCKIIIOYEHHEM COCTaBa BCIOMOTATEIbHBIX BEIIECTB), OMOJOTMYECKMX M HMHBIX XapaKTEPUCTUK
KJIETOYHOM JTUHUM (KJIETOYHBIX JIMHUN) U OMOMEIUIIMHCKOTO KJIIETOUYHOTO MPOAYKTA.

3. T'ocynapctBeHHas peructpanusi OMOMEAUIIMHCKOTO KJIIETOUYHOTO MPOAYKTa OCYILECTBIISETCS
0 pe3yJibTaTaM:

1) GMOMETUITMHCKOM SKCIIEPTU3bl OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTa, BKIIOYAIOIICH:

a) SKCIEepPTU3y KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOIO MPOIYKTa, B TOM YHCIIE KCIEPTU3Y
cocTtaBa 00pa3loB OMOMEIULHUHCKOTO KJIETOYHOTO MPOJYKTa U METOJOB KOHTPOJSl €ro KauecTBa
(manee — skcnepTU3a KauecTBa OMOMEAULIMHCKOTO KJIETOYHOTO MPOIYKTa);

0) SKCmepTU3y IAOKYMEHTOB JUIsl MOJY4YEHHsS pa3pellieHuss Ha MpPOBEACHUE KIMHUYECKOTO
HCCIeIOBAaHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

B) sKcnepTU3y 3P PEeKTUBHOCTH OMOMEIUIIUHCKOTO KJIETOYHOTO MPOIYKTa;

I) O9KCIEPTH3y OTHOLIECHUS OXXUIAEMOW TOJB3bl K BO3MOXHOMY PHUCKY HpPUMEHEHUs
OMOMEUITMHCKOTO KIIETOYHOTO MPOIYKTa;

2) DJTUYECKOM SKCIEpPTH3bl BO3MOXKHOCTH NPOBEICHHS KIMHUYECKOTO HCCIEAO0BAHUS
OMOMEUITMHCKOTO KJIIETOUYHOTO MPOAYKTA (Jlajiee — ITUYECKasi IKCIePTU3a);

3) KIMHUYECKHUX UCCIIEOBAHUNH OMOMETUIIMHCKOTO KIIETOUYHOTO MPOIYKTa.

4, FocyzlapCTBeHHa;I perucTpanunsa 6I/IOMCI[I/II_II/IHCKI/IX KIICTOYHBIX IPOAYKTOB OCYIICCTBJIIACTCA
YIIOJIHOMOYCHHBIM Q)e,uepaanHM OpraHomM HCIIOJIHUTEILHON BJIACTH B CpOK, HEC HpeBBII_HaIOH_II/Iﬁ
CTa IATHACCATHU pa60q1/1x JHEH co IHSA MPpUHATHUA 3asABJICHUA O FOCY)I&pCTBCHHOﬁ perucTpanu
6I/IOMCI[I/II_II/IHCKOFO KIJIICTOYHOI'O IMPOAYKTa, 1100 B CpPOK, HE HpeBBIH_IaIOH_II/Iﬁ ABYXCOT HIATHACCATH
pa6oqnx JHEH CcO JTHSI MPUHATHA 3a4BJIICHUA O rOCYﬂapCTBeHHOﬁ perucTtpanuu 6I/IOMCI[I/II_II/IHCKOFO
KIICTOYHOTI'O IHPOAYKTA, B ClIydac IMPUHATHA YIIOJHOMOYCHHBIM (I)CI[Cp&J'IBHBIM OpraHomM
HUCIIOJIHUTEIBHON BIIACTH peamieHusAa O IOBTOPHOM IIPOBCACHUN 6HOMCI[PII.IHHCKOI>1 OKCIICPTU3BI
6I/IOMC,[[I/II_[I/IHCKOFO KIICTOYHOI'O MPOAYKTa U (I/IJ'II/I) 3THUYECKOU OKCHIEPTU3bl B COOTBCTCTBHUU CO

6 13 50


http://disuria.ru/
https://аптека-омск.рф/

depepanbHbii 3akoH PO ot 23.06.2016 N 180-®3 — O 6uomeguumMHCKNX KNEeTOYHbIX NpoayKTax — [ecTBytoLas nocneaHsas pegakums
ot 11.06.2021 — Pepakums N 4 — Havano gevicteus pegakumm 01.07.2021

cratbei 19 Hacrosmero @exnepasbHOro 3akoHa. CpoK TrOCYAApCTBEHHOM perucrpaunuu
GI/IOMCZ[I/H_[I/IHCKOI‘O KJIICTOYHOI'O TMPOAYKTA HCYHUCIACTCA CO OHA IMPUHATHUA YIOJHOMOYCHHBIM
(benepaabHBIM OpPraHOM HCHOJHUTENBHOW BIACTH 3asBJICHUSA O TOCYJApCTBEHHOW pPErucTpanuu
OMOMEIUITMHCKOTO KJIETOYHOTO MPOJYKTa C TPWIOKEHHEM HEOOXOIUMBIX JOKYMEHTOB 10 JIHS
BbIJJAYM PETUCTPALMOHHOTIO YJOCTOBEPEHMS] OMOMENMLIMHCKOTO KJIETOYHOIO MpoaykTa. Bpems
MMPOBCACHUA KIMHHUYCCKOIO HCCICAOBAHUA 6I/IOMGI[I/IIII/IHCKOFO KIICTOYHOI'O IPOAYKTa HC
YUNTBHIBAETCSI IPU MCUYUCIEHUHM CpOKa TOCYAAPCTBEHHOM perucrpauud OHOMEAUIIMHCKOIO
KJIETOYHOTO MTPOAYKTA.

5. He pomyckaercs rocy1apCTBEHHAs! PETUCTpalys:

1) Pa3IIMIHBIX 6I/IOMCJII/IIII/IHCKI/IX KIICTOYHBIX IIPOAYKTOB IIOA OJWHAKOBBIM TOPIrOBBIM
HAaNMMCHOBAaHHUEM,

2) OTHOT'O 6I/IOMCJII/IIII/IHCKOFO KJIICTOYHOI'O IMPOAYKTA, BBIITYCKAECMOTI'O IMPOU3BOAUTECIIEM I10J
PpasiInIHbBIMHA TOProBbIMHA HAanNMCHOBaHUAMU u MMpeaACTaBJICHHOI'O Ha TOCYHapCTBCHHYIO
PEruCTpauvio B BUAC ABYX U Ooitee 6I/IOM€I[I/HH/IHCKI/IX KJIICTOYHBIX IMPOAYKTOB.

6. YIIOTHOMOYEHHBIM (peiepaibHBIM OPTaHOM HCTIOTHUTEIHFHOM BIACTH B YCTAHOBJICHHOM MM
MOPSIZIKE TIO 3ampocCy IOPUAMYECKUX JIUI, OCYIIECTBIISIONINX JEATEILHOCTh TpH OOparieHun
OMOMEIMIIMHCKUX KJIETOYHBIX MPOJYKTOB (Hamee — CyOBEeKThl oOpamieHus: OMOMETUITMHCKHIX
KJIIETOYHBIX TPOJAYKTOB), B TMHCHBMEHHOW WJIM OJJICKTPOHHOW (opme maroTcs pa3bsCHEHUS
MOJIO)KEHU JTIOKYMEHTAallMH, CBA3aHHOW C TOCYJApCTBEHHOM pErucTpamued, a Takke ¢
JTOKIMHUYECKUMH U KIIMHUYECKHUMU UCCIICIOBAHMSIMU OMOMETUIIMHCKIX KIIETOYHBIX TTPOTYKTOB.

Cratbsa 9. MNpeactaBneHne OOKYMEHTOB ANSA rocyAapCTBEHHOW perncrpauuu
6MoMeaULIMHCKOrO KNeTOYHOro NpoayKra

1. Jns rocymapCTBEHHOW pErucTpaiui OHOMEAMIIMHCKOTO  KJIETOYHOTO  MPOIYKTa
opraHnuzanusi, oOiajgaromas MpaBaMd Ha  pe3yiabTaThl  JOKIMHUYECKHUX  HCCIIETOBAaHUMN
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, KIMHUYECKUX HCCIENOBaHUNH OUOMEIUIIMHCKOTO
KJIETOYHOTO TPOAYKTa W (WJIM) HAa TEXHOJOTHIO MPOU3BOJCTBA OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJyKTa, WIH YIOJHOMOYEHHOE €I0 JpYroe IOpUAMYEcKOoe JHUIo (Janee — 3asBUTENb)
MIPEJICTaBJIsIeT B YIOJIHOMOYEHHBIH (hefepanbHbIi OpraH UCIOJHUTEIBHOM BJIAcTU 3asBIIEHUE O
roCy/IapCTBEHHOW PErucTpaluyu OMOMEIUIIMHCKOTO KIETOYHOIO MPOIYKTa U MHbIE JOKYMEHTHI, U3
KOTOPBIX (OPMUPYETCSI PETUCTPALMOHHOE JOChe HAa OMOMEIUIIMHCKHI KIETOYHBIM MPOAYKT.
@dopma 3asBICHHUS U TOPSAIOK TMPEACTABICHUS YKA3aHHBIX 3asBJICHUS U JIOKYMEHTOB, BKJIIOYAS
ATAMHOCTh MpeACTaBICHUS (IIsI OMOMETUIIMHCKIX KJIETOYHBIX MPOIYKTOB, B OTHOLIEHUH KOTOPBIX
HE TPOBOJWINCH KIMHUYECKHE UCCIeNoBaHus Ha Tteppuropun P®P), ycranaBmuBaroTcs
YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJIHUTEILHOM BIIACTH.

2. PeructpanoHHoe J0che Ha OMOMEAUIIMHCKUNA KJIETOYHBIA MPOAYKT (OpMUpYETCS u3
CIIEYIOIIUX IOKYMEHTOB:

1) 3asBIIeHUE O TOCYIAPCTBEHHON PETUCTPAllUU OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa;

2) Komusi JIOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO0 B YCTAaHOBJICHHOM IMOPSIKE U
MOATBEPXK/IAIOIIETO PABOMOYHOCTh 3asBUTENS MOJAaBaTh 3asBICHUE O TOCYAapCTBEHHOU
peructpanui OHOMETUIITHCKOTO KIETOYHOTO MPOIYKTa (IOBEPEHHOCTH);

3) cnenudukanys Ha OMOMETUIIMHCKUAN KIIETOUHBIH MPOIYKT;

4) MPOEKT HOPMATHUBHOM TOKyMEHTAIIMU Ha OMOMETUITMHCKUN KIIETOYHBIA TPOIYKT;

5) TpOeKThl MAaKETOB MEPBUYHON YMAKOBKHM M BTOPUYHON YIIAKOBKUA OHOMETUIIMHCKOTO
KJIETOYHOTO MPOAYKTA;

6) OTYET O MPOBENECHHOM JOKIMHMYECKOM HCCIEAOBAHUU OHOMETUITMHCKOTO KJIETOYHOTO
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IIPOJIYKTa;

7) TpPOEKT TMPOTOKOJA KIWHUYECKOTO MCCIeIOBaHUA OHMOMEIMIIMHCKOTO KJIETOYHOTO
IIPOJIYKTa;

8) MPOEKT peryiaMeHTa MpOU3BOJICTBA OMOMEIUITUHCKOTO KIE€TOYHOTO IPOIYKTa;

9) cBeneHUss O pEruCTPallMOHHOM HOMEpE U Jare IMPeJOoCTaBICHUs JIMIEH3UU Ha
OCYILIECTBIICHUE JIEATENbHOCTHU 10 IPOU3BOJCTBY OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa;

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

10) naOpMaAIIMOHHBIH JTHCTOK MAlUEHTA;

11) uwabopManms O CTPaxOBBIX BHIIIATAX NAlMEHTAaM, TMPHBICYCHHBIM K IPOBEICHUIO
KIIMHUYECKOTO UCCIIEeI0BaHUS OMOMEUIIMHCKOIO KJIETOYHOTO MPOIyKTa;

12) otueTr o pe3yapTaTax MEXAYHApOIHBIX MHOTI'OLIEHTPOBBIX KIMHUYECKHX HCCIIEIO0BAaHUMN
OMOMEIUIIMHCKOTO KJIIETOUYHOTO MPOJIyKTa, YaCTh U3 KOTOPBIX MpoBesieHa B PO;

13) TpPOEKT HWHCTPYKIMH TIO TPUMEHEHUI0 OHOMEIUITMHCKOTO KJIETOYHOTO TMPOJIYKTa,
CoJEpoKaIIeH CIeAYIOIIUE CBEACHUSA:

a) HaMMEHOBaHWE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTA;

06) Tun OMOMEOUIIMHCKOIO KJIETOYHOIO TMpOAYKTa (ayTOJOTMYHBIM, aJlJIOT€HHBIH,
KOMOMHUPOBaHHBIN );

B) KAueCTBEHHBbIE U KOJMYECTBEHHBbIE XapAaKTEPUCTHKU KIETOYHOW JMHHUM (KJIETOYHBIX
JUHUHN), HAUMEHOBAHMS M KOJMYECTBO BCIIOMOTATENbHBIX BEIIECTB, BXOJSAIIMX B COCTaB
OMOMEUIIMHCKOTO KJIETOUYHOTO MPOIYKTa;

I) HauMEHOBaHMs (MEXIyHapoJHble HEMaTeHTOBaHHbIC, WM TPYNIHPOBOYHBIE, WU
XMMHYECKHE) W KOJHMYECTBO JIEKAPCTBEHHBIX IMpernapaToB U (apMalleBTUYECKUX CYOCTaHLUU,
BXOJILIUX B COCTaB OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTA;

(B pen. ®enepansroro 3akoHa ot 03.08.2018 N 323-D3)

) HAUMEHOBAHHUA MEAMLMHCKUX U3JENHM, BXOISIIUX B COCTaB OHOMEAUIIMHCKOTO
KJIETOYHOTO MPOJIyKTa;

€) TIOKa3aHus K TPUMEHEHUIO;

) MMPOTHUBOMNOKAa3aHUs K IPUMEHEHUIO;

3) PpEeXUM M CIHOCOO MPUMEHEHHs] OHOMEAMIIMHCKOIO  KIETOYHOIO  MPOJIYKTa,
[IPOJIOJKUTENLHOCTD JICUCHUS;

1) MEpBI MPEAOCTOPOKHOCTH MPU MPUMEHEHUH OMOMETUIIUHCKOTO KIETOYHOTO MPOAYKTa;

K) yKazaHue (MpU HaIM4uK) OCOOCHHOCTEH HEeWCTBHS OMOMEIUIIMHCKOTO KJIETOYHOTO
MIPOJIyKTa MPHU MEPBOM €ro MpUMEHEHHH;

J1) BO3MOJKHBIE MMOOOYHBIE MACWUCTBUS MPU NPUMEHEHUH OHOMEIUIUHCKOTO KIETOYHOIO
IPOJIYKTa;

M) COYETAeMOCTb C WMHBIMHU BHJAMHU JICUCHHMs], BKJIIOYAs COYETAEMOCTh C JIEKAPCTBEHHBIMU
npernapaTamMu U (WIM) MEAULUHCKAMU H3ACTUSMU, OPYTUMU OWOMEIUIMHCKUMU KIIETOUHBIMH
MPOJIyKTaMH, a TaKXKe MUIIEBBIMH MIPOTyKTAMH;

H) CpPOK TOJHOCTM W yKa3aHHE Ha 3ampeT MPUMEHEHUS OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa [0 UCTEUEHUH CPOKa TOTHOCTH;

0) 0COOEHHOCTHU MPUMEHEHHs Y JieTel, OEpeMEHHBIX KEHIIUH U )KEHIIUH B MIEPHOJ] TPYJHOTO
BCKapMJIMBAHUS;

1) JaHHbIE O CTAOMIBHOCTH OMOMEAULIMHCKOTO KJIETOUYHOTO MPOAYKTa;

P) YCIOBHS XpaHEHUs1 OMOMEIUIIMHCKOTO KJIETOYHOTO IPOIyKTa;

14) pexkBU3UTHI JIOKYMEHTOB, IMOATBEPKIAIOLUIUX YIUIATy TOCYAAPCTBEHHOMN MOLUIMHBI 32
MIPOBEACHUE SKCHEPTH3bl KadecTBa OHMOMEIMIMHCKOTO KJIETOYHOTO MpPOAYKTa, AKCIEPTHU3BI
JOKYMEHTOB Ul TIOJYy4YEHHUsS pa3pellieHus Ha NPOBEACHHE KIMHUYECKOIO MCCIEA0BaHUs
OMOMEMITMHCKOTO KJIETOYHOI'O MPOJYKTa U ATUYECKON IKCIEPTU3BI, SKCIEPTU3bI 3(P(PEKTUBHOCTH
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M OKCHEPTH3bl OTHOIICHUS OKUIAEMOM TMOJB3bI K
BO3MOKHOMY PHUCKY NpPUMEHEHHs OWOMEIUIIMHCKOTO KJIETOYHOTO TPOJYKTa, B OTHOLICHUU
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KOTOPOTO IPOBEAEHBI MEXIYHapOJHbIE MHOIOLIEHTPOBBIE KIMHUYECKUE HMCCIEA0BAHUS, YacTh U3
KOTOPBIX IIpOBesicHa B PD;
(B pen. ®enepanbHoro 3akoHa ot 03.08.2018 N 323-03)

15) n1OKyMEHTBI, NpeACTaBIsEMblE B COOTBETCTBUM C 4YacTbi0 2 cTaTbu 18 HacTosIero
®denepanbHOro 3aKOHa.

3. 3agBuTens BOpaBEe IMPEACTaBUTh IO COOCTBEHHOW WHUIIMATHUBE JIOKYMEHTHI,
MOATBEPXKIAIOLIUE YIUIATy T'OCYAApCTBEHHOM NOLUIMHBI 3a IPOBEJIEHUE SKCIEPTH3bl KauecTBa
OMOMEIMITMHCKOTO KJIETOYHOTO MPOJIYKTa, SKCIEPTU3bI JOKYMEHTOB JUISl TIOYYSHHsS pa3perieHus
Ha TIPOBEJCHHE KIMHHUYECKOTO WCCIEAOBAaHUS OHOMEIMIIMHCKOTO KIETOYHOTO TIPOJIYKTa U
ATHYECKOW IKCTIEPTH3BI, IKCTIEPTU3bl 3(P(HeKTHBHOCTH OMOMETUIIMHCKOTO KIIETOYHOTO TPOJYKTa H
OKCTEPTH3bl ~ OTHOUICHHS  OXHJIAEMOW TMOJIB3BI K  BO3MOXKHOMY PHUCKY  TPUMEHEHHUS
OMOMEIMITMHCKOTO KJIETOYHOTO TPOJYKTa, B OTHOIIEHHUH KOTOPOTO IMPOBEICHBI MEXTyHApOIHbIE
MHOTOIIEHTPOBBIE KIMHHYECKHE HCCIECOBAHUS, YaCTh U3 KOTOPHIX NpoBeaeHa B PO, cBeneHus o
pEruCTpallMOHHOM HOMEpe U JaTe MpeAOoCTaBICHUS JIMIEH3UM MpU  oOpalieHuu 3a
rOoCy/lapCTBEHHOW  perucrpanue OHOMEIMIIMHCKOTO KIETOYHOTO mpoaykra. B ciyuae
HETIPE/ICTABJICHUSI YKa3aHHBIX JIOKYMEHTOB W CBEJCHUH YIIOJTHOMOYECHHBIH (elepanbHbI OpraH
WCTIOJTHUTEIEHOW BJIACTH 3allpamiiBaeT X B TMOPSAKE MEXKBEIOMCTBEHHOTO HH(OPMAIIIOHHOTO
B3aUMOJICHCTBUS.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

4. He nmomyckaercss MCHOJIb30BaHHWE B KOMMEPUECKHMX MLENsAX HHGOpMaluu o pe3yiabTaTax
JNOKIMHUYECKUX HCCIEN0BAaHMM OHMOMEAMIMHCKMX KJIETOYHBIX IPOJYKTOB U KIMHUYECKHX
UCCIIEIOBAaHUN OMOMEIMIMHCKUX KIETOYHBIX HPOAYKTOB, IPEACTaBICHHOW 3asBUTENEM [UIs
rOCyJapCTBEHHON pEerucTpanyy OMOMEIUIMHCKOIO KJIETOYHOIO MpOJayKTa, 0e3 ero coriacus B
TE€YEHUE WIECTH JIeT C JaThl IOCYJapCTBEHHOM perucrpanuyd OHOMEIMLIMHCKOrO KJIETOYHOI'O
npoaykra B PO.

Ctatbsa 10. PeweHue o Bblaavye 3KCNePTHOMY yYpeXOeHUI0 U COBeTY NO 3TUKe
3ajaHMN Ha NpoBeAeHue IKCNepTU3 6MOMeANLIMHCKOrO KIIeTOYHOro npoayKra

1. B Teuenume maTH pabouymx IHEH CO JHS TPUHATHS 3asBJICHUS O TOCYIapCTBEHHOMU
perucTpanu OMOMEIUITMHCKOTO KIETOYHOTO IMPOJYKTa YIIOJHOMOYCHHBIN (efepaabHbIii OpraH
WCIIOJHUTEIPHOW  BJIACTH  TMPOBOJMT IPOBEPKY TIOJHOTHI U JOCTOBEPHOCTH  CBEJICHHIA,
COJICPKAIUXCS B MPEJCTABICHHBIX 3asBUTENIEM IOKYMEHTaX, U MPUHUMAET pElICHHE O BblAaue
3a/IaHMsI Ha TIPOBEJICHUE:

1) OMOMEIUIIMHCKON JKCHEPTU3bl OHMOMETUIIMHCKOTO KJIETOYHOIO TMPOAYKTa B YaCTHU
AKCHEPTU3Bl KauecTBAa OMOMEAMIIMHCKOTO KIETOYHOTO MPOJYKTA, SKCIEPTU3Bl JTOKYMEHTOB s
MOJIyUeHHUsl pa3pellieHdss Ha TMPOBEICHHE KIMHUYECKOTO UCCIEAOBaHUs OHOMEIUIIUHCKOTO
KJIETOYHOTO MPOAYKTa U STUYECKON IKCIEPTU3bI HA OCHOBAHUU JIOKYMEHTOB, YKa3aHHBIX B ITYHKTaX
1-11, 13 vactu 2 ctatbu 9 HacTosmero OeaepanbHOTO 3aKOHA;

2) OUOMEAMIIMHCKOW SKCIEepPTH3bl OWOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa B YacTd
sKcnepTU3bl 3PHEKTUBHOCTH OMOMETUIIMHCKOTO KIETOYHOTO MPOIYKTa U DKCIEPTU3BI OTHOIIECHUS
0’KHJJAeMOH TOJIb3BI K BO3MOYKHOMY PUCKY IPUMEHEHHUs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
B OTHOILIEHHH KOTOPOTO TPOBEIACHBI MEXKIYHAPOJIHBIE MHOTOLIEHTPOBBIE KIMHUYECKUE
WCCIIEIOBAaHUS, YacTh U3 KOTOPHIX MpoBereHa B PP, Ha OCHOBaHWU JOKYMEHTOB, YKa3aHHBIX B
nyHkrax 1-6, 8,9, 12 u 13 yactu 2 crarbu 9 Hactosiero denepanbHOroO 3aKoHa.

2. VYnonaHoMOYeHHBIH (enepanbHbIi OpPraH MCIOJHUTEIBHONH BIIACTH YBEJOMISET B
MUCHbMEHHOM (opmMe 3asBUTENsI O MPUHATOM pelIeHHHM, a B ciydyae OTKa3za B OpraHHU3aluu
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MMPOBCACHUA SKCIICPTU3, YKA3AHHBIX B 4aCTHU 1 HaCTOHH_Ieﬁ CTaTbH, — C YKa3aHUCM MPUYIHUH TAKOT'O
OTKasa.

3. B cinyuae BbISBIEHHS HEINOJHOTHI WJIM HEIOCTOBEPHOCTHU CBEJIEHUH, COAEp)KAlUXCS B
NPEJCTAaBICHHBIX  3asBUTENIEM  JIOKyMEHTaX,  YIOJHOMOYEHHBIH  (erepanpHbIi  Opran
WCTIOJITHUTEIBHOW BJIACTH HAIPABIISACT 3asABUTEIIO 3apOoC 00 YTOUHEHHH ITUX CBEJCHHUN, KOTOPBIN
MOXKET OBITh TepelaH YIOJIHOMOYEHHOMY TIPEACTABUTENIO 3asBUTEIS JIMYHO IOJ PACIUCKY,
HampaBJIEH [0 TOYTE 3aKa3HbIM IHMCbMOM MJM IIE€pellaH B 3JIEKTpOHHOH (opme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHAJaM CBs3M. B ciydyae HampaBieHMs JAaHHOIO 3ampoca IO I04YTe
3aKa3HbIM IMCbMOM OH CUMTAETCS IOJIYYEHHBIM II0 MCTEYEHUU IIECTH JHEW C aThl HAIPABJICHUS
3aKa3HOI0 MHUChMa.

4. 3asBuUTeNb 0053aH MPEACTABUTh OTBET HA 3alpOC YIOJIHOMOYEHHOTO (hesepaibHOro oprasa
WCIIOJIHUTENIBHOM BJIACTH, YKa3aHHBIM B 4acTH 3 HACTOSALIEH CTaThbU, B CPOK, HE NMPEBBIIIAIOLINI
JeBSHOCTA pabouux AHEW co IHA ero nosydeHus. Cpok, yka3aHHbIM B 4yacTHU | HACTOSIIEH CTAaThH,
IIPUOCTAHABIMBAETCS CO JHS HAIPABJICHUS 3asBUTEIIO 3alIpOCa YIOJHOMOUYEHHOTO (efepaabHOro
OpraHa UCIIOJIHUTEJIbHON BJIACTH 0 JHS MOJYYEHHS] UM COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMEM His OTKa3a B OPraHM3alMH HKCIEPTH3, MPEAYCMOTPEHHBIX 4YacThio |
HACTOSIIIEN CTaThu, SBISETCS MpEACTaBICHHE HEOOXOIUMBIX JOKYMEHTOB B HEMOJIHOM O0beMe,
HEIPECTABICHUE 3asIBUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKa3aHHBIN B YaCTH 3 HACTOSAIIEH
CTaThU 3allpOC YIOJHOMOYEHHOTO (PEeepaJlbHOTO OpraHa MCIOJHUTEIbHON BJIACTH JIMOO
OTCYTCTBHE B IPEACTABJIECHHBIX JOKYMEHTaX MCUEpIBIBAIOLIETO IEpeyHs HeOoOXOAUMOM
uHpopMalKy, KOTOpas JOJKHA OBbITh OTpa)keHa B HMX, a TaKXKe OTCYTCTBHE HH(pOpMalMy,
HnoATBepXkAaroled (akT ymiaTel TIOCyJapCTBEHHOM TONUIMHBI 3@ IPOBEJECHUE HKCIEPTU3BI
KagecTBa OMOMEIMIIMHCKOTO KJIETOYHOIO MPOJYKTa, AKCIEPTHU3bl JOKYMEHTOB JUIS MOIYy4CHMS
paspellieHuss Ha MPOBEJCHHE KIMHMYECKOrOo MCCIEJOBAHNUA OHOMEAMLIMHCKOTO KJIETOYHOIO
MPOJYKTa, dTUYECKOM 3KCIEpTU3bl, SKCHEPTU3bl IPPEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO
IIPOJYKTa M DKCIIEPTU3bl OTHOLIEHUS OKMUIAEMOM IOJB3bl K BO3MOKHOMY PHUCKY INPUMEHEHHS
OMOMEIMIIMHCKOTO KJIETOYHOI'O MPOJYKTa, B OTHOIIEHUH KOTOPOIO NPOBEJNEHBI MEXIyHapOIHbIE
MHOTOLICHTPOBBIE KJIMHUYECKUE HCCIIENOBaHMs, 4YacTh M3 KOTOpBIX IpoBeneHa B P®, mpu
oOpalleHnH 3a roCy1apCTBEHHOM perucrpanueil OMOMeIUIUHCKOTO KJIETOYHOTO MPOYKTa.

Ctatba 11. ®depepanbHoe rocygapcTBeHHoe OKaXeTHOe Yy4pexaeHue no
npoBeAeHNr® OUOMEAMLMHCKOM 3IKCnepTU3bl OMOMEAUULMHCKUX  KIEeTOYHbIX
NnpoAyKTOB

1. BuoMenuuuHCKas SKCHepTH3a OWOMETUIIMHCKUX KJICTOYHBIX IPOJIYKTOB TPOBOJUTCS
denepaabHBIM  TOCYJIAPCTBCHHBIM  OIO/DKETHBIM  YUPSIKICHHUEM, HAXOJSIIIUMCS B  BEIACHUU
YIIOJIHOMOYECHHOTO  (pefiepalibHOTO  OpraHa WCIOJIHUTEILHOW BJIACTH M 00ECICYMBAIOIIUM
WCTIOJIHEHUE TOJIHOMOYMU 3TOT0 (PeIepaIbHOTO OpraHa HCHOJIHHUTEIBHOW BIACTH 1O BbIJAUe
paspelieHuid Ha TPOBEJICHHE KIMHUYECKHX HCCIICJOBAHUNH OWOMEIUIIMHCKUX  KIETOYHBIX
MPOAYKTOB W (WJIM) TOCYJapCTBEHHOW pErucTpanuyd OWOMEIUIIMHCKUAX KJIETOYHBIX MPOIYKTOB
(anee — SKCTIIEPTHOE YUPEIKACHHE).

2. 9KCHepTHLIM YUYPCKACHUCM  OCYHICCTBIIICTCA  KOHCYJIIBTUPOBAHUC 110  BOIIPOCaM,
CBJA3aHHBIM C TPOBCACHUCM JOKIIMHUYCCKUX HCCIeI0BaHUM 6I/IOMCJII/ILII/IHCKI/IX KJIICTOYHBIX
IIPOAYKTOB, KIMHHUYCCKHUX HCCIeI0BaHUI 6I/IOMC,Z[I/IL[I/IHCKI/IX KJIC€TOYHBIX MMPOAYKTOB,
6I/IOMC,Z[I/II_[I/IHCKOI>'I SKCIICPTU3EBL 6I/IOMCILI/II_II/IHCKI/IX KIICTOYHBIX [MPOAYKTOB, T OCYI[apCTBCHHOﬁ
peFHCTpaHHCﬁ 61/IOMCIII/II_II/IHCKI/IX KJICTOYHBIX MIPOAYKTOB, B opAIKe, YTBCPKACHHOM
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YIIOJIHOMOYEHHBIM (heIepaIbHBIM OPraHOM HCTIOJHUTEIHHOM BIIACTH.

Cratba 12. OpraHumsauua npoBeAeHUss OMOMEAULIMHCKOM 3KCNepTU3bl
OMoMeaNLIMHCKOrO KNeTO4YHOro npoAaykra

1. buoMmenuuHckas sKcrepTr3a OMOMEIUIIMHCKOIO KIIETOYHOTO MTPOJYKTa IIPOBOJUTCA B /1B
JTamna:

1) Ha mepBOM »JTame MNPOBOJATCA SKCIEPTH3a KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOI'O
MIPOJIyKTa M IKCIEPTU3A TOKYMEHTOB Ui MOJIyYE€HUs pa3pelieHUs Ha MPOBEICHUE KIMHUYECKOTO
UCCIIEIOBAaHUS OMOMEIUIMHCKOIO KIETOYHOTO HPOAYKTA, 33 HUCKIKYEHUEM OMOMEIULIMHCKOIO
KJIETOYHOTO MPOJYKTa, B OTHOLIEHUU KOTOPOTO IMPOBEIEHBI MEXIyHApPOJIHbIE MHOTOIIEHTPOBBIE
KJIINHUYECKHE UCCIIEIOBAHUs], YAaCTh U3 KOTOPBIX MpOBeieHa B PD;

2) Ha BTOPOM 3Tarle MPOBOJATCS dKcIepTU3a 3P(HEKTUBHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO
MPOJYKTa M 3KCHEPTU3a OTHOIICHUS OXUAAEMOH MOJb3bl K BO3MOXKHOMY PHUCKY NpPUMEHEHUs
OMOMEUIIMHCKOTO KJIETOUYHOTO MPOJAYKTA. YKa3aHHbIE AKCHEPTU3bl MPOBOJAATCSA MO pe3ybTaTaM
KIIMHUYECKUX UCCIIEJOBAaHUM OMOMEINIIMHCKOTO KIETOYHOTO MPOIYKTa.

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

2. buomenumuHCcKas SKcmepTH3a OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa TPOBOIUTCS
KOMHCCHEH OSKCIEPTOB JKCIEPTHOTO  YUPEXKIACHHUS, HA3HAYCHHOW PYKOBOJUTEIEM 3TOTO
YUpEeXKICHUS, HA OCHOBAHHWH 3aJIaHUs YITOJTHOMOUYEHHOTO (penepasbHOr0 OpraHa MCTOJHUTEIHHOU
BJIACTH HA MPOBEACHUE OMOMEIUITMHCKOW IKCMEPTU3BI OMOMEIUITMHCKOTO KJIETOYHOTO TPOIYKTA.
PykoBoauTens  SKCIEPTHOTO  YUpeKJIeHUs  oOecreyrMBaeT — HaAJexallee  MpPOBEACHUE
OMOMEIUITMHCKOM 3KCIEepPTH3bl OMOMEAMIIMHCKOIO KJIETOYHOTO NPOAYKTa B COOTBETCTBHUH C
3aJlaHUEM YIOJHOMOYEHHOIro (hefepalbHOrO OpraHa HWCHOJHUTENIbHONM BJIACTH M OpPraHU3yeT
MOATOTOBKY CBOJIHOTO 3aKJIIOYEHHS] KOMUCCUU IKCIIEPTOB IKCIEPTHOTO YUPEKICHUS.

3. B coctaB kOMHCCHMM SKCHEPTOB MO XOJATAWCTBY JKCIEpPTa HAa OCHOBAHUM PEIICHUS
PYKOBOJIUTEINS AKCHEPTHOTO YUPEKIEHUS MOTYT OBbITh BKJIIOYEHBI B KAaueCTBE JKCIIEPTOB HHbBIC
JUIa, B TOM 4YHClIe HE paboTarolue B 3TOM SKCIEPTHOM YUPEXKJEHUU, €CIM HX CIelualbHbIe
3HAHUS HEOOXOIMMBI JUIsI IPOBEICHUS IKCIIEPTU3bI OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

4, HpI/I IMPOBCACHUHU 6HOM€,I[HHHHCKOI>1 OKCIICPTU3bL 6I/IOM6I[I/II_[I/IHCKOFO KJIICTOYHOTI'O IIPOAYKTa
OKCIIEPT HEC MOKET HAXOJUTHC B KaKo#i-1100 3aBUCUMOCTH OT 3asABUTCIIA, JIMIAa, HA3HAYUBUICTO 3TY
OKCIICPTU3Y, UK APYIrUuX JIUIL, 3aUHTCPCCOBAHHBIX B PE3YJIbTaTax 6HOMCHHHHHCKOﬁ OKCIICPTHU3bIL
6I/IOM6I[I/II_II/IHCKOFO KIICTOYHOI'O ITPOAYKTA.

5. Ilpu mpoBeeHUN OMOMETUIIMHCKOM 3KCIIepPTU3bl OMOMEIUIIMHCKOIO KJIETOYHOT'O MPOIYKTa
SKCIEPT HE BIPABE CaMOCTOSITEIbHO HUCTPEOOBATh y 3asABUTEINS JOKYMEHTHl M (MJIM) MaTepHallbl,
HeoOXO/JUMBbIE Ul TPOBEICHMs SKCIEpTU3bl. B ciydyae HEZOCTAaTOYHOCTH MPEIOCTaBICHHBIX
9KCHEPTY JOKYMEHTOB U (WJIM) MaTepHalioB JJIs JauM 3aKIIOYEHMsI SKCHEpPT BIIpaBe IOCTABUTH
BONPOC O TMPEAOCTABICHUH €My HEOOXOIUMBIX JTOKYMEHTOB W (MJM) MAaTepHalioB Iepen
PYKOBOJUTENIEM 3KCIIEPTHOTO YUPEXKJIEHHsI, KOTOPbIH 00palaeTcs ¢ COOTBETCTBYIOIUM 3alIPOCOM
B YINOJHOMOYEHHBIN (eaepanbHbli OpraH HCIOJHUTENbHOW BIACTH, BBIAABUIMM 3aJaHue Ha
IpoBeAieHHE  OMOMEIUIMHCKONM  AKCHEepTH3bl  OMOMEIMIIMHCKOTO  KJIETOYHOIO  MPOJYKTa.
YTOTHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIbHON BIACTH B TEUCHHE IMATH pabodMx JHEH
CO [JHS TMOCTYIUIEHUS 3allpoca PYKOBOJUTENS OKCIEPTHOIO YYPEXKICHUS HalpaBisieT B
AJIEKTPOHHON WJIM MUCBMEHHOW (hopMe 3asiBUTENIO 3aIpoC O MPEAOCTABICHUU IOMOJIHHUTEIbHBIX
JOKYMEHTOB U (WJIH) MaTepHajoB C YBEJOMJICHUEM O €ro MOJIyuyeHHH. 3asiBUTEIb 00s3aH B CPOK, HE
MPEBBIAIONIMNA IIECTUACCATH padOyuX JHEH cO JAHS TMOJyYyeHHs 3arnpoca YHOJHOMOYEHHOTO
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(benepaabHOrO OpraHa UCIOJHUTEIBHOW BIACTH, MPEACTABUTH 3aIPOLICHHbBIE TOKYMEHTHI U (WJIN)
MaTepuasibl TU00 000CHOBATH HEBO3MOXKHOCTb WX MpEACTaBICHUA. Bpemst co AHA OTHpaBiIeHUS
3ampoca M 70 TOJIyYeHHUs YHOJHOMOYEHHBIM (perepaqbHbIM OpPraHOM HCIOJIHUTEIBHOM BIACTH
OTBETAa 3asBUTENS HA 3allpOC HE YUMUTHIBAEGTCS IPU MCUUCIEHMM CpPOKa TOCYJapCTBEHHOMN
perucrpanuy OMOMEIUIUHCKOTO KIETOYHOIO IIPOAYKTa.

6. PesynmpTarhl Kak10r0 3Tana OMOMEIUIIMHCKOM SKCIIEPTH3bI OMOMEUIIMHCKOTO KJIETOYHOTO
OPOAYyKTa O(GOPMIISIFOTCS 3aKIIOYEHHEM KOMHCCHH JKCIIEPTOB JKCIEPTHOTO y4pexnaeHus. B
3aKJIIOUEHUU KOMHUCCHHM DKCIEPTOB 3KCIIEPTHOTO  YUPEXKJEHUS  YKa3bIBAIOTCS  IIE€pPEeUeHb
HCCIIEI0OBAaHUM, 00bEM MPOBEIECHHBIX KaXIbIM SKCIIEPTOM HCCIIEIOBAHUM, YCTAHOBICHHbBIE KaXIbIM
13 HUX (PaKThl U CIIEIaHHbIE B PE3Y/IbTATE MCCIEJOBAHUM BBIBOJIbI. DKCIIEPT, MHEHUE KOTOPOTO HE
COBIA/Ia€T C PEIICHHEM KOMHUCCHUHU HKCIEPTOB AKCHEPTHOIO YUPEKICHHS, BIIpaBE BBIPA3UTh B
IUCBbMEHHOM (hOpMe CBOE MHEHHUE, KOTOPOE NMPHOOIIAETCS K 3aKIFOYEHUIO0 KOMUCCUU IKCIIEPTOB.

7. llpaBmia mpoBeACHUS OHOMEIUIIMHCKON HSKCHEPTU3bl OMOMEIUIIMHCKUX KIETOYHBIX
MPOAYKTOB W (OPMBI  3aKIIOUEHUM KOMHCCHH  JKCIEPTOB  OKCIEPTHOTO  YUPEKICHUS
YCTaHABIWBAIOTCS YIIOJTHOMOYCHHBIM (De/ilepaIbHBIM OPraHOM HCITOJTHUTEIILHON BIACTH.

8. DKcrepTHOE yupeKJeHHE HEeCeT OTBETCTBEHHOCTh 3a COOJNIOJIEHUE TMPaBUII IPOBEICHHS
OMOMEIUIIMHCKOW SKCIEepTU3bl OMOMEIUIIMHCKOTO KJIETOYHOIO MpOJAyKTa M 3a KayecTBO €€
MIPOBEICHUSI.

Ctatba 13. TpeboBaHuA, npeabsABNsAeMble K 3KCneptaMm nNpuU npoBeAeHUMn
OMOMeaAMLMHCKON 3KCnepTU3bl OMOMEeAMLMHCKUX KNMEeTOYHbIX NMPOAYKTOB, NpaBa MU
006513aHHOCTU 3KCNEepTOB

1. DkcrepToM MO MPOBEACHUIO OMOMEIUIIMHCKON SKCTIEPTU3bI OMOMETUITMHCKUX KJIETOUYHBIX
MPOJYKTOB SIBIISICTCA AaTTECTOBAHHBIA PAOOTHHUK OKCIIEPTHOTO YUPEKIACHHUS, KOTOPBIA HMMEET
BBICIIIEE MEIMIIMHCKOE, (papMaleBTHYECKOE, BETEPUHAPHOE, OWOJIOTHYECKOE WM XHMHYECKOE
00pazoBaHUE U MPOBOJUT OMOMEIUITMHCKYIO SKCIIEPTH3Y OMOMEIUIIMHCKUX KJIETOYHBIX ITPOTYKTOB
B MOPSIKE UCIIOTHEHHUS CBOMX JTOJDKHOCTHBIX 00S13aHHOCTEH.

2. TpeboBanus k mpodeccHoHaTbHON TOArOTOBKE OJKCHEPTOB U CTaxy pabOThl IO
CHEIHATbHOCTH, MOPSAJOK aTTeCTallid 3KCIEePTOB, MOPAIOK (OPMHUPOBAHUS M JEATEIHHOCTH
KBIM(UKAIIMOHHBIX KOMHUCCHM YCTaHaBIMBAIOTCS YIOJHOMOYEHHBIM (penepaibHbIM OpraHoM
WCIIOJIHUTEIHHOMN BIIACTH.

3. ATTeCTaI_[I/IH OKCIICPTOB Ha IIpaBO IIPOBCACHUA 6I/IOM6I[I/II_[I/IHCKOI‘/'I OKCIICPTHU3bI
6I/IOMCI[I/II_[I/IHCKI/IX KIICTOYHBIX IIPOAYKTOB OCYHICCTBIIACTCA KBaJ'II/I(bI/IKaI_II/IOHHBIMI/I KOMHCCHAMU
YIIOJIHOMOYCHHOT'O Q)eﬂepaanoro opraHa HUCIIOJTHUTEILHOM BIIACTU HE PEKEC 4EM OOHH pPa3 B IIATb
JICT.

4. DKcnepT MpH MPOBEJCHUN OMOMETUIIMHCKON SKCHEPTH3bl OMOMEIUIIMHCKUX KIETOYHBIX
MPOIYKTOB 00s3aH:

1) mpoBOIUTE MCCIIEOBAaHUE TPEICTABICHHBIX MY OOBEKTOB MCCIEOBAHHSA, TOKYMEHTOB U
(uM) MaTepHaioB, OCYIIECTBISATH OLEHKY MpeIjaraeMbIX METOJOB KOHTPOJIS KadecTBa
OMOMEMIIMHCKOTO KJIETOYHOTO MpOJYKTa, JaBaTh 3aKIIOYCHHE II0 TIOCTABJICHHBIM II€pe] HHUM
BOIPOCAM C COOTBETCTBYIOIIUM OOOCHOBAaHHEM WIIM 3aKIIOUEHHE O HEBO3MOXKHOCTU IMPOBEICHHS
UM OMOMEIUIIMHCKON IKCIIEPTH3bl OMOMEINIIMHCKUX KJIETOYHBIX MPOIYKTOB, €CIIU TOCTaBJICHHBIE
BOIIPOCHI BBIXOJIAT 32 MPEIEIIbI ClICIHATbHBIX 3HAHUH dKCIepTa JIM00 eciii 00BEKTHI NCCIIeIOBAHHIH,
JTOKYMEHTHI U (WJIM) MaTepHajbl HENPUTOTHBI MM HEIOCTATOYHBI JIISl IPOBECHUS HCCIICAOBAHUH 1
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JTauM 3aKIFOUYCHUS;
2) olecrieunTh HaAAJEKAIIEe XpPaHEHHWE MPEICTABICHHBIX OOBEKTOB HCCIIEIOBaHMIA,
JOKYMEHTOB U (WJIM) MaTEPHUAJIOB.

5. DKcrepT He BIIpaBe:

1) npoBOUTh OMOMEAMIIMHCKYIO 3KCIEPTU3y OMOMEIUIIMHCKUX KIJIETOUYHBIX MPOJYKTOB IO
00OpamIeHnIo HEMOCPEACTBEHHO K HEMY IOPUAMYECKUX WIIN (PU3NIECKUX JIHII,

2) caMOCTOSITEIBHO COOMpaTh MaTepHallbl NIl MPOBEACHUS OMOMEIUIIMHCKOW HKCIIEPTU3BI
OMOMEMITMHCKHUX KIIETOYHBIX MTPOAYKTOB;

3) IpOBOJMTH KOHCYJIBTALMU B 00JACTH MPOPECCHOHATBHOM JEITEIHHOCTH BHE CIY)KEOHOTO
3a/laHus;

4) pasrnamaTth CBENEHUS, KOTOpPbIE CTald €My M3BECTHbl B CBSI3U C IPOBEACHUEM
OMOMEIUIIMHCKOM 3KCHEePTU3bl OMOMEIUIIMHCKUX KIIETOYHBIX IPOJYKTOB, a TaKXe CBEACHUS,
COCTaBJISOLIME TOCYAAPCTBEHHYI0, KOMMEPYECKYIO UM UHYIO OXPaHSIEMYIO 3aKOHOM TailHy.

6. Kaxnplil 3kcriepT, BXOIAUIUNI B COCTaB KOMUCCHM SKCHEPTOB IKCHEPTHOTO YUPEKICHUS,
KOTOPOM TIOpYy4YEHO TMPOBEIACHUE OMOMETUITMHCKONW SKCTIEPTU3bl OMOMEIUIIMHCKUX KJIETOYHBIX
MIPOJIYKTOB, HE3aBHUCHUMO U CaMOCTOSITEIbHO IMPOBOJUT MCCIEAOBAaHUS, OLICHWBAET PE3yJbTaThl,
MOJIyY€HHbIE MM JIMYHO M JAPYrUMH OJKCHepTaMH, U (QOPMYIHPYET BBIBOJBI OTHOCHUTEIHHO
MTOCTABJIEHHBIX BOIPOCOB B IpeieiaX CBOMX CHEIMATbHbIX 3HAHUM.

Crtatba 14. 3TyecKkan IKkcnepTm3a

1. Dtuueckas OHKCIEpPTH3a TPOBOJUTCS COBETOM II0 OTHKE, CO3JaHHBIM B TMOPSJKE,
YCTaHOBJICHHOM YITOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIBPHONW BJIACTH, B LEJAX
BBIJIAYM 3aKTIOYCHHUST 00 ATHYECKONW OOOCHOBAHHOCTH BO3MOYKHOCTH TPOBEIACHHS KIIMHHUYECKOTO
Hccae0BaHusl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

2. DKcnepTaMy COBETa MO 3THKE MOTYT ObITh NPEACTaBUTETN MEAULMHCKUX OpPTraHU3alluH,
Hay4YHBIX OpraHu3aluii, 00pa3oBaTeIbHBIX OPraHnu3aluii BBICIIET0 00pa3oBaHusi, 00pa30BaTeIbHBIX
OpraHu3aliil JOMOJHUTENBLHOTO MPOQPECCHOHANTBHOIO O0pa3oBaHMs, a TakXKe NpeICTaBUTENN
OOLIECTBEHHBIX OpPraHU3alMi, PEIUTHO3HBIX OPraHU3aIMil U CPEeICTB MaccoBOM MHGoOpMau. ITU
9KCHEPThl HE JOJDKHBI HAXOJWUTHCA B KaKON-IMOO 3aBUCUMOCTH OT 3asBUTENS U JPYTUX JIMII,
3aMHTEPECOBAHHBIX B PE3YIbTaTaX ITUUECKOM IKCTIEPTUHI.

3. Oruara YCIYT S3KCIIEPTOB COBETA IO 3THUKE OCYHICCTBIILACTCA HAa OCHOBAHHWHM JOroBOpa,
3aKIIFOYCHHOI'0 MCEXKAY YHOJIHOMOYCHHBIM (I)G,Z[CpaJ'ILHLIM OopraHom HCITOJIHUTEILHOM BJ1aCTH,
KOTOPbIM CO3AaH COBCT II0 3THKC, M OKCIICPTOM COBCTA II0 I3THKC, 3a CUCT 6IOI[)KCTHBIX
aCCHFHOBaHHﬁ, NpeaAyCMOTPCHHBIX YIIOJIHOMOYCHHOMY (beﬂepaanOMy oprany HUCIIOJHUTEIIHHOMN
BJIaCTH, CO3AAaBHIEMY COBET IIO 3TUKE, B (I)C,Z[epaJ'ILHOM 6IOI[)K€TC Ha COOTBCTCTBYIOH_II/Iﬁ roJg Ha
obOecreyeHne ero ACATCIIbHOCTH, B pa3MEpax, YCTAHOBJICHHBIX HpaBHTeHbCTBOM P®.

4, 9KCHepTLI COBCTA 10 3TUKE HECYT OTBECTCTBCHHOCTH B COOTBCTCTBHUU C 3aKOHOAATCIILCTBOM
POD.

5. CoctaB coBeTra IO 9THKEC, IIOJIOXKCHHC 00 sTOM COBCTEC, IOPAHOK €ro ACATCIBbHOCTH,
TpC6OBaHI/I$I K KBaJII/I(bI/IKaI_II/II/I U OIIBITY pa6OTLI 110 3KCHCpTHOI>i OIICHKC HAYYHBIX, MCAUTTUHCKUX U
3TUYECKUX acCIeKTOB KIMHHUYECKMX HCCISIOBaHUM 6I/IOMCILI/II_II/IHCKI/IX KIICTOYHBIX TIPOAYKTOB,
NpEABABISACMBIC K SKCIIEPpTaAM COBCTA IO 3THKE, MOPAINOK OpraHU3allui U MPOBCIACHUA 3THUYECKOU
OKCIICPTUIHI, (bopMa 3aKIIFOUYCHUS COBCTAa IIO0 OSTHUKEC YCTAHABJIMUBANOTCA YHOJHOMOYCHHBIM
(I)C,Z[epaHLHLIM OopraHoM HUCIIOJHUTEIbHON BiacTh. YwHcio HpeﬂCTaBHTeHeﬁ MCIUIIMHCKHUX
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OpraHu3alMii W HayYHBIX OpraHU3alMii HE MOXKET NPEBBIIIATh IOJOBHHY OT OOLIEro ymcia
9KCIEPTOB COBETA I10 3TUKE.

6. Mudopmanus o coctaBe coBeTa IO ITHKE, IUIAHAX €ro pabOThl U TEKyIIEH AeSTeIbHOCTU
pasmelnaercs Ha O(pUIHMAIbHOM CaliTe YIOJHOMOYEHHOIrO (heAepabHOr0 OpraHa UCIOIHHUTEIBHOU
BJIACTH B MH(POPMAIIMOHHO-TEJIEKOMMYHUKaLMOHHOM cetn "MHTepHer" (nanee — cetb "MHTepHeT")
B YCTaHOBJICHHOM UM TOPSIKE.

7. DTHdeckKasi SKCIEepTH3a, COCTABJICHUE COBETOM [0 ITHKE 3aKIIOUYEHUN O BO3MOXHOCTU WU
HEBO3MOXHOCTH IPOBEACHUS KIMHUYECKOTO HCCIEIOBAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MpPOJIyKTa M HaNpaBl€HUWE OJTUX 3aKIIOUYEHUN B YIOJHOMOYEHHBINH (denepanbHbIi  Oprax
WCIIOJIHUTENBHOM BJIACTHU OCYIIECTBIIAIOTCS B CPOK, HE MPEBBIMIAIONINN TPUALATH pabounx AHEN co
IHS TIOJY4YEeHHsS COBETOM [0 OTUKE 3aJaHMsl YIOJHOMOYEHHOTO (elepallbHOrO OpraHa
WCIIOJIHUTENIBHON BJIACTH U HEOOXOIMMBIX TOKYMEHTOB, YKa3aHHbIX B MmyHKkTax 1-11, 13 uactu 2
ctaThu 9 Hactosero deneparbHOTO 3aKOHA.

8. JIOKyMEHTBI, COIepKAIINECS B PETUCTPAIMOHHOM JI0ChE M NOCTYNUBIIHE B COBET IO ATHKE
JUISL TIPOBEJICHUS OSTUYECKOW OHKCIEPTU3bl B LENAX IIOJYyYEHHUs pa3pelieHuss Ha IPOBEICHHE
KIIMHUYECKOTO HCCIIEI0OBAaHUS OMOMEIUIIMHCKOIO KJIETOYHOrO MpPOJYKTa, MOJUIeKaT BO3BpaTy B
YIOJHOMOYEHHBIN (eiepalibHbIN OpraH UCTIOJHUTEIBHON BIACTH.

Cratba 15. 3KCHepTM3a KayecTBa OMOMEOUNLMHCKOro KneTo4yHoro npoAyKTa u
JKcnepTHnu3a AOKYMeHTOB Anda nony4vyeHusA pa3peLweHuns Ha nposegeHue
KITMUHNYECKOro uccnenoBaHus 6MoMeaULIMHCKOIO KITeTOYHOrO npoAyKTa

1. DkcnepTr3a KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa, SKCIEPTH3a JOKYMEHTOB
JUTSL TIOYYEHHUsSl pa3pelieHHs] Ha TMPOBEJACHUE KIMHHUYECKOTO HCCIEAOBaHUS OMOMETUITMHCKOTO
KJIETOYHOTO TMPOYKTa, COCTABIICHHE KOMHCCHEH IKCIIEPTOB IKCIIEPTHOTO YUPEIKICHUS 3aKTIOUCHUS
0 TIOATBEPXKJCHUU KauyecTBa OHOMETUIIMHCKOTO KJIETOYHOTO IIPOJYKTa W  BO3MOXXHOCTH
MPOBEACHUS  €ro  KIMHUYECKOTO  MCCIENOBAaHUS WJIM O  HEMOJATBEPXKICHUM  KadyecTBa
OMOMEIMIIMHCKOTO KJIETOYHOTO IPOJYKTa M HEBO3MOXKHOCTH IPOBEACHHUS €ro KIMHHYECKOTO
HCCIIeI0BaHus, HAMPaBJICHUE COOTBETCTBYIOIIETO 3aKJIOUCHUS B YIIOJHOMOYCHHBIN (DenepabHbId
OpraH HUCIIOJTHUTEIIBHON BJIACTH OCYILECTBIIIIOTCSA B CPOK, HE MPEBHIIIAIONINN cTa pabounx AHEH CO
JTHSL TIOJTYYCHHS DKCIEPTHBIM YUYPEKICHUEM 3aJlaHHs YIOJIHOMOUYEHHOTO (heaepalbHOro OpraHa
WCIIOJIHUTENBHOM BJIACTH C MPHIIOKEHHEM HEOOXOUMBIX JOKYMEHTOB, YKa3aHHBIX B MyHKTax 1-11,
13 wactu 2 cratbu 9 HacTosiero denepaibHOIO 3aKOHA.

2. B Teyenue mectupecsaTd pabOUYMX JHEH CO JHS MOJYYEHHs 3asBHTEIEM OT HKCIIEPTHOTO
YUPSKICHUS YBEIOMJICHHS O TMOJIYYEHHHM YKa3aHHBIM OKCIIEPTHBIM YUPEXKICHUEM 3aJaHus
YIIOJTHOMOYEHHOTO (peZiepajlbHOrO0 OpraHa WCIOJHHUTENFHON BIACTH, YKa3aHHOTO B 4YacTu |
HACTOSIIICH CTaThbW, 3asBHTENb NPEACTABISCT B OKCICPTHOE YUPEKACHHE JUI IPOBEICHHUS
HKCMIEepPTH3bl KauyecTBA OHMOMEAMIIMHCKOIO KJIETOYHOIO IMPOJYyKTa 00paslbl OHMOMEIUIIMHCKOTO
KJIETOYHOTO TNPOJAYKTa, KIETOYHOW JMHUM (KJIETOUHBIX JIMHUHM), MEAMLUHCKUX H3JENnH,
JIEKapCTBEHHBIX MpenapaToB, (apMaleBTHUYECKUX CYOCTaHIMH, BEIIEeCTB, BXOJAIIMX B COCTaB
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa, MPUMEHsSEMble NMPH MPOBEICHUN SKCHEPTU3bl KauecTBa
OMOMEMIIMHCKOTO ~ KJIETOYHOTO MpOJYKTa IYyTeM CpaBHEHMS C HHUMH  HCCIEILyeMOTo
OMOMEMIIMHCKOTO KJIETOYHOTO MPOJYKTa, B KOJIUYECTBE, HEOOXOIMMOM JUIl BOCIPOU3BEICHUS
METOJIOB  KOHTpOJII ~KadecTBa OMOMEIMIIMHCKOTO  KJIETOYHOIO MpOAYKTa, B  TOPSJIKE,
YCTaHOBJICHHOM YIIOJIHOMOYEHHBIM (peiepaibHbIM OPIaHOM UCTIOJHUTEIBHON BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 03.08.2018 N 323-03)
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3. Ilpu momyyenun oOpa3OB OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M MHBIX 0OpasloB,
yKa3aHHBIX B YaCTH 2 HACTOSILEN CTATbU, 3KCIIEPTHOE YUPEKACHUE BBIIACT 3asIBUTENIO JOKYMEHT,
MOITBEPXKAAIOIINIA MOJYyYeHNE YKa3aHHBIX 00pa3lioB, U B CPOK, HE MPEBBIIIAIONINN TpeX pabodymnx
JHEW CO JHS TMOJIydeHHs YKa3aHHBIX O0Opa3loB, YBEAOMJIAET OO0 O3TOM YIIOJHOMOYEHHBIN
(denepabHBIN OpraH UCIOJHUTEIBHOM BJIACTH.

4. B cnydae, ecnu 3asBIs€MbI CPOK XpaHEHUSI OMOMETUIIMHCKOTO KIJIETOYHOTO IPOIyKTa
COCTaBJIIET MEHEE IMATHAIIATH CYTOK, JKCIepTH3a KayecTBa OMOMETUIIMHCKOTO KIETOYHOTO
MPOAYKTa TPOBOJIUTCS B TOPSJIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM (pefiepaibHbIM OPraHoM
HWCIOJIHUTEIHHOM BJIaCTH, KOMHCCHEHN OKCIICPTOB 3KCIICPTHOTO YUPCIKIACHHA B MCCTC ITPOU3BOACTBA
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa C MCIOJIb30BaHUEM 000PYI0BaHUS MPOU3BOIUTENS, MPU
3TOM 3as4BHUTCIIb B TCUCHUEC IICCTHUIACCATU pa60tmx I[HGI\/’I CO JHA TIIOJIYYCHHA OT IKCICPTHOI'O
YUpPCKACHHA, YKAa3aHHOTO B YaCTU 1 HaCTOﬂIHCﬁ CTaTbH, YBEAOMIICHUA O MNOJTYUYCHUH UM 3adaHUA
YIOJHOMOYEHHOTO (pe/IepaJIbHOTO0 OpraHa HWCHOJHHUTENbHON BIIACTH YBEIOMIISIET SKCIIEPTHOE
YUPCKACHHUE O TOTOBHOCTH K IMPOBCACHHIO SKCIICPTU3bI KAaUCCTBA 6I/IOM€)II/IHI/IHCKOFO KJIIETOYHOI'O
MIPOJIyKTa B MECTE IPOU3BOJICTBA OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTA.

5. Vka3aHHbIe B 4acTAX 2 M 3 HACTOSIIEW CTaTbU CPOK JUIsl NPEJCTABICHUS 3asBUTEIEM
0o0pa3oB OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa M HHBIX OOpasloOB U CPOK YBEJAOMIIEHUS
SKCHEPTHBIM YUpexkJeHHEM 00 A3TOM YIMOJIHOMOYEHHOro (peepaabHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTU HE BKJIKOYAIOTCA B CPOK MPOBEIEHUs 3KCIEPTHU3, IPELYCMOTPEHHBIX YaCThiO | HacTosmen
CTaThU.

6. DKCHEepTHBIM YUPEXKJACHHEM H3 00pa3loB KIETOYHOW JWHUW (KJICTOYHBIX JIMHHMN),
MPEJICTaBICHHBIX HAa SKCIEPTU3Y KauyecTBa OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa, COCTABIISIETCS
KOJUICKIIUSI TIOCTOSIHHOTO — XpaHEHHWsT O0O0pa3lloB  CTaHIAPTU30BAHHBIX KICTOYHBIX JIMHHHY,
(dbopmMupoBaHHe, WUCHOJIb30BAHUE, XPAaHEHHE, YUYE€T M YHHUYTOKCHHE KOTOPOW OCYIIECTBISIOTCS B
MOPS/IKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM MCTIOTHUTEIILHOW BIIACTH.

7. JlokyMeHTBI, coiepiKalluecss B PErUCTPAllMOHHOM JI0OChE€ M MOCTYHNHUBIINE B AKCIEPTHOE
YUpeXJIeHUE IJIs MPOBEACHUS COOTBETCTBYIOUIMX 3KCIIEPTH3 B LENAX MOJyYEHUS pa3pellieHus Ha
MIPOBEJICHUE KIMHUYECKOTO HCCIIEOBAHUS OMOMEIUIMHCKOIO KJIETOYHOTO MPOJYKTa, MOJUIeKaT
BO3BpaTy B YIOJIHOMOYEHHBIN (elepanbHblii OpraH HCHOJHUTENBHON BIIACTH OJHOBPEMEHHO C
3aKJIFOUEHUEM TI0 Pe3yabTaTaM 3TUX SKCIEPTH3.

Ctatba 16. lNMony4vyeHMe M oOuLEHKa 3aKMOYeHUW NO pe3ynbTaTaM 3KCNepTus,
npoBeAeHHbIX B LUensX BblAayuM paspeleHMA Ha npoBeAeHUWe KIIMHUYeCKoro
uccrneaoBaHusi BUOMEeaULIMHCKOrO KNeToO4YHOro npoaykra

1.B CpOK, HC HpeBBIIJ_IaIOH_IHﬁ IITH pa60qnx JHEeH co gHs MOJIYYCHHS 3aKIIFOYCHHS KOMUCCHU
OKCIIEPTOB SKCIICPTHOT'O YUPCIKACHUS, YKA3aHHOT'O B YaCTU 1 cratem 15 HaCToAICTro d)enepanLHoro
3dKOHa, W 3aKIYCHHUA COBCTA II0 JTHUKEC, YKA3aHHOI'O0 B YaCTU 7 crateu 14 HaCTOAIICTO
q)e,[[epaJ'ILHOFO 3aKOHa, YHOHHOMOHGHHLIﬁ (I)e,[[epaﬂbHLIfI opradn HCIIOJIHUTENLHON BJIaCTU
OCYIICCTBJIACT OLCHKY IMOCTYIIUBIINUX 3aKJIIYCHUN 11 onpeacyiCHUA UX COOTBETCTBUSA 3adaHUAM
Ha IMPOBCACHUC COOTBCTCTBYIOMIUX DKCHCPTU3 U YBCAOMIIACT 3asBUTCIIA B MMUChbMEHHOM (I)opMe 0
MPpEACTAaBJICHHBIX IO PE3yJjIbTaTaM IMPOBCACHHDBIX IKCIICPTU3 3AKIIFOUCHUSAX.

2. HpI/I MOJIYYCHUH 3aKIIFOYCHUSA KOMHUCCUH DJOKCICPTOB OSKCIICPTHOTO YYPCKIACHUA O
MOATBCPIKIACHUN KauCCTBaA 6I/IOMCIlI/II_II/IHCKOl"O KIICTOYHOI'O MPOAYKTa U BO3MOKHOCTU ITPOBCACHUA
€r0 KJIMHHUYCCKOTO HCCICAOBAHUA U 3aKIIHOUCHUA COBCTA IO ITUKC O BO3MOXHOCTHU MPOBCIACHUSA
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KIIMHUYECKOTO HCCJIEOBaHMUSI OMOMEIUIIMHCKOIO KJIETOYHOIO IMPOAYKTa YIOJHOMOYEHHBIN
(benepanbHBI OpraH UCIOJHUTEIBHONW BJIACTH NMPUOCTAHABIMBACT MPOBEACHUE T'OCYAAPCTBEHHOM
perucTpanuu  OMOMEIUIIMHCKOTO  KJIETOYHOTO  NPOAYKTa O I[OJa4d  3asBUTEIEM B
YIIOJIHOMOYEHHBIN (eiepaibHbIil OpraH KCHOJHHUTEIBHON BIACTHU 3asBJICHUS O BO300HOBJICHHUU
roCcy/lapCTBEHHOW PErUCTpalii OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa.

3. llpu mnoyiyyeHHMM 3aKJIIOUYEHUS KOMHUCCHUHU OJKCIEPTOB SKCIEPTHOIO YUPEKJIEHHUS O
HENOJATBEP)K/IEHUU KadecTBa OWOMEIMLMHCKOIO KIETOYHOIO TMPOJYyKTa M HEBO3MOXHOCTU
IIPOBEJICHUSI €r0 KIMHUYECKOTO MCCICNOBAHMSA WM 3aKIIOYCHHs COBETa IO JTHKE O
HEBO3MOXHOCTH TPOBEACHUS KIMHUYECKOTO HCCIEIOBAHUS OMOMETUIIMHCKOTO KJIETOYHOTO
MIPOJIyKTa YIOJHOMOYEHHBIN (henepanbHblii OpraH UCIIOTHUTEIbHON BIACTH MPUHUMAET PELIEHHE O
MIPEKPALIEHUN TOCYJapCTBEHHOW perucTpauul OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U
yBEAOMJISIET 00 3TOM B IMCbMEHHOM (OopMe 3asBUTEIS.

Crtatbsa 17. PeweHne o Bbigade pa3pewieHna Ha npoBeegeHune KrIMHU4YeCKoro
nccnenoBaHna 6MOMeaNLIMHCKOrO KNeTo4YHOoro npoaykKkrTa

1. Jlns nmonyudeHuss paspelieHds Ha [OPOBEACHHE KIMHMYECKOTO  HCCIIEeIOBaHUS
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa 3asBHUTENb, MOJYYMBIIMA B COOTBETCTBUU C YacThio 1
cratb 16 Hactosimero denepaqbHOr0 3aKOHA YBEIOMJICHHE O BBIHECEHHHM IO pe3yJbTaTam
JKCIIEPTU3, YKa3aHHBIX B myHKTe |1 wactm 1 cratem 12 Hacrosmero denepasbHOTO 3aKOHA,
3aKJIIOUEHUSI KOMHUCCHUHU OKCIEPTOB OSKCIEPTHOTO YUPEXKACHUS O TMOJITBEPXKIECHUH KauyecTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJIYKTa U BO3MOXKHOCTH TPOBEACHUSA €ro KIMHHUYECKOTO
HCCIEAOBaHUSl W 3aKIIOYEHHsI COBETa IO JTHKE O BO3MOYKHOCTH ITPOBENCHHUS KIMHUYECKOIO
UCCIEeIOBaHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, MPEACTaBISET B YIOTHOMOYEHHBIH
(dhenepanbHBIN OpraH UCIIOJTHUTEIIBHON BIACTH:

1) 3asBIeHHME O BbIJAYE pas3pelieHuss Ha MPOBEIEHUE KIMHUYECKOrO HCCIIeI0BaHuUs
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

2) Oporuiropy HcciaenoBaTesl, MPEeACTaBISIONIYI0 COOON CBOJHOE M3JI0KEHHE PE3YJIbTaToOB
JNOKJIIMHUYECKOTO HCCIEI0BAHUS OHOMEAMIIMHCKOTO KIETOYHOTO TMPOJIyKTa W KIMHUYECKOTrO
HCCIeI0OBaHUSl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

3) cBeneHus 00 ombITe pabOTHI UCCIEA0BATENEH 110 COOTBETCTBYIOUIUM CHEIIHAIBHOCTSIM M UX
OMbITE PabOThl MO MPOBEACHUIO KIMHUYECKUX HCCIEIOBAaHUN OMOMEAMIIMHCKUX KJIETOUHBIX
MIPOJYKTOB;

4) KOIHUIO OTOBOPa 005A3aTENBHOTO CTPAXOBAHMSI dKU3HHU, 3J0POBbs MAlMEHTA, Y4aCTBYIOIIETO
B KIMHHYECKOM HCCJIEIOBAaHUN OHUOMETUIIMHCKOTO KIETOYHOrO MpOAyKTa (Jajiee — JO0roBOP
0053aTeNFHOTO CTPAXOBaHUs), KOTOPBIA 3aK/IIOYEH B COOTBETCTBUU C THUIIOBBIMH TPaBUIAMHU
0053aTeNFHOTO CTPAXOBaHUSl KU3HHU, 370POBbsl TMAIMEHTa, YYaCTBYIOLIETO B KIMHUYECKOM
UCCIIEIOBAaHUU OMOMETUIIMHCKOTO KJIETOUHOTO MPOJYyKTa, yTBepkaaembiMu [IpaButensctBom PO
(manee — TUMOBBIE TpaBUiia 00A3aTENBLHOTO CTPAXOBAHUA), C YKa3aHUEM CBEJCHHUI O MpeAeNnbHOM
YHUCICHHOCTH TMAallMeHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM HCCIEJOBAHUN OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa;

5) cBeleHHs O MEIUUIMHCKUX OpraHU3alMsIX, B KOTOPBIX MPEAINOJaraeTcs IMpOBeACHUE
KJIMHUYECKOTO HCCIIE0BAaHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYyKTa (MOJHOE U COKPALIEHHOE
HaMEHOBAHMs, OPraHU3allMOHHO-TIpaBoBas (OpPMa, MECTO HAXOXKIACHUS, MECTO OCYILECTBIICHUS
NeaTeNbHOCTH, TenedoH, Tenedakc, aapec 3JIEKTPOHHOM MOYTHI, CBEIEHHUs 00 aKKpeAWTalMH Ha
MIPaBO MPOBEACHUS KIMHUYECKUX HCCIeOBAaHUNA OMOMETUIIMHCKUX KIETOYHBIX MPOIYKTOB KaXJI0H
MEIUIIMHCKOM OpraHu3alum);

6) cCBeNEHMS O TPEANOJaraéMbIX CpOKax IPOBEACHHUS KIMHUYECKOIO HCCIEI0BaHUS
OMOMEMITMHCKOTO KIETOYHOTO IPOIYKTa;
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7) PEKBU3UTHI JOKYMEHTa, MOJATBEP)KIAIOLIET0 YIUIATy TOCYJapCTBEHHOM IOLUUIMHBI 3a
BbIJIaUy pa3pelieHus] Ha IPOBeIeHNE KIMHUYECKOTO UCCIICAOBAaHUS OMOMETUIIMHCKOTO KIETOYHOTO
IIPOJYKTA.

2. B cpok, He MpeBBILIAIOLIUN MATH paboyuX THEH CO IHSA MPHUHATHUS YKAa3aHHBIX B 4acTu 1
HACTOSIIEH CTaThbM 3asBJCHUS W JIOKYMEHTOB, YIIOJIHOMOYEHHBIH (enepaibHblii  OpraH
VCIIOJIHUTEJIBHON BIIACTH:

1) m[poBOOUT TMPOBEPKY MOJHOTHI M JIOCTOBEPHOCTH CBEACHUMN, COJEpXKAIIMXCS B
IIPEACTABJICHHBIX 3asBUTEIIEM JTIOKYMEHTAX;

2) IpUHUMAET PEIlEHUE O BbIIaye Pa3pelIeHUs] Ha IPOBEACHUE KIMHUYECKOTO UCCIEeI0BaHUs
OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOIyKTa UM 00 OTKa3e B BblJJau€ YKa3aHHOTO pa3pelIeHHUs;

3) yBenomuisieT B MUCbMEHHON (hopMe 3asBUTENS O MPUHATOM PEIICHUH (B ciaydae MPUHATHS
pelieHus 06 0TKase ¢ yka3aHHEeM NPUYHMH TaKOTO 0TKa3a);

4) BBIIAET pas3pelleHHEe Ha NPOBEACHHE KIMHUYECKOTO HCCIIEOBAHUS OMOMEIMIIMHCKOTO
KJIETOYHOTO MpPOJYKTa B MOPSJIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (eepallbHbIM OpraHoM
HCIIOJTHUTEJIBHON BIIACTH.

3. B cnywae BBISBICHHS HEMOJHOTHI WM HEJOCTOBEPHOCTH CBEICHUM, COJEPKAIIMUXCS B
MIPE/ICTAaBJICHHBIX  3as{BUTENEM  JIOKYMEHTax,  YIOJHOMOYEHHBIH  (QelnepanbHbBli  Oprax
WCIIOJIHUTENIBHON BJIACTH HANpaBiIsieT 3asBUTENIO0 3alpoc 00 YTOUHEHUHM YKa3aHHBIX CBEICHHM.
JlaHHBIN 3ampoc MOXKET OBITH NEpeJaH YMOJIHOMOYEHHOMY MPEJCTABUTEINIO 3asiBUTEINS JTUYHO O]
pacnucKy, HampaBlIeH IO TMOYTE 3aKa3HbIM MHCbMOM WM MepelaH B AJIEKTPOHHON ¢opMme 1o
TEJICKOMMYHUKAIMOHHBIM KaHalaM CBA3M. B ciydae HampaBiieHMs NAaHHOTO 3ampoca MO IO0YTe
3aKa3HbIM NMMCBMOM OH CYMTAETCA IOJIyYEHHBIM 110 MCTEUYECHUU IIECTU JHEH C JaThl HAIPABJICHUS
3aKa3HOI0 MUChMa.

4. 3asBuTenb 0053aH MPEACTaBUTH OTBET HA 3alpoC YIOJIHOMOYEHHOTO (heepaibHOro opraia
WCTIOJIHUTENBHON BJIACTH, YKA3aHHBIA B YAaCTH 3 HACTOAILIEH CTaThbH, B CPOK, HE MPEBBIMIAIOIINAN
NeBsSHOCTa pabouuMx AHEH CO JHS MOMydeHUs HaHHOro 3ampoca. Cpok, yKa3aHHBIM B 4yacTH 2
HACTOSILIEH  CTaThbu, [PHUOCTAHABIMBAE€TCS CO JHS HANpaBICHHUS 3asABUTENIO  3alpoca
YIOJHOMOYEHHOTO (heZiepabHOrO OpraHa UCIOJHUTENBHON BIACTU JO JHS MOJYYEHHs] UM OTBETa
Ha JaHHBIN 3ampoc.

5. OcHOBaHUSIMH IJI1 OTKasa B BbIJAYC PaA3spClICHHA Ha IMMPOBECACHUEC KIMHHUYCCKOI'O
HCCICIO0BAaHUA 6I/IOMCI[I/IHI/IHCKOI‘O KIICTOYHOI'O IIPOAYKTA SABJIAIOTCA HCHIPEACTABJICHUEC B IIOJIHOM
o0BeMe AOKYMCHTOB, YKAa3aHHBIX B 4YaCTH 1 HacTosIen CTaTbH, HCIIPCACTABJICHUC 3ajBUTCIICM B
YCTaHOBJICHHbIﬁ CpOK OTB€Ta Ha 3aIpoc YIIOJIHOMOYCHHOI'O (beﬂepaanoro opraHa
HUCHOJHUTEIbHOM BJIaCTH, YKaSaHHBIﬁ B dYacTH 3 HacTosei cTartbu, HWJIN HCCOOTBCTCTBHC
COACPpKaHUsA IMMPEACTABJIICHHBIX 3a4BUTCIICM JOKYMCHTOB Tpe6OBaHI/ISIM HaCToAImCro d)ez[epanLHoro
3aKOHa.

Ctatbsa 18. 3kcneptusa 3dcekTMBHOCTM OUOMEAULMUHCKOrO KIeTOYHOro
npoAyKTa M 3KCNepTu3a OTHOLUEHUSI OXUAAEMOW MNOoNb3bl K BO3MOXHOMY PUCKY
NpUMeHeHUs 6MOMeaNLMHCKOrO KIeTOYHOro npoaykra

1. 9KCHepTI/I33 3(1)(1)CKTI/IBHOCTI/I 6HOM6I[I/ILII/IHCKOFO KIICTOYHOTO IPOAYKTAa M 3KCICPTHU3A
OTHOIICHUS OXHAAEMOH MOJb3bl K BO3MOXHOMY PpUCKY [IPUMCHCHUA 6I/IOMG,I[I/II_II/IHCKOFO
KJIICTOYHOTO TpPOAYKTa, COCTABJICHHUC KOMHUCCHEHN OKCIICPTOB  IKCIICPTHOIO  YUPCIKIACHUA
3aKII0UCHUN 10 HX pe3yiibTaTaM W HAIIPABJICHUC 3THUX 3aKII0YCHUN B ynOJIHOMO‘-ICHHBIfI
(be[[epaHLHHﬁ opran HCIIOJTHUTEIBHON BIIACTH MMPOBOAATCA B CpPOK, HC HpeBBIHlaIOHlI/Iﬁ ABaJlaTu
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MATH pabOYMX THEH CO JTHS MOJyYeHHUs SKCHEPTHBIM YYPEKICHHUEM COOTBETCTBYIOILEIO 3a/1aHUS
YIIOJIHOMOYEHHOTO (hefiepabHOrO OpraHa UCIOJHUTEIBHON BIACTH C JOKYMEHTaMH, YKa3aHHBIMHU
B nyHkrax 1-5, 13 wactu 2 crareu 9 Hactosmero denepanbHOro 3akoHAa, M OTYETOM O
MIPOBEACHHOM KIMHUYECKOM HCCIIeIOBaHUN OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTA.

2. Jlna npoBeneHMs yKa3aHHBIX B 4acTH | HAcTOsIIEW CTaThbU OJKCIEPTU3 3asiBUTEIb
MIPEJCTABISET B YIIOJHOMOYCHHBIN (heiepalbHbIi OpraH UCIIOJHUTEIBHON BIIACTH:

1) 3asBiieHHEe O BO300OHOBICHHH TOCYJApPCTBCHHOW pErUCTpalid OHOMEIUIIUMHCKOTO
KJIETOYHOTO MPOJyKTa U MPOBEICHUH YKa3aHHbIX B YaCTH | HacTOsIIEH cTaThu 3KCIIEPTHU3;

2) NpOEKTbl MAaKETOB IEPBUYHOW YNAKOBKM M BTOPUYHOM YNAKOBKM OHMOMEIUIIMHCKOTO
KJIETOYHOTO TMPOJYKTa, NP HEOOXOAMMOCTH JOpadOTaHHBIE IO pe3yJbTaTaM MPOBEACHHOIO
KIIMHUYECKOTO UCCIIEeI0BaHUS OMOMEINIIMHCKOTO KIETOYHOTO MPOIYKTa;

3) oT4eT O MPOBEICHHOM KIMHUYECKOM HCCIEI0BAaHUU OHMOMEIUIIMHCKOTO KJIETOYHOTO
MIPOJIYKTa;

4) TpOEKT MHCTPYKUMHU IO MPUMEHEHHIO OMOMEAMIIMHCKOTO KJIETOYHOIO MpOJYKTa, MpU
HE0OXO0IMMOCTH J0pabOoTaHHBIA MO pe3yiabTaTaM IPOBEIEHHOIO0 KIMHUYECKOTO HCCIEI0BaHuUs
OMOMEUITMHCKOTO KJIETOYHOTO MPOIYKTa;

5) peKkBU3UTHl JOKYMEHTOB, MOJATBEPXKIAIOIIMX YIUIAaTy TOCYAapCTBEHHOM NOLUIMHBI 3a
MIpOBeJIEHUE IKCIEPTU3BI 3(PPEKTUBHOCTH OMOMEAUIIMHCKOTO KIETOYHOTO MPOIYKTA U AKCIEPTU3BI
OTHOIICHUSI OXKUJAEMOM TOJIb3bl K BO3MOXXHOMY PHUCKY TpPUMEHEHUS OHOMEIUIIMHCKOTO
KJIETOYHOTO TPOAYKTAa NPHU TOCYJApPCTBEHHON pEerucTpaluud OHOMETUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa. 3asBUTENb BIPABE MPEACTABUTh MO COOCTBEHHOW MHUIMATHBE yKa3aHHbIE JOKYMEHTHI.
B cnyyae ux HempencTaBieHUs YIMOJTHOMOYEHHBIN (DenepasibHbIi OpraH WCIIOJTHUTEIIBHON BJIACTH
npoBepsieT (PakT ymiaTel roCy1apcTBEHHON MOILIMHBI HA OCHOBAaHHUH MPECTABICHHBIX 3asBUTEIIEM
PEKBU3UTOB JOKYMEHTOB, MOJTBEPKIAIONIMX €€ yIUIaTy, C HCIOJIb30BaHHEM HHpOpManuu 00
yIulaTe TOCYAapCTBEHHOW TOUUIMHBI, cojepykaimieiics B locymapcTBeHHONW WH(POPMAIMOHHOMN
CUCTEME O FOCYJApPCTBEHHBIX U MYHULIUITAJIBHBIX IJIaTEXKaX.

3. B cpok, He NPEBBIMIAMIIMA MATH padOUMX JHEHW CO JHS TNPUHATHS 3asABICHUS O
BO300OHOBJICHUU TOCYJApCTBEHHONW pErucTpauuu OUOMEJULIMHCKOTO KIETOYHOTO MPOAYKTa C
JOKYMEHTaMH, YKa3aHHBIMU B YacTsaX | M 2 HacTosiled cTaTbH, YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH UCIOJIHUTEIbHOMN BIIACTH:

1) m[poBOAMT TMPOBEPKY TMOJHOTHI M JOCTOBEPHOCTH JIAHHBIX, COJAEpKAIIUXCS B
MPE/ICTABJICHHOM  3asBUTENIEM  OT4YeTe O  [POBEIEHUU  KIMHUYECKOTO  HMCCIIEI0BaHUS
OMOMEUITMHCKOTO KIIETOYHOTO MPOIYKTa,

2) OpUHHMaeT  pelieHHe O  BO30OHOBICHHHM  TOCYJapCTBEHHOM  perucrpanuu
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa U MPOBEICHUH YKa3aHHBIX B 4acTU | HACTOALIEH CcTaThbu
JKCHEPTU3 WM 00 OTKa3e B BO3OOHOBJICHHH TOCYAapCTBEHHOU perucrpanuu OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIYKTa U MPOBEICHUHU YKa3aHHbBIX SKCIIEPTH3;

3) yBemomuiieT B MUCbMEHHON (hopMe 3asBUTENS O MPUHATOM PEIICHUU (B Caydae MPUHATHS
penieHus 06 0TKaze — ¢ yKa3aHUEM MPUYUH TaKOro 0TKa3a).

4. B CJIyqac BBIABJICHUA HCIOJHOTBI WM HCEAOCTOBCPHOCTU CBe,[[eHI/II\;I, COACPIKAIUXCA B
MPpEACTAaBJICHHBIX 3ajdABUTCIIEM JAOKYMCHTAX, YHOJ'IHOMOLICHHHﬁ q)eﬂepaﬂbHHfI opran
HCIIOJIHUTEIBHON BJIaCTH HAIlpaBJIAACT 3asABUTCIIIO 3aIllpOC 00 YTOUYHCHUHN YKA3aHHBIX CBEJICHUIA.
Z[aHHLIfI 3aIpoC MOKCT OBITh nepeaaH yrmoJIHOMOYCHHOMY HPCACTABUTCIITIO 3asABUTCIIA JIMYHO IMOX
pacClucKy, HaAIIpaBJICH IO IOYTC 3dKAa3HbBIM IMMCbBMOM WM IICPEAaH B BHCKTPOHHOﬁ (1)OpMe 110
TCIICKOMMYHUKAIIMOHHBIM KaHaJIaM CBA3HU. B CJIyda€ HaIlpaBJICHUA OJAaHHOTO 3aIllpoca IO IOoYTEC
3aKa3HbIM MHUCbMOM OH CHHUTACTCA IMOJIYYCHHBIM IO UCTCUYCHHUU HICCTHU JHEH C JaThl HalpaBJICHUSA
3aKa3HOro nmucbma.
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5. 3asBuUTenb 0053aH MPECTaBUTh OTBET HA 3aIIPOC YIIOJTHOMOYEHHOTO (heIepalbHOTO OpraHa
WCIIOJIHUTENIBHOM BJIACTH, YKa3aHHBIM B 4acTH 4 HACTOALIEH CTAaTbU, B CPOK, HE NPEBBIILIAIOLINI
JEeBSIHOCTa pabouux JHEH cO JAHS TMOJydeHHsl JaHHoro 3ampoca. Cpok, yKa3aHHBIM B 4acTH 3
HACTOSIEH  CTaTbM, IPUOCTAHABIMBACTCA CO JHSA  HaNpaBICHUSA 3asABUTENIO  3ampoca
YIOJHOMOYEHHOTO (heZiepalbHOIO OpraHa WCIOJIHUTEIBHON BJIACTU 10 JHS MOJIyYE€HUS UM OTBETA
Ha JIaHHBIN 3a11poc.

6. OcHoBaHmeM JUIsI OTKaza B BO300OHOBJICHHWH TOCYAAPCTBEHHOH  PETHUCTpAINH
OMOMEUITMHCKOTO KJICTOYHOTO MPOAYKTa M MPOBEJACHUH YKa3aHHBIX B YacTH | HACTOSIIEH CTaThu
9KCIIEPTHU3 SBJISICTCS IPEICTABICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsAX | U 2 HacTOSIICH CTaThH, B
HETIOJTHOM 00BbeMe, HEMPEICTABICHUE 3asIBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIM B
yacTu 4 HACTOSIIEW CTAaThU 3alpoC YMOJHOMOUYEHHOTro (heAepallbHOrO OpraHa HCHOJHUTENbHOMN
BJIaCTU JUOO OTCYTCTBHE B TIPEACTABJICHHBIX JIOKYMEHTAaX HCYEPIIBIBAIOIIETO TEPEUHS
HeoOxoaumoil uHpOpMaIuu, KOTOpas AOJKHA OBITh OTpa)k€Ha B HHUX, a TaKXe OTCYTCTBHE
nHpopManuy, TOATBEPXKIAOMer (aKT yrjaaTel TOCYJAPCTBEHHOW TONIIMHBI 3a IPOBEICHHE
AKCTIepTU3bl AHPEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTAa U SKCIIEPTHU3bI OTHOIICHUS
0’KHJIaeMOM TIOJIb3bI K BOBMOXXHOMY PHCKY TTPUMEHEHHS] OMOMEIUIIMHCKOTO KJIETOYHOTO MPOTYKTa
MIPU TOCYIAPCTBEHHON PErHCTpallii OMOMEIUIIMHCKOTO KJIETOYHOTO MPOTYKTA.

7. Dxcneptuza 3¢pGEeKTUBHOCTH OHOMEIUIIMHCKOTO KJIETOYHOTO MPOJayKTa M SKCIEepTH3a
OTHOIICHUSI OXKUJAEMOM TOJIb3bl K BO3MOXXHOMY PHUCKY TpPUMEHEHUS OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa, B OTHOLIEHUU KOTOPOTO IMPOBEIEHBI MEXIyHAPOJHBIE MHOTOIIEHTPOBBIE
KIIMHUYECKHE UCCIIEOBaHUs, YaCTh U3 KOTOPBIX MpoBeeHa B PD, ocyiiecTBIsSIOTCS Ha OCHOBaHUU
JIOKYMEHTOB, YKa3aHHBIX B TyHKTax 1-6, 8,9, 12 u 13 yactu 2 crateu 9 Hactosiero @eaepaibHOTO
3aKOHa, B CPOK, YKa3aHHBIN B 4aCTH | HACTOSIIEH CTaThU.

Ctatba 19. [lloBTOpHOEe npoBeAeHMe OMOMEOAMLMHCKOM  3KCnepTusbl
OMOMeaANLMHCKOro KNeTOYHOro npoaykTa u (Mnm) aTM4ecKom aKkcnepTusbl

1. B cnyyae Hanuuus B 3aKIIOUYEHUU KOMHUCCHH HKCHEPTOB SKCIEPTHOTO YUPEKACHUS WU
COBETa IO 3TUKE IPOTHBOPEUMBBHIX JAHHBIX, HEOOOCHOBAHHBIX M (WJIM) HEMOJIHBIX BBHIBOJIOB,
¢danbcuuKa  BBIBOJOB OMOMEIUIIMHCKOM AKCHEPTHU3bl  OHMOMEIUIIMHCKOTO  KJIETOYHOTO
MPOJYKTa U (MJIHM) 3TUYECKOM IKCIEPTU3BI, COKPBITHS OT YIOJIHOMOUYEHHOTO (eiepaibHOr0 OopraHa
WCIIOJIHUTEJIBHOM BJIACTH OCHOBAHUH sl OTBOJA SKCIEpPTa BCIEACTBHE €r0 3aMHTEPECOBAHHOCTH B
pe3ynbTaTaX COOTBETCTBYIOIIEH OSKCIEPTU3bl, HAIWYHUS JAHHBIX O MPSAMOM JHOO KOCBEHHOM
BMEIIIATEIILCTBE B IMPOIIECC COOTBETCTBYIOUICH AKCHEPTU3BI JUI, HE YYacTBYIOUIUX B €€
MIPOBEJICHUH, HO OKa3aBILINX BIUSHUE HA MPOLIECC U Pe3yJbTaThl €€ MPOBEICHUS, YIIOTHOMOYCHHBIM
(denepalbHBIM OpPraHOM HCIOJIHHUTEIBHOW BJIACTH HA3HAYAIOTCS TMOBTOpHAs OMOMEIMIIMHCKAS
JKCIEPTHU3a OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U (MJIHM) MOBTOpPHAS ATHYECKas SKCIEepPTH3a.
O0beM TMOBTOPHOM OJKCHEPTU3bI OINpEAENsSeTCS YINOJIHOMOYEHHBIM (elepalbHbIM  OpPraHOM
WCIIOJIHUTENHHOMN BIIACTH.

2. HOBTOpHaH 6I/IOMCI[I/II_II/IHCI(8.$I OKCIICpTHU3a 6I/IOMC,Z[I/II_H/IHCKOFO KIICTOYHOI'O MPOAYKTa
MMpOBOAUTCAH B CPOK, YCTaHOBJ'IeHHHﬁ YIIOJTHOMOYCHHBIM (I)C,Z[epaJ'ILHI)IM OpraHomM HCIIOJIHUTEILHON
BJIaCTH U HC HpeBBIH_IaI-OH_II/Iﬁ CTa pa60q1/1x JHEH co IHS MOJIYYCHUS SKCICPTHBIM YUPCKIACHUCM
3aIaHrs HA IIPOBCACHUC HOBTOpHOﬁ 6I/IOMC,Z[I/H_[I/IHCKOI71 SKCIICPTU3BL 6I/IOMCI[I/II_II/IHCKOFO KJIE€TOYHOTO
IMPOAYKTA, a IIOBTOPHAA 3TUYCCKAA SKCIICPTU3a — B CPOK, HC HpeBLIHIaIOH_IHﬁ IATHAAIATH pa60q1/1x
JHEH co JHSI MOJIYYCHUSA COBCTOM II0 I3THUKC 3alaHUs Ha IIPOBCIACHUC HOBTOpHOﬁ 3THYECKOM
OKCIICPTUILI.
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3. 3KCHeprI KOMHCCHUH SKCIICPTHOTO YUYPCIKACHUA U YWICHBI COBCTA IO 3TUKC, B OTHOIICHUU
KOTOPbIX YCTAHOBJICHLL 06CTOSITGJ'IBCTB8,, YKAa3aHHBIC B 4aCTHU 1 HaCTOSIIJ_ICI\/JI CTaTbu, HC NOIIYCKAIOTCA
K IPOBCACHUIO ITOBTOPHBIX SKCIICPTU3.

4. ®unaHcoBoe oOecreueHHue TPOBENEHHUS TOBTOPHOH OHOMEIUIIMHCKOW SKCHEPTHU3BI
OMOMEIMIIMHCKOTO KJIETOYHOTO IPOAYKTA OCYIIECTBISAETCA 3a CYET CPEACTB, IOIYyYEHHBIX
OKCIICPTHBIM YUPCIKIACHUCM OT HpI/IHOCSIHICf/'I J0X04 ACATCIIbHOCTH.

Ctatba 20. PeweHne o rocyaapcTBeHHOW perucrtpauum 6uMomMeaNLIMHCKOro
KJIeTOYHOro npoaykKra

1. B cpok, He npeBbIIaOMNN MATH padouUX JAHEN CO HS MOJIyUYEHUs 3aKII0UeHUN KOMUCCUU
9KCHEPTOB  AKCHEPTHOTO  YYpPEXKJAECHUS 10  pe3yapTaTaMm  dSKcIepTusbl  3(P(PEeKTHBHOCTU
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M HKCHEPTHU3bl OTHOUIEHHUS OXUIAEMOW MOJb3bl K
BO3MOXXHOMY PHUCKY NPUMEHEHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, YHOJHOMOYEHHBIN
(dbenepanbHBI OpraH UCTIOJTHUTEIIBHON BIACTH:

1) ocymiecTBiIse€T OLEHKY TOCTYNIMBIIMX 3aKIIOYEHHH 10 pe3ylbTaTraM MpOBEICHUS
YKa3aHHBIX dKCHEPTH3 VISl ONPEIEICHUS COOTBETCTBHS ITUX 3aKIOYEHUH 3aJaHHUI0 HA MPOBEICHUE
YKa3aHHBIX SKCIIEPTHU3;

2) IpUHHUMAaeT peIleHHEe O TOCYIAapCTBEHHOW perucrpanuuv OMOMEAMIIMHCKOIO KJIETOYHOTO
MpOJyKTa WM 00 OTKa3e B TOCYJapCTBEHHON perucrpauud OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTA;

3) BHOCUT NpH HPUHATUU PEIIEHUS O TOCYyJapCTBEHHOM perucrpauuu OMOMEAULUHCKOTO
KJIETOYHOTO MPOJYKTa JaHHBIE O 3apETUCTPUPOBAHHOM OMOMEAMLIMHCKOM KJIETOYHOM IPOAYKTE B
rOCyJApCTBEHHBIM peecTp OMOMEIUIMHCKUX KJIETOYHBIX IPOJYKTOB W BBINACT 3asBUTEIIO
PETUCTPALIIOHHOE YIOCTOBEPEHUE OMOMEIUIIMHCKOIO KJIETOYHOTO IpPOAYKTa, (Gopma KOTOPOTO
YIBEPXKJA€TCA  YHNOJHOMOYEHHBIM  (pefiepalbHBIM ~ OpPraHOM  HCIOJHMUTENBHOM  BJIACTH,
COIJIACOBAHHBIE CHENM(PUKALNIO HAa OMOMEIUIMHCKUNA KIETOYHBIH NPOJIYKT, MHCTPYKLHUIO IO
INPUMEHEHUIO OHUOMEIUIIMHCKOIO KJIETOYHOIO HPOAYKTa, HOPMATHUBHYK JOKYMEHTALUIO Ha
OMOMEIMIIMHCKUNA KJIETOYHBIH NPOAYKT WM B CcIydae IPUHATHS pelieHuss o0 oTka3e B
roCyJapCTBEHHON perucTpanuy OMOMEIUIMHCKOrO KJIETOYHOIO IMPOAYKTa yBeIOMIIAeT 00 3TOM B
MUCbMEHHOM (hopMe 3asBUTENS C YKa3aHUEM IPUYMH TaKOI'0 OTKa3a.

2. OcHoBaHHEM A IpUHATUS YIIOJTHOMOYCHHBIM (I)C,Z[epaJ'II)HBIM OopraHom HCITOJIHUTEILHO M
BJIACTH PCIICHUSA 00 oTKase B FOCY,HapCTBCHHOfI perucTpanuu 6I/IOM6I[I/II_II/IHCKOFO KJIICTOYHOI'O
MNpOAYKTa ABJIACTCA BBIHCCCHHOC IIO PE3YJIbTaTaM JKCICPTU3, YKA3AHHBIX B YaCTH 1 crarem 18
HaCToAImeCro CDeI[epaJIBHOFO 3dKOHA4, 3aKJIOYCHHUEC KOMUCCHUHU 3KCIICPTOB DKCICPTHOI'O YUPCIKIACHUA
O TOM, YTO BCI)CI)GKTI/IBHOCTB perucTpupyemoro 6I/IOMC,Z[I/ILII/IHCKOFO KIICTOYHOI'O MPOAYKTa HE
MNOATBCPIXKACHA IIOJIYYCHHBIMHU JAaHHBIMHU WX PUCK MNPUYUHCHUA BpCla 3I0POBBHO UYCIIOBCKA
BCJICACTBUC IIPHUMCHCHUA 6I/IOM6,I[I/II_II/IHCK01"0 KIICTOYHOTI'O MPOAYKTa ITPEBLIIIACT 3(1)(1)6KTI/IBHOCTB
€Tro MPUMCHCHUA.

Ctatbsa 21. PeructpaumoHHoe yaocTtoBepeHne GMoOMeauLMHCKOro KIeToO4YHOro
npoaykra

1. PerucrpannoHHoe yAOCTOBEpEHHE OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa Ha BIIEPBHIE
peructpupyeMbiii B PO OHOMEIUIIMHCKUI KIETOYHBINA MPOJYKT BBIAAETCS CO CPOKOM JCHCTBHS

IATh JICT.

2. Ilo wucredyeHun YKa3aHHOI'0 B 4YaCTU 1 HACTOSIIEN CTaTbUu CpOKa CpOK JEeNCTBUS
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PErUCTPpAalMOHHOTO YAOCTOBCPCHUSA 6I/IOMGI[I/II_II/IHCKOFO KIICTOYHOI'O IMPOAYKTa HpPOaJICBACTCSA
KaKIbIC IIATH JICT IMPU YCIIOBHUU MOATBCPIKIACHUS €O FOCyl[apCTBeHHOf/'I perucTpanmu.

3. B ciyuae BHeceHHMs] B COOTBETCTBUM CO cTaTheil 23 Hacrosimero denepaabHOro 3aKoHa B
JOKYMEHTBI,  COJEp)Kallhecss B  PETUCTPAIMOHHOM  JOChe Ha  3aperucTPUPOBAHHBIN
OMOMEMITMHCKUN KIIETOYHBIH TPOJYKT, M3MEHEHHH, 3aTparuBalOlINX CBEICHUS, OTPAXCHHBIC B
PEruUCTpalMOHHOM YAOCTOBCPCHUU 6I/IOM€I[I/ILII/IHCKOFO KJICTOYHOI'O ITPOAYKTA, YHOHHOMO‘ICHHBIfl
(benepanbHBI OpraH MCHOJHHUTEIBHOW BJIACTH BBIAAET HOBOE PETHCTPALMOHHOE YIOCTOBEPEHHE
OMOMEIMITMTHCKOTO KJIETOYHOTO POIYKTa C Y4€TOM M3MEHEHHIH.

4. 3a BbIJa4y PETUCTPAIIMOHHOTO yIOCTOBEPEHUS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
B3UMACTCA TOCYyJapCTBCHHAsA TIIONJIMHA B pasMepe W TMOPAAKES, KOTOPBIC YCTAHOBJICHBLI
3akoHoAaTtenbcTBOM P®D 0 Hanorax u cOopax.

5. Opranuzanus, Ha UM KOTOPOW BBIJIAHO  PErUCTPALlMOHHOE  yJIOCTOBEPEHHE
OMOMEIUIIMHCKOTO  KJIETOYHOTO  NPOJYKTa,  SBISETCS  BIAJAEIbLEM  PETUCTPALMOHHOTO
YIOCTOBEPEHUS OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOJIyKTa.

6. B cimydae yrpaThl WM  TIOBPEXKJIEHUS  PETUCTPAIMOHHOTO  yIOCTOBEPEHUS
OMOMEIMIIMHCKOTO  KJIETOYHOTO  TMPOAYKTa IO TMHCHhbMEHHOMY  3asBJICHHIO  BJIaJeibIla
PErUCTPAIIMOHHOTO  yIOCTOBEpPEHUSI  OMOMEIWIIMHCKOTO  KJIETOYHOTO  TMPOAYKTa  WJIH
YIOJITHOMOYEHHOTO UMM JIMIla O BbIJa4Ye JOyOauKata pPErucTPaAlMOHHOTO — YIAOCTOBEPEHUS
OMOMEIUIIMHCKOTO  KJIETOYHOIO  MpPOAYKTa  YINOJHOMOYEHHBIH  (edepanbHbIi  OpraH
WCIIOJIHUTENBHOM BJIAcTU B CPOK, HE MPEBBIMIAIOMIMNA JIECATH pabouuXx JAHEWU CO JIHS MOCTYIUICHUS
TaKOro 3asBJICHUS, BbIAACT IyONMKAT PErUCTPALMOHHOTO YIOCTOBEPEHHS OHOMEIUIIMHCKOIO
KJIETOYHOTO  TpOAYyKTa. 3a  BblA4y  JyOjuKaTta  pEerucTpallMOHHOTO  YAOCTOBEPEHHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa B CBA3M C YTPaTOM WM MOBPEXKACHUEM JaHHOTO
PETUCTPAIIMIOHHOTO YOCTOBEPEHUS B3UMAETCsl TOCYJapCTBEHHAs MOILINHA B pa3Mepe U MOPSJIKE,
KOTOpbI€ YCTaHOBJICHBI 3aKOHOAaTeNbcTBOM P® 0 Hanorax u cOopax.

CraTtbs 22. MoaTBepxpeHne rocyaapcTBeHHOMU perucTpauumn
GuomMeanLIMHCKOrO KINeToYHOro npoaykKra

1. IloaTBepxaeHNE TOCYIAPCTBEHHOM PErUCTPAIMA OMOMETUITMHCKOTO KIETOYHOTO MPOIyKTa
OCYIIIECTBJISIETCS TIPH BbIJa4€ PETUCTPAIMOHHOTO yIOCTOBEPEHUS OMOMEIUITMHCKOTO KIETOYHOTO
MPOJIyKTa B cliyyae, YKa3aHHOM B 4acTu 2 ctaThu 21 Hacrosiero denepaibHOro 3aKOHA, B CPOK,
HE MPEBBIMIAININI JeBIHOCTa Pa0OUUX JHEH CO JHS MOJYyYeHHs YIIOJTHOMOYEHHBIM (heaepaabHbIM
OpraHOM HCIOJHHUTEIBHON BJIACTU 3asBIIEHUS O MOJATBEPXKICHHH T'OCYJAapCTBEHHOW pErucTpaiuu
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJAYKTa C YyKa3aHUEM B HEM PEKBU3UTOB JIOKYMEHTA,
MOATBEPKAIOIETO YIUIATy TOCYIAapCTBEHHOM MOLUIMHBI 32 MOJATBEP)KJIEHUE TOCYIapCTBEHHOU
peructpanuy OHOMEIUIIUHCKOTO KIETOYHOTO POAYKTA.

2. IToaTBepxkaeHnEe TOCYIaPCTBEHHON PETUCTPALIMK OMOMETUIIMHCKOTO KJIETOUHOTO MPOIYKTa
OCYHIECTBJISIETCS MO PE3YJIbTaTaM SKCIEPTU3bl OTHOLIEHUS OKUJIAEMOM MOJb3bl K BO3MOXXHOMY
PUCKY IPUMEHEHUST OMOMEUIIMHCKOTO KIETOYHOTO MPOAYKTa, MPOBOJIMMOI Ha OCHOBAHUHU JAHHBIX
MOHHUTOPUHTa 0€30MacHOCTH OHOMETUIIMHCKOTO KIETOYHOTO TMPOJYKTa, OCYIIECTBIIEMOTO
BIIQJIETIBIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U
(denepalbHBIM OPraHOM HCIIOJHUTEIHHON BIACTH, OCYIIECTBISIONUM (DYHKIIMH TIO KOHTPOIIO U
HaJ30py B cdepe 3IpaBoOOXpaHEHMs, B COOTBETCTBHH cO cTaTheil 41 Hacrosiero denepalbHOTO
3aKOHA, a TaK)Ke IKCIEPTHU3bl KaueCTBa OMOMEIUIIMHCKOTO KIETOYHOrO MPOAYKTa, MPOBOJAUMON B
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cllyyae BHECEHHS] M3MEHEHHI B HOPMATHUBHYIO JOKYMEHTAIMIO HA OMOMEIUIIMHCKUN KJIETOYHBIN
IIPOAYKT.

3. K 3asBneHHMI0O O MOATBEPKACHUU TOCYIAPCTBEHHON pErucTpanuud OHOMEIUIITHCKOTO
KJIETOYHOTO TMPOJYKTAa TPWIATAIOTCA JOKYMEHT, COJEpXKAlluii pe3yiabTaThl MOHHTOpPWHTA
0€30macHOCTH  OMOMEAMIIMHCKOTO  KJIETOYHOIO IPOAYKTA, OCYIIECTBISIEMOTO  BJIAJCIbLIEM
PETHCTPALMOHHOTO  yIOCTOBEPEHUS! OHOMEIUIMHCKOTO KJIETOYHOIO MpOoayKTa, 1o Qopme,
YCTaHOBHGHHOﬁ YIIOJITHOMOYCHHBIM Q)eﬂepaanHM OopraHomMm HUCIIOTHUTEILHOMN BJIaCTHU, U CBCACHUSA O
JaTe MPeJOCTaBICHUS U PETUCTPAIMIOHHOM HOMEpE JULEH3UHU Ha OCYIECTBICHUE JEITEIbHOCTH 10
IIPOU3BOJACTBY 6I/IOM€I[I/IIII/IHCKI/IX KIJIICTOYHBIX ITPOAYKTOB.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

4. HopmaruBHas [JOKyMEHTalus Ha OHOMEIUIMHCKUN KJIETOYHBIM MPOIYKT, HPOEKT
MHCTPYKUMU [0 TPUMEHEHUI0 OMOMETUIIMHCKOTO KJIETOYHOIO TMPOJYKTa, MPOEKThl MAaKETOB
MEPBUYHON YNAKOBKM M BTOPUYHON YNAKOBKM OHMOMEAMIIMHCKOTO KJIETOYHOTO MPOJyKTa
MIPUJIAratoTcsl K 3asBJICHUIO O MOATBEPXKACHUU T'OCYJapCTBEHHOM perucTpanuy OMOMeInInHCKOTO
KJIETOYHOTO MPOAYKTA TOJBKO B CIIy4ae, €CJIM B HUX BHOCATCSI N3MEHEHHS.

5. C 3asBieHHEM O TOJATBEPKIACHUH TOCYIapCTBEHHOM PETHUCTPAIMH OHOMEIUIIMHCKOTO
KJIIETOYHOTO  TPOJYKTA BJAJAETEI] PETUCTPAIMOHHOTO  YIOCTOBEPEHUS OMOMETUITMHCKOTO
KJIETOYHOTO TIPOJYKTa BIpPaBE IO COOCTBEHHOW WHHIIMATUBE TIPEJICTABUTHh JOKYMEHT,
MTOATBEPKIAIOIINM  YIIJIaTy TOCYIapCTBEHHOW TMONUIMHBI 3a TOATBEPXKICHHUE TOCYAapCTBEHHOU
peructpany OMOMEIMIIMHCKOTO KJIETOYHOTO IMPOJYyKTa, a TaKkKe CBEICHHS O JIMLEH3HH,
yKa3aHHbIE B 4aCTH 3 HacToslIled cTaThbu. B ciiydae HempencTaBieHHs] YKa3aHHBIX JTOKYMEHTOB M
CBEJICHUN YIOJHOMOYCHHBIN (efepaabHblii OpraH HMCIOJHUTEILHOW BJIACTH 3alpaliuBacT UX B
MOPSIIKE MEXBEAOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMOICHCTBUSI.

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

6. B Teuenue gecsatu pabouymx ITHEH CO JOHS NPUHATHUS 3asBJICHUS O MOATBEPXKICHUU
rOCy/IJapCTBEHHOW perucTpanuu OWOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M JIOKYMEHTOB,
YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThH, YIIOJTHOMOYEHHBIHN (e/iepaabHblil Opral UCIIOIHUTEIbHON
BIIACTH:

1) m[poBOOUT TMPOBEPKY TMOJHOTHI M JOCTOBEPHOCTH CBEACHUMN, COJEpXKAIIMXCS B
MIPEJICTaBJICHHBIX 3asIBUTEIIEM JOKYMEHTAX;

2) HanpasisieT B ¢enepalbHblil OpraH UCHOJIHUTEILHON BJIACTH, OCYILECTBISIONINN QYyHKIIUU
M0 KOHTPOJIO M HAI30py B cdepe 3apaBOOXpaHEHUS, 3alpoc O MPECTABICHUU Pe3ylbTaTOB
MOHHUTOpPHUHra 0€30MacHOCTH OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa, KOTOPBIA JTONMXKEH OBITh
WCIIOJIHEH B TE€UEHHUE MATH pabo4ymX AHEU CO JIHS ero MOJy4YeHHUS,

3) npuUHUMAET pellIeHre O MPOBEACHUN WIH 00 0TKa3e B MPOBEACHUH SKCIIEPTU3bI OTHOILICHHS
0KHJJAeMOH TOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa,
a Tak)Ke SKCIEePTH3bl KayecTBa OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYyKTa, MPOBOJMMOI B ciiydae
BHECEHUS M3MEHEHUI B HOPMATUBHYIO JOKYMEHTAIMIO HA OMOMEAUIIMHCKUNA KIIETOUHBINA MPOIYKT;

4) yBemomisieT B MUCBMEHHOW (opMe BIaaenblla PErHCTPAIMOHHOTO YAOCTOBEPEHUS
OMOMEUITMHCKOTO KIETOYHOTO MPOAYKTA O MPUHSATOM PEIIeHUH (B cllyyae MPUHATHS pelIeHus 00
OTKa3€ B IIPOBEJICHUH COOTBETCTBYIOIIEH SKCIEPTHU3bI C YKa3aHUEM MIPUUYNH TAKOTO OTKa3a).

7. B cimyuyae BBISBJIEHHS HEINOJHOTHI WJIM HEIOCTOBEPHOCTH CBEIEHHUH, COAEp)KAIUXCA B
MPEJICTABICHHBIX BJIAJENbIEM PErUCTPALMOHHOTO YIOCTOBEPEHUSI OMOMEIUIIMHCKOTO KJIETOUYHOTO
NpOAYyKTa JOKYMEHTaX, YIOJIHOMOYECHHBIM (elepanbHblii OpraH HCIOJHUTEIbHON BIACTH
HampaBisieT BIAJENbIly PETUCTPAL[MOHHOIO YIOCTOBEpEHHs] OHMOMEAMIIMHCKOTO KIIETOYHOTO
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MPOJIyKTa 3ampoc 00 YTOYHCHHWH YKa3aHHBIX CBEACHMN. J[aHHBIM 3ampoc MOKET OBITh NepenaH
YIIOJIHOMOYEHHOMY [IPEACTABUTEIIO BJIaJICNIbIIA PErucTpaniOHHOIO YIOCTOBEPEHUS
OMOMEIUITMHCKOTO KJIETOYHOTO MPOIYKTa JIMYHO TOJ PACIHUCKY, HAMPABJICH 1O TMOYTE 3aKa3HBIM
MUCHbMOM WJIM TIEpEAaH B JJIEKTPOHHOU (hopMe MO TEIeKOMMYHHMKALMOHHBIM KaHajlaM CBs3U. B
Cllydae HalpaBJICHUS JAHHOIO 3ampoca MO MOYTE 3aKa3HbIM MUCBMOM OH CUUTAETCA MOJYYEHHBIM
110 UICTCUCHHUH IICCTU IIHefl C AaThl HAITPABJICHUSA 3aKa3HOT'O IKMCbMaA.

8. Bragenen perucTpalOHHOTO YAOCTOBEPEHUS OMOMETUIIMHCKOTO KJIETOYHOIO IMPOJYyKTa
00s13aH TpeACTaBUTh OTBET HA 3aIllPOC YIIOJTHOMOYEHHOTO (heAepabHOTO OpraHa MCIIOJHUTEITFHON
BJIACTH, YKa3aHHBIA B YAaCTH 7 HACTOSIIEN CTaTbU, B CPOK, HE MPEBBIILIAIONINHN IEBIHOCTa pabounx
JTHEW CcO JHS TOoJIydeHUsl JaHHOTro 3arpoca. Cpok, yKa3aHHBIH B 4acTH 6 HACTOSINIEH CTaThH,
IIPUOCTAHABIMBAETCA CO [JHSA HAIPaBICHUs BIAJENbIy PErUCTPALMOHHOTO YIOCTOBEPEHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJAYKTa 3ampoca YHOJIHOMOYEHHOTO (QelepaJbHOro oOpraHa
HCIIOJTHUTENBHON BJIACTH 0 JHS MOJY4YEHUS UM OTBETA Ha JIAHHBIN 3alIPOC U HE YUUTBIBACTCS MPH
UCYMCIEHUU CpoKa [MOATBEPXKAECHUS TIOCYJApPCTBEHHON  perucTpauud OHOMEAUIIMHCKOTO
KJIETOYHOTO MPOJYKTA.

9. OcHoBaHMEM IJi OTKa3a B MPOBEICHUM KCIEPTU3bI OTHOLICHHS OKUIAEMOW IMOJB3bI K
BO3MOKHOMY PHUCKY NMPUMEHEHHSI OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa M (MJIM) SKCIIEPTU3BI
KauecTBa OMOMEIMITMHCKOTO KJIETOYHOTO TPOAYKTA SBISETCS TPEACTABICHUE JOKYMEHTOB,
yKa3aHHBIX B 4YacTsax 1, 3 m 4 Hacrosied CcTaThbd, B HEMOJHOM OOBEMeE, HENpPEICTaBIICHHUE B
YCTaHOBJIEHHBIMI CpPOK OTBETAa Ha YyKa3aHHBIM B YacTH 7/ HACTOAIIEH CTAaTbU 3aIpoc
YIOJIHOMOYEHHOTO  (heJIepalbHOTO0 OpraHa HWCIOJHUTEILHOW BJIACTH JHOO OTCYTCTBHE B
MPEACTABICHHBIX JOKYMEHTaX HCUEPITBIBAIOIINX CBEACHHUM, KOTOPBIC TOJHKHBI OBITH OTPaXKEHHI B
HUX, a TaKK€ OTCYTCTBHE MH(POPMAIINH, TIOATBEPKAAIOIICH YIIaTy TOCYAapCTBEHHOM MOILIMHEI 3a
MTOJTBEPIKICHUE TOCYAAPCTBEHHON perucTpaniui OMOMETUITMHCKOTO KIETOYHOTO TTPOIyKTa.

10. DOxcrnepTr3a OTHOIIEHHUS OXUIAEMOW TIOJIb3bl K BO3MOXHOMY PHUCKY NPHUMEHEHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOAyKTa M (WJIM) SKCIEpTH3a KadyecTBa OHMOMEIMIIMHCKOTO
KJIETOYHOTO TIPOJIyKTa MPOBOASITCS Ha OCHOBAHUHU JOKYMEHTOB, YKa3aHHBIX B YacTsX 3, 4 U IyHKTE
2 yactu 6 HaACTOSIIEW CTaTbU, B TOPSAKE, YCTAHOBJIEHHOM cTaThsiMu 15 u 18 HacTosmiero
denepaabHOTO 3aKOHA, C YIETOM CPOKa, YKa3aHHOTO B YacTH | HACTOAIIEH CTaThU.

11. OcHoBaHMeM Ui NMPHUHATUS PEUICHHS 00 OTKa3e B MOJTBEPXKICHUHM TOCYIApCTBEHHOU
perucTpanu OMOMEIUIIMHCKOTO KIIETOYHOTO IPOJYKTa SIBIISETCS BBIHECEHHOE IO pe3ylbTaTaM
OKCIIEPTH3, YKA3aHHBIX B 4YacTH 2 HACTOSINEH CTaThM, 3aKIIOYCHUE KOMHUCCHH 3KCIIEPTOB
AKCIIEPTHOTO YYPESKICHHUS O TOM, 4YTO KadecTBO W (win) 3(pekTHBHOCTE OHOMEIUIIMHCKOTO
KJICTOYHOTO MPOJYKTa HE TMOJTBEPXKICHBI IMOJYYCHHBIMH ITaHHBIMA M (WJIM) PUCK TPUYHHEHHS
Bpella 370POBBI0 YEJIOBEKA BCJICICTBHE NMPUMEHCHHS OHMOMEIUIIUMHCKOTO KJIETOYHOTO MPOAYKTa
MpeBBIIAET ero 3PPHEKTUBHOCTD.

12. B nepuoa MmpoBEACHHA MNPOLCAYPbI HNOATBCPIKICHUA l"OCY,Z[&pCTBCHHOﬁ perucrpanuu
6I/IOMCI[I/II_II/IHCKOFO KIJIICTOYHOTI'O MTPOAYKTA €ro O6paH_[eHI/Ie B PO MpOa0JIZKACTCA.

Ctatbsa 23. BHeceHMe W3MeHEHMNW B [OOKYMEHTbl, coaepXxawuecs
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA OMOMEAULIMHCKUW KIEeTOYHbI

NpPoAyKT

[9)

1.B LICIIX BHECEHUS M3MECHCHHUU B JAOKYMCHTBI, COACPKAIUCCA B PETUCTPALIUOHHOM OOCHC
Ha BapeFI/ICTpI/IPOBaHHHﬁ 6HOMCHHHHHCKHﬁ KJI€TOYHBIN MNPOAYKT, BJIAACIICL PETUCTPALUOHHOTO
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yIOCTOBEPEHUS] OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTAa TPEACTaBISET B YIMOJHOMOYEHHBIN
(benepanbHBIN OpraH UCIOJHUTEIHHOMN BIACTH 3asBICHHE O BHECEHHH TaKUX U3MEHEHMI 1o (opme,
YCTAQaHOBJICHHOM  YIIOJIHOMOYEHHBIM  (eiepajbHBIM OpPraHoM HCIOJHHUTEIBHON BIAcTH, U
IIPWIOKEHHbIE K HEMY M3MEHEHUS B YKa3aHHbIE JIOKYMEHTbI, a TaKkKe JAOKYMEHTHI,
MOATBEPKIAIOLINE HEOOXOAUMOCTh BHECEHUSI TAKUX U3MEHEHUIA.

2. buoMemunuHckas »3KcHepTu3a OUOMEIUIIMHCKOIO KJIETOYHOTO MpOAYKTa B 4YacTu
9KCHEPTU3bl KayecTBa OMOMEAMIIMHCKOIO KJIETOYHOIO IMpPOAYKTa, M (MIM) SKCHEPTU3bI
3pPEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa, W (WJIM) SKCHEPTH3Bl OTHOIICHUS
0’KHMJaeMOM TOJIb3bl K BO3MOKHOMY PUCKY NIPUMEHEHUSI OMOMEINLIMHCKOTO KIETOYHOTO MPOIyKTa
MIPOBOJUTCS B Cllydae BHECEHUsS HM3MEHEHHH B JIOKYMEHTBI, COJEpXalluecs B PErMCTPaLlMOHHOM
JIOChE Ha 3aPETUCTPUPOBAHHBIN OMOMETUITMHCKUM KIIETOYHBIN MPOAYKT, B OTHOIICHHH:

1) cBedeHMii, yKa3aHHBIX B MHCTPYKIMHM IO NMPUMEHEHUIO OMOMEIUIIUHCKOTO KJIETOYHOTO
MPOJyKTa U MPEAYCMOTPEHHBIX nmoAmyHkTamu "e"-"n" myHkra 13 uvactu 2 craTthbu 9 HacTOSIIErO
denepanbHOrO 3aKOHa;

2) MecTta MpOU3BOCTBA OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTA;

3) mokazaTtenei KkadecTBa W (WJIM) METOJOB KOHTPOJS KadecTBa OMOMETUITMHCKOTO
KJIETOYHOTO MPOAYKTa, COJAEP)KALIUXCS B HOPMATHMBHOW JIOKYMEHTAallMd Ha OHOMETUIIMHCKUI
KJIETOYHBIN MPOIYKT;

4) cpoka rOTHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

3. Brnazgenerr perucTpamroHHOTO YJIOCTOBEPEHHs] OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIAYKTa
Hapsay ¢ 3asBJICHUEM U JOKYMEHTAMH, YKa3aHHBIMH B 4acTH | HAcTOsIIEH CTaThH, MPEICTABIISCT
PEKBU3HTHI JIOKYMEHTA, MOJTBEPKIAIONIECTO YIJIATy TOCYAapCTBEHHOM TOIIJIWHBI 32 BHECECHUE B
JOKYMEHTBI,  COJAEpIaluecs B  PETUCTPAIIMOHHOM  JIOCh€  Ha  3aperHMCTPUPOBAHHBIN
OMOMEIUIIMHCKUN KJIETOYHBIM MPOJYKT, U3MEHEHUH, TPEOYIONUX MPOBEICHUS OMOMETUITMHCKON
OKCIIEPTU3Bl  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOJYKTa, WJIM  PEKBU3UTHI  JIOKYMEHTAa,
MOATBEPIKIAIONIETO  YIUIAaTy TOCYJAapCTBEHHOW TONIJIMHBI 32 BHECEHHWE B JOKYMEHTHI,
COJIEpKAIITUECS] B PETUCTPAITMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN OMOMEIUIIMHCKUHN KIICTOYHBIN
MPOAYKT, WU3MEHCHHMH, HE  TpeOyIOIIUX  MPOBEACHUS  OMOMEIAMIIMHCKOW  SKCIEPTHU3BI
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa, JUOO BIPaBE NMPEACTABUTh YKa3aHHBIC TOKYMEHTHI IO
coOCTBEHHOW WHUIMATHBE. B ciydae HeNpenCTaBlIECHUS BIAJCIBIEM PErUCTPALMOHHOTO
YAOCTOBEpECHHUsI ~ OMOMEIMIIMHCKOTO  KJIETOYHOrO  MPOAYKTa  yKa3aHHBIX  JOKYMEHTOB
YIOJIHOMOYEHHBIH (peepanibHblii OpraH HCIOJHUTEIBHOM BIIACTH TPOBEpseT (aKT yIIIaThI
rOCy/IlapCTBEHHOW TMOILIMHBI Ha OCHOBAaHMM PEKBU3UTOB JIOKYMEHTA, MOATBEPIKAAIONIEIO €e
yIiaTy, ¢ UCHOJIb30BaHUEM HH(OpMaLKU 00 yIjaaTe rocylapCTBEHHBIX MOIINH, COAepKaIlecs B
lNocynapctBenHOM HH(GOPMALIMOHHON CHCTEME O TOCYAApCTBEHHBIX M MYHUIIUTIAIBHBIX IIaTeXKaX.

4. B TeueHue mATH pabouyMx JHEH CO JHS MOCTYIUICHHs YKa3aHHBIX B 4yacTu 1 HacTosmiei
CTaThU 3a5BJICHUSA U JOKYMEHTOB YIIOJIHOMOUYECHHBIN (hefiepaibHbli OpraH UCIIOJIHUTEIbHOMN BIIACTH:

1) mnpoBoAMT mNPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEJICHMH, COAEp)KAIIMXCS B
MIPEJCTAaBICHHBIX BJIAJENbLEM PErHCTPALMOHHOTO YIOCTOBEPEHUS! OMOMEIUIIMHCKOTO KJIETOYHOTO
IIPOJIyKTa JTOKYMEHTAX;

2) mpUHUMAeT pelleHHe O IMPOBEJICHWU YKa3aHHBIX B YacTH 2 HAcTOsIIEH cTaTbu
COOTBETCTBYIOLIUX SKCIEPTU3 OMOMETUIIMHCKOTO KJIETOYHOIO MpPOAYKTa HJIM 00 OTKaze B MX
IIPOBEJICHUH;

3) yBemomuseT B MUCHbMEHHOM (opMme BiajieNblia PEruCTPAMOHHOIO YIAOCTOBEPEHUS
OMOMEMITMHCKOTO KJIETOYHOTO MPOAYKTa O MPUHATOM pEIlIeHHH (B Cllyyae IPUHATHS pelieHus oo
OTKa3€ B IPOBEJCHUH COOTBETCTBYIOIIEH IKCIIEPTU3BI C YKa3aHUEM IIPUUMH TaKOTO OTKa3a).
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5. B cilydyae BBIABJIEHUS HEMOJHOTHI WJIM HEJOCTOBEPHOCTH CBEACHUM, COIECPKALIUXCS B
MIPEJICTABJICHHBIX BJIAJICNIBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa JOKYMEHTaX, YIOJHOMOYCHHBIH (helepalibHbIii OpraH WCIOJTHUTEIHHOW BIACTH
HAmpaBJIICT BJIAJICNBIY PETHUCTPAIMOHHOTO YIOCTOBEPEHUS OHMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIYKTa 3arnpoc 00 YTOYHEHWH YKa3aHHBIX CBeJeHUM. J[aHHBIA 3ampoc MOKET ObITh MepenaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEIIO BIIAJIENIbLIA PErucTpanMOHHOIO YIOCTOBEPEHUS
OMOMEUITMHCKOTO KJIETOYHOTO MPOJIYKTa JIMYHO IOJ PACIHCKY, HAIMPABJICH IO TMOYTE 3aKa3HBIM
MMMCBMOM WJIA TI€PEeaH B 3JIEKTPOHHOUW (GopMe MO TEICKOMMYHUKAIMOHHBIM KaHAJIaM CBs3U. B
Clydae HalpaBJICHUS JAHHOIO 3ampoca IO MOYTE 3aKa3HBIM MUCbMOM OH CUMTAETCS MOJYy4YEHHBIM
10 UCTEUYECHUU IIECTU JHEW C IAaThl HAMPABJIEHUS 3aKa3HOTO MUChMA.

6. Bnazenen perucTpaniMOHHOTO YIOCTOBEPEHHS OMOMEAMIMHCKOIO KIETOYHOTO IMPOTYyKTa
00s13aH MpeACTaBUTh OTBET HA 3alIPOC YIIOJIHOMOYEHHOIO (hefepasbHOrO OpraHa MCHOJHUTEIbHON
BJIaCTH B CPOK, HE MPEBBIIAOLINI AEBSIHOCTA pabOUYMX JHEN CO JIHS MOIY4E€HUs JAaHHOTO 3ampoca.
Cpok, yka3zaHHBI B 4acTh 4 HacToslled CTaTbW, NPHUOCTAHABIMBAETCS CO JIHS HalpaBICHUS
BIIQJIEJIbIly PETUCTPALIMOHHOTO yJOCTOBEPEHUs] OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYyKTa 3ampoca
YIOJHOMOYEHHOTO (heZiepaibHOrO OpraHa UCIOJHUTENbHON BIACTH JI0 JTHS MOJY4YeHHs] UM OTBETa
Ha JAHHBIM 3allpOC U HE YYWUTHIBAECTCS NMPHU HCUUCICHUM CPOKAa MPHUHATHS PEIIECHHS O BHECEHHH
W3MEHEHNH B JIOKYMEHTBI, COJEp)KallMeCs] B PETUCTPALMOHHOM J0ChE Ha 3aperHCTPUPOBAHHBIN
OMOMETUITMHCKUI KIETOYHBIN MPOIYKT.

7. VYkazaHHbBIE B YAaCTH 2 HACTOALIEH CTaTbU OKCIEPTU3BI IPOBOJATCS B IMOPSIKE,
YCTaHOBJIEHHOM cTaThaMu 15 u 18 Hacrosmero ®denepanbHOro 3akoHa, C YYETOM CpOKa,
yKa3aHHOTO B yacTH 10 HacTosIei cTaThu.

8. B cpok, He mpeBBIIIAIOMNNA MATH PA00YNX THEH CO JHS MOJIYICHHS 3aKJIIOUCHUH KOMUCCUHT
AKCIEPTOB AKCHEPTHOTO YUPEXKJCHHUS MO pe3yabTaTaM yKa3aHHBIX B YacTH 2 HAcTOSALIEH CTaThu
HKCHEPTHU3 B OTHOILIECHUHU MPEAJIOKEHHBIX W3MEHEHUU, YIOJHOMOYEHHBIN (enepanbHbli oprax
WCIIOJIHUTEIBHOMN BIIACTH:

1) ocymiecTBiseT OUEHKY MOCTYNUBUIMX 3aKIIOYEHUNH KOMHUCCHU SKCIEPTOB SKCIIEPTHOIO
YUPEXKJIEHUS AJISl ONpeAeNieHUs MX COOTBETCTBHSI 3a/laHUSIM Ha IMPOBEIEHHUE COOTBETCTBYIOIIMX
AKCIEPTHU3;

2) UOpUHMMAET pelIeHHEe O BHECEHHMM HW3MEHEHUH B JOKYMEHTBI, COJEpKalluecs B
PErUCTPAIIOHHOM J0ChE Ha 3apErUCTPUPOBAHHBIA OMOMEIUIIMHCKUM KIETOYHBIN MPOIYKT, WIH 00
OTKa3e BO BHECEHUHU TaKUX U3MEHEHHIA;

3) BHOCHUT B TOCYJapCTBEHHBIH peecTp OUOMETUIIMHCKUX KIETOYHBIX MPOAYKTOB Ha
OCHOBAaHUU PEIICHUS 0 BHECEHUH U3MEHEHUH B JOKYMEHTBI, COJAECpPIKAIIUECsS B PErUCTPAMOHHOM
JI0Chb€ Ha 3apPETUCTPUPOBAHHBIN OMOMEIUIIMHCKUN KJIETOYHBIN MPOIYKT, HEOOXOIMMbIE U3MEHEHHUSI,

4) BbIJAa€T HOBOE PETUCTPALIMOHHOE YIOCTOBEPEHHE OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa
B CIy4ae W3MEHEHHsI COJEpXalluXcsi B HEM CBEIEHUH, NpU ITOM paHEe BBIAAHHOE
PETUCTPAIIIOHHOE YI0CTOBEPEHUE U3BIMACTCA.

9. OcHoBaHMEM /Il NPHUHATHS YHOJHOMOYEHHBIM (ellepalbHbIM OPraHOM pelieHus 00
OTKa3e¢ BO BHECEHMWH HM3MEHEHMH B JOKYMEHTHI, COAEP)KAIUECS B PETMCTPALMOHHOM JOChE Ha
3apEeTrUCTPUPOBAHHBIN  OMOMEIMIMHCKUIM KJIETOYHBIM MPOIYKT, SBISIETCS BBIHECEHHOE 10
pe3yiapTaTaM dKCIIEPTH3, YKa3aHHBIX B 4YacTH 2 HAcTOAILIEH CTaTbH, 3aKIOYEHHE KOMHCCHH
9KCHEPTOB 3KCIEPTHOTO YUPEKACHUS O TOM, YTO B CIIy4ae BHECEHMs TAKUX U3MEHEHUN BO3MOYKHbI
CHIDKeHHe KayecTBa M (min) 3(p(HEeKTUBHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO NMPOIYKTa M (MIIN)
IIPEBBIILIEHUE PHUCKAa MPUYMHEHUS Bpela 3J0pOBBIO YEJIOBEKA BCIECJICTBUE IPUMEHEHHUS
OMOMEMITMHCKOTO KJIETOYHOTO POAYKTa Hal ero 3(h(heKTUBHOCTHIO.
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10. B ciyuae BHeceHMS B JOKYMEHTBI, COJCpXKALIUECS B PErHCTPAUOHHOM JOChE HA
3apErucTPpUPOBAaHHBI OMOMEIULIMHCKUN KIETOUHBIM MPOAYKT, N3MEHEHUH, YKa3aHHBIX B 4acTH 2
HACTOSIILIEH CTaTbW, NPUHATHE PELIEHHs O BHECEHUM TaKUX H3MEHEHMH (BKJIOYash BHECEHUE
COOTBETCTBYIOIIMX HW3MEHEHHMH B TOCYJapCTBEHHBIH peecTp OMOMEIUIIMHCKUX KIETOYHBIX
IIPOJIYKTOB) UJIM 00 OTKa3€ B MX BHECEHUU OCYLIECTBIISIETCS B CPOK, HE MPEBBILIAIOIINN JAE€BSIHOCTA
pabounx mHEH cO JHSA TPUHATHS YHOJHOMOYEHHBIM (elepaibHBIM OpPraHOM HCHOJTHUTEIBHOM
BJIACTH 3asBJICHUS O BHECEHUU TaKUX U3MECHECHMIA.

11. Ilpunstue pemieHus O BHECEHHMM HM3MEHEHUM (BK/IIOYas BHECEHHWE COOTBETCTBYIOIIHX
M3MEHEHUI B rOCY/IapCTBEHHBIN peecTp OMOMENNLIMHCKUX KIETOYHBIX MPOJYKTOB) UM 00 OTKa3e B
UX BHECEHUH B JIOKyMEHTBI, COJEpIKaIINecs B PETUCTPALMOHHOM JIOChE Ha 3aperucTPUPOBAHHBIN
OMOMEIUIIMHCKUI KJIETOYHBIH MPOAYKT, B OTHOIIEHMM CBEICHHUI, HE TPeOyIOIIMX MpPOBEICHUS
AKCIEPTU3, YKa3aHHBIX B YaCTH 2 HACTOSIEH CTaThH, OCYIIECTBISETCS B CPOK, HE MPEBBIIIAIONINI
TpUALATH paboyux JAHEH CcO JHS MPUHATHS YHOJHOMOYEHHBIM (elepallbHbIM OPraHoM
WCIIOJIHUTENBHOM BJIACTH 3aBJICHUSI O BHECEHUH TaKMX U3MEHEHUH.

12. OOpamenne OHMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa, MPOU3BEACHHOTO JIO JaThl
MPUHATHAST  YIIOJJHOMOYEHHBIM  ()eZIepabHBIM OPraHOM HCIIOJHHUTEIBHON BIIACTH PEIICHUS O
BHECCHMH W3MEHEHUW B JOKYMEHTHI, COJEp)KallMecs B PErHUCTPAIIMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIA OMOMEIUITUHCKHUH KIETOUHBIN TIPOYKT, a TAKXKE MPOU3BEIEHHOTO B TCUCHHE
CTa BOCBMHJICCATH KaJCHJAPHBIX JHEW IMOCe JAaThl MPUHATHS YIMOJTHOMOYEHHBIM (eaeparbHbIM
OpraHoOM HCTOJHUTEIBHON BJIACTH YKa3aHHOTO PEIICHHUsI, TOTYCKAEeTCs 0 HMCTEUEHHUsS €ro Cpoka
TOJHOCTH.

Ctatbsa 24. OTmeHa rocyaapCTBEHHOW perucrTpaumm OuomeauLUMHCKOro
KNeTO4YHOro npoaykKra

Pemenne 006 oOTMEHE TOCYJapCTBEHHOM perucTpanuy OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIYKTa ¥ UCKIIOYCHUH OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa U3 TOCYIapCTBEHHOTO peecTpa
OMOMEUITMHCKUX KJIETOUYHBIX TPOAYKTOB MPUHUMAETCS YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM
WCIIOJIHUTENIBHOM BJIACTHU B CIIydae:

1) nmpexacraBneHusi ¢enepanbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYLIECTBIISIIOIIUM
(GYHKIMY IO KOHTPOJIIO ¥ HA/I30py B cepe 3IpaBOOXpaHEeHHUs], 3aKII0UEHUS O PUCKE WK 00 yrpo3e
3I0POBbIO, JKU3HM YeJOBEKa MpU TNPUMEHEHUH OMOMEIMIIMHCKOTO KJIETOYHOIO MPOJAYKTa,
MpeBbIIAOIMX ero 3G(EeKTUBHOCTh, MO pe3yJbTaTaM OCYIIECTBISIEMOT0 UM MOHHMTOpPUHIA
0€30MacHOCTH OMOMEIUIIMHCKOTO KIETOYHOTO IPOAYKTA;

2) mojayu BIAJAETBIEM PErHCTPAIMOHHOTO YAOCTOBEPEHHS] OMOMEIUIIMHCKOTO KIETOYHOIO
MPOJIyKTa 3asBJICHUSI 00 OTMEHE TrOCYAapCTBEHHOM perucrpanuu OMOMETUIIMHCKOTO KJIETOYHOTO
IPOJIYKTa;

3) OpUHATUS YIOJTHOMOYEHHBIM (pellepaTbHBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH PEIICHUS
00 OTKaze B MOATBEPKACHUU TOCYJAPCTBEHHON pPETUCTpallid OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTa MO MCTEYCHHH CPOKa JEHCTBHS PETHCTPAIMOHHOTO YIOCTOBEPEHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTA;

4) HempencTaBleHUs 3asBUTENEM HHPOpPMAIMM, KOTOpas MOXET TOBJIeYb 3a COOOM
HEO0OXOIMMOCTh BHECEHHSI B PETUCTPALIMOHHOE JIOChE HA 3aperMCTPUPOBAHHBIN OMOMETUITUHCKUN
KJIETOUHBIM MPOJYKT M3MEHEHUMU, YKa3aHHBIX B 4acTH 2 cTaThi 23 HacTosmero demepalbHOTO
3aKOHA, B TEUCHHE TPUIATH paboUunX JHEU CO JTHS HACTYIUICHUS TAKUX U3MEHEHHIA,

5) BBIHECEHHUS CYAOM pEIICHHs O HapyIIeHWW TpaB MpaBooOIanaTeNss Ha pPe3yNIbTaTh
WHTEJUIEKTYaTbHOM NeATETHbHOCTH MPU 0OpalIeHUH OMOMEIUITMHCKUAX KIETOYHBIX MTPOIYKTOB.
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Cratba 25. [ocypapCTBEHHbIM peecTp OWOMEAULMHCKUX  KIEeTOYHbIX
npoAayKToB

1. TocynmapctBeHHbBII peecTp OMOMEIUIIMHCKMX  KJIETOYHBIX IPOJYKTOB  BEIETCS
YIOJHOMOYEHHBIM (peZiepaibHBIM OPIaHOM HCIOJHUTEIbHON BIACTH.

2. TocymapcTBeHHBIN peecTp OMOMEAMIMHCKUX KIIETOYHBIX MPOIYKTOB COJEPKHUT IEPEUCHD
OMOMEIMIIMHCKUX KJIETOYHBIX TPOJYKTOB, MPOUISAININX TOCYIAapPCTBEHHYIO PETUCTpAIHIO, W
CIIETYOIYI0 HH(POPMAIIHIO:

1) HaMeHOBaHUE OMOMEUIIMHCKOTO KIETOYHOTO MPOIYKTa;

2) Tun OMOMEOUIIMHCKOTO  KJIETOYHOIO NpOAyKTa (ayTOJOTHYHBIH, aJJIOTE€HHBIMH,
KOMOMHUPOBaHHBIN );

3) HaMMEHOBaHUE BIaJeiblla PETUCTPALUOHHOTO YAOCTOBEPEHHS] OHOMEAUIIMHCKOIO
KJIETOYHOTO MPOJIyKTa;

4) HaMeHOBaHUE U aJpec MPOU3BOAUTENS OMOMEIULIMHCKOTO KIETOYHOIO IPOAYKTA;

5) konoBoe 0003HAUEHHE KIJIETOYHOM JMHUM (KJIETOYHBIX JIMHUI), BXOJASAIIEH B COCTaB
OMOMEUITMHCKOTO KJIETOYHOTO MPOIYKTa;

6) HamMeHOBaHHs (MEXIyHapOJHBIE HEMAaTeHTOBAaHHBIE, WM TPYIIUPOBOYHBIC, WIIH
XAMUYECKHE) JEKaPCTBEHHBIX IMPEnaparoB, (papMaleBTHYECKUX CYOCTaHIIMNA, BXOSIINX B COCTaB
OMOMEIUITMHCKOTO KIETOYHOTO IPOTyKTa, HOMEP HOPMATUBHOM JOKYMEHTAIIHH;

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

7) HauMEHOBaHHS MEIUIIMHCKUX W3ACIHA, BXOIIIIUX B COCTaB OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa, HAMMEHOBAHNE U HOMEP HOPMATUBHOM JOKYMEHTALIUH;

8) CPOK TOTHOCTH OMOMEIUITMHCKOTO KJIIETOYHOTO MPOIYKTA;

9) ycioBus XpaHeHUs: OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

10) moka3aHMs M TPOTUBONOKA3aHUS K IPUMEHEHHIO OHOMEAMLIMHCKOTO KJIETOYHOTO
IPOAYKTa,

11) moGouHbIC NEHCTBHUSI OMOMETUITMHCKOTO KICTOYHOTO TIPOIYKTa;

12) mata rocyqapCcTBEHHOM perucTpanuyd OMOMEAMLIMHCKOTO KJIETOYHOIO IpPOAYKTa U €ro
perucTpaloHHbII HOMEp;

13) nmata 3aMeHBl PErMCTPALMOHHOIO YAOCTOBEPEHHS OHMOMEIUIIMHCKOTO KJIETOYHOTO
IPOJIYKTa, J1aTa MOJATBEPXKAECHUS FOCYIapCTBEHHOW perucTpanuu OMOMETUIMHCKOTO KJIETOYHOI'O
IPOIYKTa, JaTa OTMEHbI TOCYIapCTBEHHOM perucTpanun OMOMEIUIIMHCKOTO KJIETOYHOTO IPOIyKTa.

3. HOpHI[OK BCACHUA TIOCYAAapCTBCHHOI'0 pPEECTpa 6I/IOM€,Z[I/II_II/IHCKI/IX KIICTOYHBIX ITPOAYKTOB
YTBCPIKAACTCA YIIOJITHOMOYCHHBIM Q)eﬂepaHBHBIM OpraHom HWCHOJHUTEIBHOM BIACTH.

Ctatba 26. OGxanoBaHue peleHUsAs 00 oOTKase B BblAaye pas3pelieHus Ha
npoBefeHMe KIMHUYECKOro uUccrnegoBaHUsi OMOMEAMLIMHCKOrO  KIeTOYHOro
npoaykta unM peweHMAa o6 oTkaze B roCcyAapCTBEHHOM perncrpauuu
6GMoMeaULIMHCKOrO KINeTOYHOro npoayKra

Pemenune ymomHomoueHHOTO (hefepaibHOTO OpraHa HCIOJHUTENBHON BIAcTH 00 OTKaze B
BBIJ[aue pa3pellieHus: Ha MPOBeIeHNEe KIMHUYECKOTO UCCIIeOBAHUS OMOMEAUIIMHCKOTO KIETOYHOTO
MpOJIyKTa WM pelieHrne o0 OTKa3e B TOCYJapCTBEHHOW perucrpanud OWOMEIUIIUHCKOTO
KJIIETOYHOTO MPOJAYKTa, 3aKIOUYEHUE KOMMCCHUM OKCIEPTOB JKCIIEPTHOIO YUYPEKACHUS WIIH
3aKJIFOUEHHE COBETa MO0 JTUKE MOTYT OBITh OOXKaloBaHBl B TMOPSAKE, YCTAaHOBICHHOM
3aKOHOJATEILCTBOM P®.

Ctatba 27. UHdopmauums, cBA3aHHAA C OCYLUeCTBJIEHMEM roCcyaapCTBEHHOM
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perncrpaunun GuomMeaUuLIMHCKOro KrneTo4yHoro npoAaykKkTa, VIH(t)OpMaLWISI (o]
3aperncCTpupoBaHHbIX GMoMeaULIMHCKNX KIEeTOYHbIX npoaykrax v 6MomMeaNLMHCKNX
KNneToOYHbIX npoaykrax, UCKNHOYEeHHbIX n3 rocygapcCcrtBeHHOro peecTpa
OMOMEeANLMHCKUX KNEeTOYHbIX npoaykrtoB

1. YnonHoMoueHHBIH (elepanbHblii OpraH HMCHOJHUTENIBHON BJIACTH pa3MeEIlaeT Ha CBOEM
opunmansHoM caiite B cern "MHTepHeTr" WHPOpPMANUIO, CBA3aHHYIO C OCYIIECTBICHUEM
roCy/lapCTBEHHOW pPETrUCTpaluu OWOMEJMIMHCKUX KIETOYHBIX IPOJAYKTOB, B TOM UHCIE C
IIpOBEJICHUEM OHMOMEIUIMHCKON SKCIEepTU3bl OMOMEAMIMHCKUX KJIETOYHBIX MPOAYKTOB U
ATHYECKOW HSKCIEPTU3bl, MH(POPMAIUIO O 3apErHCTPUPOBAHHBIX OMOMEIUIIMHCKHUX KJIETOYHBIX
MPOJIYKTaX M OMOMEAMIIMHCKHX KJIETOYHBIX MPOAYKTaX, HCKIIOYEHHBIX W3 TOCYJapCTBEHHOIO
peecTpa OMOMEIUIIMHCKUX KJIETOUHBIX MPOJIYKTOB, HE TO3/IHEE YeM uepe3 IATh padouux JHEH co
JIHSI TIOJTy4EeHUs YIOJIHOMOYEHHBIM (heiepalbHbIM OpraHOM MCIOJHUTENBHOM BJIACTH 3asBICHUS O
roCy/1lapCTBEHHOW PETUCTpaliiy OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOIYKTa.

2. Tllopsamok pa3MelieHusl YKa3aHHOW B 4YacTH | HacTosmed craTbu uHpOpMaUu
YCTaHABIUBAETCS YIOJTHOMOYEHHBIM (eZiepaTbHBIM OPTraHOM MCTIOTHUTEILHOU BJIACTH.

Ctatba 28. OpraHmsauus npoBefeHMA KIIMHUYECKUX UccrnegoBaHUM
OMOMeANLMHCKUX KNEeTOYHbIX MPOAYKTOB

1. OpraHmauH}o MPOBEACHHUA KIIMHUYCCKUX I/ICCHG}IOBaHI/Iﬁ 6I/IOM621I/IHI/IHCKI/IX KIJICTOYHBIX
MPOJYKTOB BIIpaBe OCYHIECTBISTH OpraHW3amus, oOJajaroias MpaBaMd Ha PE3yJIbTaThl
JTOKITMHUYECKUX  HCCICOBAHUN  OMOMEIUIIMHCKOTO  KIETOYHOTO  MPOAYKTa, KIMHUYECKUX
UCCIIEIOBaHUI OMOMEIUITMHCKOTO KJIETOYHOTO MPOIYKTa M (WJIM) Ha TEXHOJIOTHIO MPOW3BOJICTBA
OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTA, WM YIIOJHOMOYECHHOE €I IOPHINYECKOe JUIIO,
oOpaszoBaTellbHas ~OpraHW3alMsl  BBICIIETO OOpa3oBaHMs, oOpa3oBaTelIbHAs  OpraHU3aIus
JOTIOJTHUTEIHHOTO MPO(ecCHOHAIEHOTO 00pa30BaHus, HAyYHAs OpPraHU3aIlusl.

2. OpraHu3aluu, yKa3aHHbIe B 4aCTH 1 HACTOSIIEH CTaThi, MOTYT IIPHUBJIEKATh K OPraHu3aluu
MPOBEJICHUS KIMHUYECKUX HCCICAOBAHMA OHOMEIUIIMHCKUX KIIETOYHBIX IPOJYKTOB HHBIE
IOPUIMYECKUE JIMIIA HE3aBUCUMO OT MX OpPraHU3allMOHHO-TIPaBOBOM (OPMBI M (OPMBI
COOCTBEHHOCTH.

3. dunHaHCcOBOE OOECICUECHUE MPOBEACHUS KIMHHYECKOTO HCCICAOBAHUS OMOMEIMIIMHCKOIO
KJICTOYHOTO MPOJYKTa OCYIIECTBIISICTCS 3a CUET:

1) Gr0/KETHBIX AaCCUTHOBAHUH (heepaIbHOTO OKOIKETa;

2) OI0/KETHBIX aCCUTHOBaHUi O10/KETOB CyObeKTOB PD;

3) CpeicTB OpraHM3anuii, TIOJYYHBIIUX pa3pelICHHEe Ha OpraHu3alMi0 IPOBEICHUS
KJIMHHYECKOTO UCCIIE0BaHMs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

4) UHBIX UCTOYHHKOB, HE 3aIIPEIIECHHBIX 3aKOHO1aTeIbCTBOM PD.

4. Kinuauyeckue HUCCICI0BaHUA 6I/IOMCI[I/II_II/IHCKI/IX KIICTOYHBIX MPOAYKTOB IMPOBOIATCA Ha
OCHOBAaHMM pa3pCliCHUd Ha IMPOBCACHUC KIIMHHUYCCKOTO HCCICAOBAHUA 6I/IOMGI[I/II_II/IHCKOFO
KIICTOYHOT'O ITPOAYKTA, BBIAAHHOT'O YIOJIHOMOYCHHBIM (l)e,[[epaJ'ILHLIM OpraHoOM HUCIIOJIHUTEIbHON
BJIaCTU B TOPSAAKE, YCTAHOBJICHHOM CTAaTbsMU 16 u 17 HaCTOAIICTO CDCI[CpEUIBHOFO 3aKOHa, "
HaITpaBJICHBI HaA:

1) YCTAaHOBJICHUC 0€30IMaCHOCTH H (I/I.III/I) NEPpCHOCUMOCTH 6I/IOMC,Z[I/II_[I/IHCKI/IX KJICTOYHBIX
MPOAYKTOB, B TOM YHCJIC BBIABJIICHUC MOOOYHBIX JIehcTBUI IpU UX TPUMCHCHUU

2) YCTaHOBJICHUC 0€30ITaCHOCTH U 3(I)(I)CKTI/IBHOCTI/I 6I/IOMe,Z[I/II_[I/IHCKI/IX KIICTOYHBIX IPOAYKTOB,
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B TOM 4YHCJIE MOJ00P ONTHMAIbHOTO KOJIMYEeCTBAa (00BEMa, MAcChl, IJIOMIAIN) OHOMETUIIMHCKOTO
KJIETOYHOTO MPOIYKTA M KYPCOB JICUSHUS, IS MAIIMEHTOB C OIPE/eICHHBIMU 3a00JI€BaHHUSMU;
(B pen. ®enepanbHoro 3akoHa ot 03.08.2018 N 323-03)

3) BbIsIBIIEHHE OCOOCHHOCTEH B3aMMOJICHCTBUSA OMOMEIMIIMHCKHX KJIETOYHBIX MPOIYKTOB C
JICKApCTBEHHBIMH TIpeTapaTaMu, MEIUIMHCKAMHI H3JICIHUSAMH, MHIIEBBIMUA IPOJYKTaMH, APYTHMHU
OMOMETMITMHCKUMU KJIETOYHBIMU TPOTyKTaMHU;

4) n3ydeHne BO3MOXKHOCTH PACHIMPEHHS MMOKA3aHWH YIS MMPUMEHEHHS 3apeTruCTPUPOBAHHBIX
OMOMEIMITUHCKHUX KIIETOYHBIX TPOIYKTOB.

5. YnonHoMo4eHHbIN (efepaibHblil Opral UCIOJHUTEIHHON BIACTH BEAET B YCTAHOBJICHHOM
UM TOpSJKE PEECTP BBIJIAHHBIX Pa3pEIICHUH HA NPOBEACHUE KIMHUYECKUX HCCIIEI0BaHUN
OMOMEIUIIMHCKUX KJIE€TOYHBIX MPOJTYKTOB.

6. B ciyuyae, ecinu KIMHUYECKOE HCCIEAOBAHME OMOMENMLIMHCKOIO KJIETOYHOTO MPOaYKTa
MIPOBOJUTCS JJIl TOCYAAPCTBEHHOM PEruCTpaluy 3TOT0 MPOAYKTa, TOCYAApCTBEHHAs IMOIUIMHA 3a
MIPOBEJIEHNUE DSKCIEPTH3bl KauecTBa OMOMEAMIIMHCKOIO KJIETOYHOIO MPOJYKTa, OSKCIEPTU3bI
JOKYMEHTOB [UIsl TIOJNy4YEHHsS paspellieHds Ha NpPOBEJCHHE KIMHUYECKOro HCCIe0BaHus
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M ITHUYECKOM 3KCIEPTH3bl YIJIAuMBAETCS OJIHOKPATHO
IpH 00OpaIeHNH 3a FOCYyIapCTBEHHON perucTpanneil O0MoMeANIIMHCKOTO KJIETOYHOTO MPOIYKTA.

7. KnuHuueckoe HuCCIeI0BaHHEe OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTa MPOBOIUTCS B
OJIHOI\/’I NI HECKOJIBKUX MCAUIINHCKUX Opl"aHI/ISaHI/IﬂX, aKerﬂI/ITOBaHHLIX yrIOJ'IHOMO‘—IeHHI)IM
(dbeneparTbHBIM OPraHOM HCIIOJTHUTEIBHOW BJIACTH B TMOPSAKE, ycTaHOBJIeHHOM [IpaBUTEnbCTBOM
P®, B cooTBETCTBUM C JOTOBOPOM O MPOBEACHUN KIIMHUYECKOTO UCCIEAOBAHUS OMOMEIUITUHCKOTO
KJIIETOYHOTO TMPOAYKTa, 3aKII0YaeMbIM MEXKIy OpraHu3alluel, TMOJIyYHBIICH pa3pelieHne
YIOJIHOMOYEHHOTO (peiepaIbHOTO OpraHa HWCIOJHUTEIBHOM BJIACTH HAa IPOBEACHHE TaKOTO
HCCIIEIOBaHUSA, U YKa3aHHOW MEIUIIMHCKON OpraHu3alnen.

8. JloroBop O MpOBEICHWUU KIMHUYECKOTO HCCIEIOBAHUS OMOMEIUIIMHCKOTO KIIETOYHOTO
MPOJIYKTa JTOJDKEH COACPIKATH:

1) HaMEHOBaHUS CTOPOH JIOTOBOPA;

2) YCIIOBHS U CPOKH MPOBEJICHUS KIIMHUYECKOTO MCCIICIOBAHNS,

3) ompeneneHue oOmIEeH CTOMMOCTH MPOTPAMMbl KIMHUYECKOTO HMCCIEIOBAaHUS C yKa3aHHUEM
CYMMBI, TIPETHa3HAYAFOIICICS ISl BBITIAT MCCIICOBATEISIM U COMCCIICIOBATENISIM, Ha3HAYaeMbIM B
COOTBETCTBHUU € 4acThio 1 cTaThu 29 HacTosiero deaepaibHOro 3aKOHa;

4) onpenenenue GopMbl W TOpPAOKA MPEACTABICHUS PE3YIbTATOB  KIMHHUYECKOTO
HCCIEI0BaHHUS.

9. IlepeueHb MEIUIMHCKUX OpraHU3allMii, MMEIOMIMX IPaBO MPOBOIUTH KIMHUYECKUE
ucclieIoBaHUsT OMOMEIMLIMHCKUX KJIETOUHBIX IMPOAYKTOB, U PEECTp BbIJIAHHBIX pPa3pelleHuil Ha
IIPOBECHUE KIMHUYECKUX UCCIIEOBAHNN OMOMEINIIMHCKUX KJIETOYHBIX IPOJIYKTOB pa3MeIlatoTCs
YIIOJIHOMOYEHHBIM ~ (e/iepalbHbIM OpPraHOM HCIIOJHUTENBHOW BJIACTH B YCTAHOBJIEHHOM UM
nopsiJike Ha cBoeM o(uimansHOM caiite B cetu "MHTepHeT".

10. HpOI/ISBOI[CTBO 6I/IOMCI[I/II_II/IHCKOFO KIICTOUHOI'O0 MpOAYKTa [Jd TIIPOBCACHHUA €TI0
KIIMHUYCCKOTO HCCIICAOBAHUA OCYHICCTBIACTCA C HCIOJIB30BAHUCM TCXHOJIOTUH, OIMCAaHHON B
PEruCTpaluOHHOM IOCHC Ha 6I/IOMe)II/II_II/IHCKI/II71 KJIE€TOYHBIN MMPOAYKT.

11. Kouandeckue HUCCICI0BaHUsA 6I/IOMCIlI/II_II/IHCKI/IX KIICTOYHBIX MNPOAYKTOB IPOBOIATCA B
COOTBCTCTBUHU C IIPpaBUJIAMU HaJIeXKallel KIMHUISCKOM MPpaKTUKH 6I/IOMC,Z[I/IL[I/IHCKI/IX KJICTOYHBIX
MMPOAYKTOB, YTBCPKACHHLIMU YITIOJTHOMOYCHHBIM (pe,[[epaHLHLIM OopraHomMm HCIIOJIHUTEILHOM BIACTH.

29 13 50


http://disuria.ru/
https://аптека-омск.рф/

depepanbHbii 3akoH PO ot 23.06.2016 N 180-®3 — O 6uomeguumMHCKNX KNEeTOYHbIX NpoayKTax — [ecTBytoLas nocneaHsas pegakums
ot 11.06.2021 — Pepakums N 4 — Havano gevicteus pegakumm 01.07.2021

12. B P® B cOOTBETCTBUM C MEXIyHapoIHbIMU Jorosopamu P®, a B ciaydae OTCYTCTBUS
MEKIyHApOAHOro noropopa P® — Ha OCHOBE IPUHIMIIA B3aUMHOCTU IIPU3HAIOTCS PE3YJbTaThl
KIIMHUYECKUX HCCIIEOBAaHUM OMOMEIUIMHCKUX KIETOUHBIX NPOAYKTOB, IPOBEAECHHBIX 32
npeaenaMu PO.

Cratba 29. lpoBeageHue KIMHMYECKOro wuccrnegoBaHuss OGMoOMeaULMHCKOro
KJIeTOYHOro npoaykKra

1. PykoBoauTens MEIUIMHCKOW OpraHu3aldd, B KOTOPOM HPOBOJUTCS KIMHUYECKOE
UCClIeIOBaHUE  OMOMEAMLMHCKOTO  KJIETOYHOrO  MpOJAYKTa, Ha3HA4aeT  HUCCIENoBaTels,
OTBETCTBEHHOT'O 3a IPOBEJIEHUE TAKOTO MCCIEJAO0BAHUS, HMMEIOUIEr0 JIEYEOHYIO CHEIHaIbHOCTD,
COOTBETCTBYIOILYIO TPO(UITIO 3a00I€BaHUS WU COCTOSHUIO, JUISl JIEUEHUS! KOTOPBIX MpeAHa3HaueH
OMOMEIUIIMHCKUI KJIETOYHBIH MPOAYKT, B OTHOIIEHMH KOTOPOTO IPOBOAMUTCS KIMHUYECKOE
HCCIIEIOBAaHUE, CO CTaXEM padOThl M0 MpOrpaMMaM KIMHUYECKHX HCCIEIOBAHUM HE MEHEe 4YeM
IIATh JIET (Jjajiee — UCCIIEI0BATEeNb) U 10 €ro MpeIoKEHUI0 Ha3HAYaeT COMCCieIoBaTeNel u3 yucia
Bpayeil 3TON MEIUIIMHCKOW OpraHu3aiuy (J1ajJee — COUCCIe0BATENH ).

2. HUccnenoBarenb OCyIIECTBISET BHIOOP MAIIMEHTOB, KOTOPBIE 110 MEIUIIMHCKUM MOKa3aHUAM
MOTYT OBITh MPUBIEYEHb K Yy4YacTUIO B KIMHUYECKOM HCCIEAOBAaHUU OHMOMEIUIIUHCKOTO
KJIETOYHOTO MPOYKTa.

3. HccnemoBarenb W COMCCIENOBATENN JOJKHBI OBITH O3HAKOMJIEHBI C pE3yJbTaTaMH
JOKJIMHUYECKOTO HCCIIEIOBAHUS OMOMEAMITMHCKOTO KJIETOYHOTO MPOIYKTa, COISPKAIMUMHUCS B
cnenudukanuy Ha OWOMEIMIIMHCKANW KJICTOYHBIM TMPOAYKT M OpOIIIOpe HCCIeA0BaTeNs,
MPOTOKOJIOM  KJIMHMYECKOTO  HCCIACAOBAHHUS  OMOMEIUITMHCKOTO  KJIETOYHOTO  IMPOAYKTA,
pa3pabOTaHHBIM OPraHU3alMEH, OCYIIECTBIAIONICH OpPraHU3aNI0 MPOBEACHUS KIMHHUYECCKUX
Hccae0oBaHUN OMOMEIUIIMHCKUAX KJIETOYHBIX TMPOIYKTOB, WJIM HMHBIM IOPHUAMYECKHUM JIUIIOM,
MPUBJIEKAEMBIM K OpPraHu3alliy TPOBEACHHUS KIWMHUYECKOTO HCCIECIOBaHUS OWOMETUITMHCKOTO
KJIETOYHOTO MPOJYKTA, U IPYrUMHU MaTepraIaMu TaKOTO UCCIICTOBAHHMS.

4. PykoBomuTenh MEIUIIMHCKOW OpraHW3allid, B KOTOPOW MPOBOJUTCS KIUHUYECKOE
rccaea0BaHue OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, B CPOK, HE MPEBBIMAIINN TPEX padounx
JTHEW CO JIHA Havalla TPOBEICHUS KIMHUYECKOTO HMCCIICIOBAHUS OMOMEIUIIMHCKOTO KIIETOYHOTO
MPOJAYKTa, COOOIaeT O Hayalie MPOBEIACHUS KIMHHYECKOTO HCCIICIOBAHUS OWOMETUITMHCKOTO
KJIETOYHOTO TMPOJYKTa B YIOJTHOMOYEHHBIN (eAaepalbHbIi OpraH HCIOJIHUTEIBHOW BJIACTH,
BBIJIABIIMK pa3pellleHue Ha MPOBEACHHE KIMHUYECKOIO MCCIEIOBaHUS, MO YCTaHOBICHHOW UM

dbopwme.

5. OpraHI/ISaHI/II/I, OCYHICCTBJIAOMINC OPraHNU3allui0 IMIPOBCACHUA KIIMHUYCCKOT'O UCCIICAOBAHN A
6I/IOMCI[I/II_II/IHCKOFO KIICTOYHOI'O0 MPOAYKTa, B CJIydac H606XOI[I/IMOCTI/I BHECEHHMSI H3MCHCHUH B
IIPOTOKOJ KIMHHUYCCKOI'O HCCIICOOBAHUA 6I/IOM6,I[I/II_II/IHCKOFO KIICTOYHOI'O IIPOAYKTa COO6H18.IOT 00
9TOM B yHOJ'IHOMO‘leHHHﬁ (I)e):[epaanLIﬁ opraH HUCIIOJIHUTEILHON BJIaCTH, BBIJABIINI pa3speUiCHuc
Ha IMPOBCACHUEC KIIMHUYCCKOTO UCCIICA0BAHUA, T1O YCTaHOBHeHHOﬁ um (bopMe.

6. B cpok, He MpeBbILIAIOIINNA TPUALATH PAbOUYMX JTHEH cO JIHS MOIyYeHHsI YKa3aHHOTO B
YacTH 5 HACTOSAIIEH CTaThU COOOLICHUS, YIIOJTHOMOYEHHBIH (eiepaabHbIil OpraH UCTIOJIHUTETbHON
BJIACTU paccMaTpUBAET 3TO COOOLIEHHE B YCTAHOBJIEHHOM MM IOPSAJKE M MPUHUMAET pelIeHHE O
BHECEHMH M3MEHEHMH B MPOTOKOJ KIMHUYECKOTO HCCIENIOBaHMS OMOMEIUIIMHCKOTO KJIETOYHOTO
OpoayKTa HiIM 00 OTKa3e BO BHECEHMHM TaKMX H3MEHEHMH ¢ yKa3aHMEeM IpUYUH OTKa3a.
OcHOBaHMSIMHM JUISI TPUHSATHA pelieHuss o0 OTKa3e BO BHECEHHMM HW3MEHEHHH B IPOTOKOI
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KIIMHUYECKOTO UCCIIEOBaHUS OMOMEIUIIMHCKOTO KJIETOYHOIO MIPOJYKTa SIBJISIOTCSA IPEICTABICHUE
CBEICHUI, IPEIYCMOTPEHHBIX YaCThIO 5 HACTOALIEH CTaTbU, B HEMOJIHOM O00beME U (WJIM) HAIIUYUE
pUCKAa IPUYMHEHMS BpeAa 3J0POBBIO ITALMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEAOBAHUM,
BCJICJICTBUE U3MEHEHUS YCIOBUM €ro NPOBEACHUS.

7. Knunudeckoe uccienoBaHue OHOMEIUIIMHCKOTO KIETOYHOTO IIPOJAYKTa MOXKET OBbITh
MPUOCTAHOBIICHO WM IPEKPAILEHO, €CIH B POLIECCE €T0 MPOBEAECHHUS OOHAPYKEHA OMACHOCTD IS
KU3HHU, 3[0POBbs TAIHMEHTOB. B ciydae BO3HMKHOBEHHS OMACHOCTH JUIS JKH3HH, 3I0POBBS
MAIMeHTa, YYacTBYIOUIETO B KJIMHUYECKOM HCCIEJOBAHUNM OMOMETUIIMHCKOTO KJIETOYHOTO
NPOIYKTa, HCCIeNoBaTedb W (WJIM) COUCCICAOBATENN O0sM3aHBl MPOUH(POPMHPOBATH 00 3TOM
PYKOBOJUTEINST MEIUIIMHCKON OpraHW3alid, B KOTOPOH NMPOBOAUTCS KIMHHYECKOE HCCIIETOBAaHHE
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJAYKTa, W (WJIM) OpraHMU3alMio, MOJIyYUBIIYIO pa3pelieHue Ha
MIPOBEICHUE KIMHUYECKOTO HCCIIEAOBAHUS OMOMETUIIMHCKOTO KIETOYHOTO NpojaykTa. Pemenne o
MIPUOCTAHOBIICHUH KJIMHUYECKOTO HCCIIEOBAaHUA OMOMEIMIIMHCKOTO KJIETOYHOTO TPOIYKTa
MPUHUMAET PYKOBOJHUTEIh MEIWIIMHCKONW OpraHM3alid, B KOTOPOW IPOBOJUTCS KIMHHYECKOE
UCCIIeJOBaHNE OMOMEIUIIMHCKOTO KJIETOYHOTO MpOAyKTa. PelneHume o MpeKpamieHnd TaKoro
WCCIIE/IOBaHUSI TIPUHUMACT YIIOJTHOMOYECHHBIH (ellepaibHbIii OpraH HMCIOJHUTEIHHON BIAcTH Ha
OCHOBaHHMU COOOIICHUS B THCBMEHHOH (OpMe PYKOBOIUTENS MEIUIIMHCKOH OpraHu3aliu, B
KOTOPOH TPOBOJUTCS KIMHUYECKOE MCCIEIOBaHNE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, FITH
OpraHu3alliy, TMIOJNyYHWBINEH pa3pelieHHe Ha TMPOBEICHHE KIMHHYECKOTO HCCIICAOBaHUS
OMOMEMIIMHCKOTO KJIETOYHOTO MPOAYKTA.

8. B cpok, He mpeBBIMAIOMUN TATH padOunX THEH CO JTHS 3aBEepIICHUs, TMPUOCTAHOBICHUS
WIM TpeKpalleHuss KIMHUYECKOTO HCCIe0BaHUsI OWOMENUIMHCKOTO KJIETOYHOIO MpPOAYKTa,
cooliieHre 00 3TOM HampaBiIeTCs MEAMIMHCKUMM OpPraHU3alUsMH, B KOTOPBIX IMPOBOJIUTCS
KIIMHUYECKOE HCCIeI0BaHNe OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, B YIOJTHOMOYEHHBIH
(dhenepanbHBIN OpraH UCIIOJTHUTEIIBHON BJIACTH 0 YCTAHOBJICHHOW UM (popme.

9. YnomHomo4ueHHbIH (enepanbHbIi OpraH WCIOJHUTEIBHON BJIACTH pa3MeIlaeT Ha CBOEM
obunuansHoM caiite B cetu "MHTepHET" COOOIIEHHWE O 3aBEepIICHUH, MPUOCTAHOBJICHUHM WIIA
MPEKPALIEHUH KIMHUYECKOTO UCCIEAOBaHHsI OMOMETUIIMHCKOTO KJIETOYHOTO IMPOAYKTa B CPOK, HE
MIPEBBIIAIOLINH MATH paboydux JTHEH CO JHS ero MoJIydeHHs, B YCTAHOBJIEHHOM UM IMOPSIIIKE.

10. YnomHomMoudeHHBIH QenepaabHblii OpraH HMCIOJHUTEILHON BJIACTH B COOTBETCTBHH C
YTBEPKICHHBIM MM  IOPSIKOM  OCYIIECTBIIET  BeACHHE [ OocymapcTBEHHOro  peecTpa
uccienoBaTenieif, KOTOPBIM MOJICKUT Pa3MEIICHUI0 Ha O(UIIMATBLHOM caiiTe YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJHUTEIBHONW BIAacTH B ceTd "MHTepHET" U COAEPKHUT JaHHBIE 00
uccienonatene (dbamunus, uMs, OTYECTBO, MeECTO paboThl, 3aHUMaemas JOJDKHOCTD,
CHEIHAbHOCTh, CTaX paboThl MO MporpaMMaM KIMHUYECKHX HCCIEAOBAHUM, MepeueHb
KIIMHUYECKUX UCCIIEIOBaHMH (B TOM 4Hclie OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB), B KOTOPBIX
OH MPUHUMAIl y4acTHE B KaUeCTBE UCCIIEIOBATENS WK COMCCIEA0BATENS, U IEPUOIbI €r0 YIaCTHS).

11. Otyer o pe3yiibTaTaX KIIMHUYCCKOI'O HCCICAOBAHUA 6I/IOM6,[[I/H_[I/IHCKOFO KJICTOYHOTI'O
IMpOAYKTa COCTaBJIACTCA OpFaHI/I3aHI/IeI>'I, OCYH.[CCTBJ'ISIIOIJ.IGIZ OpraHnu3annuro MMPOBCACHUA
KIMHUYCCKOI'O HCCICO0BaAHUA 6I/IOM6,I[I/IHI/IHCKOFO KIICTOYHOI'O MPOAYKTA, U MPCACTABIIACTCA B
yr[OJ'IHOMO‘-ICHHLIﬁ (l)e,[[epaJ'ILHHﬁ OopraH HCIIOJIHUTEILHOMN BJIaCTH, BBIJIaBIINH pa3pcuicHue Ha
IMPOBCACHUEC JOTOr0 HCCICAOBAaHUA, B CPOK, HC HpeBLIH_IaIOH_[I/Iﬁ TpEX MECIAUCB CO JHA Cro
3aBCPUICHUA, MIPUOCTAHOBJICHUA WJIM NPCKPALICHUS, B TOPAAKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM
q)el[epaHLHLIM OopraHomMm HCIIOJTHUTEIbHOM BIACTH.

12. Tlopsimok BbiBO3a u3 P® Ouonornyeckoro Marepuaina, MOJIYYEHHOTO NMPHU MPOBEIECHUH
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KJIIMHUYECKOTO MCCIIEIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYyKTa, Uil €ro M3y4yeHus B
LEJIAX JAHHOTO KIIMHUYECKOTO HccienoBanus yctanaBiaupaercs [IpaBurensctBom POD.

Crtatba 30. MexayHapooHOe MHOroLEHTPOBOE KIMHUYECKOoe uccriegqoBaHue
OMOMEeAMLMHCKOro KIeTOYHOro npoaykra, MNOCTperncrpauMoHHoe KrMHUu4eckoe
nccnegoBaHue 6MOMeAULIMHCKOrO KIeTOYHOro npoaykra

1. MexayHapoaHO€ MHOTOICHTPOBOE KIMHHYECKOE HCCIIEOBaHNE OMOMEIUIIMHCKOTO
KJIETOYHOTO Tmpoaykra B P® wiM [OCTperucTpaliioOHHOE KIMHMYECKOE HCCIIEOBAHUE
OMOMEIMITMHCKOTO KJIETOYHOTO MPOAYKTa MPOBOJUTCS HA OCHOBAHHMHU pa3pelieHHUs Ha MPOBEICHHUE
KIIMHUYECKOTO  HMCCIIEZIOBAaHUS ~ OMOMEAMIIMHCKOTO  KJIETOYHOTO  NIPOAYKTa,  BBIAAHHOTO
YIOJHOMOYEHHBIM (eiepalIbHbIM OPraHOM HCHOJHUTENIBHOM BJIACTH MO PE3yibTaTaM 3KCIEPTU3BI
KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa, 3KCIEPTU3bl JOKYMEHTOB JUISl MOJIy4EHHS
paspellieHrs Ha MPOBEJICHHE MEXKIYHAPOJHOTO MHOTOLEHTPOBOTO KIMHUYECKOTO HCCIIEIOBAHUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO  NPOAYKTa WM  IMOCTPETHCTPALMOHHOTO  KIMHUYECKOIO
UCCIIeIOBAaHUS OMOMEINLIMHCKOTO KJIETOYHOTIO MPOIYKTa U ATUUECKOMN IKCIIEPTHU3bI.

2. Jlns moiydeHHs pa3pelieHUs Ha TPOBEICHHE MEXIyHApPOIHOTO MHOTOIICHTPOBOTO
KIIMHHYECKOTO WCCIIETIOBAHUS OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTA WIH
MOCTPETUCTPAIIMOHHOTO KIMHHYECKOTO HCCIIEOBaHUST OMOMEIMIIMHCKOTO KJIIETOYHOTO IPOIYKTa
OpraHu3aisi, OCYIIECTBIIIONIAsi OPraHW3aIMI0 TPOBEICHUS KIMHHYECKOTO HCCIICIOBAHMS
OMOMEIUITMHCKOTO KIETOYHOTO TPOIyKTa (J1aee B HACTOSIIEH CTaThe — 3assBUTEINb), TPEICTABISICT
B YIOJHOMOYEHHBIH (epepanbHblii OpraH WCIOIHWTENBFHON BIACTH CIEAYIONIME JTOKYMEHTHI W
CBEJICHUS:

1) 3asBieHNE O BBIAYE paspelleHHs Ha MPOBEICHHE MEXIYHAPOIHOTO MHOTOLEHTPOBOTO
KIMHUYECKOTO MCCIIEJOBAHUS OMOMENIITHCKOTO KJIETOYHOTO IPOJIyKTa WIIN
MOCTPErNCTPAIIMOHHOTO KIMHHYECKOTO HCCIIEOBAHMS OHOMETUIIMHCKOTO KJIETOYHOTO TPOIYKTa;

2) PpeKBU3UTHI JOKYMEHTa, IOJATBEP)KIAIONIETO YIUIATy TOCYAApCTBEHHON MONUIMHBEI 3a
BBIJJaUy pa3pelieHHs] Ha IPOBEACHHE MEXIYHAPOJHOTO MHOTOLEHTPOBOTO KIMHUYECKOTO
UCCIIEOBaHUS OMOMEIUIMHCKOTO KIJIETOYHOrO MPOAYKTAa WM 3a BbIAYy pa3pelieHus Ha
IPOBEJCHNE TOCTPETUCTPALMOHHOTO KIMHHYECKOTO HCCIEA0BaHNS ONOMEANIIMTHCKOTO KJICTOYHOTO
IPOJyKTa, OO caM 3TOT JOKYMEHT (10 COOCTBEHHOW MHHMIMATHBE). B ciyuae HempencraBieHus
3TOTO JOKYMEHTA YIIOJHOMOYCHHBIN (eliepabHblii OpraH UCIOJHUTEIFHON BIACTH HA OCHOBAHUH
NPEACTABICHHBIX 3asBUTENEM DPEKBU3UTOB OSTOTO0 JOKYMEHTa TMpOBepseT (aKT yIuIaThl
rOCY/IapCTBEHHOW TIOIIJIMHBI C WCIOJB30BaHUEM HH(GOPMAIMK 00 yIUIaTe TOCYAapCTBEHHBIX
NOUUINH, cojepxkaniericss B ['ocynapcTBeHHOW MH(OPMALIMOHHON CHCTEME O TOCYAapCTBEHHBIX M
MYHUIMTIATBHBIX TUIATEXkKAaX;

3) oT4eT O NOKIMHUYECKUX HCCICJOBAHUIX OMOMEIMIMHCKOTO KIETOYHOTO IPOAYKTa M
OTYET O TPOBEACHHBIX paHEee KIMHUYECKHX HMCCIICAOBAHUAX OMOMEIUIIMHCKOTO KIETOYHOTO
MpoyKTa (P HAJTHYUN);

4) mpOeKT MPOTOKOJa MEXIYHAPOJIHOIO MHOTOLIEHTPOBOTO KIMHUYECKOIO HCCIIEIOBAaHUS
OMOMEIMIIMHCKOTO ~ KJIETOYHOTO  TPOJIYKTa MM  MOCTPETUCTPALMOHHOIO  KIMHUYECKOTO
UCCclieI0BaHUs OMOMEANIIMHCKOTO KJIETOYHOTO MPOIYKTa;

5) Oporropa uccae10BaTeNs;

6) MHPOPMALMOHHBIN JIMCTOK MAIHEHTa,

7) cBeneHus 00 ombITe pabOTHI UCCIEI0BATENEH 110 COOTBETCTBYIOIIMM CHEIMATBHOCTIM U UX
ombITe PabOTHI IO MPOBEACHUIO KIMHUYECKUX HCCIEI0BAaHUA OHOMEIUIIMHCKUX KJIETOYHBIX
MPOIYKTOB;

8) cBeleHHS O MEIMIMHCKUX OpraHu3alMsIX, B KOTOPBIX MPEANOoJaraeTcs INpOoBeACHUE
KJIMHUYECKOTO HCCIIE0BAHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa (IOJIHOE U COKpAIEHHOE
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HAaMEHOBAHMS, OPraHU3aLMOHHO-TIPaBOBasi (opMa, MECTO HAXOXKJICHHUS M MECTO OCYIIECTBICHHUS
JeATeNbHOCTH, Tene(oH, Tenedakc, aapec dJIEKTPOHHOH IMOYTHI, CBEIEHHUS 00 aKKpeAWTallMH Ha
MIPaBO MPOBEACHUS KIMHUYECKUX MCCIeIOBAaHUNA OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB KaXKIOU
MEUIIMHCKOM OpraHu3aIum);

9) npeanonaraeMbple CPOKH IPOBEICHUS KIMHUUECKOIO MCCIEI0BaHUS OMOMETUIIMHCKOTO
KJIETOYHOTO MPOJIyKTa;

10) xomus g0rOBOpa 00S3aTENBHOIO CTPAaXOBaHUS, 3aKIIOUEHHOTO B COOTBETCTBHM C
TUMOBBIMM TIpaBUJIAMM O00S3aTENIbHOIO CTPaxOBaHMs, C YKa3aHHUEM IPEAEIbHOM UHCIEHHOCTH
MAlUEHTOB, YYacTBYIOLIUX B KIMHUYECKOM HCCIIEIOBAaHUM OHMOMEIUIIMHCKOTO KJIETOYHOTO
MIPOJIYKTa;

11) uadopmarnus o cocraBe OMOMETUIIMTHCKOTO KJIETOUYHOTO MPOAYKTa;

12) AOKyMEHT, COCTaBJICHHbII MPOU3BOAUTEIEM OMOMENUIIMHCKOIO KJIETOUYHOTO MPOAYKTa U
COJlep’Kalluil CBENEHUS O KaueCTBEHHOM COCTaBe, KOJMYECTBEHHOM COCTaBE€ U HHbIE
XapaKTePUCTUKN OWOMEIULMHCKOTO KJIETOYHOIO MPOIYKTa, MPOU3BEIEHHOIO Uil IPOBEICHUS
KJIINHUYECKUX UCCIIEA0BaHUM.

3. B cpok, He mpeBBIIAONINN MSATH Pad0UNX JTHEH CO JTHS MPECTaBICHUS YKa3aHHBIX B YaCTH
2 Hacrosiled cTaThU JOKYMEHTOB U CBEICHMH, YIOJIHOMOYEHHBIH (QenepaabHblii  OopraH
VCIIOJTHUTEIBHON BIIACTH:

1) m[poBOOUT TMPOBEPKY TMOJHOTHI M JOCTOBEPHOCTH CBEACHUMN, COJEpXKAIIMXCS B
IIPEACTABJICHHBIX 3aABUTENIEM JIOKYMEHTAX;

2) IpUHUMAaET pelleHue O MPOBEACHUN SKCIIEPTU3bl KayecTBa OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTA, OKCIEPTU3bl  JOKYMEHTOB JUId MOJY4YEHUS  pa3pelleHuss Ha  IPOBEICHUE
MEXAYHapOAHOIO MHOTOIEHTPOBOTO KIMHHUYECKOTO UCCIIEIOBAHUS OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJIYKTa WM MOCTPErMCTPAIMOHHOTO  KJIMHMYECKOTO HCCIEAOBAHUA  OHOMEIMIIMHCKOTO
KJIETOYHOTO MPOJYKTa W 3TUYECKOM SKcrepTusbl JuO0 00 OTKaze B MPOBEACHUU YKa3aHHBIX
JKCIIEPTU3;

3) yBenomuieT B MUCbMEHHON (hopMe 3asBUTENS O MPUHATOM PEIICHUU (B ciaydae MPUHATHS
peuieHus 006 OTKaze B MPOBEIECHUU COOTBETCTBYIOIIECH SKCHEPTU3BI YKA3bIBAET MPUUYMHBI TaKOTO
0TKa3a).

4. B ClIydac€ BBIABJICHHUA HEIOJIHOTHI WKW HEAOCTOBCPHOCTHU CBe,Z[eHI/II\/'I, COACPIKAIINXCA B
MaTcpurajax, IMpEaACTAaBIICHHBIX 3asBUTCIIEM, YHOJ'IHOMOLIGHHHﬁ (beﬂepaanblﬁ Oopra”n
HCITOJIHUTEILHON BJIACTH HaIpasJIACT 3asdBUTCIIIO 3aIllpoC 00 YTOYHCHHHU YKa3aHHBIX CBe,Z[eHI/II‘/'I.
HaHHLIfI 3aIlIpoOC MOIKET OBITh Inepeaan ynoJJHOMOYCHHOMY HPCACTABUTCIIIO 3adBUTCII JIMYHO IO
pacClucKy, HaAIIpaBJICH II0 IMOYTC 3dKAa3HbBIM IMMCbMOM WM IICPEAaH B BHGKTpOHHOﬁ Q)opMe I10
TCJICKOMMYHHUKAIIUOHHBIM KaHaJIaM CBS3H. B CJIyda€ HaIpaBJICHUA NAHHOI'O 3alpocCa 110 IoYTe
3dKa3HbIM MMTHUCbMOM OH CHHUTACTCA IOJYUCHHBIM 110 MCTCUCHUU IICCTU ,I[Heﬁ C JaTbl HAIIpaBJICHUS
3aKa3HoIo ImMcbMa.

5. 3agBuTENH 005A3aH MNpEACTAaBHUTDb OTBET HA 3alIPpOC YIIOJIHOMOYCHHOI'O (bC,HCpEUIbHOFO opraHa
HCIIOJIHUTEIbHON BIACTH B CpOK, HC HpeBLHJ_IaIOIJ_II/Iﬁ JACBAHOCTA pa60q1/1x JHEH CO THS MOJIYHYCHUSA
AAaHHOT'O 3aIipoca. CpOK, YKa3aHHBII>'I B 4acTu 3 HaCTOSIIEH CTaTbU, NPHUOCTAHABIIMBACTCA CO IHHA
HaITpaBJICHUA 3ad4BUTCIIIO YKA3aHHOTO B YaCTU 4 HaCTOSIEH CTaThbU 3arpoca yrnoJIHOMOYCHHOI'O
(l)eﬂepaHLHOFO opraHa HCIIOJIHUTEILHOM BIACTH 0 JHS MOJIYYCHHUA UM OTBCTA Ha JIaHHBIN 3ampoc u
HC YUYHUTBIBACTCA IIPU HCYUCIICHUU CPOKa NPUHATHA YIOJIHOMOYCHHBIM (beﬂepaanHM OpraHomM
HUCIIOJHUTEIBHON BIIACTH pemieHusa O TPOBCACHUH OSKCHCPTU3bI Ka4YCCTBa 6I/IOMCI[I/ILII/IHCKOFO
KIICTOYHOT'O IMPOAYKTA, SKCHEPTU3bl JOKYMCHTOB IUJIA IIOJIYUCHHUA Pa3pClICHUA Ha IMPOBCIACHUC
MCKAYHAPOAHOTIO MHOT'OLICHTPOBOI'O KIIMHUYCCKOI'O UCCICIOBAaHUA 6I/IOMCI[I/II_II/IHCKOI‘O KJI€TOYHOI'O
NpoAyYKTa MM  IMOCTPECTUCTPAIUOHHOTO  KIIMHHUYCCKOTO  HUCCIICAOBAHUSA 6I/IOMCI[I/II_II/IHCKOF (&)

33 13 50


http://disuria.ru/
https://аптека-омск.рф/

depepanbHbii 3akoH PO ot 23.06.2016 N 180-®3 — O 6uomeguumMHCKNX KNEeTOYHbIX NpoayKTax — [ecTBytoLas nocneaHsas pegakums
ot 11.06.2021 — Pepakums N 4 — Havano gevicteus pegakumm 01.07.2021

KJIETOYHOTO IPOJIYyKTa.

6. OcHoBaHMEM M OTKa3a B IPOBEACHUU DOKCIEPTH3bl KayecTBa OHMOMEAMIIMHCKOIO
KJIETOYHOI'O ITPOJYKTa, JKCIIEPTU3bl JOKYMEHTOB I IOJY4YEHUS Ppa3pellCHUs Ha IPOBEICHUE
MEXAYHApOAHOIO0 MHOTOLEHTPOBOTO KIMHHUYECKOIO UCCIIEIOBAHUS OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJIYKTa WM IOCTPErMCTPALMOHHOTO  KJIMHUYECKOTO HCCIENOBaHUS  OMOMEAUIIMHCKOTO
KJIETOYHOTO IPOAYKTa M 3THYECKOM OKCIIEPTU3bl SBISAETCA IIPEACTABICHHE JOKYMEHTOB,
MIPETYyCMOTPEHHBIX YacTbl0 2 HACTOALIEH CTAaTbU, B HEMOJHOM OOBEME, HENpEACTaBICHUE B
YCTaHOBJICHHBI CpPOK OTBE€Ta Ha YyKa3aHHbIM B dYacTu 4 HacToslled cTaThbu 3aIpoc
YIIOJTHOMOYEHHOIO  (pefiepalIbHOTO OpraHa MCIOJIHUTEIBHOM BJIACTH MO0 OTCYTCTBHE B
MIPE/ICTAaBICHHBIX JIOKYMEHTAaX CBEJICHHM, KOTOpbIE NOJDKHBI OBITh OTPa)K€Hbl B HHUX, a TaKXKe
OTCyTCTBHE HH(OpMalLMM, TOATBEpXKIAIOIIEH yIIaTy TOCYJapCTBEHHOW NOLUIMHBI 3a BblIauy
paspellleHns Ha IPOBEICHHE MEXKIYHAPOIHOTO MHOTOLIEHTPOBOTO KIMHUYECKOTO HCCIECIOBAHMS
OMOMETUITMHCKOTO KJIETOYHOT O IIPOJTyKTa 1581071 paspeneHus Ha IIPOBE/ICHHE
MOCTPErUCTPAILIMOHHOTO KIMHUYECKOTO HCCIeA0BaHUS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOJIYKTa.

7. IlpoBeaeHne 3KCepTU3bl KadyecTBa OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYyKTa, SKCIEPTU3bI
)IOKYMGHTOB JJIA HOJ'Iy‘IeHI/ISI paspemeHI/m Ha HpOBe)]eHI/Ie Me)K}IYHapOI[HOFO MHOFOHeHTpOBOFO
KIIMHUYCCKOT'O HUCCIICIOBAHUA 6I/IOM6JII/ILII/IHCKOFO KJIICTOYHOTO HpOHYKTa nJIn
HOCTpeFI/ICTpaHI/IOHHOFO KIIMHUYECKOT'O UCCJICAOBAHUS 6I/IOMCHI/IHI/IHCKOFO KJIICTOYHOTO HpO)IYKTa 158
OTUYECKOW  OKCIEePTHM3hl W  BBIJa4a  pa3pelieHuss Ha  MPOBEIECHHE  MEXKIyHapOJHOTO
MHOFOI_[eHTpOBOFO KIIMHUYECKOT'O HCCICO0BAaHUA 6I/IOMe)II/II_[I/IHCKOFO KIICTOYHOTO HpO}IYKTa NI
MMOCTPETUCTPAITMOHHOTO KIMHUYECKOTO HCCIEIOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa
OCYILECTBJISIIOTCSL B COOTBETCTBHUM €O cTaThiaMu 14-17 HacTosimero denepanbHOro 3aKoHa.

8. Pemenns 06 oTka3e B MPOBEACHUHU JKCIEPTU3BI Ka4eCTBA OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOJAYKTa, OKCIEPTU3Bl  JOKYMEHTOB JUIS  TOJY4YSHHUS  paspelieHuss Ha  IPOBEICHUC
MEXTyHapOJHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOT'O MCCIICIOBAHUST OMOMEANITMHCKOTO KJIETOYHOTO
MPOAYKTa WM TOCTPETUCTPAIMOHHOTO  KJIMHHUYECKOTO HCCIICIOBAHHS  OHOMEIUITMHCKOTO
KJIETOYHOTO TMPOAYKTa W ITHYECKOW OKCIEPTHU3bl W B BbIJAY€ pa3pelICHUs Ha IPOBEICHHE
MEXTyHapOJHOTO MHOTOILIEHTPOBOTO KIIMHUYECKOT'O0 UCCIIEIOBAHMS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa WX TOCTPETUCTPAIMOHHOTO  KJIMHHUYECKOTO HCCIICIOBAHHS  OHOMETUITMHCKOTO

KIICTOYHOI'O IMPOAYKTAa MOI'YT OBITH 00KaJIOBaHLI B MOPpAAKE, YCTAHOBJICHHOM 3aKOHOAATCIBCTBOM
PO.

Cratbsa 31. MNpaBa nauyueHTa, y4acTBYHLEro B KIMHMYECKOM MUCCriefoBaHUU
OMOMeaANLMHCKOro KNeTo4YHOro npoaykra

1. VYuacrtme nanuceHTa B KIMHHYCCKOM HCCIICAO0OBaHUU 6I/IOM6I[I/II_[I/IHCKOFO KJIICTOYHOI'O
IIpOAYKTa SABJISACTCA I[O6p0BOJ'IBHBIM H TIIOATBCPKAACTCA €ro IIOAINMMCbIO MM IIOAINHCBIO €ro
3aKOHHOTI'O ITPCACTABUTCIIA HAa I/IH(1)OpMaI_II/IOHHOM JIUCTKC ITallMCHTA.

2. ITareHT WM ero 3aKOHHBIN MPEJCTaBUTENb JOJDKEH ObITh HHPOPMUPOBAH B ITUCHMEHHON
dopme:

1) 0 OMOMETUIIMHCKOM KJIETOYHOM MPOJIYKTE;

2) 0 meNmM W TPOAOJDKHTEIBHOCTH KIMHUYECKOTO WCCIECJOBAaHUS OHMOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTa;

3) o rapaHTUsSX KOH(PUICHIMAIHHOCTH YYacTHs B KIMHHYECKOM HCCICIOBAaHHU
OMOMEMIIMHCKOTO KJIETOYHOTO MPOIYKTa;

4) o0 ycrmoBHSX yd4acTUsi B KIMHHUYECKOM HCCIEJOBaHHMH OMOMEIMIMHCKOTO KJIETOYHOTO
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NPOJIyKTA;

5) 06 oxumaemoil 3pGHEKTHBHOCTH OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa, a TaKXKe O
CTCIICHU PpHCKA, KOTOPOMY MOKCT NOJABCPIrHYTHCA IMAIHUCHT B CBA3U C Y4aCTUCM B KIIMHUYCCKOM
UCCIICIOBAHUHM OMOMEIMIIMHCKOTO KJIECTOYHOTO MPOIYKTa;

6) 0 IEUCTBUSX MAIMCHTA B CIIy4ae HEMPEIBUACHHBIX dPPEKTOB BIUSAHUS OHOMEIUITUTHCKOTO
KJIETOYHOTO ITPOJIYKTa Ha COCTOSIHUE €T0 30POBBS;

7) 00 ycnoBHsIX 0053aTEILHOTO CTPAXOBAHUS KU3HHU U 3[J0POBbS MAIIMEHTA.

3. TlauMeHT WM ero 3aKOHHBIN HpPEJICTaBUTENb MMEET IPaBO OTKAa3aTbCs OT Y4acTus B
KIIMHUYECKOM HCCJIEI0BaHUU OMOMEAMIIMHCKOIO KJIETOYHOrO MpOAYKTa Ha J000H cTaauu
MIPOBEJIEHUS TAKOTO UCCIIEI0BaHUS.

4. TlpoBeneHue KIMHUYECKOTO MCCIEAOBAHUA OMOMEIUIIMHCKOTO KIJIETOYHOTO MPOJYKTa C
ydacTUEM B KauecTBE MAIMEHTOB JETEM JIOMYCKAaeTCs TOJIbKO € MUCBMEHHOrO J0OpPOBOJIBHOIO
corjacusi ux poautenedl. Jletu Moryr paccMaTpuBaTbCsli B KadeCTBE MAIMEHTOB TaKOTro
HCCIIEIOBAHUS B ClIydae, €M €ro MpoBeAeHNEe HEOOX0AUMO IS JIeUeHUs 3a00J€BaHus Y JAHHOTO
pebeHka. B aTux ciydasx Takoe HMCCIeI0BaHUE MOKET OCYIIECTBIIATHCS HAa OCHOBAHUU PEIICHUS
KOHCWJIMyMa Bpadeil, co3/1aBaeMoro B COOTBETCTBHH ¢ DeaepanbHbIM 3aKk0OHOM OT 21 Hoa6pst 2011
roga N 323-®3 "O6 ocHOBaxX OXpaHbI 37J0POBbA rpakaad B PD", 0 BO3MOKHOCTH ydacTusi peOeHKa
B KIIMHUYCECKOM HCCICA0OBAaHUU 6I/IOMe)II/IHI/IHCKOFO KJIICTOYHOI'O IMPOAYKTAa WM MpU YCIOBHHU, YTO
TaKOMY HCCJIEJOBAaHUIO MPEAIIECTBOBAIO HUCCIIEI0BAHUE JTAHHOIO OMOMEIMIIMHCKOTO KJIETOYHOIO
MPOJyKTa Ha COBEPIICHHOJIETHUX TpaXKJaHaX, 3a HCKIIOYEHUEM CJIydyaeB MpPOBEACHUS
KIIMHUYECKOTO HCCIeI0BaHUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOJYKTa, MPEAHA3HAUYEHHOTO s
nedeHus 3a001€BaHU UCKITIOUNTEIBHO Y ACTEH.

5. JlomyckaeTcsi IpoBeeHNE KIMHUYECKOTO HCCIIENIOBAHMS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTa C YY4aCTHEM B KaueCTBE IMAIMECHTA JIMIA, MPU3HAHHOTO B YCTAaHOBJICHHOM 3aKOHOM
MOPSIZIKE HEECECIOCOOHBIM MJIM OTPAHUYEHHO JEEeCIOCOOHBIM, C MHUCHBMEHHOTO TOOpPOBOJIBHOTO
COTJIACHS €r0 3aKOHHOTO MPEJCTAaBUTENA. PerieHrne 0 BO3MOXKHOCTH YYacTHsl YKa3aHHOTO JIMIIA B
TaKOM KJIMHUYECKOM HCCIICIOBAHUM NMPUHUMAET KOHCHJIMYM Bpadei, B COCTaB KOTOPOTO BXOIST
CHEIUATTUCTBI 10 TTPOQIITIO 3a00IeBaHMsI TTAIICHTA.

6. 3ampeniaeTcsi MPOBEACHUE KIMHUYECKOTO MCCIACAOBAaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOJIYKTA C y4aCTHEM B Ka4ECTBE MAllUCHTOB:

1) mereii-cUpOT U JeTeH, OCTABIINUXCS O€3 MONECYCHHUS POTUTENCH;

2) KEHIIMH B MepuoJl OEpeMEHHOCTH, POJIOB, KEHILIUH B MEPHOJ IPYAHOTO BCKapMIUBaHU,
3a UCKIIOYCHHEM CIIy4aeB, €CJIM COOTBETCTBYIOLIMN METOJ JICYEHHS IMpeAHa3HAueH ISl ITHX
MAIMEHTOB U MPH YCIOBUU IPUHATUS BCEX HEOOXOAUMBIX MEp MO0 UCKIIOYECHUIO PUCKA TPUYHMHECHHUS
Bpe/a KEHIIUHE B EpUoa OEpeMeHHOCTH, POJIOB, KEHIIUHE B MEPUOJ TPYJHOTO BCKAPMIIMBAHUS,
10Ty WK PEOCHKY;

3) BOCHHOCIY)XAIlIUX, 32 UCKIIOYEHHEM CIIyuyaeB IMPOBEICHUS KIMHUYECKOTO HCCIEeI0BaHUS
OMOMEIUITMHCKOTO KIJIETOYHOTO TMPOJAYKTa, CIEMUANbHO pa3pabOTaHHOTO MJisi TpPUMEHEHUs B
YCIOBUSX BOGHHBIX JIEHCTBUH, YpEe3BBIUAHHBIX CUTYALUN, TPOMUIAKTUKN U JIEUeHUS 3a00JIeBaHUIN
U TOPaXEHWH, TMONyUYeHHBIX B pe3ylbTaTe BO3JACHCTBUS HEOMArOMPHUITHBIX XUMHYECKHX,
OMOJIOTHYECKUX, paaralMoOHHBIX (hakTopoB. Knuanaeckoe HCCIIeIOBaHNE TaKoOTO
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa MOKET MPOBOJUTHCS C YIaCTHEM B KauecCTBE MAIIMEHTOB
BOGHHOCTYXKAIIIUX, 32 HCKIOYEHHEM BOCHHOCIYKAIIUX, MPOXOAIINX BOEHHYIO CIYKO0y 0
MPHU3BIBY, C COOMIOJCHHEM TpeOOBaHMIA, YCTaHOBJICHHBIX HacTosuMm denepanbHbIM 3aKOHOM B
OTHOILIEHUHU TPAKIAHCKUX JIMII;

4) cCOTpYTHUKOB MPABOOXPAHUTEIbHBIX OPTAHOB;
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5) mui, oTOBIBAIOIIMX HAaKa3aHHE B MECTax JIMIICHUS CBOOOJIbI, a TAKXKE JIMII, HAXOIAIIMXCS
MO/ CTPaYKEH B CIIEJICTBEHHBIX M30JISATOPAX.

Ctatbaa 32. OOs3aTenbHoe CTpaxOBaHWE XW3HW, 300POBbA MALMEHTa,
yyacTBywOLWeEro B KIWHUYECKOM MWCCNefoBaHUM OUMOMEAMLMHCKOrO KIeTOYHOro
npoaykrta

1. Opranuzanusi, MOJTyYHMBIIAs pa3pelICHUE HA OPraHU3AIUIO0 MPOBEACHHUS KIMHUYECKOTO
WCCIIEIOBAaHUSI OMOMEIUIIMHCKOTO KIETOYHOTO MpPOIyKTa, o0sf3aHa B KAdecTBE CTpaxoBaTels
CTpaxoBaTh PHUCK MPUYMHEHUS BpENa *KWU3HU, 3JO0POBBI0 MALMEHTA B pPE3YylbTaTe IMPOBEACHUS
KIIMHUYECKOTO MCCIEe0BaHUs OMOMEIUIIMHCKOIO KIJIETOYHOTO MPOJAYKTa 3a CBOM cueT myTem
3aKJIFOUEHUS JOrOBOpa 00513aTEIbHOTO CTPAXOBAHUS.

2. OObeKTOM 0053aTeNbHOIO CTPAaXOBaHUs SIBISIETCS MMYIIECTBEHHbIM HMHTEpEC NaIUeHTa,
CBSI3aHHBIH C TPUYMHEHHUEM Bpela JKU3HHW, 3[0POBBI0 TAIMEHTa B pE3yJbTaTe IPOBEICHHUS
KIMHAYECKOTO MCCIIEOBAHMS OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTA.

3. CrpaxoBbIM cllyyaeM [0 JOrOBOPY 00S3aTEIbHOIO CTPAaXOBaHUsS SBISETCA CMEpPTh
ManueHTa WIM yXyJIIIeHHEe €ro 370pOBbs, B TOM YHCIE BJIEKYyIlee 3a COOOW yCTaHOBJIEHHE
WHBAJTUAHOCTH, TNPU HAIMYUU NPUYUHHO-CIEICTBEHHON CBSI3M MEXKIY HACTYIUICHHEM 3TOTO
COOBITHSI M y4YyacTHEM NalMeHTa B KIMHUYECKOM HCCIEAOBAHMM OMOMEIULHNHCKOIO KJIETOYHOTO

MPOJIyKTa.

4. TpeboBaHusI O BO3MEUICHWU BpEaa, NMPUUYMHEHHOTO >XH3HH WJIW 3JI0POBHIO IAIMCHTA,
MPEABSBISIOTCS B TEUEHHWE CPOKOB HCKOBOW JaBHOCTH, YCTAaHOBJICHHBIX TPaXKTaHCKUM
3aKOHOJATEIHLCTBOM.

5. PazMep cTpaxoBOil CyMMBI IO JOTOBOPY OO0S3aTE€IBHOTO CTPAaXOBAaHHS COCTABIISICT JIBA
MWITHOHA pyOIIei.

6. Pazmep cTpaxoBoii BEIIIATHI [10 JOTOBOPY 0043aTEILHOIO CTPAXOBaHUs COCTaBIISIET:

1) B ciyyae cMepTH NalMEHTa JBa MUJUIMOHA pyOsel Ha Ka)kJ0ro MalueHTa, y4acTBOBABIIETO
B KIIMHUYECKOM HCCIIeI0BaHUN OMOMETUIIMHCKOTO KJIETOYHOI'O MPOyKTa;

2) npu yXyALICHUH 310POBbsI MAI[MEHTA!

a) MOBJIEKUIEM 3a cOOOM yCTaHOBJICHME MHBAJIMIHOCTH | Ipynmbl, OJUH MWIIHOH HSATHCOT
ThICAY pyOJied Ha KaXJO0ro NalMeHTa, Yy4acTBOBABLIETO B KIMHUYECKOM HCCIEIOBaHUU
OMOMEIMIIMHCKOT0 KIETOYHOIO IPOIYKTa;

0) momJjeKIeM 3a co00il ycTaHOBIeHUE UHBANUAHOCTH 11 rpymmel, oquH MUIUIMOH pyOsiell Ha
KaX/J0r0 TalMeHTa, Yy4YacTBOBABIIEr0 B KIMHUYECKOM HCCIEJI0BAaHMM OHOMEAULIMHCKOTO
KJIETOYHOTO MPOYKTa;

B) MOBJIEKIIIEM 3a c000i1 ycraHoBneHue uHBanuaHocty 111 rpynmnsl, nAThCOT THICSY pyOiel Ha
KaX/JI0r0 TalMeHTa, Y4YacTBOBABLIETO B KIMHUYECKOM HCCIEOBAaHUUM OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa;

I') HE MOBJIEKIIEM 3a COOOI YCTaHOBJIEHUS WHBAIWAHOCTH WJIM TOBJIEKIIEM YBEIMYCHHE
CTENEH! OrpaHUYEHUs KU3HEAEATEIbHOCTH MHBaINA 0€3 U3MEHEHUs TPYMIbl WHBAIUAHOCTH, HE
Ooiee 4yeM TpucTa ThICSu pyOsell Ha KakJOro MAIMeHTa, y4yacTBOBABIIETO B KIMHUYECKOM
UCCIIEIOBAaHMHM OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJYKTa, UCXOJS M3 HOPMATHBOB, OTPAKAIOLIUX
XapakTep U CTeNeHb MPUYMHEHUS Bpe/a 3710pOBbIO, a Takke (PAaKTUUECKU MOHECEHHBIX MallueHTOM
Pacxo/I0B, CBA3aHHBIX C IPUYMHEHUEM Bpe/ia 370pOBbI0, HA MEAULIMHCKYIO TIOMOIIlb, IPHOOpETeHHE
JIEKapCTBEHHBIX MTPENApaTOB U MEIULIUHCKUX U3/IEIHMH.
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7. JloroBop 00s3aTE€IBHOTO CTPaxXOBAaHMS 3aKIIOYACTCSI HAa CPOK, OXBATHIBAIOIIUI IMEPHOA
MPOBEACHUS KIMHUYECKOTO MCCIICAOBAaHMUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, U HE MEHee
4YeM Ha OJIMH O]l TOC/Ie OKOHYAHHS POBEACHUS KIMHMYECKOTO MCCIIEOBAHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO IPOJIYyKTa.

8. YcnoBus noroBopa 00s13aTEIBHOTO CTPaxOBaHUS, B TOM YHCJE CTPaxoBble Tapu(bl IO
00s13aTEIbHOMY CTPAaxXxOBaHHUIO, TEpeUueHb HEOOXOJAUMBIX JIOKYMEHTOB [UI OCYLICCTBIICHHS
CTPaxoBOU BBIILJIATHI, MOPSIIOK ~ YCTAHOBJICHUS CTpaxoBareIeM WHBUTyaJIbHOTO
UACHTU(PHUKAIIMOHHOTO KOJIa AIIMEHTa, MOPSAA0K HHPOPMHUPOBAHHUS CTPAXOBATEIEM CTPAXOBIIMKA O
IIPUBJICYEHHBIX K KIMHUYECKOMY HCCIEJOBAaHUIO OHMOMEIUIIMHCKOTO KJIETOYHOIO HPOAYKTa
MMAMEHTOB, MOPSAOK YIUIATBl CTPAXOBOM NPEMHH, IMOPSAOK peaau3alyu  OINpPEAEIICHHBIX
HacTosiuM DeepanbHbBIM 3aKOHOM U APYruMu (efepalbHBIMU 3aKOHAMHU TpaB U 00sg3aHHOCTEN
CTOPOH, HOPMAaTHUBBI, OTPAXKAIOLIUE XapaKTep M CTENEHb IOBPEKICHUS 3J0POBbS IO JOTOBOPY
00s3aTeNIbHOTO  CTPAaXOBaHUs, YCTAHABJIMBAIOTCS  THUIOBBIMH  MpaBUJIaMH  0053aTEIbHOTO
CTPaxXOBaHMSL.

9. B cnydae mnpuuyMHEHWs Bpena JKW3HM IAIMEHTa, Y4YaCTBOBABLIETO B KIMHUYECKOM
UCCIIEIOBAaHUU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJyKTa, BHITOJOTPUOOpETATENs MU 110 JOTOBOPY
0053aTeNbHOTO CTPAaXOBAaHUS SBISIFOTCS TpaXkJaHe, MMEIOLIUE IMpaBO Ha BO3MEILEHHE Bpeaa B
Clly4ae CMEPTH KOPMUJIbIA B COOTBETCTBUM C TPAXKIAHCKAM 3aKOHOJATEIBCTBOM, MPU OTCYTCTBUH
TaKUX TpaXIaH — POJOUTENH, CYNpyr (cympyra), A€TH YMEpLIEro MaiMeHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIIEI0BAHUN OMOMETUIIMHCKOTO KJIETOYHOIO TMpOJyKTa, B CiIy4ae CMEpTH
ManyeHTa, Y4acTBOBABLIEr0 B KIMHUYECKOM HCCIEJOBAaHUM OHOMEIULIMHCKOTO KJIETOYHOIO
IIPOJAYKTAa U HE HMMEBLIErO0 CAMOCTOSITEIBHOIO J0X0/Ja, — I'PAXKAAHE, HA WXKIWBEHUU KOTOPBIX OH
HaXOJWJICS, B OTHOIICHWU BO3MEIICHMsI pacXoJ0B Ha MorpedeHue MalueHTa, y4acTBOBABLIETO B
KIIMHUYECKOM HCCIEeI0BaHUN OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, — JIUIO, TIOHECIIee TaKKe
pacxonpl.

10. CrpaxoBas BbIIUIATa B CYET BO3MEIICHHS BpeNa, MPUYMHEHHOTO >KHU3HHM TAIlMEHTA,
YY4aCTBOBABIIIETO B KIWHUYECKOM HCCICIOBAaHMM OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTA,
pacrpenenseTcss MeXAy BBITOJONPHOOpETATESIMU MPOMOPIHUOHATIEHO UX KOJUYECTBY B PaBHBIX
JOJISIX.

11. Ilpm HacTyIJIeHMH CTPaXOBOTO Cliydas ITaIl[MEHT, Y4YaCTBOBABIIMM B KIWHUYECKOM
Hccae0BaHUU OMOMEIUITMHCKOTO KIIETOYHOTO MPOJYKTa, BBIFOJONPHOOpETATENh IO JIOTOBOPY
0053aTeNFHOTO CTPaXOBaHUs BIPaBE NMPEIbSIBUTH HEMOCPEACTBEHHO CTPaXOBIIUMKY TpeOoBaHUE O
BO3MEIIEHUH MPUYMHEHHOTO Bpena. CTpaxoBas BbIIIaTa OCYIIECTBIAETCS CTPAaXOBIIMKOM B
TEYCHHE TPHUALIATA JHEHM cO JHS TMpeACTaBICHUS HEOOXOAMMBIX JOKYMEHTOB. I[larueHr,
y4aCTBOBABIIUI B KIMHUYECKOM HCCIEIOBAHUM OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTa, WIH
BBITOJIONIPHOOpPETATENb IO IOTOBOPY 0053aTEIHHOI0 CTpaXOBaHUsl 00s3aH COOOIIUTh CTPAXOBIIUKY
JUIS OCYIIECTBIICHUSI CTPAXOBOM BBIILIATHI MHIUBUAYAIbHBINA HICHTU(MUKAIMOHHBINA KO/ TAIeHTa,
YCTaHOBJICHHBI CTpaxoBaTelleM B COOTBETCTBHUM C THUIOBBIMU MpaBHJIAMH O00s3aTEIBHOTO
CTpaxOBaHMUS.

12. Z[O MOJIHOT'O OIPEACIICHUA pa3dMepa IMOJJICKAIICTO BO3ZMCHICHHUIO BpE€la CTPAaXOBIIUK II0
3ad4BJICHUIO TAIMCHTA, YYAaCTBOBABHICIO B KIIMHHUYECKOM HUCCICAOBAHUUN 6I/IOMe,I[I/ILII/IHCKOI‘O
KIICTOYHOTO IMPOAYKTa, WJIHW 3adBJICHUIO BBIFO,Z[OHpI/IO6peTaTeJ'I$I BIIpaB€ OCYHIECCTBUTH YaCTb
CTpElXOBOfI BBITIJIATBI, COOTBCTCTBYIOIIYIO (I)aKTI/I‘{CCKI/I OHpC)ICJ'ICHHOfI YaCTH NPpUYMHCHHOI'O Bpca.

13. CTanOBaH BbIIJIaTa B COOTBETCTBUU C JOTOBOPOM 00513aTEILHOTO CTpaxoBaHUs
OCYIICCTBJIACTCA HE3aBUCUMO OT BBITLIAT, IPUYUATAONINUXCA IO APYT'UM BHUAaM CTPAXOBAHHA.
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14. He AOIMYCKACTCAd Yy4YaCTHUC IIalMCHTAa B MPOBCACHUM KIMHUYCCKOrO HMCCICIOBAHUA
GI/IOMCI[I/II_[I/IHCKOI‘O KJICTOYHOTI'O IMMPOAYKTa NP OTCYTCTBUH JOTr0OBOpa 00s13aTeNIHLHOTO CTpaxoBaHUs.

15. KoHTpoab 3a MCIONHEHMEM OpraHu3aluel, MOJIyYUBIIEH pa3pellleHuEe Ha IPOBEJICHUE
KIIMHUYECKOTO  HMCCIIEZIOBAHUS OMOMEIMIMHCKOTO KJIETOYHOIO IPOJYKTa, YCTAHOBJIEHHOM
HACTOSIIEN CTaTbel 00A3aHHOCTH [0 CTPAXOBAHUIO JKU3HM, 3/I0pPOBbsS MAIlMEHTA, YYaCTBYIOLIETO B
KIMHUYECKOM  HCCIEIOBAHMM OHUOMEIUIIMHCKOIO  KIETOYHOIO IMPOAYKTAa, OCYILECTBIIETCS
YIOJHOMOYEHHBIM (Pe/lepajbHbIM OPraHOM HCIIOJHUTENBHON BJIACTH, BBIAABIIMM pa3pelIeHHE Ha
[IPOBEJICHUE KIMHUYECKOT0 MCCIEI0BaHN OMOMEANIIMHCKOIO KJIIETOYHOTO MPOIyKTa.

Cratba 33. NonyyeHne Guonornyeckoro matepmana

1. Tlomyuenue OHMOJIOTHYECKOTO MaTepuajga OT JOHOpa OWOJOTHYECKOTO MaTepuaya Jyist
IIPOU3BOJACTBA 6I/IOMCJII/IHI/IHCKI/IX KJIICTOYHBIX ITPOAYKTOB, B TOM 4YHCJIIC B MLCIAX MNPOBCACHUA
JOKIIMHNYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ n (I/IJ'II/I) KIIMHUYECKUX HCCHGHOB&HHﬁ, U MCEOAUIINHCKOC
oOcriefjoBaHNe MOHOpPA OMOJOTMYECKOTO MaTepuajia B IENSX BBISBICHUS MPOTHBOMOKA3aAHWHA IS
MOJIyYEHUST OT HEro OWOJIOTMYECKOTrO0 MaTepHaia IPOBOJATCS B OPraHU3alUSX, WMEIONIUX
JIMIOECH3WIO Ha MCIUIIUHCKYIO JCATCIbHOCTh, HA OCHOBAHUHN JOTIOBOPa MEKIAY Takou opraHmauHef/i
" IPOU3BOJUTEIICEM 6I/IOMGJII/IHI/IHCKI/IX KIICTOYHBIX ITPOAYKTOB 34 CYCT YKAa3aHHOI'O IIPOU3BOJUTCIIA.

2. TlpaBwia mosydeHUss OMOJIOTHYECKOTO MaTepuaia Uil MPOU3BOACTBA OMOMETUITMHCKHUX
KJIETOYHBIX MPOJAYKTOB U TIEPEIauu €r0 MPOU3BOIUTEII0 OMOMEIUIIMHCKUX KIETOYHBIX MPOIYKTOB
YCTaHABJIMBAIOTCS YIIOJHOMOYCHHBIM (De/iepalIbHBIM OPraHOM HCITOJTHUTEIILHON BIACTH.

3. [onyuenne OMOJIOTMYECKOTO MaTepHalia AJisi MPOU3BOACTBA OMOMETUIIMHCKUX KJIETOYHBIX
MPOJIYKTOB TMpPH MPHKU3HEHHOM JIOHOPCTBE JOIMYCKAeTCsl MPU HAJIUYUU BBIPAKEHHOTO B
MUCBbMEHHOM (popMe U BHECEHHOTO B MEUIIMHCKYIO TOKYMEHTAIUIO JOHOPA:

1) nHGOPMUPOBAHHOTO JTOOPOBOJBLHOTO COTJIACHSI COBEPIICHHOJIETHETO JIEECIIOCOOHOTO U
100 HECOBEPIICHHOJIETHETO JIUIA, 00BSBIEHHOTO B YCTAHOBJICHHOM 3aKOHOM HOPSIKE MOTHOCTHIO
JIeecrioCOOHBIM, MPOIIEINIEr0 MEeIUIUHCKOEe o0cieoBaHne, Ha 0e3BO3ME3HOE IMPEIOCTaBICHUE
CBOEro OMOJIOTMYECKOTO MaTepuaia Jyid MPOU3BOJACTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
B TOM 4YHCIE B LEIIX NPOBEIACHHUS JOKIMHUYECKUX HCCIEAOBAaHUM M (WIM) KIMHUYECKHX
HCCIICIOBAHNM;

2) uH(POPMHUPOBAHHOTO JOOPOBOJILHOTO COIJIACHSl OJHOTO W3 POAMUTENCH WU HHOTO
3aKOHHOTO MPECTaBUTENSI HECOBEPILIEHHOJIETHETO JUIla (32 UCKIIOYEHHEM HECOBEPIICHHOJIETHETO
JUIa, YKA3aHHOTO B MyHKTe | HACTOsAIIEH YacTH), a TaKkKe JIUIA, MPU3HAHHOTO B YCTAHOBIEHHOM
3aKOHOM TIOpSIZIKE HENEeCHOCOOHBIM HIIM OTPaHUYEHHO JeecrocoOHbIM, Ha 0e3BO3ME3qHOe
MpeI0CTaBIeHUEe OMOJOTUYECKOT0 MaTepuaia JaHHOTO JIMIA Ui MPOU3BOACTBA OMOMEIUIIUHCKOTO
KJIETOYHOTO MPOJIYKTa, B TOM YUCIIE B LEISIX MPOBEACHUS JTOKIMHUYECKUX HCCIEAOBAHUN U (WIIH)
KIIMHUYEeCKNX wucciaenoBanuid. [lomydyeHune OHMONOTHMYECKOTO MaTepuala y IUIl, YKa3aHHBIX B
HACTOSIIIEM MYHKTE, TOTYCKAeTCsl TOJIbKO B CIIy4asiX, €CId OMOMEIUIMHCKUN KJIETOYHBINA MPOIYKT
MpelHa3HayeH JUis TPUMEHEHUS HCKIIOUUTEIbHO OTHM JIMIIAM HIW WX POJCTBEHHUKAM —
OMOJIOTUYECKUM POJIUTENSIM, POTHBIM JETSIM, POJTHBIM OpaThsiM U POJHBIM CECTpaM.

4. JIuno, ykazaHHoe B NMyHKTe | YacTu 3 HacToseil cTaThi, MOXKET B MUCbMEHHOU (hopme,
3aBEPEHHOI PYKOBOJMTENEM MEIUIIMHCKON OpraHuM3aluu JIMO0 HOTapUalbHO, BBIPA3UTh CBOE
BOJICU3bSIBJICHNE O COMVIACMM WM O HECOITIaCMM Ha IIOCMEPTHOE IMPENOCTABIEHUE €ro
OMOJIOTUYECKOTO MaTepuaia Jyis MPOU3BOACTBA OMOMEIUIIMHCKOTO KIETOUYHOIO MPOAYKTa.

5.B CJIyda€ OTCYTCTBHS BBIPA)KCHHOI'O IIPU KHU3HU BOJICU3ZBABIICHUA JIMIA, YKA3aHHOTO B
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nyHkre | gactu 3 Hacroseil cTaTbd, B OTHOIIEHWH MOCMEPTHOTO JIOHOPCTBA IMOJIyYEHUE IOCIIEe
€ro CMepTH OHOJIOIMYECKOTO MaTepuana Juld HpPOU3BOACTBA OHOMEIUIIMHCKOTO KJIETOYHOI'O
MPOIYKTA JIOMYCKACTCs MPH HATMYUHM ITUCbMEHHOTO COTJIACHs CyNpyra (Cylpyr) yMepIluero, a npu
ero (ee) OTCYTCTBHM — OJJHOTO U3 POACTBEHHHUKOB (JE€TH, POJUTEINH, YCHIHOBICHHbIE, YCHIHOBUTEIH,
ponHbIe OpaThsi M POJHBIE CECTPBI, BHYKH, JCAYIIKH U 0aOyIIKH), 3aBEPEHHOTO PYKOBOAMTEIEM
MEIULUHCKOW OpraHU3alluy WK YITOJIHOMOYEHHBIM MM JIMIIOM JIH00 HOTapHAaJIbHO.

6. Madopmanus 0 HAIMYUHN BOJICU3BSBICHUS JIUIA, YKA3aHHOTO B YaCTH 4 HACTOSIIEH CTaThH,
WHBIX JIMI B CIIy4ae, MPEeIyCMOTPEHHOM YaCThIO0 5 HACTOSIIEH CTaTbH, BHOCUTCS B MEIUIIMHCKYIO
JOKYMEHTALUIO IOHOPA.

7. [lonyueHnue OMOIOrMYECKOTr0 MaTepuaa Mpu MOCMEPTHOM JIOHOPCTBE HE JIOMYCKAEeTCsI:

1) ecnu mpu *KU3HU JIMIO, YKa3aHHOE B MyHKTE | 4acTu 3 HaACTOSIIEH CTaThbH, BHIPA3UIIO B
yCTHOU (opMe B MPUCYTCTBHM CBHJIETENIEH CBOE BOJIEU3BSBIEHHE O HECOTJIaCHMM Ha MOCMEPTHOE
MIpeIoCTaBJI€HNE OMOJIOTMYECKOro MaTepuaia JUlsl MPOU3BOACTBA OMOMEIUIIMHCKOTO KJIETOYHOTO
MIPOJIyKTa U JJaHHble 00 3TOM BHECEHBI B MEJUILIMHCKYIO IOKYMEHTALIUIO JAHHOTO JIULA B MOPSJIKE,
YCTaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/lepabHbIM OPraHOM HUCIIOJIHUTENBHOM BIACTH;

2) y yMepIIEero HECOBEPIIEHHOJIETHETO JIMIIA, 32 UCKIIFOUEHUEM YKa3aHHOTO B MyHKTe 1 yacTtu
3 HacTosAmEed cTaThbW, WIM Y JHIa, [PU3HAHHOTO B YCTAaHOBJIEHHOM 3aKOHOM HOpSIKe
HEIEECIIOCOOHEIM;

3) mpu OTCYTCTBHHM OJHOBPEMEHHO BOJICU3BSBICHUS, BBIPAKCHHOTO TIPU JKU3HHU JIHIIOM,
YKa3aHHBIM B IyHKTE | 4acTu 3 HacTosIed CTaTh, O COTJIACHH HA IOCMEPTHOE MPEJOCTABICHUE
OMOJIOTUYECKOT0 MaTepuayia Uil IMPOU3BOJACTBA OMOMEIMLIMHCKOTO KJIETOYHOIO MpOJYyKTa, M
coryacus ero cympyra (Cympyru), a mpu ero (ee) OTCYTCTBHHM — OJHOTO W3 POJCTBEHHUKOB,
YKa3aHHBIX B YaCTH 5 HACTOSIIEH CTAThH.

8. @dopma uHGOOPMHUPOBAHHOTO JOOPOBOJILHOTO COTJIACHsl JOHOPA OHOJIOTHYECKOTO
MaTepualsia JTu00 OJTHOTO W3 POIUTEIICH WM MHOTO 3aKOHHOTO MPECTaBUTEIS JINIA, YKA3aHHOTO B
MyHKTEe 2 4YacTh 3 HACTOsIIEH CTaThW, Ha OE3BO3ME3HOE IPEIOCTABICHHE OWOJIOTHYECKOTO
MaTepuasia il MPOU3BOJICTBA OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa, B TOM YHCIE B IEJSIX
MPOBEACHUS JIOKIMHUYCCKUX HCCICIOBaHUNA ¥ (WIM) KIMHUYECKUX HCClieoBaHuil, (opma
MUCHMEHHOTO COTJIacHs Cynpyra (Cynpyru) JuO0 OJHOTO U3 POJICTBEHHHKOB, YKa3aHHBIX B YacTH 5
HACTOSIIIEH CTAaThH, YMEPIIETo JIMIA Ha IIOCMEPTHOE MPEIOCTaBICHUE OMOJIOTHYECKOTO MaTepralia
JUIsl TIPOM3BOJICTBA OMOMEIUIIMHCKOTO KIETOYHOTO MPOJYKTa, B TOM YHCJIE B LEISIX MPOBEIACHUS
JNOKIMHUYECKUX  HCCIICAOBaHUN W (MiIM) KIMHHYECKMX  HWCCIEJIOBAaHUM,  YTBEPXKIAIOTCS
YIIOJITHOMOYCHHBIM (heiepaibHbIM OPraHOM UCTIOJHUTEIHHOMN BIIACTH.

Ctatbsa 34. lNpaBa u o06A3aHHOCTU AOHOpa OuMoONorM4yeckoro martepuwana, ero
poauTenen N UHbIX 3aKOHHbIX NpeacTaBUTENnen

1. JloHop OMOJIOrMYECKOro Marepuana IpU MPHKU3HEHHOM JIOHOPCTBE (OAMH M3 €ro
poanTeNnel NIM NHOM 3aKOHHBIN IIPEJCTABUTEINL) UIMEET IIPABO:

1) Ha 3amIUTy MpaB U OXpaHy 3J0POBbsI IOHOPA;

2) Ha 03HAKOMJICHHE C pe3yabTaTaMu MEIUIIMHCKOI0 00CIe0BaHMs IOHOPA;

3) Ha monyuyeHHe B JOCTYyNHOH ¢(opme uHPoOpMaLUU O OHOMEAULMHCKOM KJIETOYHOM
NPOIYKTE, Ul MPOU3BOJCTBA KOTOPOTO IMPENOCTaBISIETCs OMOJOTHUYECKUI MaTepuall, O MOpsIKe
MOJIy4EeHHUsI U UCHOJIb30BaHUS OMOJIOTHYECKOTO0 MaTepuana, 0O BO3MOXKHBIX MOCIEACTBUIX U3BATHS
OMOJIOTUYECKOTO MaTepuaia i 370pOBbs JOHOPA;

4) Ha moJy4eHHEe MEJUIIMHCKOM MOMOIIM B paMKaX MPOrpaMMBbl TOCYAapPCTBEHHBIX TapaHTHH
0ecIuIaTHOrO OKa3zaHUs TpakJaHaM MEAMLMHCKONH MOMOINM B CiIyyae BO3HHKHOBEHHUS Yy JOHOpa
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peaKuuii ¥ OCJIOKHEHH, CBA3aHHBIX C JOHOPCTBOM;
5) Ha OTKa3 B 00O MOMEHT OT MPEAOCTABICHHS OMOJOTUIECKOTO MaTepHara.

2. JloHop Owmomnormveckoro marepuana (OJWH U3 €ro POJUTENCH WIM HWHOW 3aKOHHBIN
MPEJCTaBUTEID) TPH MPHKU3HEHHOM JIOHOPCTBE 00sI3aH COOOIIUTH:

1) mndopmarmio 00 H3BECTHBIX €My 3a00JCBaHUAX, MEPEHECEHHBIX JOHOPOM U (WUIH)
UMEIOIINXCS Y JJOHOPA;

2) wHpopManuo 00 YHOTPeOJCHUU JTOHOPOM HAPKOTHYCCKHX CPEICTB, IMCHXOTPOITHBIX
BEIIIECTB, JIEKAPCTBEHHBIX MPETapaToB;

3) wuHBIE CBEIEHHs, HWMCIOIIME 3HAYCHHWE Uil OOecredyeHus: Oe30MacHoOro JIOHOPCTBA
OMOJIOTUYECKOTO MaTepHala, MepeuyeHb KOTOPBIX YTBEPKAAETCS YIOTHOMOYEHHBIM (enepaTbHbIM
OpraHOM WCTIOJTHUTEIbHOU BIIACTH.

3. JloHop Owuonoruueckoro Marepuaga Ipu MPHKU3HEHHOM JOHOPCTBE 00s3aH MpPONTH
MEAULUHCKOE O0O0CiIeoBaHne. YKa3aHHOE€ MEAMIUHCKOE OOCIIeZOBAaHUE SBIIAETCS Ul JIOHOpa
OecratHbIM. [lopsIOK MEOUIIMHCKOTO 0O0CieOBaHMs JOHOpAa W IEpeueHb MPOTHUBOMNOKAa3aHUI
(aOCOJIIOTHBIX M OTHOCHUTENIBHBIX) Ul TMOJY4EeHHs] OMOJOTHMYECKOro MaTepHualla YTBEepXKIaroTcCs
YIOJHOMOYEHHBIM (heZiepaibHBIM OPTaHOM HCTIOJHUTEIHHON BIACTH.

4. JloHop OHOJOrMYecKOro marepuasna (OJWH U3 €ro poAWUTeNed WIM HWHOM 3aKOHHBIN
Hpe)ICTaBI/ITeJ'II)) npun MNPpUWKHU3HECHHOM JOHOPCTBC, YMBIIIJIICHHO CKpI)IBIHI/Iﬁ AN  WCKa3WUBIITHH
HU3BCCTHBIC €EMY CBCIACHUA O COCTOAHHUH 3I0POBbA JOHOPA MMPU OCYIICCTBICHUH UM NIPUKU3HCHHOTO
JOHOPCTBA OMOJIOTHYECKOT0 MaTepuaa, B pe3yJbTaTe 4ero OblI IPUYMHEH BPE]] )KU3HHU, 3[0POBBIO
NAIMEeHTa, MEIULMHCKUX Pa0OTHUKOB, HWHBIX JIML, HECET OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO
3aKOHOIaTeILCTBOM PD.

Ctatba 35. [MpousBoactBO U peanu3aums OMOMEOULIMHCKUX KIETOYHbIX
NpoAyKTOB

1. [Tpon3BoACTBO OMOMEAUIIMHCKOTO KIETOYHOTO MPOIYKTA OCYIIECTBISIETCS ¢ COOIOICHHEM
TpeOOBaHMI periiaMeHTa €ro IPOM3BOJICTBA, KOTOPBIA  YTBEPIKIACTCS  IMPOU3BOIUTEIICM
OMOMEIMITMTHCKOTO KJIETOYHOTO TIPOIyKTa U BKIIFOUACT B CEO:

1) mepedyeHb  UCMONB3YeMbIX  KICTOYHBIX  JIMHWAH, JICKAPCTBEHHBIX  IPEMaparos,
dapMareBTHUECKMX CyOCTaHIIMH, MEIUIUHCKUX W3JCIUH W BCIOMOTATEIbHBIX BEIIECTB C
yKa3aHHEM KOJINYECTBA KAXKJIOTO U3 HUX;

(B pen. ®enepanbHoro 3akona ot 03.08.2018 N 323-D3)

2) naHHble 00 HCHOJIB3yeMOM OOOPYJIOBAaHHH, OMHCAHUE TEXHOJOTHYECKOrO Ipolecca H

METOJIOB KOHTPOJIS Ha BCEX 3Talax MPOU3BOJICTBA OMOMEMIIMHCKOTO KIETOYHOTO MPOIYKTA.

2. HpaBI/IJ'Ia IIPpOU3BOJACTBA 6I/IOMC,I[I/II_II/IHCKI/IX KJIICTOYHBIX IIPOAYKTOB YCTaHABJIHUBAKOTCs
IIpaBUJIaMHU Haﬂnemameﬁ IMPAKTHUKH 110 pa60Te C 6I/IOMCI[I/II_[I/IHCKI/IMI/I KIICTOYHBIMH ITPOAYKTAMU,
YTBCPKACHHBIMHA YIIOJTHOMOYCHHBIM (I)e)lepaHBHLIM OopraHomMm HCIIOJIHUTEILHOM BIACTH.

3. HpOI/ISBOI[CTBO HE 3apCruCTpUpOBAHHBIX B P® 6I/IOMGI[I/II_II/IHCKI/IX KIICTOYHBIX IMPOAYKTOB,
34 HCKIIFOUCHUCM CJIy4acB IIPOU3BOJACTBA 6I/IOMC,Z[I/II_[I/IHCKI/IX KIICTOYHBIX TIPOAYKTOB JISA nenen
JOKJIMHUYECKUX HCCIed0BaHUI 6I/IOMCJII/II_II/IHCKI/IX KIICTOYHBIX IMPOAYKTOB W KIMHHUYCCKUX
HCCIIeJOBaHUI 6I/IOMCJ_'[I/II_II/IHCKI/IX KIICTOYHBIX ITPOAYKTOB, HC JOITYCKACTCA.

4, 3apCFI/ICTpI/IpOBaHHBII>'I 6HOMCHHHHHCKHﬁ KJIETOYHBIN NPOAYKT OHNPCACIICHHOIO THIIA
(ay’TOJ'IOI“I/I‘-IHBII\/'I, aHHOFCHHBIﬁ, KOMGHHHpOBaHHLIﬁ) MOKCT MNPOU3BOAUTHCA C HCIIOJIb30BAHHEM
KJIICTOYHBIX JII/IHI/II>'I, IMPUTOTOBJICHHBIX U3 OHOJIOTUYECKOTO Marepuaia, HoJIy4CHHOTO OT pa3JIMYHbIX
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noHopoB. Ilpu coOmrogennn TpeOOBaHM, YCTAaHOBJIEHHBIX IIPU IOCYJApPCTBEHHOW pETMCTpaluu
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa, MOBTOPHAS TOCYJapCTBEHHAsh PErHCTpalus TaKOTO
OMOMEIMITMHCKOTO KIETOYHOTO IPOIyKTa He TpedyeTcs.

5. 3ampermaercst MpoOU3BOICTBO:

1) dbanbcupupoBaHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX MPOTYKTOB;

2) OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB C HAPYIICHHEM IMPAaBHJI HAUICKAIIEH MPAKTHKH
1o pabote ¢ OMOMEAUIIMHCKUMHE KICTOYHBIMH MTPOTYKTAMH.

6. [ToaTBepxkaeHNE COOTBETCTBUS MPOU3BEACHHOTO OMOMEIUITMHCKOTO KIETOYHOTO TPOTYKTa
TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIPU €r0 TOCYIapCTBEHHON PETUCTPAllii, U COOTBETCTBUS MpoIiecca
€ro MpOM3BOJACTBA TPeOOBAHMSIM HAAJIEKALIEH MPAKTUKU N0 paboTe ¢ OHMOMETUIIMHCKUMU
KJI€TOYHBIMM  IPOAYKTaMU  OCYILECTBISETCS  YHNOJHOMOYEHHBIM  JIULOM  IPOU3BOJUTEINS
OMOMEIUIIMHCKOTO KJIETOYHOIO NPOAYKTa, 3a HWCKIIOYEHHEM OMOMETUIIMHCKUX KJIETOYHBIX
MIPOJIYKTOB, MPOU3BEAECHHBIX I JOKIMHUYECKUX HCCIIETOBAaHUN M KIMHUYECKUX HCCIEeI0BaHUMN
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB. TpeOoBaHUS K YPOBHIO 00pa30BaHUs U KBaIU(UKALINH,
MOPSIIOK aTTECTAl[MH YIOJHOMOYEHHOTO JIMLA MPOU3BOAMUTENS OMOMENUIMHCKOTO KJIETOYHOTO
MPOJyKTa W €ro IMOJIHOMOYHUS 1O OOeCHedYeHHI0 KauecTBa OMOMETUIIMHCKOTO KJIETOYHOTO
MIPOJIyKTa, BBOJMMOTO B oOpallleHre, YCTaHaBIMBAKOTCS YIIOJTHOMOYEHHBIM (eiepalibHbIM OpPraHOM
WCIIOJTHUTEIBHON BIIACTH.

7. TIlpousBoautenn OUOMEIWLMHCKUX KJIETOYHBIX MPOAYKTOB MOTYT OCYLIECTBIISThH
peanu3anuo OMOMEIUIIMHCKUX KIETOYHBIX ITPOTYKTOB:

1) mpyrum TpOM3BOAUTENSIM OWOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB JJIsi TIPOM3BOJICTBA
OMOMEIUIIMHCKUX KJIETOYHBIX MMPOIYKTOB;

2) Hay4YHBIM OpraHU3alusIM, OOpa30BaTEIbHBIM OPraHU3AIUsAM ISl TPOBEICHUS HAYIHBIX
HCCIICIOBAHNI;

3) opraHu3anusM, OCyIIECTBISIOMNM MEIUIIMHCKYIO IeITeIbHOCTD.

8. IlpaBuna peanuzanuu OWOMEIULMHCKUX KIETOYHBIX MPOAYKTOB YCTaHABIMBAIOTCA
[IpaBuTenscTBOM PD.

CraTtbsa 36. MapkmpoBKka 6MOMeANLIMHCKUX KNEeTOYHbIX MPOAYKTOB

1. IlepeueHb cBeAeHMIl, HAHOCHMBIX Ha IEPBUYHYIO YIAKOBKY, BTOPUYHYIO YIaKOBKY
OMOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB U TPAHCHOPTHYIO Tapy, B KOTOPYIO TIOMEIIEH
OMOMEUIIMHCKUI KJIETOYHBIA TPOAYKT, YCTAHABIMBAETCA YHNOJIHOMOYEHHBIM (hefepanibHbIM
OpraHoM UCTHOJHUTEIbHOU BIACTH.

2. HepBI/I‘{Haﬂ YIIaKOBKa U BTOPpUYHAA YIIAKOBKA ayTOJIOTUYHBIX 6I/IOMCIII/II_II/IHCKI/IX KJIICTOYHBIX
INPpOAYKTOB U KOM6I/IHI/IpOBaHHBIX 6I/IOMC,Z[I/II_II/IHCKI/IX KIICTOYHBIX IIPOAYKTOB MAPKUPYIOTCA C
HUCIIOJIb30BAHHUEM MCTOJ0B paHHOqaCTOTHOﬁ I/I,Z[eHTI/I(l)I/IKaLII/II/I IMPUHAJICIKHOCTH TaKoTo
6I/IOMC,Z[I/II_II/IHCKOFO KIICTOYHOTI'O IMPOAYKTAa KOHKPCTHOMY IIALIMCHTY B IMOPAAKEC, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM Q)e,uepaanHM OpraHomM HCIIOJTHUTEIPHOM BIIACTH.

3. Ha mnepBuuHyl0 yMakoBKY M BTOPHYHYIO YHAaKOBKY OHWOMEIMIIMHCKHX KJIETOYHBIX
MPOAYKTOB, TMPEJHA3HAUYEHHBIX JJI1 JOKIMHUYECKUX HCCICAOBAaHUM WM  KIMHUYECKHUX
HCCIIeIOBaHUM, HAHOCUTCA Haanmuch: "Il  JOKIMHUYECKUX uccienoBaHui" wmm  "J{ns
KJIMHUYECKUX UCCIIeT0BaHUM".

CtaTtbsa 37. TpaHCNOpTUPOBKa U XpaHeHMe GMoNornyeckoro Matepuana, KneTok
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AnA NnpuroToBrieHnA KneTo4yHbIX JINHUN, KNETOYHbIX NINHUWN, npegHa3Ha4YeHHbIX AnA
npou3BoacTtBa 6MomMeaNLMNHCKNX KNneTO4YHbIX npoAyKTOB, 6MoMeaNLIMHCKUX
KJNNeTOYHbIX NPOAYKTOB

1. buonoruuyeckuii mMatepuain, KIETKH Uil NPUTOTOBJIEHUS KJIETOYHBIX JIMHUM, KIETOYHbIE
JUHUH, TpPEJHA3HAYCHHbIE JUIS TPOU3BOACTBA OMOMEIHMIIMHCKUX KIETOYHBIX IPOIYKTOB,
OMOMEIMIIMHCKAE KIETOYHbIE TPOIYKTHI JIOJDKHBI TPAHCIIOPTUPOBATECA C  COOJIOACHUEM
YCTaHABJIMBAEMBIX YIIOJTHOMOYECHHBIM (hefepabHbIM OPraHOM HCIIOJHHUTEIBHON BIACTH TMPaBUII
TPAHCIIOPTUPOBKHU.

2. buonornuyeckuit Marepuain, KIETKU Ul MPUTOTOBJICHUS KJIETOYHBIX JIMHUN, KIIETOUYHBIE
JUHUM, TpeJHa3HAYeHHbIE U1 TPOU3BOJACTBA OMOMEIMLMHCKUX KJIETOYHBIX MPOIYKTOB,
OMOMEIUIIMHCKUE KJIETOYHbIE TMPOAYKTHl JOJDKHBI XPaHUThCS B YCIOBHUSX OHOOAHKOB,
o0ecrieuMBarOIMX COXpPaHEHHWE UX OHOJOTMYECKUX CBOMCTB M  MPEeNOTBpALAlONINX HUX
MH(QULIHMPOBAHUE U 3arpsSI3HEHHE.

3. TpeGoBanusi K opraHu3alM U JEATEIbHOCTH OMOOAHKOB, a TaKXe IpaBHJIa XpPaHEHUS
OMOJIOTMYECKOr0 MaTepuaa, KJIETOK JUIsl IPUTOTOBJICHUS KJIETOYHBIX JIMHUN, KIETOUHBIX JIMHUMH,
MpeHa3HaYeHHBIX JJIsl IPOU3BO/ICTBA OMOMETUIIMHCKUX KIETOYHBIX MPOJAYKTOB, OMOMETUIIUHCKUX
KJIETOYHBIX  TMPOJAYKTOB  YCTAaHaBIMBAIOTCA  YINOJIHOMOYEHHBIM  (efepaibHbIM  OpPraHOM
VCIIOJTHUTEIBHON BIIACTH.

Ctatbsa 38. YHMuUTOXEHMe HeBOCTpPeOOBaHHOro Oumonornyeckoro martepuana,
HeBOCTpPeO6OBaHHbIX KNeTok  Ans NPUroToBIIEeHNA KNEeTOYHbIX  JIMHUWA,
HeBOCTPeOOBaHHbIX KIETOYHbIX JIMHUWA, MNpeAHa3Ha4YeHHbIX ANs NPOu3BOACTBA
OMOMEaULIMHCKMX KNEeTOYHbIX NPOAYKTOB, HEBOCTPeOOBaHHbIX OMOMEOULIMHCKUX
KNeTOYHbIX NPOAYKTOB

1. HeBocrpeOoBaHHBIN OWOJOTUYECKUN MaTepuall, HEBOCTpEeOOBaHHbIE KIETKU  JUIS
MIPUTOTOBJICHUS KJIETOYHBIX JTUHUI, HEBOCTpeOOBaHHbIEC KIETOYHbIC TUHUH, MPEJHA3HAYCHHbIC IS
MIPOU3BOJICTBA OMOMETUIIMHCKUX KJIETOYHBIX MPOJIYKTOB, HEBOCTpPeOOBaHHbIE OMOMEIUIIMHCKUE
KJIETOUHBIE MPOAYKTHI MMOJIEKAT YHUUTOKEHHUIO B MOPSIIKE, YCTAHOBJICHHOM 3aKOHOATEILCTBOM B
cdepe oxXpaHbl 3I0POBBSI.

2. danbcuduurpoBaHHbIC OHOMETUITMHCKUE KJIETOYHbBIE IPOIYKTHI W
HeOOpOKauYeCTBEHHbIE OHMOMEAMIIMHCKHE KIETOYHBIE MPOAYKTHl TOJJICKAT U3BATHIO U3
oOpaillleHuss MO peueHuio (eAepanbHOr0 OpraHa MCHOJHUTEIBHOM BIIACTH, OCYILIECTBIISIOIIETO
GyHKIMM [0 KOHTPOJIIO U Haa3opy B chepe 3mpaBooxpanHeHus. [locrmemyroiee yHUUYTOXKEHHE
danbcu@UIMPOBaHHBIX OMOMEIUIMHCKUAX KIETOYHBIX MPOIYKTOB WM HEJOOPOKaYECTBEHHBIX
OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTOB OCYILIECTBISETCS Ha OCHOBAHHMM PEIICHHUS Biajeiblia
OMOMEIUIIMHCKOTO  KJIETOYHOTO MpoaykTa u  (wim) pemeHus  QenepaabHOr0  opraHa
WCIIOJIHUTENBHON BJIACTH, OCYIIECTBISIONIET0 (QYHKIMU IO KOHTPOJIO W Haa3opy B cdepe
3/1paBOOXPAHEHUs, WU PELIEHUs Cy/a.

3. KOHTpa(l)aKTHHC 6I/IOMCI[I/II_II/IHCI(I/IC KIICTOYHBIC IIPOAYKTHI IIOJIC)KAT HUIBATUIO U3
O6paH_IeHI/I$I N YHUYTOKCHUIO 110 pCHICHUIO CyJia.

4, HOpH,Z[OK YHUYTOKCHUA (I)aJ'IBCI/I(I)I/II_II/IpOBaHHLIX 6I/IOMC,Z[I/II_II/IHCKI/IX KIJIICTOYHLIX ITPOAYKTOB,
He[[06pOKaLICCTBCHHBIX 6I/IOMCI[I/II_II/IHCKI/IX KIICTOYHBIX IPOAYKTOB n KOHTpa(I)aKTHBIX
61/IOMC,[[I/II_[I/IHCKI/IX KIICTOYHLIX MPOAYKTOB YCTAHABJIMBACTCHA HpaBI/ITCJ'IBCTBOM PO.
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5. Pacxonpl, CBsi3aHHBIE C YHUUYTOXXEHUEM (hanbCU(UIMPOBAHHBIX OHOMEIUIIMHCKHX
KJIETOYHBIX TPOJYKTOB, HEIOOPOKAUECTBEHHBIX OHMOMEIMIIMHCKUX KJIETOYHBIX MPOIAYKTOB U
KOHTpa(aKkTHBIX OMOMEIUIIMHCKIX KJIETOUYHBIX MPOAYKTOB, BO3MEIIAIOTCS UX BJIAJCITIbIIAMU.

6. Brnazenern 6MOMeIUIIMHCKOTO KIETOYHOTO MPOIYKTa JOJDKEH MPEICTaBUTh B (heaepanbHbIi
OpraH HCIIOJHUTEIBHON BIIACTH, OCYHIECTBISIONMK (YHKIIMU 1O KOHTPOJIIO M HaI30py B cdepe
3PaBOOXPAHEHHS, JOKYMEHT, TOATBEPKIAOMMUI (PAKT YHUYTOKEHUS OHOMETUIIMHCKOTO
KJIETOYHOTO MPOJIYKTa, UJIU €r0 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSI/IKE KOIHUIO.

7. @enepanbHBIN OpraH UCTIOTHUTEIBHONW BIIACTH, OCYIIECTBIISIONINA (PYHKIIMH MO0 KOHTPOJIIO
U HaJ30py B cepe 31paBOOXpAaHEHNUs, IPUHABLINI pelieHrne 00 YHUUTOKEHUN OMOMEINIIMHCKOTO
KIJIETOYHOTO IPOAYKTa, OCYHIECTBIIAET KOHTPOJIb 3a UCIIOJTHEHUEM YKa3aHHOTO PELICHHUS.

Ctatba 39. OcoGeHHOCTM OKa3aHUs MeAULMUHCKOM MOMOLM C NMPUMEHEHUEM
OMOMeANLIMHCKMX KNEeTOYHbIX NPOAYKTOB

1. MeaMIIMHCKYIO TOMOIb C TPUMEHEHHEM OMOMEIUIIMHCKUX KJIETOYHBIX MPOJTYKTOB MOTYT
OKa3bIBaTh ~ MEIUIMHCKHME  pabOTHUKM, Tpolieamue oOyuyeHue 1O  JONOJHHUTEIbHON
npodeccuoHalIbHOM  TporpamMme (IporpaMMe IMOBBILIEHUS KBaIM(UKAIMM) 10 BOIpOcam
MPUMEHEHUs] OMOMEIUIIMHCKMX  KJIETOYHBIX MpoAyKTOB. IIpuMepHble  OMOJIHHUTENbHBIE
npodeccuoHallbHble IPOrpaMMBbl  (MPOrpaMMbl  MOBBIMIEHUS KBATM(HKAIMK) 10 BOIpOCaM
MPUMEHEHHUs] OMOMEAMIIMHCKUX KJIETOYHBIX MPOJYKTOB YTBEPXKIAIOTCS  YHOJHOMOYEHHBIM
(benepaabHbBIM OPraHOM UCIIOHUTEIBHON BIACTH.

2. CamocCTOsTEeIbHOE MPUMEHECHHUE MAIIMEHTOM OMOMETUITMHCKUX KJIETOYHBIX MPOJYKTOB HE
JOTTyCKaeTCsl.

3. buomMeauuMHCKNE KJIETOYHBIE MPOAYKTHI, B COCTaB KOTOPBIX BXOIAT KJIETOYHBIE JINHUH,
MOJIyYeHHBIE M3 OWOJIOMYECKOT0 Marepuaja JOHOpa OHMOJIOrMYecKOro MarepHualia, MMEIOLIEro
MPOTUBOMNOKA3aHUs, BKJIIOYEHHbIE B  IIEPEYCHb  MPOTUBOMOKa3aHUil  (aOCONIOTHBIX U
OTHOCHUTEJIbHBIX) 715 MOJTY4YEeHUsI OMOJIOTUYECKOT0 MaTepHaa Jjisi IPOU3BOACTBA OMOMETUITUHCKUX
KJIETOYHBIX MPOJIYKTOB, MOTYT OBbITh NMPHUMEHEHbI I JICYEHUS TOJBKO CaMoro JIOHOpa 3TOTO
OMOJIOrMYecKOro MaTepuana (ayToJOrHYHOE MPUMEHEHHE).

CtaTtbs 40. UHpopmauma o GMoOMeAULIMHCKUX KIeTOYHbIX NpoayKTax

1. I/IH(bOpMaI_[I/IH (6] 6I/IOMCI[I/II_II/IHCKI/IX KIICTOYHBIX IMPOAYKTAX OOJIZKHA COACPIKATHCA TOJIBKO B
CIICHUAIIN3UPOBAHHBIX U3JdHHAX, B TOM YHUCIIC MOHOFpa(bI/IHX, CIIpaBOYHHKAX, HAYYHBIX CTATbAX,
JOKIaaax Ha KOHI'peCCax, KOHCI)CpCHI_[I/IHX, CUMIIO3UYyMaAx, HAaYYHBbIX COBCTax, Ha
CIICHUAIIN3UPOBAHHBIX caliTax B CETH "I/IHTepHeT", 4 TAKXXC B HHCTPYKOUAX II0 HNPUMCHCHUIO
6I/IOMCI[I/II_[I/IHCKI/IX KIICTOYHBIX MMPOAYKTOB n ApYrux I/IH(bOpMaI_[I/IOHHBIX MaTcpHraiax,
npeaAHa3HAYCHHBIX IJII MECAUIUHCKUX pa6OTHI/IKOB.

2. JlomyckaeTcs MCMOJIb30BaHUE JTIOOBIX MaTepUaTbHBIX HOCUTENEH, MO3BOISIFOIIUX XPAHUTH,
nepenaBaTh M HCMONB30BaTh HMHPOpPMAIMIO O OWOMEAMIIMHCKHX KJIETOYHBIX MPOIyKTax Oe3
HCKa)KEHNH.

Ctatbsa 41. MoOHMTOPMHr 6e30nNacHOCTM OMOMEAUUMHCKUX KIeTOYHbIX
NpoAyKTOB
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1. buomenuIMHCKHE KIETOYHBIE MPOIYKTHI, Haxojsmuecs B oOpamenun B P®, moanexar
MOHHUTOPHUHTY O€30MacHOCTH B IIENSAX BBISBICHHS BO3MOXKHBIX HETAaTHBHBIX MOCIEICTBUI HX
NPUMEHEHHsI, KOTOPBIA TPOBOAUTCS  (PeJepaibHBIM OPraHoOM  HCIOJHHUTEIBHOH  BIAcTH,
OCYLIECTBISIOMMM (YHKIMU 10 KOHTPOJIIO H© HaA30py B cdepe 3IpaBOOXpaHEHHS, B
YCTaHOBJIEHHOM UM IMOPSIKE HAa OCHOBAaHMM COOOIEHUH, MPENYCMOTPEHHbIX YacTaMH 2 U 3
HACTOSIIEN CTATHH.

2. CyObekTsl OOparieHuss OMOMEIUIIMHCKUX KICTOYHBIX MPOIYKTOB OOSI3aHBI HAIPABIATH
COOOIIEeHNsT O TOOOYHBIX JCUCTBUSAX, HEKEIATEIBHBIX PEAKIMAIX, CEPhE3HBIX HEXKEIATCIbHBIX
peakuusaX, HEMPEIBUJCHHBIX HEXKENaTeIbHbIX PEaKUUsIX MPU MPUMEHEHHH OHOMETUIIMHCKUX
KJIETOYHBIX MPOJYKTOB, 00 WHIUBUIYaTbHOW HEMEPEHOCUMOCTH, OTCYTCTBHU 3()(PEKTUBHOCTH
OMOMEIUIIMHCKUX  KJIETOYHBIX MPOJYKTOB, 00 OCOOEHHOCTAX UX B3aUMOJCHCTBUS C
JIEKApCTBEHHBIMH TIpETapaTaMy, MEIUIIMHCKUMHU W3JICTUSMHU, MUIIEBBIMU MPOAYKTAMHU, JPYTUMU
OMOMEIUIIMHCKUMU KJIETOYHBIMH TPOJIYKTaMH, a Takke 00 HWHBIX (hakTaX U OOCTOSTENbCTBAX,
MPEACTABIISIIONINX YTPO3Y JKU3HU WM 3[I0POBBIO UEIOBEKa MPH MPUMEHEHWH OMOMEIUIIMHCKUX
KJIETOYHBIX MPOJIYKTOB M BBISIBJICHHBIX HA BCEX ATamax oOpamieHus OMOMEIUIIMHCKUX KIETOUYHBIX
MPOAYKTOB B POD.

3. OpraHmzaiuy, OKa3bIBAIONIME MEIUIMHCKYIO TIOMOIh OEpEeMEHHBIM, POXKEHHUIIAM,
POAUIILHUIIAM U HOBOPO>K/IEHHBIM, 00513aHbI HAIIPABIISATh COOOLIEHUS 000 BCEX CIydasiX pOXKACHUS
JeTel ¢ BPOXKJIEHHBIMU aHOMAJIMSMU WIM MOPOKaMU pa3BUTUS B cllydae, €ClIM B OTHOIICHUU
OJIHOTO W3 pOJUTENEeW TakuxX JeTel paHee MpPU MEIUIIMHCKOM BMEIIATeNIbCTBE MPUMEHSIUCH
OMOMEMIIMHCKHE KIETOYHBIE TPOIYKTHI.

4. Brnanenblibl peruCTPallMOHHBIX YIOCTOBEPEHUN OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB,
IOpUAMYECKUE JIMLA, Ha WMsI KOTOPBIX BBbIJAaHBl pa3pellieHuss Ha MPOBEACHUE KIMHHUYECKUX
UCCIIEIOBAaHUN OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB, JUOO YHNOJHOMOYEHHBIE UMHU JIpYyrue
IOpUAMYECKUE JIMla B paMkax oOecredeHus O€30MacHOCTH OMOMETUIIMHCKUX KIETOUHBIX
MPOJIYKTOB B TOPSIKE, YCTAaHOBJIEHHOM (hefepalbHbIM OpPraHOM HCIOJIHUTEIBHON BJACTH,
OCYILECTBISIONIMM (YHKIMM 1O KOHTPOJIO M Haa3opy B cdepe 3ApaBOOXpaHEHUs, O0O0sS3aHbI
OCYILIECTBIISITh MpUEM, Y4eT, OOpabOTKy, aHaIu3 W XpaHEHHE MOCTYMAIOIIUX B HUX aJpec OT
CyOBbeKTOB oOpalleHus: OMOMEIUIIMHCKUX KJIETOYHBIX IMPOJYKTOB M OPraHOB TOCYIapCTBEHHOMN
BJIACTH  COOOIIEHHM O TOOOYHBIX JEHCTBUSX, HEXKENATENbHBIX PEaKIUsiX, CEPbE3HBIX
HEXKeJIaTebHBIX PEeaKLUAX, HENpPEIBUACHHBIX HEXENaTeIbHbIX pPEaKIHUsIX IpPH IPUMEHEHUU
OMOMEIUIIMHCKMX  KJIETOYHBIX MPOAYKTOB, 00 OCOOEGHHOCTSIX MX B3aUMOJACHCTBHUS C
JIEKapCTBEHHBIMU MpernapaTamMy, MEIUIIMHCKUMHU H3CNUSIMU, MUILIEBBIMU MPOAYKTAMU, APYTUMU
OMOMETUITMHCKIMH KJIETOUYHBIMH MPOIYyKTaMU, 00 MHAWBU]IYaJbHOW HEMEPEHOCUMOCTH, a TaKkKe
00 uHBIX aKTax U 0OCTOSATENBCTBAX, MPEICTABISIIONINX YTPO3y >KM3HU WJIHM 3I0POBBIO UEIOBEKa
nu00 BIUSIONMX HAa W3MEHEHUE OTHOIICHHUS OXXKHMIAEMOW TMOJBb3bl K BO3MOXHOMY PHUCKY
MIPUMEHEHHs] OMOMETUIIUHCKUX KIIETOYHBIX TPOAYKTOB.

5. Ilpu BbIABIEHMHM UHPOPMALIMHU, TNPETYCMOTPEHHON YacTbio 4 HacTosIIEH cTaTbH,
BJIQJIENIbLIbl  PETHUCTPALIMOHHBIX YAOCTOBEPEHHH OHMOMEAMLIMHCKUX KJIETOYHBIX IPOJYKTOB,
IOPUJIMYECKUE JIUIA, Ha HMs KOTOPBIX BBIJAAHBl DPa3pelleHUs] Ha IPOBEJICHHE KIMHUYECKUX
UCCIIeIOBaHUM OMOMEIMIMHCKUX KJIETOYHBIX MHPOJYKTOB, JIMOO YIMOJHOMOYEHHBIE MMM Jpyrue
IOpUJIMYECKUE JMIa oO0sf3aHbl TNPHUHATH MEpbl, HANpaBJICHHbIE HAa YCTPaHEHHWE HEraTUBHBIX
MOCIIEICTBUN TMPUMEHEHHUs] TaKuX OWOMETUIIMHCKUX KJIETOYHBIX NPOJIYKTOB, MpPEIyNpexaeHue
MIPUYMHEHUS Bpela >KM3HU WM 370POBBIO UYEIOBEKA, 3aLUTYy NALUEHTOB OT NPUMEHEHUS TaKHUX
OMOMEMITMHCKUX KJIETOYHBIX MPOIYKTOB, HA JIOTIOJHUTENBHBINA cOOp JaHHBIX 00 3(h(eKTUBHOCTH
1 0 6E30MaCHOCTH TaKUX OMOMEIUITMHCKUX KJIETOYHBIX IPOIYKTOB.

44 13 50


http://disuria.ru/
https://аптека-омск.рф/

depepanbHbii 3akoH PO ot 23.06.2016 N 180-®3 — O 6uomeguumMHCKNX KNEeTOYHbIX NpoayKTax — [ecTBytoLas nocneaHsas pegakums
ot 11.06.2021 — Pepakums N 4 — Havano gevicteus pegakumm 01.07.2021

Ctatba 42. lpuocTtaHOBNEHME NPUMEHEeHUst GMOMEeAULMHCKOro KIeTO4YHOro
npoaykra

1. denepanbHBIA OpraH UCIOJHUTEIBHON BIACTH, OCYIICCTBIISIOIINNA (QYHKIIUU 110 KOHTPOJIIO
U Ha/A30py B cdepe 31paBOOXpaHEHUs, IPUHUMAET B MOPSJIKE, YCTAHOBICHHOM YIIOJHOMOUYEHHBIM
(beneparbHBIM OPraHOM HCIIOJIHUTEIFHOW BIIACTH, PEIICHWE O MPUOCTAHOBICHUU IMPHUMEHEHHS
OMOMEIMITMHCKOTO KJIETOYHOTO IPOIyKTa:

1) npu nosnyyeHuu MHGOpPMALUU O MOOOYHBIX NEHCTBUSAX, HE YKAa3aHHBIX B MHCTPYKLHUHU I10
MIPUMEHEHUIO OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, CEPbE3HBIX HEXKEJIATeIbHbIX PEAKLUUIX U
HENPEABUJCHHBIX  HEXKEJATEIbHBIX  PEAKLUSX, 00  OCOOEHHOCTAX  B3aMMOJAEWUCTBHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa C JIEKAapCTBEHHBIMU IIpernapaTamH, MEIUIIMHCKUMU
W3JIeNUSIMH, THILEBBIMU TPOAYKTaMHU, JPYTMMHU OMOMEIWLMHCKUMHU KIETOYHBIMU IMPOIYKTaMH,
KOTOPBIE MOTYT IIPEACTABIIATH YTPO3Yy KU3HU WM 3J0POBBIO YEIOBEKA, a TAKKE O HECOOTBETCTBUH
TaHHBIX 00 3¢ddekTuBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOrO MpOAyKTa U O 0€30IacHOCTH
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJAYKTa MJAHHBIM, COJAEPXKALIUMCS B MHCTPYKIIMM IO €ro
MIPUMEHEHHIO;

2) mpu HEWCTIOJHEHWH WM HEHAJJIeKallleM MCIOJHEHUHU BIIaJieNIbllaMi pPEerucTparoHHbIX
YIOCTOBEPEHUH OWOMEIMIIMHCKUX KJIETOYHBIX MPOIYKTOB, IOPUAWYECKUMH JIMLIAMHU, HA UMS
KOTOPBIX BBbIJIaHbI pa3pelleHHs Ha MPOBEJCHHE KIMHUYECKHX HCCIIEOBaHUN OMOMEIUIMHCKUX
KJIETOYHBIX MPOJAYKTOB, WM YIOJHOMOYEHHBIMH HMH JPYTUMU IOPUIUYECKHMMH JIMLIAMHU
00s13aHHOCTEH, YCTAaHOBJIEHHBIX YacTsIMU 4 u 5 ctathu 41 HacTosmero deaepaabHOTO 3aKOHA,

3) B ciyyae BBIHECEHHUS 3aKJIIOYEHHUS O HEIOCTOBEPHOCTH pEe3yJbTaTOB KIMHUYECKOTO
UCCIIEIOBAaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa, KOTOpPOE OCHOBAaHO Ha pe3yjbTaTax
MIPOBEPKU MEIUIMHCKON OpraHU3allMM, IMPOBOAMBIIEN yKa3aHHOE KIMHUYECKOE HMCCIIEIOBAHUE C
HapylIeHHEeM TMpaBUJl HaAJEXalled NpakKTUKU MO paboTe ¢ OMOMEAMIIMHCKHUMH KJIETOUYHBIMHU
MPOJIyKTaMH, JIMOO B CiIydae HEBBINIOJHEHUS TMPEANHCAHUS [0 WTOTaM OCYLIECTBIICHUS
BBIOOPOYHOTO KOHTPOJISI KaueCTBa OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOIyKTa.

2. ®eaepanbHbIN OpraH UCTIOJHUTEIHLHOW BIACTH, OCYIIECTBISIOMUNA (QYHKIIUU 110 KOHTPOJIIO
U Hamzopy B cdepe 3IpaBOOXpaHEHUs, IO pe3yabTaTaM MOHHUTOPHHra O€30MacHOCTH
OMOMEIUIIMHCKUX KJIETOYHBIX MPOJAYKTOB pa3MellaeT Ha CBOeM O(UIHMAIbHOM caiiTe B CeTH
"Unrepuer" wuwHOpMAIMIO O TPHHITOM pEHICHUH O TPUOCTAHOBICHHH TMPUMCHEHHS
OMOMEUIIMHCKOTO KJIETOYHOTO MpPOAYKTa U (MJIM) CBA3aHHOM C HHUM PEUICHHMH O BO3MOKHOM
BO300OHOBIICHUH MPUMEHEHHS] OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

Ctatba 43. lMopsipok BBo3a B P® u BbiBO3a u3 PP OMomMeaULMHCKUX
KJIeTOUYHbIX NPOAYKTOB

1. BBo3 B P® OuOMEIMIIMHCKUX KIETOYHBIX MPOJAYKTOB OCYIIECTBISETCS B TMOPSIKE,
ycraHoBieHHOM [lpaBurensctBoM P®, B COOTBETCTBUM C MEXIYHAPOAHBIMH JIOTOBOpaMU U
aKTaMH, COCTaBIIAIONIMMU MpaBo EBpasuiickoro skoHOMHYECKOro coto3a (nanee — npaBo EADC), u
(unn) 3ak0HOIATENbCTBOM PD 0 TaMOXKEHHOM JIene.

2. Beo3umbic B PD 6I/IOMe,Z[I/II_[I/IHCKI/Ie KIICTOYHBIC NPOAYKTBI JOJDKHBI OBITh BKIIFOUCHHI B
l"OCy,Z[apCTBCHHBII\/’I peecTp 6I/IOMCI[I/II_II/IHCKI/IX KJICTOYHBIX ITPOAYKTOB.

3. B PO JOITYCKacTCd BBO3 6I/IOMCI[I/II_II/IHCKI/IX KJICTOYHBIX ITPOAYKTOB, KaUCCTBO KOTOPBIX
MOATBCPIKIACHO CepTI/I(I)I/IKaTOM MMPOU3BOAUTCIIA 6I/IOM6):[I/ILII/IHCKOFO KIICTOYHOI'O  IPOJAYKTA,
YAOCTOBCPAOIITHUM COOTBCTCTBHEC BBO3HMMBbIX 6PIOM€,Z[I/II_[I/IHCKI/IX KJIICTOYHBIX MMPpOAYKTOB
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TpeOOBAaHUSM HOPMATHUBHOM JOKYMEHTALMU HA OMOMEINITUHCKUNA KJICTOUHBIA MTPOIYKT.

4. BBo3 B P® KOHKpETHOI NapTUU HE3aperucTpUPOBAHHOIO OMOMEIUIIMHCKOTO KJIETOYHOI'O
IIPOJyKTa, MPEAHA3HAYEHHOIo Uil €ro TrOCYAAapCTBEHHOM perucrpauuu (B TOM YHUCIE IS
IIPOBEJICHUS] OMOMEIUIIMHCKOM 53KCHEepPTU3bl, JOKIMHUYECKHX HCCIEIOBAaHUN U KIMHUYECKUX
UCCIIEIOBAHUI) WU /1711 OKa3aHUsl MEJUIIMHCKONW TOMOIIY KOHKPETHOMY MAllUEHTY MO KU3HEHHBIM
MIOKa3aHUSIM, JIOIYCKAeTCsl NPU HAJUYMU pa3pelieHus YIOJHOMOYEHHOTO (peaepaabHOro OpraHa
WCIIOJIHUTENIBHOM BJIACTH IO 3asBJICHUSM JIMII, YKa3aHHBIX B cTathbe 44 Hactosuiero denepaibHOro
3aKoHa. PaccMOTpeHHe Takoro 3asiBICHMS U IPUHSATUE PELICHMs] O BblAAye pa3pelleHHs Ha BBO3
OMOMEMIIMHCKUX KIIETOYHBIX IMPOJIYKTOB JIMOO OO0 OTKa3e B BBIJAU€ YKA3aHHOTO pa3pelIeHHS
OCYILIECTBJISIIOTCS. HA OCHOBAaHUM IPUJIOKEHHON K 3asIBJICHUIO CHEU(PUKAUN Ha OMOMETUIIMHCKUI
KJIETOYHBI MPOAYKT B CpPOK, HE NPEBBILAIONMUN JecSITH pabouux AHEH cO JHS TNPUHATHS
YIOJHOMOYEHHBIM (heZiepaibHbIM OpraHOM HCHOJHUTENBHOM BlAacTU Takoro 3assieHus. Iliara 3a
BbIJIaUy YKa3aHHOTO pa3pelIeHHs] HE B3UMAETCS.

5. Ilpu BBo3e B P® OnOoMEAMIMHCKHX KJIETOYHBIX MPOJYKTOB B TaMOXEHHbIE opranbl Pd
Hapsiy € JIOKyMEHTaMHU, NpEJCTaBIIEHHE KOTOpbhIX mpeaycMoTpeno mnpaBoMm EADC wu (wim)
3aKOHOJATeNbCTBOM PD 0 TaMOXEHHOM JieNie, MPEICTaBIISIFOTCS CIEAYIOUUE TOKYMEHTHI:

1) ceprucukatr mpou3BOIUTENST OUOMEAUIIMHCKOTO KJIETOYHOIO MPOAYKTA, YAOCTOBEPSIOMINUN
COOTBETCTBUE BBO3UMOTO OMOMEIUIIMHCKOIO KJIETOYHOTO MPOJIYKTa TPeOOBaHHSM HOPMATHBHOMN
JOKYMEHTAIMN Ha OMOMETUIIMHCKUIN KIETOYHBIN POIYKT;

2) crienupukanysg Ha OMOMEAUIIMHCKUIA KIIETOUHBIA MPOIYKT;

3) paspelieHne yrnoJHOMOYEHHOIO (e/IepalbHOI0 OpraHa MCIOJIHUTEIBHONW BJIACTH Ha BBO3
KOHKPETHOW MapTUH OMOMEIULMHCKOTO KJIETOYHOIO MPOJYyKTa B CIy4asX, yKa3aHHbIX B 4acTH 4
HACTOSIIEN CTATHH.

6. BBoz B PO danscudunupoBaHHBIX OHOMETUITMHCKUX KIETOYHBIX IPOJIYKTOB,
HeZI00pOKaueCTBEHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX MIPOJYKTOB, KOHTpa(aKTHBIX
OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB 3aIllPEIaeTCsl.

7. BpIBO3 OMOMEIUIIMHCKUX KJIETOYHBIX MPoaAyKTOB U3 P® ocymiecTBisercs 0e3 mpuMeHeHus
oTrpaHWYeHUH, ycTaHOBIeHHbIX MpaBoM EADC u (wnm) 3akoHOAaTeIbCTBOM P®D 0 BHENTHETOPTOBOM
NeSITeIbHOCTH, €CJIM NHOE HE YCTAaHOBJIEHO MEKTyHAPOAHBIMH JIoroBopamu PO.

8. BbIBO3 OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB, MPETHA3HAUYCHHBIX I TYMaHUTApPHOU
MOMOIIU (COACUCTBUS) WM MOMOIIM MPHU Ype3BbIUAWHBIX CUTyalusx, u3 PD ocymectBiusercs B
nopszke, ycranosjaeHHoM [IpasurensctBom PO.

Crtatbsa 44. lOpugnyeckue nuua, KOTOpbIM paspeleH BBO3 GMOMeAULMHCKNX
KNeTOYHbIX NPOAYKTOB

buomenuuuHCKHE KJIETOUYHBIE MPOAYKTHI MOTYT BBO3UTh B P® cienyromue opuandeckue
JINIIA:

1) mpousBoauTENs OWOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa JUIS Leied COOCTBEHHOTO
MIPOU3BOJICTBA OMOMEIUIIMHCKOTO KIETOYHOTO MPOYKTa;

2) opraHuzanus, oOnajamIias MpaBaMUd Ha pPe3yiabTaThl JOKIMHUYECKUX HCCIEIOBaHUN
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJYKTa, KIMHUYECKUX HCCIeNOBaHUNH OHOMEIUITMHCKOTO
KJIETOYHOTO TPOAYKTa W (WJIM) HAa TEXHOJOTHIO IMPOU3BOJCTBA OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTA, WIH YIOJHOMOYEHHOE €0 IOPUANYECKOE JHUIO JUIsl OCYIIECTBIEHUSI TOCYAapCTBEHHOU
perucTpari OHOMETUITUHCKOTO KIETOYHOTO IPOIYKTA;
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3) oOpa3oBareibHbIE OpraHu3allM BBICHIETO O0pa3oBaHWs U (MJIM) OpraHU3alid
JOHOJHUTEIBHOTO MPOGECCHOHAIBHOTO 00pa30BaHMs, YJaCTBYIOIINE B OPraHU3ALUK [IPOBEICHUS
JOKJIIMHUYECKUX UCCIIEI0BAHUN U (MIIM) KIMHUYECKUX UCCIIEI0BaHUN OMOMEIUIIMHCKUX KIETOUYHBIX
IIPOJYKTOB HWJIM IPOBOJSAIINE TaKUE€ MCCIEAOBAaHUSA, a TaKK€ MHbIE OpraHu3allid, KOTOpbIE
Y4acTBYIOT B OpraHM3alUd MPOBEACHUS NOKIMHUYECKUX HCCIEIOBAHUN U (WMJIM) KIMHUYECKUX
UCCIIEOBAaHUN OMOMEIMIIMHCKUX KIJIETOYHBIX IPOJYKTOB WJIM B KOTOPBIX IPOBOJATCS TaKue
UCCIIEIOBaHUS;

4) MeaUIMHCKUE OpraHU3alMy U YKa3aHHbIE B ITyHKTaX 1-3 HacTosIIel cTaTby OpraHu3alyu
JUI OKa3aHWsS MEAMLMHCKON MOMOIM KOHKPETHOMY HNAIlMEHTY I10 JKU3HEHHBIM IOKA3aHUAM IIpU
HUIMYAHA pa3pelieHuss YIOJHOMOUYEHHOTO (heaepalbHOrO OpraHa HCIOJHUTEIBHONW BIACTH,
BBIJAHHOTO B MOPSJIKE, YCTAHOBJICHHOM  YIIOJHOMOYEHHBIM  (eliepallbHbIM  OpPraHOM
UCIIOJIHUTENBHON BIACTH, B (OpME DIEKTPOHHOTO JOKYMEHTa, MOJANKUCAHHOTO YCHUJIEHHOM
KBJIN(ULIMPOBAHHOM 3JIEKTPOHHOM MOANNCHIO.

Cratbsa 45. Bsaumogencrteue cheneparnbHOro opraHa UCNosIHUTENIbLHOW BNacTu,
YNOSIHOMOYEHHOro B 00JflacT TaMOXEHHOro pferna, W  YNOJIHOMOYEHHOro
c¢hepepanbHOro opraHa UCNOJSIHUTENIbHOW BNacTu

1. YnonHomoueHHBIH (enepanbHbli OpraH HMCHOJHUTEIBHOM BIIACTH MPENOCTaBISET B
pacrnopsbkeHue (QenepaJbHOTO opraHa HCIOJIHUTENIbHON BIIACTH, YHNOJHOMOYEHHOrO B OO1acTu
TaMO>KEHHOTO JieJla, TOCYAAPCTBEHHBIM peecTp OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, a TaKKe
nH(OPMALIMI0O O BBIJAHHBIX pPAa3pelIEHUSX Ha BBO3 KOHKPETHON MapTUM OHMOMEIUIIMHCKUX
KJIETOYHBIX MPOAYKTOB B CIIy4asiX, yKa3aHHBIX B 4acTu 4 cratbu 43 Hacrosiiero denepaibHOTO
3aKOHa.

2. @epaepanbHBI OpraH MCHOJHUTEIBLHON BIACTH, VYIIOJHOMOYCHHBIM B 00JacTH
TaMO>KEHHOTO Jeja, MH(OPMUPYET YHNOJHOMOYEHHBIH (QenepalbHblii OpraH HCHOJHUTEIbHOM
BJIACTH O BBO3€ OMOMEAMIIMHCKHUX KIJIETOUYHBIX MPOAYKTOB B P® U BbIBO3E OHMOMETUIIMHCKUX

KJIETOUHBIX MpoAyKTOB U3 P® mo ¢gopme u B mopsike, KOTOpble ycTaHOBIEHbI [IpaBuTenscTBOM
PO.

Ctatba 46. ®epepanbHbIi rocynapCTBeHHbIW KOHTponb (Hap3op) B cdepe
obGpalleHMa GMOMeAULIMHCKUX KNEeTOYHbIX NPOAYKTOB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. ®egepanbHbIi TOCYJAapCTBEHHBIH KOHTpoJb (Ham3op) B  cdepe  oOparieHus
OMOMEIUIIMHCKMX  KJIETOYHBIX  MPOJYKTOB  OCYIIECTBiIseTcss  (elepalbHbIM  OpPraHOM
WCIIOJIHUTENBHON BJAcTH, OCYHIECTBISAIOMIMM (YHKIIMU 1O KOHTPOJIIO M Haa3opy B cdepe
3/IpaBOOXPaHEHHUSI.

2. [Ipenmerom QenepambHOr0 TOCYIapCTBEHHOTO KOHTpos (Haazopa) B cdepe obOpaiieHus
OMOMEIMIIMHCKUX KJIETOYHBIX TPOAYKTOB SIBIISFOTCS:

1) cobmoneHune o0s3aTenbHBIX TpeOoBaHWN B cdepe oOpameHus OHOMEAUIIMHCKUX
KJIETOYHBIX MPOIYKTOB, BKIIOYAs:

a) COOJIIOJIEeHHE YCTAHOBJIEHHBIX HacTosmuM @DelepanbHbIM 3aKOHOM M TNPUHATHIMH B
COOTBETCTBUM C HHUM UHBIMH HOPMAaTUBHBIMU MpaBOBBIMM akTaMu Pd TpeboBanuii K
JOKITMHUYECKUM HCCIEIOBAaHUAM, KIMHMYECKHM HCCIIEeIOBAaHUSAM, HPOM3BOJICTBY, pPeaTU3aIiH,
XpaHEHUIO, TPAaHCHOPTHPOBKE, BBO3y B P®, BbBO3y u3 P®, npuMeHeHHUIO, YHUUYTOXEHHIO
OMOMEMITMHCKUX KJIETOYHBIX TPOAYKTOB;

0) cOOTBETCTBHE OMOMEIUIIMHCKHUX KJIETOUHBIX IPOJYKTOB, HAXOJAIIMXCA B OOpallleHuw,
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MOKa3aTeNsiM KadyecTBa, YCTAHOBJIEHHBIM HOPMAaTUBHOM JIOKyMEHTallMeld Ha OMOMEIUIIMHCKUN
KJICTOYHBIN ITPOAYKT;

2) coOmoJeHrne JIMIEH3UOHHBIX TPeOOBaHMH K OCYIIECTBICHHIO JESATEIBHOCTH IO
MIPOU3BOICTBY OMOMEIUIIMHCKHIX KIETOUHBIX MTPOYKTOB.

3. Ilpu ocymectBienun ¢GeaepaqbHOro TOCYIapCTBEHHOTO KOHTpOJiA (Ham3opa) B cdepe
oOpamieHnss OMOMEIUIMHCKUAX  KJIETOYHBIX TPOAYKTOB  TPOBOAATCS  CIEAYIONIUE  BUIBI
KOHTPOJIbHBIX (HAaJA30PHBIX) MEPONIPUSATHI:

1) noxyMeHTapHas IPOBEPKa;

2) BbI€3HAS TTPOBEPKA;

3) BbIOOPOYHBIN KOHTPOJIb KAaUeCTBa;

4) MTHCTIEKIIMOHHBIN BU3HUT;

5) HabmrofieHMe 3a cOOI0ICHUEM 00s13aTeNNbHBIX TPEOOBAaHUI (MOHUTOPUHT O€30MaCHOCTH).

4. BHeru1aHOBBINM BBIOOPOYHBI KOHTPOJIb KaueCTBa MPOBOJUTCS B TOM YKCJIE HAa OCHOBAHUU
IIPOrpaMMBbI IIPOBEPOK.

5. IlnaHOBBIM BBIOOPOYHBIM KOHTPOJb KadecTBa B cdepe oOparieHus OHOMETUIUHCKUX
KJIETOYHBIX IPOAYKTOB HE MPOBOIUTCS.

6. Hapsany c pemenusiMu, npeaycMoTpeHHbIMU DenepanbHbiM 3aKkoHOM OT 31 wmromst 2020
roga N 248-®3 "O rocyaapcTBEHHOM KOHTpOJIE (HaA30p€) U MYHUITUIIATLHOM KOHTpoJie B PD", mo
pe3ynbTaTaM  BBIOOPOYHOTO KOHTPOJIS  (elepaJbHBIM OpPraHOM HCIOJHHUTENIbHON BJIAacTH,
OCYILIECTBISIONIUM (DYHKIIMHM 1O KOHTPOJIIO U HaA30py B cepe 31paBoOXpaHEHHs, TPUHUMAIOTCS
CIIEYIOIINE PEIICHUS:

1) o panmbHeWmeM oOpaimieHuu cepuu (MapTUH) COOTBETCTBYIOMIETO OHOMETUITMHCKOTO
KJIETOYHOTO TPOAYKTa B Cilydae MOATBEPXKICHHUS MO pe3yibTaTaM IMPOBEACHHBIX HCIBITAHUN
COOTBETCTBUS KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa YCTaHOBICHHBIM TPEOOBaHMUSIM;

2) 00 wu3BATHM W3 TPAXIAAHCKOTO o000opoTa cepuu (MApTUH) COOTBETCTBYIOIIETO
OMOMEUIIMHCKOTO KJIETOYHOTO MPOJYKTa B Ciy4yae BBISBICHHUS MO pPE3ylbTaTaM MIpPOBEICHHBIX
UCIBITAHUNA HECOOTBETCTBUS KauecTBAa OMOMEIUIIMHCKOTO KJIETOYHOrO MPOJIYKTa YCTAaHOBIIEHHBIM
TpeOOBaHUSM;

3) o mepeBoje OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa HAa MOCEPUHHBIM BBHIOOPOUYHBIN
KOHTpPOJb KayecTBa B  ClIy4ae IIOBTOPHOI'O  BBISIBJIGHHMS  HECOOTBETCTBUS  KadyecTBa
OMOMEUITMHCKOTO KJIETOYHOTO MPOJIYKTa YCTAHOBIEHHBIM TPeOOBaHUSAM U (IpU HEOOXOJUMOCTH)
0 MpOBepKe cyObeKTa obpalleHrs OMOMEAUIIMHCKUX KIETOYHBIX MPOAYKTOB. Pacxo/ibl, cBA3aHHbBIE
C TPOBEJIECHHUEM TOCEPUIHOTO BBHIOOPOYHOTO KOHTPOJIS, OIUIAYMBAIOTCS IPOU3BOAUTEIIEM
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa JHOO0 JAep)KaTeleM I BIaJAETbIEeM PErUCTPAIMOHHOTO
yIIOCTOBEpEHUsI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

7. Opranu3anus ¥ OCyIECTBIEHUE (elepalbHOI0 roCcy1apcTBEHHOTO KOHTPOJIS (Haa30pa) B
chepe oOparieHuss OMOMETUIIMHCKUX KIETOYHBIX HPOAYKTOB perynupyrorcs @DenepanbHbIM
3akoHOM oT 31 wmtona 2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (Haa3ope) U
MYHUIIUNIATBHOM KOHTpoJje B PO".

8. IlonoxeHue o QenepanrbHOM TOCYAapCTBEHHOM KOHTpoJie (Haja3ope) B cdepe oOpalieHus
OMOMEMIIMHCKUX KIIETOYHBIX IPOAYKTOB yTBeprkaaercs [IpaButensctBom PO.

Cratbsa 46.1. Nporpamma npoBepok
(BBenena denepanbHbiM 3akOHOM OT 11.06.2021 N 170-D3)
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1. B mensx opranu3aiyy BEIOOPOYHOTO KOHTPOJIS KauecTBa OMOMETUIIMHCKOTO KIETOYHOTO
npoaykTa popMupyeTcs mporpamma MpoBepoK.

2. Jlns uenei peanmuzalMd MPOrpaMMBl IPOBEPOK MPOM3BOJUTEIN OMOMEIMIIMHCKUX
KJIETOUHBIX MPOJIYKTOB M OPraHM3alllM, OCYIIECTBIISIIOIINE BBO3 OMOMEIUIIMHCKUX KJIETOYHBIX
npoayktoB B P®, mpemocraBistor B (epepalbHBIA  OpraH  HMCIOJHHUTEIBHON  BIIACTH,
OCYIIECTBIIAIOMNI (DYHKIIMM 1O KOHTPOJIIO M Hag30py B cdepe 31paBOOXPAHCHMS, CBEICHHS O
CepusiX, MapTHIX OMOMEIUIIMHCKUAX KIETOYHBIX MPOAYKTOB, MOCTYMAONIMX B oOpamienue B PO, B
MOPSZIKE, COCTaBE M 00BEME, YCTAaHOBIEHHBIX (heaepalbHbIM OpPraHOM HCHOJHHUTEIBHOM BIIACTH,
OCYIIECTBIIAIOINM (PYHKIINH 110 KOHTPOJIIO U HAA30PY B chepe 3paBOOXPAHCHHUS.

3. Ilporpamma mnpoBepok Qopmupyercs Ha KaleHmapHbeii ron no 30 pgexabps rona,
MIPEIIECTBYIOLIEr0 Io/ly MPOBEAECHUS BHIOOPOYHOTO KOHTPOJS. B ciydae HacTymieHus] COOBITUH,
yKa3aHHbIX B moAnyHkTax "0" u "B" myHkTa 2 yactu 4 HacTosIEH CTaThbH, YIMOJHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTENBHON BJIACTH, OCYILECTBISIOUIUM (YHKIMHM MO KOHTPOII U
Haa30py B cdepe 3ApaBOOXpPAHEHHUs, B Cllydae HEOOXOIUMOCTH BHOCATCS COOTBETCTBYIOILIME
M3MEHEHHUs B MpOTrpamMMy IpOBEpOK. MeponpusTHs MOTYT BKJIIOUAThCS B NMPOTpamMMy IPOBEPOK C
y4e€TOM HapyYIICHWH, BBISIBICHHBIX B paMKaxX KOHTPOJIbHBIX (HAJ30pHBIX) MEPOIpPHUATHH 3a
MpEABIIYIINANA TOJ.

4. TIporpamMmma MpoOBEPOK COIEPHKUT:

1) mepeyeHb OMOMEAMIMHCKUX KJIETOYHBIX IPOAYKTOB, OTOOp 00paslioB KOTOpPBIX OyneT
OCYILIECTBIISITECS. B paMKax BBIOOPOYHOTO KOHTPOJIsA, (OPMHUPYEMBIH C Y4ETOM pe3ylbTaToB
roCyJapCTBEHHOTO KOHTposs (Ham3opa) B cdepe oOparieHuss OMOMETUIIMHCKUX KIETOYHBIX
MIPOJIYKTOB 3a I'0Jl, IPEIIIECTBYIOIINNA 0Ty TPOBEACHHS BEBIOOPOYHOTO KOHTPOJIS;

2) coObITHE, HACTYIUICHHE KOTOPOTO SBJSETCS OCHOBaHMEM U  OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJISI U KOTOPBIM SIBIISIETCS:

a) TMOJIyueHUE CBEACHUMN, TPEIOCTaBIsEMBIX B COCTaBeé M 00beMe, YCTaHOBJIEHHBIX
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BJIACTH, OCYILECTBISIOUIUM (DYHKIMH MO KOHTPOIK U
Haa30py B cdepe 3ApaBOOXPAHEHUS, O CEPUIX, TAPTUAX OMOMETUIIMHCKIX KIETOYHBIX MPOIYKTOB,
MOCTYMAKIIKX B TpaxaaHckuii obopor B P®, ykazaHHbIX B MyHKTE | HAcTOSIIEH 4YacTH,
OpraHU3aUsIMH, OCYHIECTBIISIOIIUMH MPOU3BOACTBO OMOMEIUIIMHCKUX KIIETOUHBIX MPOJIYKTOB B
P® u BBRO3 OMOMEIUIIMHCKUX KJIETOYHBIX TPOJIYKTOB B PD;

0) mojydeHWEe TIOCTYyNalolmeld B TMOPSAIAKE, YCTaHOBJIEHHOM cTaThedd 41 HacTosIIero
@denepallbHOTO 3aKOHA, HHQOpPMAIMK O TMOOOYHBIX JEHCTBUAX, HEXKENATeNbHBIX PEaKIHsIX,
CEpbE3HBIX HEXKENATeJIbHBIX PEaKIUsAX, HENPEIBUICHHBIX HEXEIaTeIbHBIX pEeaKusix Mpu
MPUMEHEHUH OMOMETUIIMHCKUX KIETOUHBIX MPOAYKTOB, 00 MHAWBUIYaTbHOM HENEPEHOCHUMOCTH,
OTCYTCTBHHM J(PPEKTUBHOCTH OUOMEAMIIMHCKUX KIETOYHBIX MPOIYKTOB, 00 OCOOEHHOCTSAX HX
B3aUMO/JICHCTBUSL C JICKApPCTBEHHBIMH TIperaparaMu, MEAUIMHCKUMH H3ICTUSMU, MUIIEBHIMU
MPOIYyKTaMH, APYrUMU OMOMEIUIIMHCKUMU KJIETOUYHBIMH MPOIYKTaMH, a Takke 00 MHBIX (akTax u
00CTOSITENBCTBAX, MPEACTABISIONIUX YTPO3Y KU3HU WU 3I0POBBIO UEIOBEKA MO0 KUBOTHOTO MPHU
MIPUMEHEHUH OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB M BBISBIEHHBIX Ha BCEX JTarax oOpaiieHus
OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB B PD 1 mpyrux rocymapcrpax;

B) HOJyueHHue B cooTBeTCTBUU ¢ DeaepanbHbiM 3akoHOM OT 31 urons 2020 roga N 248-03 "O
rOCy/IlapcCTBEHHOM KOHTposie (Haa30pe) W MYHHUIUIAIBHOM KOHTpoie B P®" cBemenwii o
MPUYMHEHUH Bpeia WK 00 yrpo3e MpUUMHEHUS Bpea KU3HH, 3JI0POBBIO TPaXKIaH.

Ctatba 47. OTBEeTCTBEHHOCTb 3a HapyweHue 3akoHopaTtenbcTBa PP 006
obpaLleHMn 6MomMegULIMHCKUX KNEeTOUYHbIX NPOAYKTOB
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Hapymienne 3akononarensctBa PO 006 oOpamieHnn OHOMEIUIIMHCKUX KICTOYHBIX MPOIYKTOB
BIIeYET 32 cOOO¥ HACTYIUIEHUE OTBETCTBEHHOCTH B COOTBETCTBUH C 3aKOHOJATEITHLCTBOM PD.

Crtatbsa 48. Bo3melieHue BpeAaa, NpU4NHEHHOro XXM3HM " 300pOBLKO rpaxaaH
Bcrieagcrteue npnMmeHeHuUs OMOMeaAMLUHCKUX KIEeTOYHbIX npoaykKkToB

1. TIpomsBoaurenb OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa O0si3aH BO3MECTUTH BpEI,
NPUYMHEHHBIH KU3HHU, 3/J0pPOBBIO TIpaXJaH BCJIEACTBUE NPUMEHEHUS OHOMEIUIUHCKOTO
KJIETOYHOTO MPOJYKTA, €CIIM JOKA3aHO HAJIUYUE OJHOTO U3 CIEAYIOIIUX 00CTOSATENbCTB:

1) OMOMeIUIIMHCKHN KIETOYHBI MPOAYKT NMPUMEHSJICS 10 HAa3HAYCHHUI0 B COOTBETCTBUH C
MHCTPYKLMEH MO NPUMEHEHUI0 OMOMEIUIIMHCKOIO KJIETOYHOTO MpOJAyKTa M TNPUYMHOW Bpena
KU3HU, 3JI0POBBIO TI'paKIaH SBUJIOCH IMPUMEHEHHE HEJOOPOKaYeCTBEHHOrOo OHMOMEINULIMHCKOTO
KJIETOYHOTO MPOIYKTa;

2) NpUYMHOM Bpela >KW3HM, 3J0POBBIO TpaXkJaH SBUJIAch HEJIOCTOBEpHas HHMopManus,
coJiepKaliasicsl B MHCTPYKIIMU 110 IPUMEHEHUI0 OMOMEUIIMHCKOTO KJIETOYHOTO MPOJIyKTa.

2. Opranu3zanus, B KOTOpOW MpUMEHSETCS OMOMETUIIMHCKUIN KIIETOUHBIM MpPOAYKT, 00si3aHa
BO3MECTUTh BpE€I, IPUYMHEHHBIM JKW3HU, 3J0POBBIO TpaXKJaH BCIEICTBHE NPUMEHEHUS
OMOMETUITMHCKOTO KJIETOYHOTO MPOJIYKTa, €CIU JOKa3aHO, YTO MPUYMHON Bpea KU3HH, 3J0POBbIO
rpaXaaH SBUJIOCh NPUMEHEHHE OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAyKTa C HapylLIEHUEM
WHCTPYKIUH IO €r0 IPUMEHEHUIO.

3. Bo3merenne Bpeaa, MPUUUHEHHOTO JKU3HU, 3J0POBBIO TPaXJ1aH BCJIEICTBUE IPUMEHEHUS

6I/IOM6I[I/II_[I/IHCKOFO KJIIETOYHOTI'O IMPOAYKTA, OCYHIECTBIIACTCA B COOTBETCTBUH C 3aKOHOJATCIIBLCTBOM
PO.

CtaTtbs 49. Nopsaaok BCTynneHus B cuny Hactosiwero ®enepanbHOro 3akoHa

1. Hacrosmuii @enepanbHblii 3aK0H BeTynaer B cuity ¢ 1 saBaps 2017 roga, 3a HCKIIOUEHUEM
MIOJIOKEHU, JJ11 KOTOPBIX HACTOSIIEH CTaThel YCTaHOBJICH MHOM CPOK BCTYIUICHUS UX B CHITY.

2. YacTp 2 ¥ myHKT 2 yacTu 5 ctaThu 35 Hactosero denepaibHOro 3aK0OHa BCTYNAIOT B CHITY
¢ 1 suBaps 2018 rona.
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