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Cratps 1. Ilpenmer peryiupoBanusi HacTosimero ®@egepaabHOro 3aKoHa

1. Hacrosmmii ®enepanbHblii 3aKOH PpEryJIMpyeT OTHOLIEHUS, BO3HUKAIOIIME B CBSI3U C
pa3paboTKOM,  JOKIMHHUYECKUMH  MCCIECJOBAHUSAMH,  KIMHUYECKUMH  HCCIEIOBAHUSIMH,
JKCIIEPTU30M, TOCYJAapCTBEHHOM pPETHUCTpauued, IPOU3BOACTBOM, KOHTPOJIEM KadecTsa,
peanu3anuel, NPUMEHEHUEM, XPAHCHHUEM, TPaHCIOPTUPOBKOM, BBO30M B Pocculickyro
@enepanuio, BbBo3oM U3 Poccuiickoit ®enepanuy, YHUYTOXKEHHEM OHOMEIUIIMHCKUX
KJICTOYHBIX MPOAYKTOB, IpeIHa3HAUYECHHBIX ISl NPO(PUIAKTHKH, IUATHOCTUKA U JICUCHHS
3a00/IeBaHUN WIJIM COCTOSIHMM TAI[MeHTa, COXPaHEHUs OEpeMEHHOCTH W MEIMIMHCKOU
peabmwinTanMy MalMeHTa (Jaiee - oOpalmieHrue OMOMEAMIMHCKUX KIETOYHBIX MPOAYKTOB), a
TaKXKe PpEryJIMpyeT OTHOILIEHHs, BO3HUKAIOUIME B CBSA3M C JIOHOPCTBOM OHOJIOTHYECKOTO
MaTepHuala B LEIsIX IPOU3BOJACTBA OMOMEIUIIMHCKIX KIETOUHBIX MPOTYKTOB.

2. JHeiictBue Hactosamero ®denepanpbHOro 3akOHa HE pacHpPOCTPaHSAETCS HAa OTHOLICHMS,
BO3HHUKAIOIIME TpPU pa3pabOTKe W TMPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB M MEIHIMHCKUX
U3JIeNNHM, TOHOPCTBE OPraHOB M TKAHEH 4YEIOBEKa B LEISIX MX TPAaHCIUIAHTAUuuU (Tepecaaky),
JOHOPCTBE KPOBU U €€ KOMIIOHEHTOB, IIPHU HUCIIOJIb30BAHUM IOJIOBBIX KJIIETOK YEJIOBEKA B LENAX
IIPUMEHEHHUs] BCIIOMOTAaTENIbHBIX PEHNPOAYKTUBHBIX TEXHOJIOTMM, a TaKXe Ha OTHOLICHHS,
BO3HHUKAIOIINME NPH OOpAIICHWU KIETOK M TKaHEeH 4YeloBeKa B HAYYHBIX M 00pa3oBaTEIbHBIX
LETIX.

Cratps 2. OCHOBHbIE IOHATHS, HCIOJIb3yeMble B HacTosileM PegepaibHOM 3aK0He
B HaCTOoAIIEM <DeﬂepanLH0M 3aKOHC UCIOJIB3YIOTCA CICAYIOIHNEC OCHOBHBIC ITOHATHSA:

1) OMOMEIMIMHCKHMIA KIETOYHBIM NPOIYKT - KOMIUIEKC, COCTOSIIMN M3 KJIETOYHOW JIMHUU
(KJIETOYHBIX JIMHUNA) M BCIIOMOTATENIbHBIX BEILECTB JUOO M3 KJIETOYHOW JIMHUM (KJIECTOYHBIX
JUHUI) W BCIOMOIATEIbHBIX BEIIECTB B COYETAHMM C MPOIIEAINIMMU TI'OCYIAapPCTBEHHYIO
pETUCTpalMIo JIEKAPCTBEHHBIMU IpenaparaMy sl MEIULUHCKOrO INpUMEHEHUs (naiee -
JIEKapCTBEHHbIE MpenaparTsl) U (WIN) MEAULUHCKUMHU U3ENHUIMY;

2) peanuzanusi OMOMEAMIIMHCKOTO KJIETOYHOTO NPOAYKTa - Meperadya OHOMEAMIIMHCKOTO
KJIETOYHOTO MPOAYKTa Ha BO3ME3HOM OCHOBE M (MJIK) Ha 6€3BO3ME3IHON OCHOBE;

3) ayTOJIOTWYHBIM OMOMETUIIMHCKUNA KJIETOYHBIH NPOAYKT - OMOMEIMIMHCKUN KJIETOUHBIN
IIPOAYKT, COAEPKALUI B CBOEM COCTAaBE KJIETOUHYIO JIMHUIO (KJIETOYHBIE JIMHUN), TTOITYYEHHYIO
3 OHOJOTMYECKOrO0 MaTepuaia ONpEACJICHHOTO YelIOBeKa, M TMpeAHA3HAYCHHBIM  JUIs
IIPUMEHEHHUS OTOMY K€ YEJIOBEKY;

4) aIOreHHbI OMOMEAWIIMHCKHUM KJIETOYHBIH TPOAYKT - OMOMETUIIMHCKUN KIETOYHBIN
MPOJIYKT, COAEP AU B CBOEM COCTABE KJIETOUHYIO JUHUIO (KJIETOUHbIC JTUHUU), MOTYUYEHHYIO



3 OHOJOTMYECKOrO0 MaTepuaia ONpEACJICHHOTO YelIOBEKa, M TMpPeAHA3HAYCHHBIH JUIs
IIPUMEHEHHUS IPYTUM JIIOISIM;

5) KOMOWHUPOBAHHBIN OMOMEIUIIMHCKUN KJIETOYHBIN MPOIYKT - OMOMEIUIIMHCKHNA KICTOYHBIN
MPOJYKT, COJEPKAIIN B CBOEM COCTaBE KJIETOYHBIC JIMHUU, MOJYYCHHBIE U3 OMOJOTHYECKOTO
Marepuaia HECKOJIbKUX JIFOJEH, U MPEIHA3HAYCHHBIN I IPUMEHEHUS OTHOMY U3 HUX;

6) oOpasen; OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTA - OMOMEIUIIMHCKUN KJIETOYHBIH MPOIYKT
WIN €T0 YacTb, MOJyUYCHHBIC B LIEJSIX U3YUYEHHUS €ro CBOMCTB, B TOM YHCIIE JUISl OLIEHKH KayecTBa
OMOMETUITMHCKOT O KJIETOYHOTO IPOIYKTa U ero 0€30MacHOCTH;

7) KieroyHas JIMHUSL - CTaHJAApTU30BaHHAs TMOMYJALMS KJIETOK OJHOr0 THUMA C
BOCIIPOU3BOJUMBIM KJIETOYHBIM COCTAaBOM, MOJYUYE€HHAs yTEM U3BATUS U3 OpraHu3Ma yelioBeKa
OMOJIOTMYECKOT0 MaTepuaia C MOCIEAYIOIUM KyJIbTUBHPOBAHHEM KIETOK BHE OpraHm3Ma
YeIIOBEKA;

8) BcrmomoraTelbHbIE BEUIECTBA - BELIECTBA HEOPTaHWYECKOTO WM  OPraHUYECKOro
NPOUCXOXKACHUS, HCIOJIb3yeMble TpU  Pa3pabOTKE M TMPOU3BOJACTBE OHOMEAMIIMHCKOTO
KJIETOYHOT'O NPOAYKTA;

9) OGuomornyecKuit MaTepual - OMOIOTUIECKUE KUJAKOCTH, TKAHU, KIIETKH, CEKPEThI U MPOYKTHI
KU3HEACITEIILHOCTH YENIOBeKa, (PU3MOIOTHYECKUE W TATOJOTHYECKHE BBIICICHHS, MAa3KH,
COCKOOBI, CMBIBBI, OMOTICHITHBIN MaTepua,

10) moHOp OMOIOTHYECKOTO MaTepuala (Janee TaKkkKe - JTOHOP) - YeIOBEK, KOTOPBIA MPH KU3HU
MPEIOCTaBUII OMOJOTHYECKHUI MaTepuai, WIM YeJIOBEK, Y KOTOPOro OMOJOTHYECKUI MaTepual
MOJTyYEeH TOCIIE €T0 CMEPTH, KOHCTATUPOBAHHOM B MOPSJIKE, YCTAHOBICHHOM 3aKOHOIaTEIbCTBOM
Poccuiickoi @enepanuu;

11) noHOpcTBO OHOJOrMYECKOr0 MaTepuaja - MpoIecc IMOCMEPTHOTO IPeIOCTaBICHUS
OMOJIOTMYECKOTO MaTepuaia (Jajee - TIOCMEPTHOE JIOHOPCTBO) WM NPHKU3HEHHOTO
IPeOCTaBIEHUs OMOJIOTHUECKOro MaTepuaa (Janee - NpuKU3HEHHOE JOHOPCTBO);

12) HopMaTHBHAsA JOKYMEHTAIUS HA OMOMEIUIMHCKUI KIIETOYHBIN MPOIYKT - pa3pabaThiBaeMbli
MIPOU3BOIUTENIEM OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa JOKYMEHT, COJAEpKAIIUN MepeyeHb
nokaszarenel KauecTBa OMOMEAMIMHCKOTO KIETOYHOTO TPOJIYKTa, ONPEACIsIeMbIX IO
pe3yabTaTaM COOTBETCTBYIOUIMX 3KCIEPTHU3, U MH(OPMAIMIO O METOJaX KOHTPOJS KauecTBa
OMOMETUITMHCKOT O KJIIETOYHOTO IPOIYKTa;

13) kadyecTBO OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa - COOTBETCTBUE OMOMEIUIIMHCKOTO
KJIETOYHOTO TPOAYKTa TpPeOOBAaHUSIM HOPMATHBHOW JOKYMEHTAllMd Ha OWOMEIUIIMHCKUN
KJICTOYHBIN IIPOYKT;

14)  ©Oe3zomacHOCTb  OMOMEAMIIMHCKOTO  KJIETOYHOTO  MPOAYKTAa -  XapaKTepUCTHKa
OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa, OCHOBaHHas Ha CPaBHHUTEIBHOM aHAIM3E €ro
3pPEKTUBHOCTH M pHCKa TPUYMHEHHS Bpela >KU3HM U 370POBBIO 4YellOBeKa IPH €ro
IPUMEHEHHH;

15) >¢dexTuBHOCTh OMOMETUIIMHCKOTO KJIETOYHOTO TPOJIYKTa - XapaKTePHCTUKA CTEIECHU
MOJIOKUTEIBHOTO  BJIMAHUSA  OMOMEIMIIMHCKOTO  KJIETOYHOTO TPOJIYKTa Ha  TEYEHHeE,
MIPOIOIDKUTEIHHOCTD 3a00JI€BAaHUSI UJIM COCTOSIHUA JTHMOO0 Ha UX NMPEJOTBPAICHUE, HA COXPAHEHHE
0epeMEeHHOCTH, Ha METUIIMHCKYIO PeaOMINTALIMIO TTAllUEHTa;

16) mpOTOKON KIMHUYECKOTO HMCCIEOBAHNS OWOMETUIIMHCKOTO KIETOYHOTO MpPOJYKTa -
JOKYMEHT, ONpeNeNSIOMUi e KIMHUYECKOr0 MCCIIeA0BAaHUS OMOMETUIIMHCKOTO KJIETOYHOTO
npoayKTa, (POPMBI €ro OpraHU3aldyd M METOIOJOTHI0 MPOBEACHUS, CTATUCTUYECKHUE METOJIBI
00pabOTKH pe3yNbTaTOB HMCCIEAOBAHUS M MEphl MO OOECIEeUeHHI0 OE30MacCHOCTH MAIMeHTOB,



Y4aCTBYIOIIUX B KIIMHUYCCKOM HUCCIICAOBAHUN 6HOM€,Z[I/II_[I/IHCKOFO KJICTOYHOI'O IPOAYKTaA,

17) uaopMaimOHHBIH JIUCTOK MALUEHTA - IOKYMEHT, B KOTOPOM B JIOCTYITHOM (popMe M3I0kKEeHa
uHpopMalUs O KIMHUYECKOM HCCIEI0BAaHUM OMOMEIMIIMHCKOTO KIIETOYHOTO MPOAYKTa, €ro
LEJAX, TUIAaHE TPOBENCHHMS M BO3MOXKHBIX PHCKaX, COCTaBe OMOMEIUIIMHCKOTO KJIETOYHOTO
NPOAYKTAa M COJACPKHUTCS NHCbMEHHOE J0OpOBOJIIBHOE COIIacue IalMeHTa Ha ydYacTHE B
KJIMHUYECKOM UCCIIEIOBAaHUH OMOMEIUIIMHCKOTO KIIETOYHOTO POIYKTa;

18) perucrtpanrioHHOE YJOCTOBEpEHHE OMOMEIULMHCKOTO KIJIETOYHOTO MPOJYKTa - JOKYMEHT,
MOATBEpKAAOMUN  (HaKT TOCYJapCTBEHHON pETUCTpallid OHMOMETUIIMHCKOTO KJIETOYHOTO
MPOYKTa,

19) npousBoauTens OHOMEAMIIMHCKOTO KIETOYHOTO MPOIYKTa - OpraHu3alus, OCYIIeCTBIISAIOMAs
MIPOU3BOJICTBO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJIYKTa HAa OIJHON CTaJuH, HECKOJBbKHX HWIH
BCEX CTaQUAX TEXHOJOTMYECKOrO IMPOLECCa B COOTBETCTBUM C JIMLICH3UEH HA OCYILECTBIICHHUE
JESITeTbHOCTH IO IPOU3BOJICTBY OMOMEIUIIMHCKHUX KJIETOYHBIX MTPOAYKTOB;

20) mobouHOe [eHCTBHE - peakUusi OpraHu3Ma 4eJOBEKa, CBs3aHHAs C TNPUMEHEHUEM
OMOMETUITMHCKOTO KJIIETOYHOTO MPOIyKTa B COOTBETCTBUU C MHCTPYKIIKEH 110 €r0 MPUMEHEHHUIO;

21) HexxenaTtenbHas peakuys - HeOMaronpusATHAs peakiys OpraHu3Ma 4eJ0BeKa, KOTOopast MOXKEeT
OBITH CBSI3aHA C MPUMEHEHHEM OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTA;

22) cepbe3Has HEKeNaTeNbHas peakiys - HeONaronmpusTHas peakuus OpraHu3Ma 4YelloBeKa,
KOTOpas CBs3aHa C MPUMEHEHHEM OMOMEIUIIMHCKOrO KJIETOYHOI'O MPOAYKTAa B COOTBETCTBHHU C
MHCTPYKLMEH IO €ro IPHUMEHEHUIO, NpUBEIIas K CMEPTH, BPOKICHHBIM AHOMAIUAM WIN
MOpOKaM pa3BUTHA JHOO TMpencTaBisitonias co0oil yrpo3y >KM3HHM 4eJOBeKa, TpeOyromas
rOCOUTAIM3alMK JUOO TpUBEAIIAas K BPEMEHHOW yTpare TpYyJIOCIOCOOHOCTH WIH K
MHBAJIUIHOCTH;

23) HempeIBUICHHAS HEXKeENaTelbHAs peakuus - HeOJarompusTHas peakuus OpraHu3Ma
YeJoBeKa, KOTOpas CBsi3aHa C NPUMEHEHHEM OHOMEIMIIMHCKOrO KJIETOYHOTO MPOAYKTa B
COOTBETCTBUHM C TPOTOKOJIOM KIMHUYECKOTO HCCIEAOBaHHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
NpoayKTa, OpOLIIOPOI HCCieoBaTeNs WM WHCTPYKIMEW MO ero MPUMEHEHUIO M CYLTHOCTb,
TSKECTh U UCXOJ KOTOPOM HE COOTBETCTBYIOT MH(POpPMALUU O OMOMETUIIMHCKOM KJIETOYHOM
IIPOAYKTE, COAEPKALIEICS B YKa3aHHBIX TOKYMEHTAX;

24) ¢danbcupuuUpOBaHHBI OWOMETUIIMHCKAN KJIETOUHBIA MPOAYKT - OHOMEIUIIMHCKHMA
KJICTOYHBIM MPOAYKT, MPeIHAMEPEHHO COMPOBOKIAAEMBIN JOKHON MH(OpMAIHEN O ero cocTaBe
U (WIK) IPOU3BOUTEIE;

25) HemoOpOKaYeCTBCHHBIH OHOMEIUIIMHCKUI KJICTOYHBIA MPOAYKT - OHOMEIUIIMHCKUN
KJIETOYHBIA TPOAYKT, HE COOTBETCTBYIOIIMN TpeOOBAaHUSM HOPMATUBHON TOKYMEHTAIlMHd Ha
OMOMETUITMHCKHUIA KJICTOUHBIH MIPOAYKT;

26) xoHTpadaKTHBI OMOMEIUIIMHCKUAN KJICTOYHBIA MPOAYKT - OMOMEIUIMHCKUN KICTOYHBIN
MIPOJYKT, HAXOSAIIMICS B 0OpAIICHUN C HAPYIIEHUEM TPakIaHCKOTO 3aKOHOIaTEIbCTBA;

27) NOKIMHUYECKOE MCCIeOBaHNe OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa - OMOJIOTHYECKHE,
MUKpPOOUOJIOTHYECKHE,  HWMMYHOJOTHYECKHE, TOKCHKOJOTHYECKHe,  (papMaKOJIOTHIECKHE,
buznueckre, XUMUYECKUE U JPYTUe UCCICIOBaHMS OMOMEIUIIMHCKOTO KIETOYHOTO MPOIyKTa B
[EeISIX BBISIBICHUS CHEIU(PUUECKOr0 MEXaHW3Ma JCWCTBHUS TaKOTO MPOIYKTa, MOIyYeHUs
J0Ka3aTeNbCTB  €ro  0Oe3omacHOCTH, KadectBa H  I(G(EKTHBHOCTH, MPEANIECTBYIOIINE
KIIMHUYECKOMY MCCIIEOBAHUIO OMOMEIUITMHCKOTO KIETOYHOTO MIPOIYKTa;

28) KJIMHUYECKOE WCCIEeIOBAaHUE OHMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa - U3yYCHHUE
npopUIaKTUIECKUX, JMarHOCTHYECKHUX, Je4eOHBIX, peaduInuTaIMOHHBIX CBOICTB



OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa B TPOLIECCE €ro NMPUMEHEHMS YEeIOBEKY B ILEJsIX
MOJIyYeHHs JOKa3aTeNbCTB €ro 0e30macHOCTH W 3((EeKTHBHOCTH, NAaHHBIX O MOOOYHBIX
JEUCTBUSAX TAKOTO MPOJYKTAa M HEXKEJAaTEIbHbIX PEaKIUsaX, CBSI3aHHBIX C €ro MPUMEHEHHEM, a
Takxke 00 3pQexTe B3auMOICHCTBHS UCCIEAYEMOT0 OMOMETUIIMHCKOTO KIETOYHOTO MPOIYKTa C
IPYyTUMH OMOMEAMIMHCKUMHE KJICTOYHBIMH MTPOAYKTAaMH, JIE€KapCTBEHHBIMH MIperapaTaMu U (HITH)
MEJIULIMHCKUMH U3JEIUSAMH, MTUIIEBBIMUA IPOAYKTaMH;

29) MHOTOLIEHTPOBOE KIMHUYECKOE MCCIIEOBAHNE OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa -
KIMHUYECKOE HMCCIIEeI0OBaHNE OMOMEIMIMHCKOTO KJIETOYHOTO MPOJYKTa, MPOBOAMMOE B JIBYX H
Ooslee MEIUIMHCKUX OpTaHU3alMsAX MO €IUHOMY MPOTOKOJIy KIMHHUYECKOTO HCCIIEIOBaHUS
OMOMETUITMHCKOT O KJIIETOYHOTO POIYKTa;

30) MeXIyHapOAHOE€ MHOTOIEHTPOBOE KIWHUYECKOE HCCIEJOBAaHUE OHMOMEAUIIMHCKOIO
KJIETOYHOTO MPOJYKTA - KIMHHYECKOE MCCIEA0BaHNE OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa,
MPOBOAMMOE B Pa3IWYHBIX CTPaHAX MO EAHMHOMY IPOTOKONY KIMHUYECKOTO HCCIEIOBaHUS
OMOMEIUIIMHCKOTO KIIETOYHOTO MPOTyKTa;

31) moCTperucTpanoHHOE KIMHUYECKOE HCCICIOBAaHUE OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTA - KIMHUYECKOE MCCIeI0BaHNEe OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa, oOpalieHue
koroporo B Poccuiickon denepanuu OCyIIECTBISACTCS MIOCIE TOCYAIAPCTBEHHON PETUCTPALiH, B
LEJIAX JOMOJHUTEIBHOTO cOOpa JaHHBIX O €ro 0e30macHOCTH U 3()(HEKTUBHOCTH, PACHIMPEHHS
MOKa3aHU K MPUMEHEHHIO TaKOro OWOMETUIIMHCKOTO KJIETOYHOrO MPOAYKTa, a TaKxkKe
BBISIBIICHUS HEXKENATEeIbHBIX PEaKIUi Ha €ro MpUMEHEHHE.

Cratpss 3. IlpuHHMOBI  OCyHIECTBJICHHSI JeAITeJbHOCTH B  cdepe oOpameHus
OMOMeIMIMHCKHUX KJIETOYHBIX IPOAYKTOB

[TpuHIMITAMH OCYIIECTBICHUS ACATEIHLHOCTH B chepe oOpamieHuss OMOMEIUIIMHCKIX KIETOUHBIX
MPOAYKTOB SIBJSFOTCS:

1) 106poBONIBHOCTE U 0€3BO3ME3THOCTH JOHOPCTBA OMOJIOTHUYECKOT0 MaTepHaa;
2) cobutoieHre BpaueOHOM TailHbI 1 MHON OXpaHsIeMOl 3aKOHOM TaifHBbI;
3) HEOIYCTUMOCTh KYTITH-ITPOAAYKH OHOJIOTHYECKOTO MaTepHaa;

4) HemOMyCTUMOCTh CO3/IaHWs SMOPHOHA YEJOBEKa B LEJISIX MPOM3BOACTBA OMOMEIMIIMHCKHIX
KJIETOYHBIX IPOJTYKTOB;

5) HeZOmyCTHMOCTb HCIIOJIb30BAaHUS s pa3pabOTKH, NPOHM3BOJACTBA M IPUMEHEHHUS
OMOMEUIIMHCKUX KIETOYHBIX IPOJIYKTOB OHOJOIMYECKOr0 MaTepuania, IMOJyYeHHOTO IyTeM
NpepBIBaHUs TpoIecca Pa3BUTUS SMOPHUOHA WM IUIOJA 4YeNOBeKa WIM HapyIICHHsS TaKoTro
mpoluecca;

6) coOmonenne TpeboBaHMi OMOIOTrHUECKOM 0€30MaCHOCTH B LEJISX 3alUTHI 30POBbs JIOHOPOB
OMOJIOTUYECKOTO MaTepuasia, paOOTHUKOB, 3aHATHIX Ha MPOU3BOJICTBE OHMOMEIUIIMHCKUX
KJICTOYHBIX MPOIYKTOB, MEUIIMHCKUX PAaOOTHUKOB, MAIUEHTOB M OKPY>KAIOLIEH Cpe/Ibl.

Cratbs 4. IIpuroroBjieHne KJIE€TOYHON JUHUA

1. IIpuroroBieHne KJICTOYHON JHHHH, MPEAHA3HAYCHHOUN I MPOU3BOACTBA OMOMEIUIIMHCKIX
KJIETOYHBIX TIPOAYKTOB, BKJIIOYAeT B CeOsl MONy4eHHE OMOJOTHYECKOrO0 MaTepuana, ero
UCCIIEIOBaHNE, BBIJICTICHHE W3 HEro KJIETOK, MX KYyJbTUBUPOBAaHHE W MOIU(PUKALNIO BHE
OpraHM3Ma 4YeJoBEKa, II0Jy4YEHUE CTaHJApTU30BAHHOW IOMYJSUUA KIETOK M  OLEHKY
COOTBETCTBUS MOMYJISAIMHN KJIETOK CHEIH(PUKAIUN HA OMOMETUIIMHCKUN KIIETOYHBIA MPOAYKT,
COZEpPIKAILEH CBEICHUS, YCTAHOBJICHHbBIE CTaThel 7 HacTosAwero deaepaibHOro 3aK0Ha.

2. I[J'IH IMPUTOTOBJICHUSA KJICTOUYHOM TUHUH HCITOJIB3YIOTCS UCKIIFOYUTCIIBHO KJIICTKH YCJIOBCKA UJIN



YEJIOBEKa, B OTHOLICHUMM KOTOPOrO KOHCTAaTMPOBAaHA CMEPTh B IOPSAKE, YCTaHOBJICHHOM
3aKkoHoarenbcTBoM Pocculickoit denepanuu.

3. Ilony4yeHue U UCHONB30BAHUE IS MPOU3BOJCTBA OMOMEAMIIMHCKUX KJIETOYHBIX MPOIYKTOB
OMOJIOTUYECKOTO MaTepualla HEYCTAHOBJICHHBIX JIML, KOTOPBIE IO COCTOSIHUIO 37J0POBBS,
BO3PACTy WJIM MHBIM NPUYMHAM HE MOTJIM COOOIIUTH JAHHBIE O CBOEH JMYHOCTH, B OTHOILECHUH
KOTOPBIX  BIIOCJIEICTBMM  KOHCTaTUPOBAaHA  CMEPTb B MOpSAAKE,  YCTaHOBJIICHHOM
3aKkoHOJaTenbCcTBOM Poccuiickoit @Denepanuu, U Ha MOMEHT MOJy4YeHHs OHOJOTHYECKOTO
Marepuaia JaHHbIE O JIMYHOCTH KOTOPBIX HE YCTAHOBIICHBI, HE IOy CKAIOTCS.

Cratbs 5. PazpaboTka 6MoOMeIMIMHCKUX KJIETOYHBIX IPOAYKTOB

1. PazpaboTka OMOMEAMIIMHCKUX KIETOYHBIX IPOIYKTOB MPEACTABISAET COOO0I mpolecc co3aanus
OMOMETUITMHCKOTO KJIETOYHOTO MPOIyKTa U TEXHOJIOTHU €T0 MPOU3BO/ICTBA.

2. dunaHcoBoe o0ecreyeHHe pa3pabOTKH OMOMEIUIIMHCKHX KIETOYHBIX IPOIYKTOB MOXKET
OCYILECTBIISAITHCS 3a CUET:

1) O10[KETHBIX ACCUTHOBaHMH (heiepabHOTO OI0JKETa;

2) OrOKETHBIX aCCUTHOBaHU O10/KeTOB CyOBekTOB Poccuiickoit denepanmu;

3) cpencTB pa3pabOTYNKOB OMOMEAUIIMHCKIX KIETOYHBIX MPOTYKTOB;

4) UHBIX UICTOYHUKOB, HE 3alPEILEHHbIX 3aKoHOAaTebcTBOM Poccuiickoit denepanuu.

3. IlpaBa pa3paboTyrka OMOMEAUIIMHCKOTO KIETOUYHOTO MPOAYKTa OXPAHSAIOTCS B COOTBETCTBUU
C Ipa’kJaHCKUM 3aKOHO/IaTEIbCTBOM.

Cratps 6. JIOKINHIYECKOE HCCIeJ0BAHNEe OHOMEIUIINHCKOI0 KJIETOYHOI0 MPOAYKTA

1. JIOKIMHHYECKOe HCCIe0BaHHEe OMOMEIMIIMHCKOTO KIETOYHOTO MPOIYKTa IMPOBOAUTCS Ha
MOJICIUPYEMBIX B OpraHU3Me J>KMBOTHBIX JIMOO BHE JKMBOTO OpraHM3Ma IaTOJOTHYECKUX
nporeccax, MPOTEKAIOUIMX B OpPraHU3Me 4YeloBeKa, M (MJIM) MaTOJOTHYECKUX COCTOSHUSX
YeJoBeKa, MPH KOTOPBIX MpEarojiaracTcss MPUMEHSTh pa3padaThIBaeMblil OHMOMEIUITUHCKHMA
KJICTOYHBIM MPOAYKT, @ TAK)KE HAa MOJENSAX, MO3BOJISIONIUX BBIBUThH CIIEHU(UUIESCKUN MEXaHU3M
JEUCTBUS TAKOTO MPOIYKTa, €ro 3(h(HEeKTUBHOCT M O€30MaCHOCTb.

2. Tlo pesynpraTaM NpPOBEIEHHOTO JOKIMHUYECKOTO HCCIEAOBAHUS OHMOMEIMIIMHCKOTO
KJIETOYHOI'O0 IPOAYKTAa OpraHu3anus, KOTOpas IIPOBOJAMIIA JIOKIMHUYECKOE HCCIIECIO0BAHUE,
COCTABJIIET OTYET O JOKIMHUYECKOM HCCIIEOBAaHUM OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
COJIepaKAIIMM ONMCAHUE, PE3yJIbTAThl U aHAJIU3 PE3YyJIbTaTOB JOKIMHUYECKOIO MCCIENOBaHUs, a
TaKK€  3aKIIOUYEHHE O  BO3MOXKHOCTH  IIPOBEACHUS  KIMHUYECKOTO  HUCCIIECIOBAHMS
OMOMETUITMHCKOTO KJIETOYHOTO IPOIYKTa.

3. IlpaBuna mnpoBeAeHUS IOKIMHMYECKHMX MCCIEJOBAHUN OMOMEIUIIMHCKUX KIETOYHBIX
MIPOAYKTOB, BKJItOYasi TpeOOBaHMA K KBATU(UKALUHU CIIEHUAINCTOB U MaTepHATIbHO-TEXHUUECKOM
0a3e HayuHBIX OpraHU3alii, o00pa30BaTENbHBIX OpPraHM3aLMi BBICHIETO O0pa30BaHMUA,
00pa3oBaTEeNbHBIX OPTraHU3AIMI JIOTOJIHUTEIBHOTO MPO(PECCHOHATBHOTO 00pa30BaHUs, HHBIX
OpraHu3alyii, YCTaHABIMBAIOTCSI NpPaBWIAMU HAJUIeXKallell MpakTUKM 10 paboTe ¢
OMOMEIUIIMHCKMMU KJIETOYHBIMU TPOIYKTaMH, YTBEPXKAaeMbIMU (enepaabHbIM OpraHoM
UCTIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIAIONIMM (YHKIMM TIO BBIpaOOTKE U  pearu3aliu
rOCYyJapCTBEHHOH TOJMTUKM M  HOPMAaTHUBHO-TIPAaBOBOMY  pEryJHMpoBaHUI0O B  cdepe
3[IpaBOOXpaHEeHHS (J1ajee - yIOJIHOMOYCHHBIN (hefiepabHbli OpraH UCTIOJIHUTEFHON BIACTH).

4. ®duHaHCOBOE oOeclneueHue NOKIMHUYECKUX HCCIEIOBAHUN OMOMEAUIMHCKUX KJIETOYHBIX
MPOJYKTOB MOXKET OCYIIECTBIISTHCS 32 CUET:

1) G10[KETHBIX ACCUTHOBaHMH (heiepabHOTO OI0KETa;



2) Or0KETHBIX aCCUTHOBaHU O10/KeTOB CyOBekTOB Poccuiickoit denepanmm;

3) cpencTB pa3pabOTYNKOB OMOMEAUIIMHCKIX KIETOYHBIX MPOTYKTOB;

4) UHBIX UICTOYHUKOB, HE 3alpEeILIEHHbIX 3aKoHOoAaTeNbecTBOM Poccuiickoit denepanuu.
Cratps 7. Cniennguxanus Ha OMOMeIMIIHHCKHI KJIETOYHbIN MPOAYKT

1. Ha xaxnelii pa3paboTaHHBI OWOMETUIIMHCKUNA KJIETOYHBIA MPOJYKT, TPOLIEIIINN
JTOKIIMHUYECKOE MCCIIEOBAHUE, Pa3pabOTUNKOM OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa WM
MPOU3BOAUTENIEM OHMOMEIUIIMHCKOTO KIETOYHOTO TPOAYKTAa COCTABIAETCS CrenupUKaIs,
MpeCTaBisgionas Cco0oi JOKYMEHT, COIEpKalluii CBEACHUS O THIE (ayTOJIOTHYHBIMH,
aJJIOTeHHBIA, KOMOMHUPOBAHHBII) OMOMEIUIIMHCKOTO KIETOYHOTO MPOJYKTa, €ro KayeCTBEHHOM
COCTaBe M KOJMYECTBEHHOM COCTaBE, OMOJOTMYECKHMX M HMHBIX XapaKTEPUCTHKAX KIETOUYHOU
JMHUU (KJIETOYHBIX JIMHUHN) 1 OMOMETUIIMHCKOTO KJIIETOYHOTO MPOIYKTA.

2. ®opma crnenupukanuu Ha OHOMEIMIMHCKHM KJIETOYHBIH MPOAYKT YTBEpPKIACTCS
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

Cratps 8. 'ocynapcTBeHHasi peructpanusi 0MOMeANIMHCKUX KJIeTOYHBIX IPOAYKTOB

1. Ilpon3BoacTBO, peanusanus, IpUMEHEHUE, XpaHEHHUE, TPAHCIIOPTUPOBKA, BBO3 B Poccuiickyto
®enepanyio, BeIB03 M3 Poccuiickoit deneparyy, yHUYTOKEHUE OMOMEIMIIMHCKUX KIETOYHBIX
MIPOAYKTOB OCYIIECTBISIOTCS, €CJIM OHU 3apETUCTPUPOBAHBI YIOJIHOMOYEHHBIM (peaepanbHbIM
OpPraHOM HCIIOJHUTEIbHOM BIACTH.

2. 'ocynapcTBEHHON pEruCcTpalyuy MOJIEkKaT:

1) Bce OMOMEAMIIMHCKUE KJIETOYHBIE NMPOIYKTHI, BIEPBbIC MOAJIEKAIINE BBOJY B OOpalleHUE B
Poccutickoi ®enepanuu;

2) OMOMEIUIIMHCKHE KJIETOYHBIE MPOIYKTHI, 3apETUCTPUPOBAHHBIC paHee, B ClIydyae U3MEHEHUs
Tuna (ayTOJIOTUYHBINA, aJJIOTEHHBIH, KOMOWHUPOBAHHBIM) OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIYKTa, €r0 KaueCTBEHHOIO0 COCTaBa W (MJIM) KOJIMYECTBEHHOTO COCTaBa (3a MCKIIOYEHHUEM
COCTaBa BCIIOMOTATEIbHBIX BEIIECTB), OMOJIOTMYECKUX W HHBIX XapaKTEPUCTUK KICTOYHOU
TUHUH (KJIETOYHBIX JIMHUN) B OMOMETUITUHCKOTO KIETOYHOTO IPOAYKTA.

3. F'ocynapcTBeHHas peructparnusi OMOMeTUIIMHCKOTO KIETOYHOTO MPOYyKTa OCYIIECTBISETCS 110
pe3yJibTaTaMm:

1) GMOMETUITMHCKOM SKCTIEPTH3bI OMOMETUITTHCKOTO KIETOYHOTO MPOAYKTa, BKIFOUYAIOIICH:

a) SKCIEPTU3y KadecTBa OMOMEIMUIMHCKOTO KJIETOYHOTO MPOAYKTa, B TOM YHCIE HKCIEPTH3Y
cocTaBa 00pa3oB OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U METOJOB KOHTPOJISI €r0 KayecTBa
(manee - sKCHepTH3a KauecTBa OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTA);

0) SKCHepTH3y IOKYMEHTOB MJsi TOJYYEHHUS pa3pelleHus] Ha MPOBEICHUE KIMHUYECKOTO
UCCIIeI0BAaHMSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

B) 3KCIepTU3Y IPPEKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOIYKTA;

I) DOKCIEpPTU3Y OTHOIIEHUS OKHUIAEMOW TIOJB3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHUs
OMOMETUITMHCKOT O KJIIETOYHOTO IPOIYKTa;

2) OTUYECKOM HSKCHEPTU3bl BO3MOXKHOCTH NPOBEIACHHUS KJIMHUYECKOTO  MCCIIEI0BaHUS
OMOMETUITMHCKOT0 KJIETOYHOTO IPOIyKTa (ajiee - 3THUecKas IKCIepTH3a);

3) KIMHUYECKHUX UCCIIEJOBAHUI OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTA.

4. TocynapcTBeHHasi perucrpanvs OMOMEIMIMHCKUX KJIETOUHBIX MPOAYKTOB OCYIIECTBISETCS
YIIOJIHOMOYEHHBIM (peJiepajbHbBIM OPTaHOM HCTIOJIHUTENIFHON BIACTH B CPOK, HE MPEBBIIIAIOIIIA



CTa MATUACCATH PadOUYMX JTHEW CO JHSA MPHUHATHUS 3asBICHHS O rOCYIAapPCTBEHHON pErHCTpanuu
OMOMETUITMHCKOTO KJIIETOYHOTO MIPOAYKTA, TMO0O0 B CPOK, HE MPEBBIIIAIONINI IBYXCOT MATHIACCITH
pabouux JHEH co JHS MPUHATHUS 3asBJICHUS O FOCYIapPCTBEHHON pEerucTpauuu OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa, B cIy4yae HPUHATHS YIOJIHOMOYEHHBIM (enepaibHbIM OpPraHOM
WCTIOJTHUTENILHOW BJIACTH PELICHUS O MOBTOPHOM HPOBEACHUM OMOMEIUIIMHCKON SKCIEPTU3BI
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa M (WJIM) STHYECKOW IKCIEPTH3Bl B COOTBETCTBUU CO
cratbed 19 Hacrosimero ®enepanbHoro 3akoHa. CpoOK TOCYIapCTBEHHOM pPETUCTpaLuu
OMOMEUIIMHCKOTO KJIETOYHOTO TPOJIYKTa MCUUCISIETCS CO JHS NPUHATHS YIOJIHOMOYEHHBIM
¢benepanbHBIM OpraHOM HCIOJHUTENBHOW BIIACTH 3aSBJICHUS O TOCYJApCTBEHHON perucTpanuu
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa C MPUIOKEHUEM HEOOXOAMMBIX TOKYMEHTOB 110 JIHS
BBIJIAYM PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS OMOMEIMLIMHCKOTO KIETOYHOTO MPOIyKTa. Bpems
MIPOBEICHUSI KJIMHUYECKOTO HCCIEAOBAaHUS OHOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa He
YUUTBIBACTCS NPU HMCUYUCIECHHHM CpPOKa TOCYJAapCTBEHHOW PpErucTpauuud OHOMEIMLIUMHCKOTO
KJIETOYHOTO NPOJTyKTa.

5. He nomyckaercst rocygapcTBEHHasl pETUCTpaLUs:

1) pasnu4HbIX OHOMEIUIIMHCKUX KJICTOYHBIX MPOAYKTOB TIOJ OJMHAKOBBEIM TOPTOBBIM
HanMMEHOBaHHEM,

2) ogHOrO OWOMETUIIMHCKOTO KIJIETOYHOTO IMPOJAYKTa, BBITYCKAEMOTO IPOU3BOAUTEIIEM II0]
pa3IMYHBIMM TOPIOBBIMM HAUMEHOBAaHUAMM M IPEACTABICHHOIO HAa TIOCYJAPCTBEHHYIO
PEruCTpaIyio B BUJE IBYX U 0ojiee OMOMEIUIIMHCKIX KIETOUHBIX MPOYKTOB.

6. YNOJIHOMOYEHHBIM (eiepaIbHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH B YCTAHOBJICHHOM WM
MOpSIKE 110 3aMpPOCy IOPUAMYECKUX JIUI, OCYIIECTBISIONUX ICSTEIbHOCTh MPH OOpalleHUH
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB (Jajiee - CyOBEKTbl OOpalleHuss OMOMEIUIMHCKUX
KJICTOYHBIX MPOAYKTOB), B IUCBMEHHOM WM D3JIEKTPOHHOH ¢opMme MaloTCs pPa3bICHEHHS
MIOJIOKEHUN JTOKYMEHTAllUM, CBA3aHHOM C TOCYJAapCTBEHHOW pErucTpanues, a Takke ¢
JTOKJIMHUYECKUMH U KIIMHUYECKUMU HCCIIEIOBAaHUAMU OMOMETUIIMHCKUX KIETOYHBIX IPOTYKTOB.

Crates 9. IlpeacraBieHMe JOKYMEHTOB [UIi TOCYJapCTBEHHOM  perucTpanuu
O0MOMeIMIMHCKOI0 KJIeTOYHOI0 MPOAYKTAa

1. Ins rocynapcTBEHHOW perucTpanuu OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa OpraHU3alus,
obmajaromasi MpaBaMd Ha pPE3yJibTaThl JOKIMHUYECKUX MCCIEIOBAHUN OHOMEIUIIMTHCKOTO
KJICTOYHOTO MPOIYKTA, KIMHUYECKUX UCCIEAOBAaHIH OMOMEAMIIMHCKOTO KJIIETOYHOTO POAYKTa
(M) Ha TEXHOJOTHUIO MPOU3BOJACTBA OWOMEIUIIMHCKOTO KIJIETOYHOTO TPOJIYKTa, WU
YIOJIHOMOYEHHOE €10 JpYyroe MOpUAUYECKOe JUIO (Jajee - 3asBUTENb) IPEACTABIAET B
YIIOJIHOMOYEHHBIN (hefiepalibHbId OpraH UCIIOIHUTEIBHOM BIACTH 3asiBICHHE O TOCYAApCTBEHHOM
peructpanu OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M HHBIE JTOKYMEHTHI, M3 KOTOPBIX
(dbopMUpyeTCsi PETUCTPALMOHHOE [0Che HAa OWOMENUIMHCKHUNA KJIETOYHBIM mpoaykr. Dopma
3as1BJICHUS U NOPAIOK NIPEACTABICHUS YKA3aHHBIX 3asBJICHUS U JOKYMEHTOB, BKJIH0Yas 3TAIIHOCTh
npeacTaBaeHus (Uit OMOMENUIIMHCKHX KJIETOYHBIX MPOJYKTOB, B OTHOIIEHUH KOTOPHIX HE
IIPOBOAWJINCh KJIMHUYECKHE McciaefoBaHus Ha Tepputopun Poccuiickoit ®exnepaiun),
YCTaHaBJIMBAIOTCS YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM UCIIOJTHUTEIBHOM BIACTH.

2. PerucrpannoHHOE [0Che HA OWOMEIMIIMHCKHIA KJIETOYHBIM NPOAYKT QopMHUpyeTCs U3
CHEAYIOLIUX JOKYMEHTOB:

1) 3as1BI€HNE O TOCYAAPCTBEHHOM perucTpanuu OMOMeIUIIMHCKOTO KIIETOYHOTO IPOIYKTa;

2) Komus JOKYMEHTAa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpSAJKE U
MOATBEP)KIAIOLIETO IPABOMOYHOCTh 3asBHUTENS I10/1aBaTh 3asBICHHE O TIOCYJapCTBEHHOU
perucTpanuy OHOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa (JOBEPEHHOCTB);



3) cnenudukanus Ha OMOMETUIIMHCKUN KIIETOYHBIA IPOIYKT;
4) MpOeKT HOPMATUBHOM TOKyMEHTAIIUN Ha OMOMETUIIMHCKUNA KIIETOYHBIA IPOYKT;

5) NpOeKThl MAaKeTOB IEPBUYHONW YMAKOBKM W BTOPUYHON YHAKOBKH OHOMEIUIIMTHCKOTO
KJIETOYHOT'O NPOAYKTa;

6) OT4ET O NPOBEAECHHOM JOKIMHUYECKOM HCCIEIOBAHUN OWOMETUIIMHCKOTO KJIETOYHOTO
NIPOJIYKTAa,

7) IPOEKT MPOTOKOJIA KIIMHUYECKOTO MCCIEAOBAHNS OMOMETUITMHCKOTO KIIETOYHOTO MPOIYKTA;
8) MPOEKT peryiaMeHTa MPON3BOACTBA OMOMEIUITMHCKOTO KIETOYHOTO MTPOAYKTA;

9) Kxomus NUIEH3UM HA OCYIIECTBICHHE ICSITEIBHOCTH MO MPOM3BOJICTBY OMOMEIUIIMTHCKOTO
KJIETOYHOTO MPOJIyKTa;

10) nHpOpPMAITMOHHBIN TUCTOK MAIUEHTA;

11) wundopmMamus o CTPaxoBBIX BBIIUIATAX MAIUEHTAM, IPUBJICUYCHHBIM K IPOBEICHUIO
KIIMHUYECKOTO UCCIIE0OBAaHMSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

12) ortduer o pe3yabTaTax MEXAYHAPOJHBIX MHOTOLEHTPOBBIX KIMHMUYECKUX HCCIIEIOBaHUM
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJIYKTa, YacThb M3 KOTOPHIX IMpoBeneHa B Poccuiickoit
denepauny;

13) mpoeKT MHCTPYKIMH 10 MPUMEHEHHIO OHOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa,
COJepaKALIEH CIEeIYIOIUE CBEICHHUS:

a) HaMMEHOBaHNE OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOIYKTa;

6) Tun  OMOMEAMLIMHCKOTO  KJIETOYHOTO  TPOAYKTa  (ayTOJOTMYHBIH,  AJJIOTCHHBIMH,
KOMOWHUPOBaHHBIH);

B) Ka4eCTBEHHBIC U KOJIMYECTBEHHBIC XapAKTEPUCTHKH KICTOUHOW JTUHHMU (KJIETOUHBIX JMHHUN),
HAaUMEHOBAHMsI UM  KOJMYECTBO  BCIIOMOTaTENIbHBIX  BEIIECTB, BXOISAIIMX B  COCTaB
OMOMEUITMHCKOT O KJIIETOYHOTO IPOIYKTa;

I) HauMEHOBaHMs (MEXAyHapoAHbIE HEMATEHTOBaHHbIE, WIM TPYNIHUPOBOYHBIE, WIU
XUMHUYECKHE) U  KOJMYECTBO  JIGKAPCTBEHHBIX  IPEMapaToB, BXOAAIIMX B  COCTaB
OMOMEUITMHCKOT O KJIIETOYHOTO IPOIYKTa;

1) HAUMEHOBAHMSI METUIIMHCKUX M3AETHH, BXOJIIMNUX B COCTAaB OMOMETUIIMHCKOTO KJIETOYHOTO
NIPOJYKTAa,

€) 0Ka3aHUs K IPUMEHEHMUIO;
) IPOTUBOIIOKAa3aHUs K IPUMEHEHUIO;

3) pexuM U cnoco0  NMpPUMEHEHUs  OMOMEIUIIMHCKOTO  KIETOYHOTO  IPOJAYKTa,
MPOIOIDKUTEIHHOCTD JICUCHHS,

1) MEpbI MPETOCTOPOKHOCTHU MPU PUMEHEHUH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

K) yKa3zaHue (Mpu HAJIMYUH) OCOOCHHOCTEH NEeUCTBUS OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa
MIPU TIEPBOM €T0 NPUMEHEHUH;

J71) BO3MOXHBIE TOOOUYHBIE IEHCTBUS MPU TPUMEHEHUH OMOMEINIIMHCKOTO KIIETOYHOTO MPOTyKTa;

M) COYETAEMOCTb C MHBIMM BHUJAMU JIEUYEHHUS, BKIIOYAs COYETAEMOCTb C JIEKAPCTBEHHBIMU
npenapatamMu U (MiIM) MEAUIUHCKUMH U3JCTUSMH, APYTUMH OHOMEIMLIMHCKUMH KIECTOYHBIMH
IIPOJYKTAaMH, & TAK)KE MUIIEBBIMU IIPOyKTaMU;



H) CPOK TOAHOCTH M YKa3aHUE Ha 3alpeT MPUMEHEHHsS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
10 UICTEYEHUH CPOKA FOJTHOCTH;

0) OCOOCHHOCTH TMPUMEHEHUS y JeTel, OEpeMEHHBIX >KEHIIMH M JKCHIIMH B MEPHOJ TPYJHOTO
BCKapMJIMBaHUs;

1) JaHHbIE O CTAOUIBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOAYKTA;
P) YCTIOBUA XpaHEHUsI OMOMETUIIMHCKOTO KIETOYHOT'O IIPOIYKTa;

14) pexBU3UTHI JIOKYMEHTOB, MOATBEPKIAIOIIMX YIUIATy TOCYJapCTBEHHOW TMOIUIMHBI 3a
NpOBEACHUE 3KcrepTus3bl 3(PPEeKTUBHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MpPOAYKTa H
AKCMEPTU3bl OTHOUICHUS  OXHUIAAEMOM TMOJIb3bI K  BO3MOXHOMY PHCKY TPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOYKTa, B OTHOIIEHUH KOTOPOTO MPOBEACHBI MEXKIYHAPOIHBIC
MHOTOLEHTPOBbIE KIIMHUYECKHE HCCIENOBaHUsA, YaCTh M3 KOTOPBIX NpoBeacHa B Poccuiickon
denepauny;

15) noKyMeHThI, TNpEACTaBIsiEMble B COOTBETCTBUM C YacThio 2 cTaThbu 18 Hacrosiero
®denepanabHOro 3aKOHa.

3. 3asBUTENb BIIpaBe MPEACTABUTH 110 COOCTBEHHOW WHUIIMATUBE JTOKYMEHTBI, IOATBEPIKIAIOIINE
yIUIaTy TOCYAApCTBEHHOM IOIUIMHBI 3a MPOBEAECHUE DKCIEPTU3bl KauecTBAa OMOMEAMIIMHCKOIO
KJIETOYHOTI'O NPOAYKTA, DKCIEPTU3bl JOKYMEHTOB IS IIOJIYYEHUs pa3pellicHUs Ha IIPOBEICHUE
KJIMHUYECKOTO HMCCJENOBaHMUS OWOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U ITHYECKOH
9KCHEPTHU3bl, OSKCIEPTU3bl APPEKTUBHOCTH OHOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa H
JKCIIEPTU3bl OTHOLICHUS  OXHUAAEMOM IOJIB3bl K  BO3MOXXHOMY PHUCKY IIPUMEHEHUs
OMOMETUIIMHCKOTO KJIETOYHOTO MPOYKTa, B OTHOILIEHHUH KOTOPOTO MPOBEICHBI MEKIYHApOIHBIC
MHOT'OLICHTPOBBIE KJIIMHWYECKUE MCCIENOBaHUA, 4acTh U3 KOTOPBIX IpoBeacHa B Pocculickon
@enepanuy, 0pU  OOpaIIeHWH 3a TOCYJAPCTBEHHOM perucTpanueil OHOMeIUIIMHCKOTO
KJICTOYHOT'O MPOAYKTa. B cilydae HENpeaCTaBIeHUs YKa3aHHBIX JOKYMEHTOB YIIOJIHOMOYECHHBIN
¢denepanbHBIi OpraH MCIOTHUTEIBHOM BIACTH MpoBepseT (akT yIuiaTel TrocyaapcTBEHHOU
NOLUIMHBI Ha  OCHOBAHMM  IIPEJACTABICHHBIX  3asABUTEIEM  PEKBU3UTOB  JOKYMEHTOB,
MOJTBEPXKIAIOUINX €€ YIUIaTy, ¢ MCIOJb30BaHUEM HH(opMamuu 00 yruiate rocyIapCTBEHHOM
MOLIUTMHBI, cozeprkaieiics B ['ocynapcTBeHHONH MH(OPMAIIMOHHON CUCTEME O rOCyIapCTBEHHBIX
1 MYHHULIMINIAJIbHBIX IJIATEXKAX.

4. He pomyckaercsi HCIOJIb30BaHHME B KOMMEPUECKHX LEIIX HHPOPMALUU O pe3ybTarax
JTOKJIMHUYECKUX HCCIICIOBAaHUN OWOMEIUIIMHCKUAX KJIETOYHBIX TPOJIYKTOB U KIMHHYECKUX
UCCIICIOBAaHUH OMOMEIUIIMHCKUX KJIETOUHBIX IPOIYKTOB, IPEICTABICHHON 3asBUTENEM JUIS
rOCYJapCTBEHHON perucTpanud OMOMEAMIIMHCKOTO KJIETOYHOIO MPOJYKTa, Oe3 ero coriacusi B
TEUYEHUE ILIECTH JIET C JaTbl TOCYAapCTBEHHOW pPETHUCTpalMd OHOMEAUIIMHCKOTO KIETOYHOTO
npoaykra B Poccuiickoit denepanun.

Cratps 10. Pemienne o Bblaye IKCIEPTHOMY YYPEKICHHIO M COBETY IO ITHKe 3aJlaHUil Ha
NpOBe/leHNe IKCIePTH3 OMOMeIMIIMHCKOIr0 KJIeTOYHOr0 NPOAyKTAa

1. B Tedyenue natu pabounx AHEH CO JHS MPUHSATHUSA 3asBICHUS O TOCYAapCTBEHHON PETUCTpaIuu
OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOJYKTa  YIOJHOMOYEHHBIH  (eaepalbHBIi  Oprax
UCIIOJIHUTEIIBHOM  BJIACTH MPOBOJUT IPOBEPKY IOJHOTBI M JTOCTOBEPHOCTU CBEJICHHI,
COZIepKAIIMXCS B IPEICTABICHHBIX 3asBUTEIIEM JTOKYMEHTax, U IPUHUMACT PELICHUE O BblIaue
3a/laHMsl Ha IPOBEJICHUE:

1) GMoMeTMIIMHCKON IKCIIEPTH3bl OMOMEIUITMTHCKOTO KJIETOYHOTO MPOYKTa B YACTH IKCIIEPTH3HI
KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, SKCHEPTH3bl JOKYMEHTOB JUISL MOTYYCHHS
paspelieHrss Ha TpOBeIeHHE KIMHUYECKOTO MCCIENOBaHUs OMOMEIUIIMHCKOTO KIETOYHOTO
IIPOAYKTA U ATUYECKON KCIEPTU3bl HA OCHOBAHUM JOKYMEHTOB, YKa3aHHbIX B yHKTax 1 - 11, 13



yacTu 2 cratbu 9 HacTosiero denepaibHOTO 3aKOHA;

2) 6MOMEIUIIMHCKON AKCIIEPTU3bI OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa B YACTH IKCIEPTU3BI
3pPEKTUBHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO TPOIYKTa M SKCIEPTU3bl OTHOLICHHS
OKUJIa€MOW TOJIb3bI K BO3MOXKHOMY PHCKY TPHMEHEHHs OHOMEIUIIMHCKOTO KJIETOYHOTO
IIPOJYKTA, B OTHOLIEHUH KOTOPOIO IPOBEAEHBI MEXTyHAPOAHBIE MHOTOLIEHTPOBBIE KIIMHUYECKNE
UCCIIE0BaHUs, 4acTbh M3 KOTOpPBIX IIpoBeacHa B Poccuiickoi @Pexepauuy, Ha OCHOBAaHUU
JIOKYMEHTOB, yKa3aHHBIX B HyHKTax | - 6, 8, 9, 12 u 13 wactu 2 cratbu 9 HacTOAIIETO
denepanabHOro 3aKOHa.

2. YomHOMOUYEHHBIH (hefepalibHbIi OpraH HCIOJHUTEIBHON BIACTH YBEIOMIISIET B MMCHbMEHHOM
¢dopme 3asBUTENS O MPHUHATOM PEUICHWH, a B Clyyae OTKa3a B OpraHM3alliU IPOBEICHUS
9KCIIEPTU3, YKAa3aHHBIX B YAaCTH | HACTOSAIIEN CTaThH, - C YKa3aHUEM IIPUYHH TAKOTO OTKa3a.

3. B cnyuae BBISBIEHUS HEINOJHOTHl WJIM HEJOCTOBEPHOCTH CBEIEHUM, COJEp)Kaluxcs B
NPEJCTABICHHBIX  3asfBUTENEM  JOKYMEHTaxX, YIOJHOMOYEHHBIH  QenepaabHblii  Oopra
UCTIOJIHUTEJILHOW BJACTU HANpaBIIE€T 3asABUTENIO 3ampoc 00 YTOYHEHUHM STHX CBEACHUIA,
KOTOPBII MOKET OBITh IEepeNaH YIMOJIHOMOYEHHOMY IPEJICTABUTENIO 3asgBUTENS JIMYHO TIOA
pacnucKy, HampaBjeH MO MOYTe 3aKa3HbIM MHCbMOM WJIM IEpeJaH B AJIEKTPOHHOU ¢opme Mo
TEJIEKOMMYHUKA{UOHHBIM KaHaJlaM CBA3U. B ciydae HampaBieHUs NaHHOIO 3aIpoca I0 I0YTe
3aKa3HbIM IIMCbMOM OH CUMUTAETCS IOJYYEHHBIM 110 UCTCUCHHUH LIECTU JHEHN C JaThl HAIIPABIICHUS
3aKa3HOrO MKUChMa.

4. 3asBuTeNnb 00s3aH MPEACTaBUTh OTBET HA 3aIPOC YMOJIHOMOYEHHOTrO (elepajbHOro opraHa
WCIIOJIHUTENILHOM BJIACTH, YKA3aHHBIM B 4YaCTH 3 HACTOSILEN CTaTbU, B CPOK, HE IPEBBIIAIOIINN
JEeBSIHOCTa pabo4mMx THEeH co aHsA ero monydeHus. Cpok, yka3aHHbIM B yacTu 1 HacTosmen
CTaTbY, IIPUOCTAHABIMBACTCA CO JHSA HAIIPABICHHUs 3aABUTEIIO 3alpocCa YIOJIHOMOYEHHOI'O
(benepanbHOrO OpraHa HCHOJIHUTENBHOM BIIACTH 10 IHS TMOJYYEHHS UM COOTBETCTBYIOIIETO
OTBETA.

5. OcHOBaHUEM JJIs1 0TKa3a B OPTaHU3AIMH 3KCIIEPTU3, NIPEyCMOTPEHHBIX YacThio 1 HacTosIIeH
CTaThbW, SBISETCA NPEACTABICHHE HEOOXOJMMBIX JOKYMEHTOB B HEMOJHOM oOBbeMe,
HETpPE/ICTAaBICHNE 3asBUTEIIEM B YCTAaHOBJCHHBIM CpPOK OTBETa Ha YKa3aHHBIM B 4YacTd 3
HACTOSIIEH CTaThbH 3alpOC YIMOJIHOMOYEHHOTO (peiepaJbHOr0 OpraHa MCIOJHUTENFHON BIIACTH
1100 OTCYTCTBHE B NPEACTABICHHBIX JOKYMEHTAX HCUEPIBIBAIOIIETO IMEpeyHs] HEeO0OXOAUMOM
uHpOpMaLUY, KOTOpas JOJDKHA OBITh OTpakKeHa B HHUX, a TaKKe OTCYTCTBUE HH(OpMaIuw,
MOATBEpXKAAIONIe (akT YIUIaThl TOCYAAPCTBEHHOW MOILIMHBI 32 IPOBEIACHUE SKCIEPTU3BI
KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, SKCHEPTH3bl JOKYMEHTOB JUISL MOIYYCHHS
paspelieHrss Ha TpOBeIEHHE KIMHUYECKOTO MCCIEIOBaHNs OMOMEIUIIMHCKOTO KIETOYHOTO
MPOAYKTA, 3TUYECKOI dKCIEPTU3BI, IKCTIEPTHU3BI FP(PHEKTUBHOCTH OMOMETUIIMHCKOTO KIETOUYHOTO
MPOAYKTa U SKCHEPTH3bl OTHOUICHUS OXKHIAEMOW TOJB3bl K BO3MOKHOMY PUCKY MPUMEHEHHS
OMOMETUITMHCKOTO KJIETOYHOTO MPOYKTa, B OTHOILIEHHUH KOTOPOTO MPOBEICHBI MEKAYHAPOIHBIC
MHOT'OLICHTPOBBIE KJIIMHMYECKUE MCCIENOBaHUA, 4acTh U3 KOTOPBIX IpoBeacHa B Pocculiickon
@enepanuy, nTpU  OOpaIleHWH 3a TOCYJAPCTBEHHOM perucrTpanueil OHOMeIUIIMHCKOTO
KJICTOYHOTO MPOAYKTA.

Cratps 11. ®engepaibHOe TrocyIapCcTBeHHOE OIOMKETHOE Y4Ype:KIeHHe MO0 MPOBeAeHUI0
OMoOMeIMIMHCKON IKCIePTH3bl OMOMEeIMIIMHCKHUX KJIETOYHBIX NPOAYKTOB

1. buomemunuHckas -SKCHEpTU3a OUOMETUIIMHCKUX KJIETOYHBIX TPOJYKTOB IPOBOIUTCS
¢denepanbHbIM TOCYJApCTBEHHBIM OIOJUKETHBIM YUPEKICHHUEM, HAXOIIIIUMCS B BEJCHUU
YIIOJIHOMOYEHHOTO (pefiepanbHOr0 OpraHa MCIOJHUTEIBHONH BIACTH M 00ECIEUYMBAIOLINM
UCTIOJIHEHUE TOJHOMOYHUI 3TOro (eaepanbHOTO OpraHa MCIOMHUTEIBHON BIAcTH IO BbIiaye
paspelieHnii Ha TPOBEACHHE KIMHUYECKUX HCCIEIOBAaHUN OMOMEIUIIMHCKUX KJIETOYHBIX
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IPOAYKTOB U (WJIM) TOCYAapCTBEHHOW PETUCTpAlMd OMOMEIWIUHCKUX KIJIETOYHBIX MPOJYKTOB
(manee - PKCIEPTHOE YUPEKACHUE).

2. DKCIIEPTHBIM YUPEXKACHUEM OCYILECTBISETCS KOHCYJIBTUPOBAHUE 110 BOIIPOCAM, CBA3aHHBIM C
MPOBEJCHUEM JOKIMHUYECKHX HCCIICAOBAaHUN OHOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB,
KIMHUYECKUX HCCIEIOBAaHUNA OMOMEIUIIMHCKUX KJIETOYHBIX TPOAYKTOB, OMOMEIHIIMHCKOM
HKCHEPTH3bl OMOMETUIIMHCKUX KIETOYHBIX IPOJIYKTOB, TOCYIAapPCTBEHHOW perucTpanue
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TIOPSJIKE, YTBEPXKACHHOM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEIILHON BIIACTH.

Cratps 12. Opranmsanusi npoBeieHusi OMOMEIMIIMHCKON JKCHepPTH3bl OMOMETULINHCKOI0
KJICTOYHOI'0 MPOAYKTA

1. buoMenuuuHCcKas 3KcnepTH3a OMOMEAMIMHCKOTO KJIETOYHOTO MPOAYKTa MPOBOAMTCS B JIBa
JTana:

1) Ha mepBOM 3Tare MPOBOAATCS HKCIEPTH3A KaueCcTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
U DKCIEPTU3a [JOKYMEHTOB I IIOJIyYEHUS pAa3pelleHus Ha IPOBEJACHUE KIMHUYECKOIO
UCCIIEIOBAaHMST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, 32 MCKIIOYEHHEM OHMOMEIMIIMHCKOTO
KJIETOYHOT'O MPOAYKTAa, B OTHOLIEHUU KOTOPOIrO IPOBEAEHBI MEXKIYHAPOIHBIE MHOTOLIEHTPOBBIC
KJIMHUYECKHUE UCCIIEIOBAHUs, YaCTh U3 KOTOPBIX IIpoBeneHa B Poccuiickont denepannu;

2) Ha BTOPOM 3Tare MPOBOAATCS 3KcrepTr3a 3PPEeKTUBHOCTH MPUMEHEHUSI OMOMEIULIMHCKOTO
KJIETOYHOTO HPOAYKTa M SKCIEPTH3a OTHOUICHMS O0KUJAEMOW IOJb3bl K BO3MOKHOMY PHUCKY
NpPUMEHEHHUs OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA. YKa3aHHBIE AKCIEPTH3BI MIPOBOAATCS O
pe3yabTaTaM KIMHUYECKUX UCCIE0BaHUI OMOMEIMIIMHCKOTO KIETOYHOTO MPOIYKTA.

2. buomemunuHCKas -SKcHepTH3a OHMOMEIMIIMHCKOTO KIETOYHOTO TPOIYKTa MPOBOIUTCS
KOMHUCCHEN OKCIIEPTOB JKCHEPTHOTO YUPEXKIEHUS, HAa3HAUEHHOW pPYKOBOAMUTEIEM 3TOrO
YUpPEXKACHUS, Ha  OCHOBAHMU  3a/JaHUS  YIOJHOMOYEHHOTO  (pemepanbHOrO  opraHa
UCTIOJIHUTENILHOW BJACTU Ha MpPOBEACHHE OWOMETUIIMHCKOM SKCIEpTU3bl OMOMEIMIIMHCKOTO
KJICTOYHOTO MPOAYKTa. PyKOBOAMTENb 3KCIEPTHOTO YUPEKICHHS OOECIeYMBaeT HaJJIexkaliee
NpoBeeHUE OHMOMEIMIIMHCKOM HKCHEPTH3bl OMOMEIUIIMHCKOIO KJIETOYHOI'O TPOIyKTa B
COOTBETCTBHUH C 33JJaHUEM YIOJIHOMOYEHHOTO (heIepabHOrO OpraHa MCIOJHUTEIBHON BIacTU U
OpraHM3yeT IMOATOTOBKY CBOJHOIO  3aKIIOYEHMSI KOMHMCCHM 3KCIEPTOB  AKCIEPTHOIO
YUPEXKIEHUS.

3. B coctaB KOMHCCHMHM OKCIEPTOB IO XOJATaHCTBY OJKCIEPTa HA OCHOBAaHUM pEILEHUS
PYKOBOJUTENS SKCIEPTHOTO YUPEKICHUS MOTYT OBbITh BKJIIOUEHBI B KQUeCTBE HKCIEPTOB HHBIC
JMIa, B TOM YHCe He padoTalolMe B 3TOM SKCHEPTHOM YUPEKICHHUHU, €CIIM UX CIelHaTbHbIe
3HAHUS HEOOXOIMMBI JUIS TPOBEACHUS SKCIIEPTU3bI OMOMETUIIMHCKOTO KIETOYHOTO MPOIYKTA.

4. Ilpu mpoBeeHUN OMOMEIUIIMHCKON AKCHEPTH3bl OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa
9KCIIEPT HE MOXKET HaAXOAMUTHCSA B KAKOH-IMOO 3aBUCHMOCTH OT 3asBUTENS, JIHUIA, HA3HAYMBILETO
3Ty OKCHEepPTH3y, WIM JPYTUX JIMI, 3aHHTEPECOBAHHBIX B pe3yJbTaTaX OHMOMEIMIIMHCKOM
HKCHEPTU3bI OMOMEIUIIMHCKOTO KIETOYHOTO IPOIYKTA.

5. Ilpu mpoBeaeHUH OMOMETUIIMHCKON SKCIEePTH3bl OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
HKCHEPT HE BIPaBE CaMOCTOSATEIBHO UCTPEOOBATh y 3asBUTENS JOKYMEHTHI U (WJIM) MaTepUalbl,
HEOOXOAMMBIC JJISi TMPOBEICHHS SKCIEPTU3bl. B cilydyae HEJOCTATOYHOCTH MPEOCTaBICHHBIX
9KCIEPTY JOKYMEHTOB U (WJIM) MaTepHalioB Ul a4y 3aKJIIOUEHUS SKCIEPT BIPABE IOCTABUTH
BOIPOC O TMPEJOCTaBICHUH €My HEOOXOAMMBIX JOKYMEHTOB W (WJIM) MaTepuajoB Iepen
PYKOBOJUTENEM SKCIIEPTHOTO YUYPEXKACHUS, KOTOPBIH o0Opamaercss ¢ COOTBETCTBYIOLIMM
3allpOCOM B YIOJHOMOYEHHBIH (elepajabHblii OpraH HCIOJHUTEIbHONM BIACTH, BBLIABIINMA
3aJJaHMe Ha TPOBEJCHHE OHOMEIUIIMHCKONW HKCHEePTH3bl OMOMEIUIIMHCKOTO KJIETOYHOTO
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POAYKTa. YIIOJTHOMOUYEHHBIN (efepalbHblii OpraH MCIOJIHUTEIBHOW BIACTH B TEUCHUE MSATH
pabounx JAHEH CO JHSA TOCTYIUIGHHS 3ampoca PYKOBOAMTENS HKCHEPTHOTO YUPEKICHHS
HaNpaBisieT B AJIEKTPOHHOW WMIIM MUCHMEHHOM (opMe 3asBUTENIO 3aIpOC O MPEAOCTaBICHUH
JIOTIOJIHUTENBHBIX JOKYMEHTOB U (MJIM) MaTEpUaloB C YBEAOMJIIEHHUEM O €ro IOIy4YEHHH.
3asBuTeNb 00s3aH B CPOK, HE MPEBBIIIAIONINNA MECTUACCITH pabouuX THEH CO JHS MOTyYCHHS
3ampoca YHOJHOMOYEHHOTO (eepanibHOTO OpraHa HWCIHOJIHUTENBHOM BIAcTH, INPEACTaBUTH
3alpOIICHHBIE JTOKYMEHTHl Y (WIM) MaTepuayibl JUOO0 OO0OCHOBAaTH HEBO3MOXKHOCTh UX
IpEeACTaBICHUA. Bpemss co OHSA OTHpaBiIeHUsA 3ampoca U 0 IOJYyYEHHs YIOJIHOMOYECHHBIM
¢benepanbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH OTBETA 3asSBUTENS HA 3allPpOC HE YUUTHIBACTCS
OpU MCYUCIECHHUH CpPOKa TOCYJAapCTBEHHOW PpEerucTpauuy OHOMEAULIMHCKOTO KJIETOYHOTO
MIPOJYKTA.

6. PesynbraThl KaxIoro srana OMOMEAMIMHCKOW SKCIEPTU3bl OMOMEIMIIMHCKOTO KJIETOYHOTO
NpoAyKTa O(QOPMIISIOTCS 3aKIIOYCHHEM KOMHCCHM 3KCIIEPTOB 3KCIIEPTHOrO yupexaeHus. B
3aKJIFOYEHUN KOMHUCCHUHM OJKCIEPTOB JKCIEPTHOIO YUPEXKIEHUS YKa3bIBAIOTCA IE€PEUEHb
UCCIICIOBAaHUM, O0BEM MPOBEACHHBIX KaXKIbIM HKCHEPTOM HCCIEAOBAaHHM, YCTAaHOBJICHHBIC
KaX/IbIM M3 HUX (DaKThl U CICJIaHHBIC B Pe3yJIbTaTe MCCIEAOBAHHUIA BBIBOJBL. DKCIIEPT, MHEHHE
KOTOpPOT0 HE COBIAAAET C PELIEHUEM KOMHUCCUU SKCIIEPTOB IKCIEPTHOTO YUPEXKIEHUS, BIIPaBe
BBIPA3UTh B MUCHbMEHHOW (popMe CBOE MHEHHE, KOTOPOE MPUOOIIAETCS K 3aKIIOUCHUIO KOMUCCHH
9KCIIEPTOB.

7. IlpaBuma mnpoBeneHUs OWMOMETUIIMHCKOW OSKCHEPTU3bl OHOMEIMIIMHCKHX KIETOYHBIX
OPOAYKTOB W (OPMBI  3aKITIOYCHH KOMHCCHUHM O3KCIEPTOB OSKCIEPTHOTO  YUPEXKICHUS
YCTaHABIMBAIOTCS YIIOJTHOMOYECHHBIM (pe/IepalbHBIM OPTaHOM HCIIOTHUTEIHHOW BIACTH.

8. DKcrHepTHOE YYpeX JICHHE HECeT OTBETCTBEHHOCTh 3a COOIOJCHHE MpPaBUI MPOBEICHUS
OMOMEIUIIMHCKOW JKCIEPTU3bl OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M 32 KauecTBO ee
IIPOBEICHUA.

Cratps 13. TpeGoBanusi, npexbsBJsieMble K IKCIIEPTaM IPH NPOBeIeHNH OHOMeIUIIHHCKOMN
JKCNEePTH3bl OMOMEIHIIMHCKUX KJIETOYHbIX NPOAYKTOB, IPAaBa U 00SI3aHHOCTH JIKCIIEPTOB

1. DkcrepToM MO MPOBEACHUIO OMOMETUIIMHCKON SKCIEPTU3bI OMOMEIUIIMHCKUX KJIETOYHBIX
MPOIYKTOB SIBISIETCSI ATTECTOBAHHBIM PAOOTHHK SKCIEPTHOTO YUYPEKACHHS, KOTOPBIA HMEET
BBHICIIIEE MEIUIIMHCKOE, (hapMalleBTHUECKOEe, BETePUHAPHOE, OMOJIOTHYECKOe WU XUMHUYECKOe
o0pa3oBaHWEe H MPOBOJUT OHOMEAWIIMHCKYIO O3KCIEPTU3y OHOMEIUIIMHCKUX KIIETOUHBIX
MPOYKTOB B MOPSIKE UCIIOTHEHUS CBOUX JIOJDKHOCTHBIX 00SI3aHHOCTEH.

2. TpebGoBanus K HpPOPEecCHOHATBHON MOArOTOBKE OJKCHEPTOB M CTaxy paboThl IO
CMELMAIBHOCTH, TOPSIOK AaTTECTAllMd SKCIEPTOB, MOPAJOK (OPMHUPOBAHUS U ACATEIBHOCTU
KBAJTM(HUKAIIMOHHBIX KOMHMCCUH YCTaHABJIMBAIOTCS YIOJHOMOUYEHHBIM (peepanibHbIM OpPraHOM
WCTIOJTHUTENIbHOM BIACTH.

3. Arrectanus OKCHEPTOB Ha IMpaBO TNPOBEICHHUS  OMOMEAMLIMHCKOW  AIKCHEPTH3BI
OMOMEUITMHCKUX KJIETOYHBIX MPOAYKTOB OCYIIECTBISETCS KBANU(DUKAIMOHHBIMA KOMHUCCHIMU
YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa MCIOJIHUTENBHOW BIACTH HE peXe YeM OJUH pa3 B
IIATH JIET.

4. DxcmepT NpU TPOBEACHUH OWOMEIUIIMHCKON JKCHEPTHU3Bl OMOMETUIIMHCKUX KJIETOYHBIX
MIPOAYKTOB 00s3aH:

1) MNpOBOAUTL HCCJICOOBAHUC IMPCACTABJIICHHBIX CMY 00BEKTOB HCCJIICAO0BaHUsA, NOKYMCHTOB U
(I/I.III/I) MaTCpruajIoB, OCYHICCTBIIATL OLCHKY IIPCAIaraCMbIX MCETOJOB KOHTPOJISI KadCeCTBa
6HOM€,Z[I/ILII/IHCKOFO KJICTOYHOI'O MPOAYKTA, AaBaThb 3aKJIIOYCHHUC IIO NOCTABJICHHBIM NCPCA HUM
BOIIpocaM € COOTBCTCTBYIOIIIUM 000CHOBAHHMEM UJIU 3aKIIFOYCHHUE O HEBO3MOXKHOCTH IMPOBCACHUA
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UM OMOMEIMIMHCKOM  JKCHEepPTH3bl OMOMEOUIIMHCKUX  KJIETOYHBIX TMPOIYKTOB,  €CIH
MIOCTaBJICHHBIE BOIPOCHI BBIXOAAT 3a IpeleNbl CHEeNHMaIbHBIX 3HAHWN HJKcrepTra JIMOO eciu
OOBEKTHI MCCIEIOBAHUMN, TOKYMEHTHI U (WJIM) MaTepHajbl HEPUTOAHBI WIM HEAOCTATOUHBI IS
IIPOBEACHUS UCCIIEIOBAHUN U JaUU 3aKJIIOUCHUS;

2) obecrieynTh HaJUICKAIIECEe XPaHEHUE MPECTABICHHBIX 00BEKTOB HCCIEAOBAHUMN, TOKYMEHTOB
U (WI1KM) MaTepuasos.

5. DKcHepT He BIIpaBe:

1) mpoBOIUTH OMOMEIMIMHCKYIO 3KCIEPTU3Y OMOMEIMIIMHCKHX KJIETOUHBIX MPOIYKTOB IO
00paIIeHUIO HETIOCPEACTBEHHO K HEMY IOPUINUECKUX WIH (PU3NYECKUX UL,

2) caMOCTOSTEIbHO COOMpATh MaTepHalibl JJsl NPOBEACHUS OMOMEIUIIMHCKONW SKCIEPTU3BI
OMOMETUITMHCKUX KJIETOYHBIX MTPOAYKTOB;

3) mpoBOAUTH KOHCYJIbTAIMK B 00JacTU MPO(ECCHOHAIBLHOU JESTENFHOCTH BHE CIIy)KEOHOTO
3a/1aHus;

4) pasrnamare CBEIEHUS, KOTOpBIE CTaad €My H3BECTHBI B CBSI3U C IPOBEACHUEM
OMOMEUITMHCKON SKCIEPTU3bl OMOMEIUIIMHCKUX KIETOYHBIX MPOJIYKTOB, a TAaKXKE CBEJCHMUSA,
COCTABJIAIOLIME TOCYAAPCTBEHHY0, KOMMEPUYECKYI0 WM UHYIO OXPAHIEMYI0 3aKOHOM TalHY.

6. Kaxnaplii skcnepT, BXOISAIIMA B COCTaB KOMHUCCHUHM AKCIEPTOB 3KCIEPTHOIO YUPEXKIACHUS,
KOTOPOH MOPYYEHO MPOBEACHUE OMOMEIUIIMHCKON IKCHEePTH3bl OMOMEIMIMHCKUX KJIETOYHBIX
IIPOYKTOB, HE3aBUCUMO U CaMOCTOATEJIBHO MPOBOAUT HUCCIEAOBAHUS, OLICHUBACT PE3yJIbTaThl,
MOJyYeHHbIE WM JIMYHO M JPYTUMH 3KCIEepTaMu, U (HOPMYITUPYET BBIBOJBI OTHOCHUTEIHHO
IIOCTaBJICHHBIX BOIIPOCOB B IpeJeIaX CBOUX CIELUAIbHbIX 3HAHUM.

Cratbs 14. DTH4eckas IKCIEPTU3A

1. Oruueckas 9KCHICpTU3a TMPOBOAUTCA COBCTOM TIIO OTHUKE, CO3JdHHBIM B TMOPAIKE,
YCTAaHOBJICHHOM YIIOJIHOMOYCHHBIM (pe,uepaanLIM OpraHom HUCITOTHUTEIbHOM BJIaCTHU, B LCIAX
BbIAa4M 3aK/IHOYCHUA 00 3THYeCKOil 000CHOBAHHOCTH BO3MOKHOCTH MMPOBCACHUA KIMHUYCCKOTO
HUCCICI0OBaHUA 6I/IOMGI[I/II_II/IHCKOI‘ O KJICTOYHOTO IMPOAYKTaA.

2. DKcnepTaMH COBETa 10 3THKE MOTYT OBbITh NPEACTAaBUTEIN MEIUIMHCKUX OpraHu3aluil,
HAay4YHBIX  OpraHu3anuii, 00pa30BaTENbHBIX  OpPraHM3alWi  BBICIIET0  OOpa30BaHMUS,
00pa3oBaTeNbHBIX OpraHU3alUi JOMOJHUTEIBHOTO MPO(ECCHOHATBHOTO 00pa30BaHMs, a TAKXKe
NPEJCTaBUTENN OOIIECTBEHHBIX OPTaHU3AIMM, PETUTHO3HBIX OPraHU3aUi U CPEICTB MAaCCOBOM
uHpOpMaLUU. DTU HKCHEPTH HE JOJDKHBI HAXOIUTHCA B KaKOH-THOO 3aBUCUMOCTH OT 3asiBUTEIIS
U IPYTHX JIUI], 3AWHTEPECOBAHHBIX B PE3YyJIbTaTaX ITHUYECKONU IKCIIEPTH3HI.

3. Omnara yciyr 3KCIEPTOB COBETa IO 3THKE OCYILECTBISETCS HAa OCHOBaHMM JI0IOBOpA,
3aKIIIOYCHHOTO MEXIY YIOJIHOMOYEHHBIM (efepaqbHbIM OpraHOM HCIOJIHUTENBHOM BIIACTH,
KOTOPBIM CO3[]aH COBET IO 3THKE, M JKCIEPTOM COBETa IO ITHKE, 3a CYeT OIOKETHBIX
ACCUTHOBAHUM, MPETyCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (eiepaTbHOMY OpTraHy MCIIOJHUTEIbHON
BJIACTH, CO3JABIIEMY COBET IO 3THKE, B (eiepaJIbHOM OIO/KETe Ha COOTBETCTBYIOIIUM IO/ Ha
o0ecrieyeHne ero JesATeNIbHOCTH, B pa3Mepax, ycTaHoBiIeHHBIX IIpaBurenbctBom Poccuiickoit
denepauuu.

4. 3KCHCpTBI COBCTA IO 3THUKC HCCYT OTBCTCTBCHHOCTHL B COOTBCTCTBHUU C 3aKOHOAATCIHCTBOM
Poccutickoit @enepanuu.

5. CocraB coBeTa IO 3TUKE, MOJIO)KEHHE OO0 3TOM COBETE, MOPSAOK €ro JesTeIbHOCTH,
TpeOOBaHUs K KBATH(PHUKALUU U ONBITY pabOTHI MO 3KCIIEPTHOM OLIEHKE HAYYHBIX, METUIIMHCKUAX
U 3TMYECKUX aCHEKTOB KIMHUYECKUX HMCCICTOBAHUN OMOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB,
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MIPEABSBIIAEMBIE K DKCIIEPTAM COBETA 110 3THUKE, OPSIOK OPraHU3aluU U IIPOBEICHUS 3TUUECKOU
SKCHEepTH3bl, (opMa 3aKIIOYEHHS COBETa IO STUKE YCTAHABIMBAIOTCSA YIOJIHOMOYEHHBIM
¢denepanbHBIM OpPraHOM HCIIOJIHUTENBHONW BIAacTH. YHWCIO MpencTaBUTENCH MEAUIUHCKUX
OpraHu3alii W HAay4HBIX OpraHU3alMii HE MOXKET IMPEBBIIIATh MOJOBHHY OT OOIIEro YMcia
JKCIIEPTOB COBETA 110 OTHKE.

6. ndpopmanusa o cocraBe coBeTa MO ITHKE, IUIAaHAX €ro paboThl U TEKyIeH AEATeIbHOCTH
pasmemiaercs Ha  OQHUIMAIBHOM  CaiiTe  yMOJHOMOYEHHOro  (henepanbHOrO  opraHa
WCTIOJTHUTENILHOM BJIACTH B MH(POPMALIMOHHO-TEIEKOMMYHUKaIMOHHON cetn "HMHTepHeT" (manee
- ceTb "MIHTEpHET") B yCTAaHOBIIEHHOM UM MOPSAIKE.

7. DTndeckas 3KCIEPTU3a, COCTABIEHUE COBETOM I10 3THUKE 3aKIIOYEHHUH O BO3MOXHOCTH WIIU
HEBO3MOXXHOCTH MPOBEICHUS KIMHHUYECKOTO HCCIEAOBAHUS OHOMEAUIIMHCKOTO KJIETOYHOTO
NPOAyKTAa W HAampaBl€HUE OTHX 3aKIIOYEHUH B YIOJIHOMOYEHHBIH (QenepaabHblii opraH
WCTIOJTHUTEJIHOM BJIACTH OCYILECTBIISIOTCS B CPOK, HE MPEBBINAIONINNA TPUALATH PabOUYNX THEH
CO JHS TIOJIy4E€HHUS] COBETOM IO STHKE 3aJaHusl YIOJIHOMOYEHHOIro (heaepalibHOrO OpraHa
WCTIOJIHUTEJIHOW BJIACTH M HEOOXOAMMBIX JOKYMEHTOB, YKa3aHHBIX B IMyHKTax 1 - 11, 13 yactu 2
ctatbi 9 Hacrosero denepaabHOro 3aKOHA.

8. JIoKyMeHTBI, coliepKaliiecsi B PErUCTPALMOHHOM JIOChE M IOCTYIHBIIME B COBET IO ITHKE
JUIsL TIPOBEICHUS 3TUYECKOW OKCIEPTHU3bl B LENAX IOJYYEHHUS Pa3pelICHUs Ha IIPOBEICHUE
KIIMHUYECKOTO HCCIIE0OBaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa, MOJIekKAT BO3BpaATy B
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOJHUTEIBHOM BIACTH.

Cratps 15. Dkeneprusa kadecTBa OMOMEIMIMHCKOI0 KJIETOYHOIO MPOAYKTA M IKCIEPTH3a
AOKYMEHTOB JJIsl NOJIyYeHHs] pa3pelleHUus] HA NMPOBedeHHe KJIMHMYECKOro HMCCieI0BaHUs
OMOMeIMIMHCKOI0 KJIeTOYHOI0 MPOAYKTAa

1. DkcnepTr3a KayecTBa OMOMEAUIMHCKOTO KIETOYHOTO MPOIYKTa, SKCIEPTH3a TOKYMEHTOB ISt
MIOJIyYE€HHUsl pa3pellieHUss Ha MPOBEACHHUE KIMHUYECKOTO HCCIECJOBAHHUS OMOMEAMIIMHCKOIO
KJIETOYHOTO TPOJYKTa, COCTaBICHHE KOMHUCCHEM OKCIEPTOB OSKCIEPTHOIO YUPEXKICHUS
3aKIIOYCHHST O TIOATBEPXKICHMM KayecTBa OHMOMEAMLIMHCKOTO KIETOYHOTO NPOAYKTa H
BO3MO>XHOCTH IPOBEACHMSI €r0 KJIMHUUYECKOTO UCCIIEIOBaHMsI WIIM O HEMIOATBEPKIACHUH KaueCcTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa U HEBO3MOXKHOCTH IPOBEICHUS €ro KIMHUYECKOTO
UCCIIEIOBaHMs, HANpaBICHUE COOTBETCTBYIOLIETO  3aKJIIOUYEHUS B  YIOJHOMOYEHHBIN
(benepanbHBIi OpraH UCIIOJIHUTEFHON BIIACTH OCYIIECTBIISIIOTCS B CPOK, HE MPEBHIIIAIONINNA CTa
pabounx AHEW CO JAHSA TOJYYECHHS OSKCIEPTHBIM YUPEKICHHEM 3a/aHUsl YHOJIHOMOYEHHOTO
(benepanbHOrO OpraHa MCIOJHUTENIBHONW BIACTH C MPUIIOKEHHEM HEOOXOIUMBIX JTOKYMEHTOB,
yKa3aHHbIX B IyHKTax | - 11, 13 wactu 2 cratbu 9 Hacrosimero @enepanbHOro 3aKOHa.

2. B Teuenue miectupecsaTH pabouMx MHEH CO JHS TOJNYYEHHUs 3asBUTEIEM OT JKCIIEPTHOTO
YUPEXKICHUS YBEAOMIICHHUS O TONYyYEHUU YKA3aHHBIM OKCIEPTHBIM YUPEXKICHUEM 3aJlaHus
YIOJTHOMOYEHHOTO (penepaqbHOr0 OpraHa HCHOJHUTEIBHON BIACTH, YKAa3aHHOTO B 4YacTd |
HACTOSIIEH CTaThH, 3asABUTENb MPEACTABISET B OSKCIEPTHOE YUPEKICHUE I IMPOBEICHUS
AKCIEePTH3bl KauecTBAa OMOMEIMIIMHCKOTO KIETOYHOTO MPOIYKTa 00pasibl OMOMEAHIIMHCKOTO
KJIIETOYHOTO TMPOMYKTA, KJICTOYHON JIMHUW (KJICTOYHBIX JUHUH), MEIUIIMHCKUX W3JEIHH,
JIEKapCTBEHHBIX MPEMapaToB, BEIIECTB, BXOISIIUX B COCTaB OMOMEIWIIMHCKOTO KJIETOYHOTO
MPOJYKTa, TPUMEHSIEMbIE TIPH MPOBEIACHUU OKCIEPTU3Bl KauyecTBA OMOMEIMIIMHCKOTO
KJIETOYHOTO MPOJYKTa IMyTeM CPABHEHHSI C HUIMH UCCIIETyeMOTr0 OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJYKTa, B KOJUYECTBE, HEOOXOAMMOM JUIsi BOCIPOM3BEICHUS METOJOB KOHTPOJS KadecTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJIYKTa, B TMOPSAIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
deneparbHBIM OPraHOM UCTIOTHUTEIHLHOUN BIIACTH.

3. Ilpu momyueHun oOpa3OB OMOMEIMIMHCKOTO KJIETOYHOIO MPOAYKTAa M HMHBIX 00pasloB,
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yKa3aHHBIX B 4YacTW 2 HACTOSIIEH CTaThbH, OSKCIEPTHOE YUPEKACHUE BBIAACT 3asBUTEIIO
JTOKYMEHT, MOJITBEPKAAIOUINIA MOTyYeHNEe yKa3aHHBIX 00pasloB, U B CPOK, HE MPEBBIIIAIOLIHIA
Tpex pabo4ynx MAHEH CO JHSA TOJNY4YCHUS YyKa3aHHBIX o00pas3loB, yBEIOMISET 00 3TOM
YIIOJIHOMOYEHHBIN (heiepaibHbIi OpraH UCIIOJTHUTEIBHOM BIACTH.

4. B ciyuae, ecnu 3asABISIEMbI CPOK XpaHEHUS OWOMETUIIMHCKOTO KIIETOYHOTO IPOIYKTa
COCTaBJIIET MEHEe MATHAAUATH CYTOK, JKCIIEPTH3a KauecTBa OMOMEIHMIIMHCKOTO KJIETOYHOTO
MPOAYKTa MPOBOJUTCS B TOPSIKE, YCTAHOBICHHOM YIIOJHOMOUYEHHBIM (peepaibHbIM OPraHOM
WCIIOJIHUTEIIBHONM ~ BJIACTH, KOMHCCHEM DKCIIEPTOB DJKCIEPTHOIO YYPEXKICHUS B MECTE
MIPOM3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJIYKTa C HCIOJb30BaHUEM O000pYyI0BaHHS
MIPOU3BOIUTENS, IPU STOM 3asBUTENb B TEUCHHUE LICCTUACCATH PAOOUYNX JHEW CO JHS MOTyUCHHS
OT DKCHEPTHOTO YYPEXACHUSA, YKa3aHHONO B 4YacTW | HacToAlEd cTaTbd, YBEIOMJICHHUS O
MOJyYEeHUH UM 3aJaHHUs YIOJIHOMOYEHHOTO (eepabHOrO OpraHa HCIOJIHUTENIBHOM BIIACTH
YBEIOMIIIET DKCIEPTHOE YYPEKIEHUE O TOTOBHOCTH K IIPOBEICHHUIO JKCIEPTU3bI KAaueCTBA
OMOMETUITMHCKOTO KJIETOYHOTI'O IIPOIYKTa B MECTE MPOU3BOICTBA ONOMETUIIMHCKOTO KJIETOYHOTO
IIPOJYKTA.

5. Vka3aHHBIC B 4acTX 2 U 3 HACTOSILEH CTaThH CPOK JUI MPEACTABICHUS 3asiBUTEIEM 00pa3IioB
OMOMETUIIMHCKOTO KJIETOYHOI'O MPOIYKTa U MHBIX 00Pa3IoB M CPOK YBEIOMIICHHS SKCIEPTHBIM
yupexaeHueM 00 3TOM YIOJHOMOYEHHOTO (ellepaJbHOro OpraHa HCIOJHUTEIbHON BIACTH HE
BKJIIOUYAIOTCS B CPOK MIPOBEIEHUS IKCIIEPTU3, IPELYCMOTPEHHBIX YaCThIO | HACTOAIIEN CTATHU.

6. DKCHEpPTHBIM YyUYPESKICHHEM U3 00pa3loB KIETOYHON JHHUM (KJIETOYHBIX JIMHHI),
MPE/ICTABICHHBIX HA OJKCIEPTU3y KadecTBa OHOMEAWIIMHCKOTO KIETOYHOTO MPOJYKTa,
COCTaBIISIETCS KOJUJICKIMSI TIOCTOSHHOTO XpaHEHHUs 00pa3lloB CTaHIAPTH30BAHHBIX KIIETOUHBIX
TUHUHN, (QopMHpOBaHWE, WCIOJNB30BAaHHWE, XpaHEHUE, YYeT U YHHUYTOXKEHHE KOTOPOW
OCYIIECTBIISIIOTCS B TIOPSAKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM (heepaabHbIM OpPraHOM
WCTIOJTHUTEIILHOM BJIACTH.

7. JIOKyMEHTBI, COAEpXKAIIMECs B PETUCTPALMOHHOM JOChE M IOCTYNHMBIIME B DJKCIIEPTHOE
YUpEeXKIACHUE I IPOBEICHUS COOTBETCTBYIOIIUX JKCIIEPTU3 B LEIAX IIOJIYyUYEHHUs pa3pelIeHUs Ha
MIPOBE/ICHUE KIMHUYECKOTO MCCIeI0BaHNUs OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTA, MOJIekaT
BO3BpATy B YIOJIHOMOYEHHBINH (elepaibHblii OpraH MCTOJIHUTEIBHOW BIACTH OJHOBPEMEHHO C
3aKJII0YEHUEM 110 Pe3yJIbTaTaM 3TUX DKCIEPTU3.

Cratps 16. IlosryuyeHne U OLeHKA 3aKJIIOYECHUI M0 Pe3y1bTaTaM 3KCIEPTH3, IPOBEACHHBIX B
HeJsiX  BbIAaYM  paspelieHMs HAa  NpPOBeJeHMe  KJIMHHUYECKOr0  HCCJIeJOBaHHS
OMOMeIMIMHCKOI0 KJIeTOYHOI0 MPOAYKTa

1. B cpok, He NpeBHIIAOIMNN MATH padOYMX THEH CO AHS MOJYUYEHUS 3aKIIOUYEHUs KOMHUCCUU
9KCIIEPTOB 3KCIEPTHOIO YUPEKIEHHUS, yKa3aHHOro B 4acTtu | crateu 15 Hacrosiero
@denepalIbHOTO 3aKOHA, M 3aKIIOYEHHs COBETa IO 3THUKE, YKa3aHHOIO B 4acTh 7 crareu 14
Hacrosimero denepanbHOTO 3aKOHA, YIMOJHOMOYEHHBIN (peepanbHblii OpraH WCHOIHUTEIbHOM
BJIACTU OCYLIECTBIISIET OLEHKY MOCTYNUBIIUX 3aKIIOYEHUN IUISA ONPEICIICHUS] UX COOTBETCTBUS
3a/IaHMSIM Ha IPOBEICHUE COOTBETCTBYIOLIUX SKCIIEPTU3 U YBEAOMIIAET 3asIBUTEIS B IUCbMEHHOU
¢dbopme o mpeCTaBIEHHBIX M0 Pe3yIbTaTaM MPOBEICHHBIX IKCIIEPTH3 3aKITIOUCHHSIX.

2. Ilpm mnonyyeHUM 3aKIOYEHHMs] KOMMCCHUM OKCIEPTOB JKCIEPTHOIO YUPEXKIEHUS O
MOJATBEPXKICHUN KayecTBa OWOMETUIIMHCKOTO KIETOYHOTO TMPOAYKTa M BO3MOXHOCTH
IIPOBEACHUS €r0 KIMHUYECKOIO UCCIENOBaHUA U 3aKJIIOYECHMS COBETA 110 ATUKE O BO3MOXKHOCTH
NPOBEICHUS  KIIMHUYECKOTO  HWCCIEAOBAaHHUS ~ OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOIYKTa
YIIOJIHOMOYEHHBIH  (peliepaibHblii  OpraH  MCIOJHHUTEIBHOH  BIACTH  NPUOCTAHABIMBACT
MPOBEJICHUE TOCYAAPCTBEHHOM pETUCTpAlil OHMOMEAMLIUHCKOTO KIETOYHOTO TMPOIYKTa [0
[oJa4yy 3asBUTENIEM B YIOJIHOMOYEHHBIH (hefepalbHblii OpraH HCIOJHUTEIBHONH BIIACTH
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3asBJICHUS O BO300HOBJICHHUU TOCYAApPCTBEHHOW PErucTpaluyd OMOMEIMIUHCKOTO KJIETOYHOTO
IIPOJYKTA.

3. Ilpy mnomydeHMM 3aKIIOYEHHS KOMHUCCHUM DJKCIEPTOB JKCHEPTHOTO YUPEKICHHUS O
HETMOATBEP)KIACHUM KayecTBa OHMOMEIMLIMHCKOTO KIETOYHOTO TPOIYKTa M HEBO3MOXHOCTH
IIPOBEJIEHUSI €r0 KJIMHMYECKOIO MCCIEIOBAHMUS WM 3aKIIOYEHMs] COBETa II0 JTHKE O
HEBO3MOXHOCTH TPOBEICHUS KIMHHUYECKOTO HCCIEAOBAHUS OHOMEAUIIMHCKOTO KJIETOYHOTO
NPOAYKTa YHOJHOMOYEHHBIM (hefepaibHblii OpraH HCIOJHUTEIBHOM BIIACTH MPUHUMAET
pelieHre O TMPEeKPalIeHUH TOCYIApCTBEHHOM perucTpanuv OHOMEAMLIMHCKOTO KIETOYHOTO
NPOAYKTa U yBEIOMJISIET 00 3TOM B MUCBMEHHOM (popMme 3asBUTENSI.

Cratps 17. Pemienue o Bbliauye paspelieHUs] HA NMPOBeJeHNe KIMHUYECKOro HCCJIeJ0BaHus
OMOMeIMIMHCKOI0 KJIeTOYHOI0 MPOAYKTa

1. Ins momy4deHus pa3peieHus Ha MPOBeICHHE KITMHUYECKOTO UCCIIEA0BAaHMS OMOMEIUIIMHCKOTO
KJIETOYHOTO MpPOJYKTa 3asBUTENb, MOJIYYUBIIMM B COOTBETCTBMM C 4acTeio | crtateu 16
HacTosuero denepaqbHOro 3aKOHa yBEAOMJIEHHE O BBIHECEHUM IO pe3ysbTaTaM 3KCIEPTHU3,
yKa3aHHbIX B MyHKTe 1 wactu 1 ctateu 12 Hactosmiero denepalibHOTO 3aKOHA, 3aKIIIOUEHUS
KOMHUCCHH IKCIIEPTOB IKCIIEPTHOTO YUPEKIACHUSI O MOATBEPKICHUM KadecTBa OMOMEAUIIMHCKOTIO
KJIETOYHOTO MPOAYKTa M BO3MOKHOCTH IPOBEAEHUS €ro KIMHUYECKOTO MWCCIEAOBAaHUSA U
3aKJIIOYEHUSI COBETa IO ATHKE O BO3MOXKHOCTH NPOBEICHMS KIMHUYECKOI'O MCCIEI0BaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJYKTa, MPEACTABISCT B YIOJHOMOYEHHBIN (heaepaibHbINd
OpraH UCIIOJHUTEIBHOMN BIIACTH!

1) 3asBneHne o0 BblJAaYe pa3pelleHUs HAa IPOBEACHHE KIMHUYECKOIO HCCIIEN0BaHUS
OMOMETUITMHCKOT O KJIIETOYHOTO POIYKTa;

2) Opomropy HCCIeaoBaTeNsl, MPEACTABISIONIYI0 COOO0H CBOIHOE W3IIOKEHHUE pPE3yIbTaTOB
JOKJIIMHUYECKOTO HCCIEAOBAaHUS OMOMETUIIMHCKOTO KJIETOYHOTO NPOAYKTa U KIMHUYECKOTO
UCCIIeIOBaHMS OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOIYKTa;

3) cBeneHus: 06 ombiTe pabOTHI MCCIeIOBaTEIeH MO0 COOTBETCTBYIOIINM CHEIHMAIBHOCTIM M UX
ornpITe pabOTHl MO TMPOBEJICHHUIO KIMHUYECKHX HCCIIEIOBAaHUN OMOMEIUIIMHCKUX KIETOYHBIX
MIPOIYKTOB;

4) KOIUIO TOTOBOpa 0053aTENFHOIO CTPaXOBAHUS JKU3HU, 3J0OPOBbS MALMEHTA, YYaCTBYIOIIETO B
KJIMHUYECKOM HCCIIEIOBaHUM OMOMEIUIIMHCKOTO KJIETOYHOIO TNPOJAYyKTa (jajee - JOroBOp
00513aTeNIbHOTO CTPaxOBaHMA), KOTOPHIH 3aKJIIOYEH B COOTBETCTBHHM C THUIIOBBIMH IpPaBUIAMHU
0053aTeNIbHOTO CTPAXOBAHUS JKU3HU, 370POBbS MAIMEHTA, YYACTBYIOUIETO B KIMHUYECKOM
UCCIICIOBAaHUHM OMOMEIHMIIMHCKOTO KJIETOYHOIO MpPOAYKTa, YTBEpxaaeMbiMu IIpaBuTEnbcTBOM
Poccuiickoit denepanyu (mganee - TUMIOBBIE IPaBUiIa 00s3aTEILHOTO CTPAXOBaHU), C YKa3aHUEM
CBEIECHUNM O IIPEACIBHOM YHCIEHHOCTH IIAIIMEHTOB, YYaCTBYIOIIMX B  KIMHUYECKOM
UCCIIEIOBAaHUH OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTA;

5) cBemeHUS O MEOUIMHCKUX OpraHU3alMsX, B KOTOPHIX IPENNojaracTcs IpOBEICHHUE
KJIMHUYECKOTO  HCCIIEJIOBAaHUS  OMOMEIMIIMHCKOTO  KJIETOYHOTO MpoayKkTa (TOJNHOE W
COKpallleHHOE HAaUMEHOBaHMs, OPraHU3allMOHHO-TIPaBoOBasi (popMa, MECTO HAXOXKICHUS, MECTO
OCYILECTBIICHUS JESATEIBHOCTH, TeIedoH, Tenedakce, axpec 3MEKTPOHHOH MOYTHI, CBEICHHS 00
aKKpeIuTallud Ha TpaBO TNPOBENEHHUS KIMHUYECKUX MCCIEJOBAHUN  OMOMEIMIIMHCKUX
KJIETOYHBIX MPOAYKTOB KaXXA0H MEAULIMHCKON OpraHU3alin);

6) cBedeHMs O TPEANOJaraéMbIX CpOKax IMPOBEACHMSI KIMHUYECKOTO HCCIIEN0BaHUS
OMOMETUITMHCKOT O KJIIETOYHOTO IPOIYKTa;

7) PEKBU3UTHI TOKYMEHTA, NMOATBEPKAAIOIIEIO YIUIATy FOCYAAPCTBEHHOW MOLUIMHBI 3a BbIAAUy
paspellieHusT Ha IPOBEIEHUE KJIMHUYECKOTO MCCIEN0BAaHUSA OMOMEAMIIMHCKOIO KJIETOYHOIO
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MIPOJYKTAa.

2. B cpok, He mpeBbIIAIOIINN NATH pabouux THEH co JHS MPUHATHS YKa3aHHBIX B 4acTu |
HACTOSIIIEH CTaThU 3asBJICHUS M JOKYMEHTOB, YIIOJHOMOYEHHBIH (QenepaibHblii opraH
HCIIOJIHUTEJILHON BIIACTH:

1) npoBoAMT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COJEp)KalluXcsi B
IIPEACTABIICHHBIX 3asIBUTEIIEM JTOKYMEHTAX;

2) NpUHMMAET PELIEHUE O BbIJAYE pa3pelICHHs Ha NPOBEACHHE KIMHUYECKOTO HCCIIEN0BaHUS
OMOMETUITMHCKOTO KJIETOYHOTO MPOIyKTa Wi 00 OTKa3e B BbIJaue YKa3aHHOTO pa3pelIeHuUs;

3) yBenoMJisieT B MUCHMEHHOW (hopMe 3asBUTENS O MPUHATOM pPELICHUH (B Cllyyae MPUHITHS
perieHust 06 0TKa3e ¢ yKa3aHUEM MPUYMH TaKOTO OTKa3a);

4) BbIOACT pa3pelleHHE HAa MPOBEACHHE KIMHUYECKOTO HCCIEJOBaHHUS OMOMEAMIIMHCKOIO
KJICTOYHOTO MPOAYKTa B IMOPSIKE, YCTAHOBICHHOM YNOJHOMOYEHHBIM (pe/iepanbHbIM OpraHOM
HCIIOJIHUTEJILHOM BJIACTH.

3. B cnyuae BBISBIEHUS HENOJHOTHl WJIM HEJOCTOBEPHOCTH CBEIEHUM, COJEp)Kaluxcs B
NPEJCTABICHHBIX  3asABUTENIEM  JOKYMEHTax, YIOJIHOMOYEHHBIH  QenepaabHblii  opraH
WCTIOJIHUTENILHOW BIIACTH HAIIPABIISICT 3asBUTEIIO 3alpoc 00 YTOYHEHMU YKa3aHHBIX CBEICHUI.
JIaHHBINA 3ampoc MOXKET OBbITh MepelaH YIMOJHOMOUYEHHOMY IPEICTaBUTENIO 3asBUTEINS JTHMYHO
O] PACIHUCKY, HAIPaBJICH MO MMOYTE 3aKa3HBIM IMMCHMOM WIIM NIEpeiaH B 3JIEKTPOHHOM (popme 1o
TEJIEKOMMYHUKA[MOHHBIM KaHaJlaM CBA3U. B ciydae HampaBieHUs NaHHOIO 3aIpoca IO I0YTe
3aKa3HbIM IIMCbMOM OH CUMTAETCS MOJYYEHHBIM 110 UCTCUCHHUH LIECTU JHEHN C JaThl HAIIPABIICHUS
3aKa3HOrO IKUChMa.

4. 3asBuTENnb 00s3aH MPEACTABUTh OTBET HA 3aIPOC YMOJIHOMOYEHHOTrO (elepajbHOro opraHa
HCIIOJIHUTENILHOM BJIACTH, YKA3aHHBIN B YaCTH 3 HACTOSILEN CTaTbU, B CPOK, HE IPEBBIIAIOIINN
JEeBSIHOCTa pabOuYMX AHEW CO JHS MOJy4YeHHs AaHHOro 3ampoca. Cpok, yKa3zaHHBIH B yacTtu 2
HACTOSIIEH CTaTbd, IIPUOCTAHABIMBACTCA CO JHS HAIpaBICHUS 3asABUTEIIO0  3alpoca
YIIOJIHOMOYEHHOTO (peiepabHOIO OpraHa HCIHOJIHHUTENBHOM BJIACTH N0 AHA MOJYYCHUS HM
OTBETA HA TAHHBIN 3a1poc.

5. OcHoBaHusIMM [Ji1 OTKa3a B BblJau€ pa3pellieHHus Ha MPOBEACHHE KIMHUYECKOIO
UCCIIeTIOBaHUS OMOMETUITMHCKOTO KIETOYHOTO MPOAYKTA SBJISIOTCS HEMPEACTABICHHUE B MIOJTHOM
o0BeMe JOKYMEHTOB, YKa3aHHBIX B 4aCTH | HACTOSIIIEH CTAaThU, HEMPEICTABICHHUE 3asSBUTEIIEM B
YCTAaHOBJICHHBIH CpPOK OTBETa Ha 3ampoc YIOJIHOMOYEHHOro (eaepaabHOro OpraHa
WCIIOJTHUTENIbHOM BJIACTH, YKa3aHHBIM B 4YacTH 3 HACTOSIIEH CTaThbH, WJIM HECOOTBETCTBUE
CONIEp’KaHUsl  TMPEACTABICHHBIX  3aABUTEIIEM  JIOKYMEHTOB  TPEOOBAHHSIM  HACTOSIIETO
denepanbHOro 3aKOHa.

Crarps 18. Dkcnmepruza 3¢ ¢GeKTHBHOCTH OHMOMEIMUIMHCKOI0 KJIETOYHOr0 NPOAYKTAa W
JIKCIEPTHU3a OTHONIEHUS OKHMIAAEMOl MOJb3bl K BO3MOKHOMY PHCKY NpPpHMEHEHUs
OMOMEIMIMHCKOT0 KJI€TOYHOr0 MPOAYKTA

1. Oxcnepruza 3(p(dekTHBHOCTH OHOMEAMIIMHCKOTO KJIETOYHOTO NPOAYKTa W SKCIEpTH3a
OTHOILICHHUS OXHUJAeMOW TOJNb3bl K BO3MOXXHOMY PHUCKY MpPHUMEHEHHS OHOMEIUIITHCKOTO
KJIETOYHOTO IMpPOAYKTA, COCTABJICHHE KOMHUCCHEH HKCHEPTOB HKCHEPTHOTO YUPEKICHHS
3aKIIIOYCHUH M0 HMX pe3yjbTaTaM U HalpaBICHUE ATHUX 3aKIIOYCHUH B YHOJIHOMOYECHHBIH
(benepanbHBIii OPraH UCTIOHUTEIBHON BIACTH MPOBOJSATCS B CPOK, HE MPEBBIIAIONINI ABAIATH
ISTH pabovMX JAHEH CO JTHS MOMYYSHHS SKCIIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO 3aJaHHS
YIIOJIHOMOYEHHOTO  (peiepanbHOr0  OpraHa HCIOJHUTENBHOW BJAacTH C  JOKyMEHTaMH,
yKa3aHHBIMH B MyHKTax 1 - 5, 13 wactu 2 crareu 9 Hacrosimero denepanbHOro 3akoHa, U
OTYETOM O TPOBEICHHOM KIMHMYECKOM MCCIEJOBAHUU OHOMEIUIIMHCKOTO KJIETOYHOTO
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MIPOJYKTAa.

2. Jlns mpoBeneHUs YKa3aHHbIX B 4YacTW | HacTosILENd CTaTbu OKCIEPTU3 3asBUTEIb
NPEJCTABISET B YIIOJIHOMOYEHHBIN (heiepalibHbII OpraH UCIIOTHUTEIBHOM BIIACTH:

1) 3asBieHUe 0 BO30OHOBICHUH TOCYAAPCTBEHHOM PErHCTpalui OMOMEAUIIMHCKOTO KIETOUYHOTO
IIPOAYKTA U IPOBECHUH YKa3aHHBIX B YaCTH 1 HacTOALIEH CTaThbU 3KCIEPTU3;

2) TpOEKThl MaKeTOB IEPBUYHOM YMAaKOBKM M BTOPHUYHOW YMAKOBKM OHOMEIMIIMHCKOTO
KJIETOYHOTO TMPOJYKTa, MPHU HEOOXOAMMOCTH JOpabOTaHHBIE MO pe3yjbTaTaM MPOBEACHHOTO
KIIMHUYECKOTO UCCIIEOBAaHMSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

3) oTueT O TMPOBEICHHOM KIMHHUYECKOM HCCIECIOBAHUM OHOMEIUIUHCKOTO KJIETOYHOTO
NIPOJYKTAa,

4) TPOEKT MHCTPYKIUH 10 TNPUMEHEHUI0 OMOMETUIIMHCKOTO KJIETOYHOTO MpPOAYKTa, IpH
HEOO0XOIMMOCTH JI0pa0OTaHHBIM MO pe3yabTaTaM MPOBEAECHHOI'O KIMHUYECKOT'O HCCIIEIO0BAHHS
OMOMETUITMHCKOT O KJIIETOYHOTO IPOIYKTa;

5) peKBU3UTHl JOKYMEHTOB, IOATBEPKIAIOUIMX YIIaTy TIOCYJapCTBEHHOM IOLIIMHBI 3a
MPOBEJIEHUE OJKCHEPTU3bl APPEKTUBHOCTH OUOMEIMIIMHCKOTO KIIETOYHOTO TIPOAYKTa U
OKCIEPTU3bl OTHOLIEHWS OKUAAEMOW IOJIb3bl K BO3MOXKHOMY pPHUCKY IPUMEHEHUs
OMOMEIUIIMHCKOTO  KJIETOYHOTO0  MPOAYKTa  MpH  TOCYyJAapCTBEHHOW  perucTpanuu
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJYKTa. 3asBUTENb BIIpaBe IMPEACTaBUTh 1O COOCTBEHHOU
MHUIMATUBE YKa3aHHbIE JOKYMEHTBHl. B cilydae HX HENpeACTaBICHUS YIOJIHOMOUYEHHBIN
denepanbHBIi OpraH MCIOTHUTEIBHON BJACTH MpoBepseT (akT yIulaTel TrocyAapCTBEHHOU
NOLUIMHBl HAa  OCHOBAHMU  TPEACTABIECHHBIX  3aiBUTEIEM  PEKBU3UTOB  JOKYMEHTOB,
MOJATBEPXKAAIOUINX €€ YIUIaTy, ¢ MCIOJIb30BaHUEM HH(OpManuu 00 yruiate rocydapCTBEHHOM
MOLIUIMHBI, cozeprkaieiics B ['ocynapcTBeHHON MH(OPMAIIMOHHON CUCTEME O rOCyIapCTBEHHBIX
1 MYHHULIMINIAJIbHBIX IJIATEXKAX.

3. B cpok, He mpeBHINAOUIMA NATH padoYuX JAHEH cO JHS TPHUHATUS 3asABJICHUS O
BO300HOBJICHMM T'OCYJAapPCTBEHHOW PETrUCTpalli OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOIYKTa C
JTOKYMEHTaMH, YKa3aHHBIMU B 4acTsX | U 2 HACTOsIIeN CTaThu, YIOJTHOMOYEHHBIH (eaepanbHbIi
OpraH UCIOJIHUTEIBLHOMN BIACTH:

1) npoBOANT MPOBEPKY MOJIHOTHI U TOCTOBEPHOCTH JAHHBIX, COACPKAIIUXCS B MIPEACTABICHHOM
3asBUTEJIEM OTUYETE O MPOBEACHUHN KIMHUYECKOTO UCCIIEA0BAaHMS OMOMEIUIIMHCKOTO KIETOYHOTO
MIPOJYKTa;

2) IpUHUMAET pEIICHHE O BO30OHOBJIIEHUHM T'OCYNAPCTBEHHON PErucTpaluyl OMOMEIMIIMHCKOTO
KJIETOYHOT'O MPOJAYKTa U NPOBEJCHUM YKa3aHHBIX B 4acTU | HacTOAIIEW CTaTbU AKCIEPTU3 WIN
00 OoTKa3ze B BO30OHOBIICHHMHM TOCYJApCTBEHHON perucTpanuu OMOMEIUIIMHCKOTO KJIETOYHOTO
IIPOJYKTAa U IIPOBEACHUM YKa3aHHBIX dKCIIEPTU3;

3) yBenoMJysieT B MUCHMEHHOW (hopMe 3asBUTENS O MPUHATOM PELICHUH (B Cllyyae NMPUHITHS
perieHust 00 0TKa3e - ¢ yKa3aHHEeM MPUYHH TaKOTO 0TKAa3a).

4. B ciydae BbISBICHUS HEMOJHOTHl WJIH HEIOCTOBEPHOCTU CBEICHUM, COAEpXKAILUXCS B
NPEJCTABICHHBIX  3asABUTENIEM  JOKYMEHTaxX, YIOJHOMOYEHHBIH  QenepaabHblii  OopraH
WCTIOJTHUTEJILHOW BJIACTH HAIIPABIISET 3asBUTEIIO 3alpoc 00 YTOYHEHMU YKa3aHHBIX CBEICHHI.
JIaHHBINA 3ampoc MOXKET OBbITh MepelaH YIMOJHOMOUYEHHOMY IPEICTaBUTENIO 3asBUTEINS JTHMYHO
O] PACIUCKY, HAIpPaBJIECH MO MMOYTE 3aKa3HBIM IMMCHMOM WJIM NIEpeiaH B 3JIEKTPOHHOM (popme 1o
TEJIEKOMMYHUKA[MOHHBIM KaHaJlaM CBA3U. B ciydae HampaBieHUs NaHHOIO 3alpoca IO I0YTe
3aKa3HbIM IIMCbMOM OH CUMUTAETCS MOJYUYEHHBIM 110 UCTCUCHHUHU LIECTU JHEHN C JaThl HAIIPABIICHUS
3aKa3HOro0 MKUChMa.
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5. 3asgBuTens 00s3aH MPEACTaBUTH OTBET HA 3aIPOC YIOJHOMOYEHHOIO (elepajbHOro opraHa
UCIIOJIHUTENILHOM BJIACTH, YKA3aHHBIN B 4acTU 4 HACTOSILEN CTaTbU, B CPOK, HE IPEBBIIAIOIINN
JEeBSIHOCTa paboyuX AHEW CO JHSA MOJy4YeHHs AaHHOro 3ampoca. Cpok, yKa3aHHBIH B yacTu 3
HACTOSIIEH CTaTbW, IIPUOCTAHABIMBACTCA CO JHS HAIpPaBICHUS 3asABUTEIIO0  3arpoca
YIIOJIHOMOYEHHOTO (heIepabHOIO OpraHa HCHOJIHUTENBHOM BIACTH 1O AHA TOJYYCHUS HM
OTBETA HA TAHHBIN 3a1poc.

6. OcHoBaHMeM Ui OTKa3a B  BO30OHOBJIEHHMH T'OCYAApCTBEHHOW  pErHCTpaluu
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTAa M TNPOBEJCHMM yKa3aHHBIX B 4acTh | HacTosmien
CTaThU HKCIEPTH3 SABJSIETCS MPEACTABICHHE JOKYMEHTOB, YKa3aHHbBIX B 4acTsaX | U 2 HacTosmIen
CTaThH, B HEMOJHOM 00BbEMe, HEeNpEACTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha
yKa3aHHbII B yacTW 4 HACTOSIIEH CTAaThU 3alpOC YIMOJIHOMOYEHHOTO (helepanbHOro opraHa
UCTIOJTHUTEJILHOW BJIACTH JIMOO OTCYTCTBHE B IMPEACTABICHHBIX JTOKYMEHTAaX HCUYEPIBIBAIOIIECTO
nepeyHs HeoOXOoAMMON HWHQOpMalWu, KOTOpas MOO/DKHA OBITh OTpakeHa B HHUX, a TaKxke
OTCYTCTBUE WH(OpPMALMU, MOATBEPXkAAOUIeH (akT ymiaaThl ToCylapCTBEHHOW IOILIMHBI 32
MPOBEJIEHUE OJKCHEPTU3bl APPEKTUBHOCTH OUOMEIMIIMHCKOTO KIIETOYHOTO TIPOAYKTa U
OKCHEpPTH3bl  OTHOIIEHHUS  OXHMIAeMOH TONb3bl K BO3MOXXHOMY PHCKY IPUMEHCHHS
OMOMEIUIIMHCKOTO  KJIETOYHOTO0  MPOAYKTa  MpH  TOCYyJAapCTBEHHOW  perucTpanuu
OMOMETUITMHCKOTO KJIETOYHOT'O IIPOIYKTA.

7. Oxcneptu3a 3((HEKTUBHOCTH OHOMEAMIMHCKOTO KJIETOYHOTO NPOAYKTa W SKCIEpTH3a
OTHOIICHUS OXKUJAEMOW TIONB3bl K BO3MOXKHOMY PHCKY TNPUMEHEHHsS OWOMEIUIIMHCKOTO
KJIETOYHOT'O MPOAYKTa, B OTHOLIEHUU KOTOPOro MPOBEAEHBI MEXIYHAPOIHbIE MHOTOLIEHTPOBBIE
KIIMHUYECKUE MCCIENOBAaHUs, 4YacThb M3 KOTOPBIX IpoBeldeHa B Poccuiickoit denepanuu,
OCYIIECTBIISIIOTCSI HA OCHOBAHUU JIOKYMEHTOB, YKa3aHHBIX B yHKTax 1 - 6, 8,9, 12 u 13 vactu 2
ctatbi 9 Hacrosero deaepanbHOro 3aKOHA, B CPOK, YKa3aHHBIN B 4acTH | HacTOsILEH CTaTbH.

Cratps 19. IloBTOpHOEe npoBeAeHHEe OMOMEIMUIMHCKOH JKCIEPTH3bI OHOMEIUIMHCKOIO
KJIETOYHOT0 MPOAYKTA U (WJIN) 3ITHYECKOH IKCIEPTU3bI

1. B ciydae Hanmuuus B 3aKII0YEHUH KOMUCCHU KCIIEPTOB HKCIEPTHOTO YUPEKICHHUS UM COBETa
[0 OTHKE TPOTUBOPEUYMBHIX JAHHBIX, HEOOOCHOBAaHHBIX U (MJIM) HEMOJHBIX BBIBOJIOB,
¢danbcupuKany  BBIBOJAOB OMOMEAMIIMHCKOW 3KCIEPTU3bl OHMOMEIUIIMHCKOTO KJIETOYHOTO
npoayKTa U (WJIM) 3TUYECKOH AKCHEepPTH3bl, COKPBITUS OT YMOJHOMOUYEHHOTO (heaepaibHOTOo
OopraHa HCIIOJHUTEIBHONH BIIACTHM OCHOBaHHW JUIi OTBOJA OKCIEpPTa BCJIEICTBHE €ro
3aWHTEPECOBAHHOCTH B pE3YJIbTaTaX COOTBETCTBYIOIIEH OSKCIEPTHU3bl, HAIUYUS JAHHBIX O
npsMOM JMOO KOCBEHHOM BMEUIATEIbCTBE B MPOLIECC COOTBETCTBYIOIIEH 3KCIIEPTU3bI JIHI, HE
YYacTBYIOUIMX B €€ TNPOBEICHHHM, HO OKAa3aBUIMX BJIMSHHE Ha TPOLECC M pe3yNbTaThl ee
MIPOBE/ICHUS, YIIOJHOMOYECHHBIM (he/iepalbHBIM OpPraHOM HMCIIOJHHUTEIBHOM BIACTH HA3HAYAIOTCS
MOBTOpHAsT OMOMEIUIIMHCKAsT 3KCIepTH3a OMOMEIMIIMHCKOTO KJIETOYHOIO MPOAYKTa U (WJIIH)
MOBTOpHAsi ~ dTHYEecKass odkcrmepTuza. OObeM  MOBTOPHOM  AKCHEPTU3Bl  ONpEIeseTCs
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH.

2. TloBTopHass OWOMENUIIMHCKAs OKCIEPTH3a OWOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa
MPOBOAWTCS B CPOK, YCTAHOBIIGHHBIM  YIIOJIHOMOYEHHBIM  (peiepalIbHBIM  OpraHOM
WCTIOJTHUTENILHON BIACTH W HE TPEBBIIAIOIIUNA cTa padouyux MHEH Co MJHS TONydYeHUs
AKCIIEPTHBIM YUPEKICHUEM 3a/IaHUs Ha MPOBEJCHUE MOBTOPHON OMOMEIUIIMHCKON IKCIEPTU3HI
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, a MOBTOpPHAS JTHUYECKas JKCIEPTH3a - B CPOK, HE
MPEBBIIIAIONINA TATHAAUATH pabovmMX THEH CO JHS TMOJNyYEeHHUs COBETOM IO ITHKE 3aJl[aHUsl Ha
MIPOBEICHUE TOBTOPHON ITUYECKOU IKCIIEPTU3BI.

3. 3KCHepTBI KOMHCCUH DSKCICPTHOI'0 YUPCKACHHUA U YJICHBI COBCTA IO 3TUKC, B OTHOLICHUU
KOTOPBIX YCTAHOBJICHBI 06CTO$ITCHI:CTB3., YKa3aHHBIC B 4YacCTU 1 HaCTOHH_ICﬁ CTaTtbH, HEC
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AOIYCKAIOTCA K ITPOBCACHUIO ITOBTOPHBIX 3KCIICPTUS.

4. @unaHcoBoe oO0ecreYeHHe TPOBEJICHHUS MOBTOPHOW OMOMETUIIMHCKON 3SKCIEPTU3BI
OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa OCYILECTBIISIETCS 3a CYET CPEACTB, IMOJYYCHHBIX
HKCHEPTHBIM YUPEXKICHUEM OT IPUHOCAIICH J0XO0/ ACITEIbHOCTH.

Cratps 20. PemieHue 0 rocyJapcTBeHHOM perucTpanuy OHOMEJUIIMHCKOIO KJIETOYHOIO
NMPOAYKTA

1. B cpok, He MpeBBIAIONINNA MATH Pa0OYNX AHEH CO IHS MOJYUYCHHS 3aKIIOUYCHUA KOMHUCCHU
HKCHEPTOB  AKCHEPTHOTO YUPSXKIACHHS IO  pe3yibTaTaM dKCHEPTU3bl  APPEKTUBHOCTH
OMOMEUITMHCKOTO KJIETOUYHOTO IMPOAYKTAa M JKCIEPTH3bl OTHOLICHHS OXXUIAEMOM IONb3BlI K
BO3MOYKHOMY PHUCKY NMPHUMEHEHHs] OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa, YHOTHOMOYCHHBIH
(benepanbHBI OPraH UCMIOTHUTEIBHON BIACTH:

1) ocylecTBiIsIET OLEHKY MOCTYNMBIINX 3aKJIIOUEHUI IO pe3ysbTaTaM MPOBEIEHUS yKa3aHHBIX
JKCIIEPTU3 Ul OIPENENICHUs COOTBETCTBUS JTHUX 3aKIIOUYCHHMM 3aJaHUI0 Ha IIPOBEICHUE
YKa3aHHBIX JKCIIEPTHU3;

2) NPUHHMMAET pEIIEHHE O TOCYAAPCTBEHHOW PErucTpany OWOMEIUIIMHCKOTO KJIETOYHOTO
NpoayKTa WM 00 OTKa3e B TOCYAAapCTBEHHOW PErucTpand OMOMEIUIIMHCKOTO KJIETOYHOTO
MIPOJYKTa;

3) BHOCHT NpH MPHUHATHUH PEUICHUS O TOCYAapCTBEHHOW PErucTparuyl OHOMEIUIITHCKOTO
KJICTOYHOTO MPOAYKTA JaHHbBIE O 3aPETUCTPUPOBAHHOM OMOMEIULIMHCKOM KJIETOUYHOM MPOIYKTE
B TOCYJApCTBEHHBII peecTp OMOMETUIIMHCKUX KJIETOYHBIX TNPOJYKTOB M BBIAAET 3asBUTEIIO
PErUCTpaIlMOHHOE YAOCTOBEPEHUE OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTa, (opMa KOTOPOTO
YTBEP)KIACTCS  YIOJIHOMOYEHHBIM  (peliepalbHbIM  OpPraHOM  HCHOJHHUTENBHOM  BIIACTH,
COTJIACOBAHHBIC CIECHMU(PHUKAIMIO HA OMOMEAMLIMHCKUN KIETOYHBIM MPOIYKT, MHCTPYKLHUIO TIO
IIPUMEHEHHUIO OMOMEIUIIMHCKOrO KJIETOYHOTO0 NPOAYKTAa, HOPMATHBHYIO JOKYMEHTAIMI0 Ha
OMOMEIUIIMHCKUN KJIETOYHBIA TPOMYKT WM B ClIydae NPUHATHA peuieHus o0 OTKaze B
rOCYJapCTBEHHON PErUCTpaliiy OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa YBEJOMIISIET 00 3TOM
B IUCbMEHHOMU (hopMe 3asiBUTENS ¢ YKa3aHUEM MPUYMH TaKOTO OTKa3a.

2. OcHOBaHUEM MJs1 TPUHATHS YHOJHOMOYECHHBIM (ellepajbHbIM OPraHOM HCHOJIHUTEIbHOM
BJIACTU pEIICHUsI 00 OTKa3e B TOCYAAPCTBEHHOM perHUCTpali OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJAYKTa SIBJISIETCS BBIHECEHHOE IO PE3yJIbTaTaM 3KCIEePTHU3, YKa3aHHBIX B yacTu 1 ctartbu 18
Hacrosimero  denepanbHOTO  3aKOHA, 3aKIIOYEHHE KOMHUCCHM  JKCHEPTOB  SKCIEPTHOTO
YUPEXKACHUS O TOM, 4YTO 3()(HEKTUBHOCTH PETUCTPUPYEMOTrO OHMOMEAMIMHCKOTO KJIETOYHOTO
MPOAYKTa He MOATBEP)KICHA MOJIyYeHHBIMHU JaHHBIMU WM PUCK NPUYMHEHUS Bpela 370POBBIO
YeJloBeKa BCJEACTBUE NPUMEHEHUsS OHMOMEIMLIMHCKOTO KIETOYHOIO MPOAYKTa IPEBBIIIACT
3¢ (HEeKTUBHOCTH €T0 MPUMEHEHUS.

Cratps 21. PerncTpannoHHoe y1ocToBepeHre 0HOMEeIHIIHHCKOT0 KJIEeTOYHOI0 MPOAYKTA

1. PerucrpanoHHOE YIOCTOBEpEHHE OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa Ha BIEPBBIC
peructpupyembiii B Poccuiickoit @eaepanuu OMOMETUITMHCKUN KIETOYHBIA MPOAYKT BBIIACTCS
CO CPOKOM JEHCTBUS IATH JIET.

2. Ilo wucreueHMM YyKa3aHHOTO B YacTH | HacToOALIEH CTaThM CPOKA CpPOK JEHCTBUS
PETUCTPAIIMOHHOTO YJOCTOBEPEHUST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa IPOJJIEBACTCS
KaQ)KJIbIE IISTh JIET IIPU YCIIOBUU MTOATBEPKICHUS €0 I'OCY IapCTBEHHON PETUCTPALIUU.

3. B ciydyae BHeceHMs B COOTBETCTBUM CO cTaThed 23 Hacrosimero denepaibHOro 3akoHa B
JOKYMEHTBI,  COJEpJKallhecss B  PETUCTPALlMOHHOM JIOCBE€ Ha  3aperUCTPUPOBAHHBIN
OMOMETUITMHCKUN KJIETOUHBIA MPOJIYKT, N3MEHEHUH, 3aTparuBarouX CBEICHUS, OTPAKCHHBIEC B
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PETUCTPAIIMOHHOM YJJOCTOBEPEHUN OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA, YIOTHOMOYCHHBIH
(benepanbHBIil OpraH UCTIOJIHUTEIBHON BIIACTH BBIIAET HOBOE PErHCTPALMOHHOE YJJOCTOBEPEHHE
OMOMETUITMHCKOTO KJIETOYHOTO POIYKTa C YYETOM U3MEHEHUI.

4. 3a BbpIIA4y PETHUCTPALIMOHHOTO YIOCTOBEPEHHS OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOIYKTa
B3UMAaeTCAd TOCYJapCTBEHHas I[OLUIMHA B pa3Mepe U IOpsAAKE, KOTOPBIE YCTAaHOBJICHBI
3aKoHOJaTenbCcTBOM Poccuiickoit deneparyu o Hanorax u coopax.

5. Opranuzanus, Ha UMsI KOTOPOH BBIAHO PETHCTPALIMOHHOE YAOCTOBEPEHNUE OMOMEIUITTHCKOTO
KJIETOYHOTO  MPOJYyKTa,  SABJAETCA  BJIAAEIbLEM  PETHCTPALMOHHOIO  YAOCTOBEPEHUS
OMOMETUITMHCKOTO KJIETOYHOTO IPOIYKTA.

6. B cimyuyae yTparhl MM TOBPEKICHUS PETUCTPALIMIOHHOIO YAOCTOBEPEHUS OMOMEIUIIMTHCKOTO
KJIIETOYHOIO IIPOAYKTa [0 INHCbMEHHOMY 3asBJIICHUIO BJIAJIEIbL@ PErUCTPALMOHHOIO
yIIOCTOBEpEHHs] OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa WM YIOJHOMOYEHHOI'O UM JIMLA O
BbIlaye JAyOJMKaTa pPErHCTPAllMOHHOTO YJOCTOBEPEHUs OHMOMEIMLMHCKOTO KJIETOYHOTO
NPOAYKTa YHOJHOMOYEHHBIH (enepalbHblii OpraH HCHOJHHUTENbHOM BJIacTH B CPOK, HE
NPEBBILIAIONINNA IeCATH pabouyux JHEH CO JHS TOCTYIUICHHS TaKOro 3asBICHHS, BBIJACT
DyOJIMKaT PErUCTPAMOHHOTO YJOCTOBEPEHHS OMOMEIUIIMHCKOIO KJIETOYHOrO MpPOayKTa. 3a
BbIlauy yONMKaTta perucTPaliOHHOTO YAOCTOBEPEHHUS OHOMEIMIMHCKOTO KJIETOYHOTO
IIPOAYKTA B CBSI3U C YTPAaTOM WM MOBPEXKACHUEM JAHHOIO PErMCTPALIMOHHOTO YIOCTOBEPEHUs
B3UMAaEeTCAd TOCYJapCTBEHHas I[OLUIMHA B pa3Mepe U IOpsAAKE, KOTOPBIE YCTAaHOBJICHBI
3akoHOJaTenbCcTBOM Poccuiickoit deneparu o Hanorax u coopax.

Cratess  22. IloaTBep:KIeHHe TIOCYJAPCTBEHHOH  perucrpanuu  OHOMEIHIIMHCKOIO
KJICTOYHOI'0 MPOAYKTA

1. TloaTBEpKAEHNE TOCYJApCTBEHHON PETMCTpaluy OMOMEIUILMHCKOTO KJIETOYHOIO MNpPOAYKTa
OCYWIECTBIISICTCSI TPU  BbAAYe  PETHUCTPALIMOHHOTO  yIOCTOBEPEHHs  OMOMEIUIIMHCKOTO
KJIETOYHOTO IPOAYKTa B ClIyyae, YKa3aHHOM B 4acTu 2 cratbu 21 Hactosmero ®denepaibHOro
3aKOHa, B CpPOK, HE TPEBBIIAIOMINN JEBIHOCTa pabouyux JHEH CO JHSA MOJyYCHHS
YIIOJIHOMOYEHHBIM  (pefiepanbHbIM ~ OpPraHOM  WCHOJHUTEIBHOW — BJIACTH  3asBICHUS O
MOJATBEPKICHUN TOCYIAapPCTBEHHONW pPErHCTpaluy OMOMETUIIMHCKOTO KJIETOYHOI'O MPOAYKTa C
YKa3aHHEM B HEM pEKBU3UTOB JOKYMEHTa, MOATBEPKAAIOIIETO YIUIATy TIOCYAapCTBEHHOU
MOLIUIMHBI 33 TMOATBEPXKIACHUE TOCYJApCTBEHHON perucTpauud OMOMETUIIMHCKOTO KJIETOYHOTO
MIPOJYKTAa.

2. IloaTBepKaeHNE TOCYJApCTBEHHON PETUCTpaluy OMOMEIUIMHCKOTO KJIETOYHOIO MpPOAYKTa
OCYLLIECTBIISICTCA 110 pe3ysbTaTaM JKCIIEPTU3bl OTHOILICHUS OKMIaeMOM IOJIb3bI K BO3MOXKHOMY
PUCKY TPUMEHEHUS OMOMETUIIMHCKOTO KIETOYHOTO MPOJYKTa, NMPOBOAMMOM HAa OCHOBAaHHUH
JAHHBIX ~ MOHHUTOpPHUHTa  O€30MacCHOCTH  OMOMEIMIIMHCKOIO  KJIETOYHOTO  MPOAYKTa,
OCYIIECTBIIIEMOTO  BJAJENbLIEM  PETHCTPALIMOHHOTO  YAOCTOBEPEHUS  OMOMEIUIIMHCKOTO
KJICTOYHOTO MPOAYKTa U (peliepaabHbBIM OPraHOM HCIOJIHUTEIBHOW BIIACTH, OCYILECTBIISIOLIIM
(YHKIMH 1O KOHTPOJIIO U Haa30py B cepe 3ApaBOOXpaHEHHUs, B COOTBETCTBUU CO cTaThel 41
Hacrosimero depepaqbHOrO 3aKOHA, a TaKXKe OKCHEPTU3bl KadyecTBa OHMOMEAMIIMHCKOTO
KJIIETOYHOI'O IIPOAYKTa, IPOBOJAMMOW B CiIydae BHECEHHMs MW3MEHEHHM B HOPMAaTHUBHYIO
JOKYMEHTAIUIO Ha OMOMEIUIIMHCKUNA KJIETOUHBIA MPOIYKT.

3. K 3asgBieHHI0O O MOJTBEPXACHUH TOCYIAPCTBEHHOM pErucTpauuud OHOMEIUIITHCKOTO
KJIETOYHOTO TPOAYKTa IPUIAraloTCs JOKYMEHT, COJAEp)KAIUi pe3yJbTaThl MOHUTOPHHIA
0€30macHOCTH  OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, OCYIIECTBIIEMOTO BIaJEibleM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS] OMOMEIUIIMHCKOTO KIETOYHOTO MpoayKTa, 1o (opwme,
YCTQHOBJICHHOH YIIOJIHOMOYEHHBIM (pe/lepajIbHbIM OPraHOM HCIOJHUTEIBHONW BIIACTH, M KOMHS
JULEH3UU Ha OCYIIECTBIECHHUE NEATEIbHOCTU IO MPOU3BOJACTBY OMOMEOUIIMHCKUX KJIETOYHBIX

21



IIPOJYKTOB.

4. HopmaTHBHas1 JOKyMEHTalUsl HA OMOMEIUIIMHCKUIN KJIETOUHBIA MPOAYKT, IPOESKT HHCTPYKIUH
[0 TPUMEHEHUI0 OMOMEIUIIMHCKOTO KIETOYHOTO TMPOJYKTa, MPOEKThl MAKETOB IEPBUYHOM
YIaKOBKU M BTOPHUYHOW YHAKOBKH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa MpPUJIararoTcs K
3asBJICHUIO O TMOJTBEPXKIACHUU T'OCYNAapPCTBEHHON PErHCTpallii OMOMEAUIIMHCKOTO KJIETOYHOTO
IIPOJYKTA TOJIBKO B CIIy4ae, €CJIM B HUX BHOCSATCS U3MEHEHUS.

5. C 3asgBie€HHEM O TOATBEPXKICHUM TOCYIJApCTBEHHOM perucTpanuu OHOMEIUIITHCKOTO
KJIETOYHOTO TMPOAYKTa BIAJENel] PErUCTPAMOHHOTO YyJIOCTOBEPEHHs] OHOMEIMLIMHCKOTO
KJIETOYHOTO MPOJAyKTa BIIpaBe IO COOCTBEHHOHM WHUIIMATUBE MPEICTABUTH JIOKYMEHT,
MOATBEPKIAIOIINMNA YILUIATy TOCYAAPCTBEHHOW IMOLIJIMHBI 3a IOATBEPXKACHUE T'OCYAAPCTBEHHOU
perucTpanuy OHOMEIUIIMHCKOTO KJIETOUHOTO MPpOoAyKTa. B ciydyae HenpeacTaBieHns: yKa3aHHOTO
JOKyMEHTa YIOJHOMOYEHHBIA (hefiepaibHblii OpraH HCIOJHHUTEIbHON BIIACTH HA OCHOBAaHUH
NPEJCTABICHHBIX  BIAJAETBIIEM  PETUCTPAMOHHOTO  YAOCTOBEPEHUS  OMOMEAMIIMHCKOTO
KJIETOYHOTO TMPOAYKTa PEKBU3UTOB YKA3aHHOIO JOKyMEHTa NpoBepseT (akT YIUIAThI
rOCYJapCTBEHHON NOUUIMHBI C HWCIOJb30BaHMEM HH(POpPMALUU 00 yIjaTre rocyIapCTBEHHBIX
MOLIUIMH, cofepikamieiics B ['ocynapcTBeHHON HH(POPMAIIMOHHON CHCTEME O TOCYIapCTBEHHBIX U
MYHULUIAJIBHBIX [IJIaTEXKaX.

6. B Tteuenue necsatu pabouux JHEH CO JHS TPUHATHA 3asBJICHUS O TOATBEP)KICHUU
rOCYJapCTBEHHON pErucTpauud OHOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa U JOKYMEHTOB,
yKa3aHHBIX B YacTH 3 HACTOSAIIEH CTaThbH, YIOJHOMOYEHHBIH (hefepasibHbli  OpraH
HCIIOJIHUTEJILHON BIIACTH:

1) npoBoAMT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COJEp)Kalluxcsi B
IIPEACTABJICHHBIX 3asIBUTEJIEM JTOKYMEHTAX;

2) HampaBysieT B eiepaabHbIi OpraH UCTIOIHUTEIBHON BIACTH, OCYIIECTBISIONUI (YHKINU 1O
KOHTPOJIIO M Haa3opy B cdepe 3IpaBOOXpaHEHHs, 3alpoc O TMPEACTABICHUU pPE3yJIbTaTOB
MOHHUTOPHUHTA 0€30MaCHOCTH OMOMETUIIMHCKOTO KJIETOYHOT'O MPOIYKTa, KOTOPBIH TOHKEH OBbITH
HCIIOJIHEH B TEUEHUE IISITH pab0UMX AHEW CO THS €0 MOIYyUYECHUS;

3) mpUHUMaeET pelieHre O MPOBEACHUU WM 00 OTKa3e B MPOBEJCHUU SKCIEPTU3bl OTHOLICHUS
OKUJIaeMOW TIONBb3bI K BO3MOXKHOMY PHCKY TPHUMEHEHHs OHOMEIUIIMHCKOIO KJIETOYHOTO
NpOAyKTa, a TaKKe OHKCHEepTH3bl KadecTBa OMOMETUIIMHCKOTO KJIETOYHOIO MpPOAYKTa,
[IPOBOJAMMOM B ClIydya€ BHECEHMS W3MEHCHUH B HOPMATHUBHYIO JOKYMEHTALUI0 Ha
OMOMETUITMHCKHUIA KJIETOUHBIH IPOAYKT;

4) yBemomisieT B IUCHbMEHHOM (opMmMe Biajienblia PEruCTPALUOHHOTO  YIOCTOBEPEHHS
OMOMETUIIMHCKOTO KJIETOYHOI'O MPOAYKTa O MPUHIATOM pEIIeHUH (B Cllyyae MPUHITUS PELICHUs
00 OTKa3e B MPOBEJICHIH COOTBETCTBYIOIEH 3KCIIEPTU3HI C yKa3aHHEM MPUYHH TAKOTO 0TKAa3a).

7. B ciydae BBIABICHUS HEINOJHOTHl WM HEIOCTOBEPHOCTH CBEICHUM, COIEpXKAIIMXCA B
NPEJCTABICHHBIX  BIAJAETBIIEM  PETUCTPAMOHHOTO  YAOCTOBEPEHUS  OMOMEIMIIMHCKOTO
KJICTOYHOTO TNPOJYKTa JOKYMEHTaX, YIOJIHOMOYEHHBIH (hefepanbHblii OpraH HMCHOIHUTEIbHOM
BJIACTH HANpaBIsET BIAACIbLy PETUCTPALMOHHOIO YJOCTOBEPEHHUS OMOMEAMIIMHCKOIO
KJICTOYHOTO MPOJAYKTa 3armpoc 00 YTOYHEHHMH YKa3aHHBIX CBeACHUH. JlaHHBIA 3ampoc MOXKET
ObITh  MepelaH  YNOJHOMOYEHHOMY  MpPEACTABUTENIO  BIAJAETbIIAa  PETUCTPALIHOHHOTO
yIIOCTOBEpEHHs] OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa JIMYHO IOJ PACIHUCKY, HANpPaBJICH MO
MOYTE 3aKa3HBIM MHUCHMOM WM TIepeliaH B 3JCKTPOHHOM (hopMe MO TeIeKOMMYHHUKAIMOHHBIM
KaHaJlaM CBs3U. B ciydae HampaBieHHUs JaHHOIO 3ampoca IO I0YTE 3aKa3HbIM IIMCBMOM OH
CYMTACTCS IMOJyYECHHBIM 10 UICTCUCHUHU LIECTU JHEHN C NAaThl HAIIPABJICHUS 3aKa3HOI'O MUCHMA.

8. Bmagenen perucTparioHHOTO YAOCTOBEPEHHUsS OWOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa
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00si3aH  MpEeJICTaBUTh OTBET HA 3alpoc  YIMOJHOMOUYEHHOro  (elepaibHOro  opraHa
WCIIOJIHUTEIILHON BIIACTH, YKA3aHHBIM B YaCTH 7 HACTOALLEH CTaTbU, B CPOK, HE IPEBBIIIAIOIIAN
JEeBSIHOCTa pabouyuX JHEW CO JHSA MOJy4YeHHs AaHHOro 3ampoca. Cpok, yKa3zaHHBIH B yacTu 6
HACTOSIIEH CTaTbH, IMPUOCTAHABIMBACTCS CO JHS HAIPABICHUS BJIAJEIbLy PErHCTPALMOHHOIO
yIIOCTOBEpEHHUs] OMOMEIUIIMHCKOTO KJIETOYHOTO MpPOAYKTa 3ampoca  yIMOJIHOMOYEHHOTO
¢denepanbHOrO OpraHa HUCIOJHUTENBHOW BIACTU 10 IHS TOJyYEHUS MM OTBETa Ha JAaHHBINA
3aIpOC M HE YUYUTBHIBACTCA IIPU HCUYUCICHUU CpPOKAa IOATBEPKIACHUS TOCYAApPCTBEHHOU
perucTpanuy OMOMeIUIIMTHCKOTO KIETOYHOTO MPOIYKTA.

9. OcHoBaHMEM nJisi OTKa3a B IPOBEACHUHM SKCIEPTU3bl OTHOIICHUS OXUAAEMOM MOJIb3bI K
BO3MOYXHOMY PUCKY MPUMEHEHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U (WIJIN) SKCIIEPTU3HI
KauecTBa OMOMEIUIIMHCKOTO KIETOYHOTO MPOJYKTa SIBISETCS MPEICTaBICHHE JIOKYMEHTOB,
yKa3aHHBIX B 4YacTsaxX 1, 3 u 4 HacTosIIeH CTaThH, B HEMOJTHOM OOBEME, HEeNpEeJCTaBICHUE B
YCTaHOBJICHHBIM CpPOK OTBE€Ta HA YKa3aHHbBIH B YacTH / HACTOALIEH CTaTbU 3aIpoc
YIOJTHOMOYEHHOTO (henepanbHOr0 OpraHa WCIOJMHUTEIBHOW BIIACTH JHOO OTCYTCTBHE B
MPE/ICTABICHHBIX JTOKYMEHTAX MCUYEPITBIBAIOIINX CBECHUH, KOTOPHIE JOKHBI OBITH OTPAKCHBI B
HUX, a TAaKXKe OTCYTCTBHE WH(POPMAIIUH, TTOATBEPKIAIOIIEH yIIaTy TOCYIapCTBEHHOMN MOILITUHBI
3a MOATBEPKICHUE TOCYTAPCTBEHHON perucTpanui OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

10. Oxkcneprh3a OTHOLIEHUS OXUAAEMOM TMOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUs
OMOMEIUIIMHCKOTO KIJIETOYHOTO MpOAYyKTa M (WJIM) SKCIEpTH3a KadecTBa OMOMEIUIIMHCKOTO
KJIETOYHOTO NPOAYKTA IPOBOJAATCS HAa OCHOBAHMHU JOKYMEHTOB, YKa3aHHBIX B HacTsX 3, 4 u
IIyHKTE 2 4acTH 6 HACTOSIIEN CTaThH, B IOPSIIKE, YCTAHOBIEHHOM CTaThsiMU 15 u 18 HacTrosmero
@DenepalIbHOTO 3aKOHA, C YUETOM CpPOKa, YKa3aHHOI'O B 4acTU | HacTOsIILEN CTaTbH.

11. OcHoBaHueM [uis TPUHATHS pELIeHUA 00 OTKa3e B IOATBEPXKACHUU TOCYAAapCTBEHHOU
perucTpanuu OMOMEAMIMHCKOTO KJIETOYHOTO MPOIYKTa SIBJISETCS] BBIHECEHHOE 10 PEe3yJbTaTaM
HKCHEpPTH3, YKAa3aHHbIX B YaCTH 2 HACTOSIIEH CTaTbd, 3aKIIOYEHHE KOMHCCHUU HKCIEpPTOB
HKCHEPTHOTO YUPEXKICHHUS O TOM, 4TO KadecTBO U (min) 3(p(HEeKTUBHOCTH OMOMEIMIIMHCKOTO
KJICTOYHOTO MPOJAYKTa HE MOJATBEPXKAEHBI MOJTYYEHHBIMU TAaHHBIMH U (MJIM) PUCK MPUYUHEHHS
Bpella 3/I0pPOBBIO YEJIOBEKA BCIEACTBUE MPUMEHEHHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
MPEBBIIACT €ro 3P PEeKTUBHOCTS.

12. B mnepuon mnpoBeaeHUs MNPOLENYpbl MOATBEPKACHUS T'OCYAAPCTBEHHOW pPETUCTpaLuU
OMOMEIUIIMHCKOTO KIETOYHOTO NpojayKTa ero oOpamenue B Poccuiickoir ®epepanun
IIPOJIOJIKACTCH.

Cratbs 23. BHeceHHe U3MeHEHUIl B IOKYMEHThI, CO/IepKaluecs B PeruCTPAlMOHHOM J10Che
HA 3aPernCTPUPOBAHHBIH OMOMETUIIUHCKU KIeTOYHBIH MPOAYKT

1. B uensix BHECEHUSI U3MEHEHUM B JOKYMEHTBI, COACPKALIUECS B PETUCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBI OMOMETUIIMHCKUN KIETOYHBIA MPOIYKT, BIAJENCll PETUCTPANUMOHHOTO
yIOCTOBEPEHUSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa MPEICTABISCT B YIOJIHOMOYEHHBIN
denepanbHBI OpraH UCTIOTHUTEIHLHOW BIACTH 3asBICHHE O BHECEHHWU TAaKMX W3MEHEHUH 110
(dbopMe, YCTaHOBIICHHOHW YIMOJTHOMOYEHHBIM (eepaTbHBIM OPTraHOM HCTIOTHUTEIHHOW BIACTH, U
MPUJIOKEHHBIE K HEMY HW3MEHEHUS B YKa3aHHbIE JOKYMEHTBI, a TaKXe JOKYMEHTHI,
MOITBEPIKTAIOIIUE HEOOXOAMMOCTh BHECCHHSI TAKMX U3MEHEHUH.

2. buoMeauuuHCKas dKCrepTu3a OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTA B YACTH IKCIEPTU3BI
KayecTBa OMOMEIHMIIMHCKOTO KJIETOYHOTO NPOAYKTa, M (WIHM) SKCIEPTU3bl APPEKTUBHOCTH
OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa, U (MJIM) SKCHEPTU3bl OTHOIICHUS 0’KUIAEMOM MOIb3bI
K BO3MOXXHOMY PHUCKY MpPHUMEHEHHsS OMOMETUIIMHCKOTO KIJIETOYHOTO IMPOAYKTa MPOBOJUTCS B
cllyyae BHECEHUS M3MEHEHMH B JOKYMEHTHI, COJAEpKaIIMecs B PETUCTPAIMOHHOM J0Che Ha
3aperUCTPUPOBAHHBIN OMOMEIUIMHCKUI KICTOYHBIN MPOAYKT, B OTHOIICHUH:
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1) cBeneHui, yKa3aHHBIX B MHCTPYKIUH IO MPUMEHEHHIO OMOMEIUIIMHCKOTO KJIETOYHOTO
nn

IIPOAYKTa U NMPEAYCMOTPEHHBIX NoAnyHKTamMu "e" - "n" myHkTa 13 yactu 2 crateu 9 HacTosILIErO
denepanbHOrO 3aKOHA;

2) MecTa MpOU3BOICTBA OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTA;

3) mokazareneil kauecTBa U (WJIM) METOJOB KOHTPOJIS KaueCTBAa OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTa, COAEPIKAIUXCS B HOPMATHBHOW JOKYMEHTAIlMM HAa OMOMEIUIIMHCKUN KIETOYHBIN
TIPOZLYKT;

4) cpoka roqHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

3. Bmagenen perucTpalMoOHHOTO YIOCTOBEPEHUS OHMOMEIHMIIMHCKOTO KJIETOYHOTO IPOIYKTa
Hapsily C 3asiBJICHUEM U JOKYMEHTaMH, YKa3aHHBIMU B 4acTH | HACTOAIIEH CTaThbU, IPEACTABIISET
PEKBU3UTHI JOKYMEHTA, IMOATBEPKAAIOIIETO YILIATy I'OCYIapCTBEHHOM IOIINHEI 32 BHECCHUE B
JOKYMEHTBI,  COACpKaluecs B  PErMCTPAllMOHHOM  JOCh€ HAa  3apETUCTPUPOBAHHBIN
OMOMETUITMHCKUNA KIICTOUYHBIM MPOAYKT, U3MEHEHUH, TPEOYIOIMUX MPOBEACHNUS OMOMEIUIIMHCKON
HKCHEPTU3bl  OMOMEIUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa, WM PEKBU3UTHl  JIOKYMEHTa,
MOATBEPKIAIOIIET0  YIUIATy TOCYJAapCTBEHHOM IIOIUIMHBI 33 BHECEHHE B JOKYMEHTHI,
CoJiepKalliecsT B PEruCTPalMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIM OMOMEIULIMHCKUN
KJICTOYHBIM MPOAYKT, U3MEHEHHUH, He TPeOyIOmUX MpOBEACHUS OMOMEIUIIMHCKON SKCIEPTU3BI
OMOMEUIIMHCKOTO KJIETOYHOTO MPOYKTa, JIUOO BIIpaBe MPEACTABUTh YKa3aHHBIE JOKYMEHTHI 110
COOCTBEHHOW WHHUIMATHBE. B cilyuae HempeacTaBIeHUS BIAJENbLEM PETUCTPALIHOHHOTO
yIIOCTOBEpEHHs] ~ OMOMEIMIIMHCKOTO  KJIETOYHOTO  MpPOAYKTa  yKa3aHHBIX  JIOKYMEHTOB
YIIOJIHOMOYEHHBINA (hefepabHblid OpraH HUCIOJHUTENBHOW BIACTH MpOBEpsAeT (aKT YIUIATHI
rOCyJapCTBEHHOM IONUIMHBI HAa OCHOBAaHMM PEKBU3UTOB JOKYMEHTA, IOATBEP)KIAIOLIECTO €€
yIJIaTy, ¢ UCIOJIb30BaHUEM MH(pOpManuu 00 yIjaTe rocy1apCTBEHHBIX MOIUIHH, COAepKamecs
B locymapcTBeHHON HMHPOPMALMOHHOW CHUCTEME O TOCYIAPCTBEHHBIX W MYHHUIIUMAIBHBIX
IJIaTexax.

4. B TeyeHue nATH paboOUMX JHEH CO JHS MOCTYIUICHUS YKa3aHHBIX B 4yacTW | HacToAIIeH cTaThbu
3asBJICHUS U JIOKyMEHTOB YIIOJIHOMOYEHHBIN (peiepabHbIi OpraH UCIOIHUTEIBHOM BIaCTH:

1) npoBoAMT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEIACHMM, COJEp)KalluXcsi B
NPEJCTABICHHBIX  BIAJAETBIIEM  PETUCTPAMOHHOTO  YAOCTOBEPEHUS  OMOMEIMIIMHCKOTO
KJIETOYHOT'O IPOAYKTA TOKYMEHTax;

2) NpUHUMAET pEIIEHHEe O T[POBEACHUU YKa3aHHBIX B YacTU 2 HACTOSILEH CTaTbu
COOTBETCTBYIOIIUX SKCIEPTU3 OMOMEAMIMHCKOTO KJIETOYHOTO HPOAYKTa MM 00 OTKa3e B HX
IIPOBEJICHUY;

3) yBemomusiileT B THUCbMEHHOW (opMe BiIaJeNblla PETUCTPALMOHHOIO YIOCTOBEPEHUS
OMOMETUIIMHCKOTO KJIETOYHOI'O MPOAYKTa O MPUHIATOM pEIIeHUH (B Cllyyae MPUHITHS PELICHUs
00 OTKa3e B MPOBEJICHIH COOTBETCTBYIOIIEH 3KCIIEPTU3HI C yKa3aHHEM MPUYHH TAKOTO 0TKAa3a).

5. B ciydae BBIABICHUS HENOJHOTHl WM HEIOCTOBEPHOCTH CBEICHUM, COIEpXKAIIMXCA B
NPEJCTABICHHBIX  BIAJACTBIIEM  PETUCTPAMOHHOTO  YAOCTOBEPEHUS  OMOMEAMLIMHCKOTO
KJICTOYHOTO TNPOJYKTa JOKYMEHTaX, YIOJIHOMOYEHHBIH (hefepanbHblii OpraH HMCHOJIHUTEIbHOM
BJIACTH HANpaBIsET BIAACIbLy PETUCTPALUOHHOIO YJOCTOBEPEHHUS OMOMEAMIIMHCKOIO
KJICTOYHOTO MPOJAYKTa 3armpoc 00 YTOYHEHHMH YKa3aHHBIX CBeACHUH. JlaHHBIA 3ampoc MOXKET
ObITh  MepelaH  YNOJHOMOYEHHOMY  MPEACTABUTENIO  BIAJAETbIAa  PETUCTPALIHOHHOTO
yIOCTOBEpEHHs] OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa JIMYHO IO PACIUCKY, HANpPaBJICH MO
MOYTE 3aKa3HBIM MHUCHMOM WM TIepelaH B 3JEKTPOHHOH (hopMe MO TeIeKOMMYHHUKAIMOHHBIM
KaHaJlaM CBs3U. B ciydae HampaBieHHs JaHHOIO 3ampoca IO I0YTE 3aKa3HbIM IIMCBMOM OH
CYMTACTCS MOJyYCHHBIM 10 UICTCUCHUH LIECTU JHEHN C NaThl HAIIPABJICHUS 3aKa3HOI'O MUCHMA.
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6. Brazgenen perucTpalMOHHOTO YIOCTOBEPEHHS OMOMEIHMIIMHCKOTO KJIETOYHOTO IPOIYKTa
00s3aH  MpEJICTaBUTb OTBET HA 3alpoc  YIMOJHOMOUYEHHOro  (elepaibHOro  opraHa
UCTIOJIHUTENIBHOW BJAacTH B CpPOK, HE MPEBBINIAIONIUI JeBSHOCTa pabouux JHEH co JHA
nojiyueHuss JaHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTh 4 HAcTOALUEH CTaTbH,
IIPUOCTAHABIIMBAETCA CO [HS HANPABICHUs BIIAJACIBIY PErMCTPALIMOHHOIO YIAOCTOBEPEHUs
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa 3alpoca YIMOJIHOMOYEHHOTo (heepasbHOro opraHa
VCIIOJIHUTEJIBHON BJIACTHU A0 JHS IOJIy4EHMS MM OTBETA HAa JAHHBIM 3alpOC U HE YYHUTHIBACTCSA
IIPU HUCYUCIICHUM CpOKAa IMPUHATHSA PELICHUWS O BHECEHHMM W3MEHEHMM B JOKYMEHTHI,
coZiepKaliecs B PErHCTPALIMOHHOM JIOChE Ha 3aperUCTPUPOBAHHBIN  OMOMETUIIMHCKUN
KJIETOYHBIN ITPOJYKT.

7. YKa3aHHBIE B 4aCTU 2 HACTOALLIEH CTaTbU AKCIEPTU3BI IPOBOASTCS B MOPSIIKE, YCTAHOBIEHHOM
ctatbsiMH 15 u 18 Hacrosmero @enepanbHOro 3aK0Ha, C Y4ETOM CpOKa, yKa3aHHOTo B yactu 10
HAaCTOSLICH CTaTbU.

8. B cpok, He IpeBbIMIAOMNN NATH pabounx AHEH CO JHS MOIYyYEHHUS 3aKIIOYCHUH KOMHCCUU
9KCIIEPTOB IKCIEPTHOTO YUPEXKACHUS IO pe3ybTaTaM yKa3aHHBIX B YAaCTH 2 HACTOSILEN CTaTbu
HKCHEPTH3 B OTHOIICHUH MPEIOKEHHBIX M3MEHEHHH, YIOJIHOMOYEHHBINH (enepaabHbIil opraH
HCIIOJIHUTEJILHOM BIIACTH:

1) ocymiecTBisieT OLIEHKY MOCTYNHBIIMX 3aKIIOUYEHUA KOMHCCHUU OHKCIIEPTOB SKCIEPTHOIO
YUPEXKACHUS I ONPEACIEHUS UX COOTBETCTBUA 3aJaHUSM Ha NMPOBEIEHHUE COOTBETCTBYIOLINX
JKCIIEPTHU3;

2) mNpUHUMAET peEHIeHHWE O BHECEHUWM M3MEHEHUH B JOKYMEHTHI, COAEpXKalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN OMOMEIUIMHCKUI KIETOYHBIN MPOAYKT, UIH
00 OTKa3e BO BHECCHHU TaKUX U3MEHEHHUH;

3) BHOCHUT B TOCYJapCTBEHHBII peecTp OMOMEANIMHCKUX KIETOUHBIX MPOJYKTOB HA OCHOBaHWUU
pelIeHusl 0 BHECEHUH M3MEHEHUN B JIOKYMEHTHI, COJEpKAIIMECS B PETUCTPALIMOHHOM J0ChE HA
3apeTUCTPUPOBAHHBIN OMOMEIUIIMHCKUI KICTOYHBIN MTPOAYKT, HEOOXOAMMbIE H3MEHEHHUS,;

4) BbIIa€T HOBOE PETUCTPAIIMOHHOE yIOCTOBEPEHIE OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa B
Cly4yae M3MEHEHHUs COJEpXKAIIMXCA B HEM CBEIACHUW, IMPU OSTOM paHEE BBIIAHHOE
PETUCTPALIMOHHOE YIOCTOBEPEHHUE U3BIMACTCHL.

9. OcHOBaHUEM JJIS1 IPUHATHS YIIOJTHOMOUYEHHBIM (heZiepalibHbIM OpraHOM pelIeHus 00 OTKaze
BO BHECEHWM HW3MEHEHMH B JIOKYMEHTBHI, COJEpXalluecs B pPErHCTPAlMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIM OMOMEIUIIMHCKUAN KJIETOYHBIM MPOIYKT, SBJSETCS BBIHECEHHOE IO
pe3yabTaTaM JKCIEepPTH3, YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThbu, 3aKIIOYEHHE KOMHUCCHH
HKCHEPTOB H3KCIEPTHOTO YUYPEKAECHUS O TOM, YTO B CJIy4ae BHECEHHS TaKHUX H3MEHEHHM
BO3MOKHBI CHIDKEHHE KadecTBa M (W) 3(P(PEKTUBHOCTH OHOMETUIIMHCKOTO KJIETOYHOTO
NpoAyKTa U (MJM) NPEBbIIICHHE PHUCKA NPUYMHEHUS BpEAa 3J0POBBI0 YENOBEKa BCIEICTBHE
NPUMEHEHHUS OMOMEIUITMHCKOTO KJIETOUHOTO MPOAYKTa HaJl €ro 3P PEKTUBHOCTHIO.

10. B cayuae BHeceHUs B JIOKYMEHTBI, COJEP)KALUECS B PETUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIA OMOMETUIIMHCKUI KIETOYHBIN IPOAYKT, N3MEHEHUH, YKa3aHHBIX B 4acTH 2
HACTOAILEH CTAaTbU, NPUHATUE PELICHUS O BHECEHUM TAaKMX W3MEHEHUM (BKJIOYas BHECEHHE
COOTBETCTBYIOIIMX M3MEHEHHH B TOCYJapCTBEHHBIM peecTp OHOMEIUIMHCKHX KIETOYHBIX
NPOAYKTOB) WJIM OO0 OTKa3e B MX BHECEHHWU OCYIIECTBISCTCS B CPOK, HE IPEBBIIIAIOLINIA
JEeBSIHOCTa pabo4yMx JHEW cO JHS MPUHATHS YIOJIHOMOYEHHBIM (ellepajbHbBIM OpPraHOM
VCIIOJIHUTEJILHON BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MECHECHUM.

11. Ilpunsitue pemieHUss O BHECEHWHM HU3MEHEHUM (BKJIIOYass BHECEHUE COOTBETCTBYIOIIMX
W3MEHEHUH B TOCYJApCTBEHHBIN peecTp OMOMEIMIIMHCKHX KJICTOYHBIX MPOIYKTOB) WiIH 00
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OTKa3¢ B HX BHECEHUMUM B JOKYMEHTBI, COJACPKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3apEruCTPUPOBAHHBI OMOMETUITMHCKUN KJIETOYHBIA NPOAYKT, B OTHOIICHHU CBEJCHHM, HE
TpeOYIONINX MPOBEACHUS IKCIIEPTU3, YKA3aHHBIX B YACTH 2 HACTOSIICH CTaThU, OCYIIECTBISICTCS
B CpPOK, HE MPEBBIMAIOIUN TpUINATH pabodux ITHEH CO JHS TPUHATHS YIOJIHOMOYEHHBIM
benepaabHBIM OPraHOM UCTIOTHUTEIHLHOU BIIACTH 3asBICHUS O BHECEHUH TaKMX U3MECHEHUH.

12. Ob6paienue 6MOMEIUIIMHCKOTO KJIIETOYHOTO MPOJYKTa, MPOU3BECHHOTO 10 aThl MPUHSITHS
YIIOJIHOMOYEHHBIM (heiepalibHbIM OpPraHOM HCIOJHHUTENBHOM BIACTH PELICHUS O BHECEHHUH
M3MEHEHUH B JOKYMEHTBI, COJEpKAIIUECs B PETUCTPALIMIOHHOM J0Che Ha 3apETUCTPUPOBAHHBIN
OMOMETUITMHCKUN KJIETOYHBIN MPOAYKT, a TAKXKEe MPOU3BEIACHHOIO B TEUCHUE CTa BOCBMUICCITH
KaJeHJApHBIX JHEH T1ocie JAaThl NPUHATHS YHOJIHOMOYEHHBIM (hefepalbHbIM  OpPraHOM
WCTIOJTHUTEJILHOM BJIACTH YKa3aHHOTO PEIICHHsI, JOIMYCKAETCs 10 UCTEUEHHSI €T0 CPOKa FOJHOCTH.

Cratps 24. OTMeHa TrocyJapCcTBeHHOH perucrpanud OHOMEIMIIMHCKOIO KJIETOYHOI0
NMPOAYKTA

Pemenue 06 oTMeHE TOCYAapCTBEHHOM PErUCTpaliii OMOMEIUIIMHCKOTO KJIETOUHOTO MTPOAYKTA U
UCKJTIOUEHUH OMOMEIUIIMHCKOTO KJIETOYHOIO TPOIYKTa U3 TOCYIApCTBEHHOTO peecTpa
OMOMEIUIIMHCKUX KJIETOYHBIX TPOAYKTOB NPUHUMAETCS YIOJHOMOYEHHBIM (heaepalbHbIM
OpraHOM MCIOJIHUTEIBbHOM BJIACTH B CIIydae:

1) mpencraBneHust QenepagbHBIM OpPraHOM MCIOJHHUTEIBHON BJIACTH, OCYIIECTBISIONINM
(GYHKIMH TIO KOHTPOJIO M HAA30py B cdepe 31paBOOXpaHEHUs, 3aKIIOYCHHUS O PHCKEe WiIH 00
yrpo3e 30pOBbIO, )KU3HU YEIOBEKa MPU MPUMEHEHHH OMOMEAUIIMHCKOTO KJIETOYHOTO IPOIYKTa,
MPEBBILAIONINX €ro 3PPEKTUBHOCTb, MO pPE3yJbTaTaM OCYIIECTBIIEMOr0 UM MOHHTOpPUHIA
6e30macHOCTH OMOMEIUIIMHCKOTO KIIETOYHOT'O IPOIYKTa;

2) mojauyd BIAAEIBIEM PETUCTPAIIMOHHOTO YJIOCTOBEpEHHs] OMOMETUIIMHCKOTO KJIETOYHOTO
MPOAYKTA 3asBJICHUS 00 OTMEHE roCyAapCTBEHHON PerucTpanii OMOMEIUIIMHCKOTO KIETOUYHOTO
MIPOJYKTa;

3) npUHATHS YIIOJTHOMOUYEHHBIM (eiepabHBIM OPraHOM HMCIIOJHHUTEIBHON BIACTH pELIeHUs 00
OTKa3e B TMOATBEP)KICHUU TOCYJApCTBEHHOH pErucTpanuy OWOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTA M0 UCTEUYCHUH CPOKA JIEHCTBUSL PETUCTPALIMOHHOTO YJOCTOBEPEHUS OMOMEIUIIMHCKOTO
KJIETOYHOT'O NPOAYKTAa;

4) wHempejacTaBieHUs 3asBUTENEM MH(MOpMAIMHM, KOTOpas MOXET TIOBJIeYb 3a CO0oi
HEOOXOJMMOCTh  BHECEHHMS B  PErMCTPAllMOHHOE  JIOCb€ HA  3apETUCTPUPOBAHHBIN
OMOMEUIIMHCKUN KJICTOYHBIM MPOAYKT W3MEHEHWMH, YKa3aHHbIX B dYacTu 2 cTaTbu 23
Hacrosmero dexepaqbHOrO 3aKOHA, B TEUEHHE TPUALATH pabouux JHEH CO JAHS HACTYIUICHHS
TaKUX U3MEHEHMI;

5) BBIHECEHMsI CYJOM pEIIeHHs O HapylLIeHMHM IpaB IIpaBooOjafarenss Ha pPe3yJbTaThl
MHTEJUICKTYaJIbHON IEATEIbHOCTH MPH 0OpaleHn: OMOMEINIMHCKIX KIETOUHBIX MPOYKTOB.

Cratps 25. 'ocynapcTBeHHbIH peecTp OHOMEIUIIMHCKUX KJIETOYHBIX NPOAYKTOB

1. TocymapCTBeHHBIi  peecTp OHOMETUIIMHCKUX  KJIETOYHBIX  HPOAYKTOB  BEIETCSA
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

2. TocynmapcTBeHHBIH peecTp OMOMEIMUIMHCKUX KIETOYHBIX IMPOAYKTOB COJCPKHUT IEPEUCHb
OMOMEIUIIMHCKUX KJIETOYHBIX TMPOJIYKTOB, MNPOIIEAIINX TOCYJApCTBEHHYIO PETUCTpAIHIO, U
CIIEYIOIIYI0 HH(POPMAIIHIO:

1) HaumeHOBaHNE OMOMETUITTHCKOTO KJIETOYHOTO MPOIYKTa;

2) Tun  OWOMEIMIIMHCKOTO  KIETOYHOTO  MPOAyKTa  (2yTOJOTHYHBIM,  aJJIOTeHHBIH,
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KOMOWHUPOBaHHBIH);

3) HaMMEHOBaHUE BIIA/IETIbIIA PETUCTPALIMOHHOTO YAOCTOBEPEHUSI OMOMETUIIMHCKOTO KJIETOYHOTO
NIPOJYKTAa,

4) HaMMEHOBAHKE U APEC MPOUZBOAUTEIST OMOMEANIIMHCKOTO KIIETOYHOTO MPOJTYKTa;

5) komoBoe 0003HAYCHUE KJICTOYHOH JIMHMM (KJICTOYHBIX JIMHHK), BXOJSIINCH B COCTaB
OMOMEIUIIMHCKOTO KIIETOYHOTO MPOTYKTA;

6) HauMeHOBaHUS (MEXIYHAapOJIHbIE HENATEHTOBAaHHbIE, WJIW TIPYNNHUPOBOYHBIE, WU
XMMHYECKHE) JIEKAPCTBEHHBIX IMPENapaToB, BXOAIMIUX B COCTaB OMOMEIUIIMHCKOTO KIETOUYHOTO
IIPOYKTa, HOMEP HOPMATUBHOU JOKYMEHTALUU;

7) HanMMCHOBaHMUA MCOHUIIMHCKHUX PI3I[CJIPII>'I, BXOAAIIIUX B COCTaB 6I/IOM6ILI/IL[I/IHCKOF0 KJI€TOYHOI'O
npoaAyKTa, HAUMCHOBAHUC U HOMCD HOpMaTHBHOﬁ AOKYMCHTAIUH;

8) CpOK rOJJHOCTH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

9) ycnoBus XpaHeHus1 OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTA;

10) moka3aHust ¥ IPOTUBOMNOKA3aHUS K IPUMEHEHUIO OMOMETUIIMHCKOTO KJIETOYHOT'O POIyKTa;
11) moGouHbIe AEHCTBHUS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

12) nmata TOCYZAapCTBEHHOM perucTpauuy OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOIYKTa M €ro
PEruCTpallMOHHBINA HOMED;

13) nata 3aMeHbI PETUCTPALIMOHHOTO YAOCTOBEPEHUSI OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa,
JaTa MOATBEPKACHUS TOCYAAPCTBEHHOM PErucTpaui OMOMEANIIMHCKOTO KIIETOYHOTO IPOIYKTa,
JaTa OTMEHBI TOCYAaPCTBEHHOM PEruCTpaui OMOMETUIIMHCKOTO KIETOYHOTO IPOIyKTa.

3. Tlopsimox BeneHHsI TOCYIAapCTBEHHOTO peecTpa OMOMEAMIMHCKUX KIIETOYHBIX IMPOIYKTOB
YTBEP)KIAETCsl YIIOJHOMOYEHHBIM (heIepaIbHbBIM OPraHOM HCTIOJIHUTEIBHON BIACTH.

Cratps 26. OOxanoBanue pemieHusi 00 OoTKa3e B Bbla4ye pa3pelllecHHsl HA IpPOBeJeHUe
KJIMHUYECKOr0 MCCIeI0BaHUusl OMOMEIHIIHHCKOI0 KJIEeTOYHOr0 NMPOAYKTA WJIH pelleHus 00
0TKa3e B roCy/IapCTBEHHOH perucTpanuy OMOMeIMIMHCKOr0 KJIeTOYHOr0 MPOayKTa

Pemienue ymosHOMOUYEHHOTO (eepaJbHOrO OpraHa HCIOJHUTENPHOW BJacTH 00 OTKase B
BbIJJaY€ pa3pelIeHUs] Ha NPOBEJECHUE KIMHHUYECKOTO WCCIEAOBAHUS OHOMEIMLIMHCKOTO
KJIETOYHOTO MpPOAYKTAa WM peleHne o0 OTKa3e B TOCYJapCTBEHHOM pErUCTpaIiu
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJYKTa, 3aKIIOUYEHHE KOMHUCCHHM 3KCIIEPTOB HKCHEPTHOTO
YUPEXKACHUS WIM 3aKIIOYCHHE COBETa IO OSTHKE MOTYT OBbIThb OO0KaloBaHBI B MOpPSAKE,
YCTaHOBJICHHOM 3aKkoHozAarenbcTBoM Poccuniickoit denepanuu.

Cratps 27. Undopmanusi, cBA3aHHAsI C OCYLIECTBJECHHEM IOCYAapCTBEHHOH perucTpanuu
OMOMEIMIMHCKOI0 KJIETOYHOI0 MNPOAYKTa, HHPOpMamuss O 3aperucTpHMpPOBAHHBIX
OMOMEeIMIMHCKUX KJIETOYHBIX NPOAYKTAX W OMOMEJMIMHCKHUX KJETOYHBIX HNPOAYKTAX,
HCKJIIOYEHHBIX M3 FOCYAapCTBEHHOI0 peecTpa 0MOMEIUIIMHCKUX KJIETOYHBIX NPOAYKTOB

1. YnonHomoueHHBIH (enepaabHbIi OpraH HCHOJHHUTENIBHOM BIACTH pa3MEIIaeT Ha CBOEM
opunmaneHoM caiite B cern "MHTepHer" wuH(pOpMAaIMIO, CBA3aHHYIO C OCYIIECTBICHHEM
TOCYJapCTBEHHON pErucTpanuud OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TOM YHCIE C
NPOBEICHUEM OMOMEIUIMHCKONW OSKCIEePTU3bl OMOMEIUIIMHCKUX KIETOYHBIX TPOAYKTOB H
THYECKOW 3KCIEPTU3bI, HHPOPMALMIO O 3aPErMCTPUPOBAHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX
NPOAYKTaX U OMOMEIMIMHCKUX KJIETOYHBIX MPOJIYKTAX, MCKIIOYEHHBIX W3 TOCYAapCTBEHHOTO
peecTpa OMOMEIUIMHCKUX KJIETOUYHBIX MPOIYKTOB, HE MO3HEE YeM Yepe3 MATh pabounx THEH co
THSI TIOJYYEeHHUs] YITOTHOMOUYEHHBIM (pesiepaibHbIM OPraHOM UCTIOJHUTENILHON BIIACTH 3asBICHUS
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0 TOCYapCTBEHHOM PETUCTPALIMYA OMOMETUITMTHCKOTO KJIIETOYHOTO MPOAYKTA.

2. Tlopsnok pasMmemieHus yka3aHHOH B dvactu | Hacrtosmieid craTbu HMHG(OpMAIUH
yCTaHaBJIMBACTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIACTH.

Crarps 28. OpraHuzanusi NpoOBeleHHS KIHMHUYECKHX HCCIeI0BAHNH OMOMeIMUIMHCKUX
KJIETOYHBIX MPOJYKTOB

1. OpraHuzanuio NPOBEICHHUS KIMHUYECKUX HCCICNIOBAaHUNA OMOMEIUIMHCKUX KIETOYHBIX
IPOAYKTOB BIPaBE OCYIIECTBIATh OpraHu3alys, oOnajaromias MpaBaMH Ha Pe3yJIbTaTh
JTOKJIMHUYECKUX HCCIIEOBAaHUI OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOIYKTa, KIMHHUYECKUX
UCCIIeIOBAaHNH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U (WJIN) Ha TEXHOJIOTHIO TPOU3BOICTBA
OMOMEIUIIMHCKOTO KIETOYHOTO NPOAYKTa, WM YIOJIHOMOYEHHOE €10 IOPUIMYECKOE JIUIO,
oOpa3oBaTenpHasi OpraHu3alUs BbICIIEro oOpa3oBaHusi, o0Opa3oBaTelbHAs OpraHU3aLUs
JOTIOJTHUTEIBHOTO NMPO(heCCHOHANBHOT0 00pa30BaHus, HaAyYHas! OpraHU3aIys.

2. Opranusanuy, yka3aHHble B 4acTH | HacTosIel cTaTbu, MOTYT NPUBJIEKATh K OpraHU3aluu
HpOBeI[eHI/ISI KIIMHUYCCKHUX I/ICCHCILOBaHI/Iﬁ 6I/IOMCI[I/ILII/IHCKI/IX KJICTOYHBIX HpO,Z[YKTOB HNHBIC
IOPUIMYECKUE JIUI[a HE3aBUCHMO OT UX OpraHU3allMOHHO-TpaBoBOM (opMbl U (hopMel
COOCTBEHHOCTH.

3. ®unHaHCOBOE OOECIEUEHUE TMPOBEACHUS KIMHUYECKOTO HCCIECIOBaHUS OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIyKTa OCYIIECTBIISIETCS 32 CUET:

1) O10[KETHBIX ACCUTHOBaHMH (heiepabHOTO OI0JKETa;
2) Or0KETHBIX aCCUTHOBaHUH O10/KeTOB CyOBekTOB Poccuiickoit denepanum;

3) cpenctB opraHu3aluii, IOJYYMBIIMX pa3pelleHHEe Ha OpPraHU3alUi0  IPOBEICHUS
KIIMHUYECKOTO UCCIIETOBAHMSI OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

4) UHBIX UICTOYHUKOB, HE 3alPEIEHHbIX 3aKoHOAaTeNbecTBOM Poccuiickoit denepanuu.

4. KiuHu4eckue WCCIeoBaHUsS OMOMETUIIMHCKUX KIIETOYHBIX MPOAYKTOB MPOBOMSTCS Ha
OCHOBAaHUHU pAa3peIICHUs] Ha MPOBEICHUE KIMHUYECKOTO WCCIEAOBAHUS OUOMEIUIIMHCKOTO
KJIETOYHOTO TIPOAYKTA, BBIJAHHOTO YIIOJIHOMOYEHHBIM (peiepalIbHBIM OPTaHOM HCIIOTHUTEIHHOU
BJIACTU B MOPSAKE, YCTAHOBIEHHOM cTaThiMH 16 u 17 Hactosimero denepanbHOTO 3aKOHA, U
HaIlpaBJICHbI Ha:

1) ycranoBneHnue Oe30macHOCTH © (WIM) TMEPEHOCHUMOCTH OMOMEIMIIMHCKUX KIIETOUHBIX
MPOJYKTOB, B TOM YHUCJIC BHISBICHHUE MOOOYHBIX JEHCTBUI MPU MX TPUMEHECHUU;

2) ycraHoBJeHHE 06e30macHOCTH U 3(PPEKTUBHOCTH OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB, B
TOM 4YHCIE€ TOAOOp ONTUMAIIBHBIX JIO3UPOBOK OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa H
KypCOB JICUEHUSI, /IS NAIIMEHTOB C ONPEeICHHBIMU 3a00JI€BaHUSIMU;

3) BBIABICHHE OCOOCHHOCTEH B3aUMOJCHCTBUS OMOMEIUIIMHCKHX KJIETOYHBIX MPOIYKTOB C
JIEKAPCTBEHHBIMH IIPEIapaTaMy, MEAULIMHCKUMHU U3ENUAMU, TUIIEBBIMU NIPOAYKTAMU, APYTUMHU
OMOMETUITMHCKUMU KJIETOUYHBIMU MPOTyKTaMU;

4) HU3YUYCHUC BO3MOXHOCTHU PACHIUPCHUA MoKa3aHuit AJid MIPUMCHCHUA 3apCruCTpUPOBAHHBIX
6HOM€,Z[I/ILII/IHCKI/IX KJICTOYHBIX IIPOAYKTOB.

5. YonHOMOYeHHBIH (heqepanbHblii OpraH UCIIOTHUTEIBHOM BIACTH BEJIET B YCTAHOBICHHOM UM
MOPSIAKE PEECTP BBIJAHHBIX PAa3pCLICHUM HAa IPOBEICHUE KIMHUYECKUX MCCIIEI0BAHUN
OMOMETUITMHCKHX KJIETOYHBIX MTPOAYKTOB.

6. B ClIy4dac, CCJIIM KIMHHUYCCKOC HCCIICAOBAHUC 6I/IOMGI[I/ILII/IHCKOI‘O KJIICTOYHOI'0 TIMPOAYKTa
MMpOBOAUTCH IJIA I‘OC}’,Z[@.pCTBGHHOﬁ perucTpanru 3Toro NpoaAykKTa, roCyAapCTBCHHaA NMOUJIMHA 34
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MIPOBEICHUE SKCIEPTU3bl KauyecTBa OHOMEAMIMHCKOrO KJIETOYHOTO MPOAYKTA, SKCHEPTU3BI
JOKYMEHTOB Il TIOJYYEHHMS pa3pelleHHs Ha NPOBEICHHE KIMHUYECKOTO MCCIIEN0BaHUs
OMOMEUITMHCKOTO KJIETOYHOI'O MPOAYKTa U ATHYECKOW IKCIEPTH3BI YIJIAYUBACTCSA OJTHOKPATHO
npy 00paIIeHNH 32 TOCYAAPCTBEHHON perucTpanneil OnoOMeIUIIMHCKOTO KIETOYHOTO MPOIYKTA.

7. Knuandeckoe uccinenqoBanne OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa MPOBOIUTCS B OJTHOU
WM  HECKOJIBKUX MEIULMHCKUX OpraHu3alusaX, aKKPEAUTOBAHHBIX  YIIOJHOMOYECHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENIFHON BJIACTH B MOPSAIKE, YCTaHOBIEHHOM lIpaBuTenscTBOM
Poccuiickoit ®@enepauyy, B COOTBETCTBUM C JOIOBOPOM O IIPOBEICHHUU KIMHUYECKOIO
UCCIIeIOBAaHMST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, 3aKJIF0YaeMbIM MEXIly OpraHH3alueH,
MOJyYMBILEH pa3pelieHre YIOJTHOMOYEHHOro (peaepaibHOTO OpraHa MCIOJHHUTEIBHON BIIACTH
Ha IIPOBEICHUE TAKOTO UCCIIEIOBAHNS, U YKa3aHHOM MEIUIIMHCKON OpraHu3aluei.

8. JloroBop 0 TpOBENCHUHM KIMHUYECKOTO HCCIEAOBaHUS OWOMEIUIIMHCKOTO KIIETOYHOTO
MPOAYKTa JOJKEH COJIEPKATh:

1) HauMeHOBaHMsI CTOPOH J1I0TOBOPA;
2) yClIOBUS ¥ CPOKH MPOBEACHUS KIMHUYECKOTO UCCIIEN0BAHUS;

3) ompeneneHue OOLIEH CTOMMOCTH MPOrpaMMbl KIMHUYECKOTO HCCIEIOBaHMUSA C yKa3zaHHEM
CYMMBI, IpEJHA3HAYAIOIIENCS ISl BBIILIAT UCCIIEA0BATENSIM U COMCCIIEI0BATENSAM, Ha3HAYaeMbIM
B COOTBETCTBUU C 4acThlo | craThu 29 Hacrosmero deaepanbHOro 3aKOHA;

4) onpenenenue GOpMbI U TIOPSIKA IPEICTABICHUS PE3YIbTATOB KIIMHUYECKOTO HCCIIEIOBAHUS.

9. IlepeyeHb MEAMUIMHCKMX OpraHM3aldi, HMMEIOIIMUX MpPaBO MPOBOAUTH KJIMHUYECKUE
UCCIIeIOBAaHMUSI OMOMETUIIMHCKUX KJIETOUHBIX MPOAYKTOB, M PEECTp BBIIAHHBIX pa3pelieHui Ha
NPOBEJCHUE  KIMHUYECKUX  MCCIECIOBAHMN  OMOMEAMUIMHCKUX  KJIETOYHBIX  HPOJYKTOB
pa3MeIaloTCcsl  YIOJIHOMOYEHHBIM  (eiepalibHBIM  OPraHOM — HCIOJHHUTENIbHOM BIacTd B
YCTQHOBJICHHOM MM HOPS/IKE HAa CBOEM O(QUIMATILHOM caiite B cetd "MHTepHeT".

10. IIpou3BoACTBO OHMOMEAMIMHCKOTO KJIETOYHOT'O TMPOAYKTAa [UIi TPOBEACHHUS  €ro
KJIMHUYECKOTO HCCIICOBAHMS OCYLIECTBISETCS C HCIOJIBb30BAaHUEM TEXHOJIOTUH, ONMHCAHHOW B
PETUCTPAIIIOHHOM J1I0Che HAa OMOMEIUIIMHCKUN KIETOYHBIN MPOYKT.

11. Knununueckue wuccnenoBaHusi OMOMEIUIIMHCKUX KIETOYHBIX IPOJYKTOB MPOBOISATCS B
COOTBETCTBHUH C MPaBUJIAMH HaJJICKAIIeH KIMHUUECKOW MPAKTUKH OMOMEANIIMHCKUX KIETOYHBIX
MPOAYKTOB, YTBEPXIECHHBIMH YIIOJIHOMOYEHHBIM (hefiepanbHbIM OpPraHOM HCHOJIHUTEIbHOM
BJIACTH.

12. B Poccuiickoit ®@enepaiii B COOTBETCTBUU C MEXAYHapOAHBIMU Jorosopamu Poccuiickoit
@enepanuy, a B ciydae OTCYTCTBUS MEXIyHapoaHOro norosopa Poccuiickonn denepanuu - Ha
OCHOBE IIPUHIMIIA B3aUMHOCTH IPU3HAIOTCA pe3yJbTaTbl KIMHUYECKUX MCCIEIOBAaHUN
OMOMEIUIIMHCKUX  KJIETOYHBIX MPOAYKTOB, MPOBEACHHBIX 3a mpenenamu Poccuiickoit
denepauuu.

Cratps 29. IlpoBeneHne KIMHHYECKOI0 HMCC/IeI0BaHUSI OMOMEIMIIMHCKOIO KJIETOYHOIO
NMPOAYKTA

1. PykoBoauTen, MEAMIMHCKOW OpraHu3alud, B KOTOPOM MNPOBOJUTCS KIMHUYECKOE
UCCIIeIOBaHHE  OMOMEIUIIMHCKOTO  KJIETOYHOIO TPOAYKTa, Ha3HAa4yaeT HcclenoBareds,
OTBETCTBEHHOT'O 3a NPOBEJCHUE TAKOTO MCCIIEAOBAHMS, UMEIOLIETO JIeYeOHYI0 CHEelHaTbHOCTD,
COOTBETCTBYIOIIYI0O TpOoQui0 3a00jeBaHUS WM COCTOSHHUIO, Ui JICUEHUS KOTOPBIX
npeaHa3HauyeH OMOMEIMIIMHCKUN KJIETOYHBIH MPOIYKT, B OTHOIIEHHH KOTOPOTO IMPOBOJIUTCS
KIIMHUYECKOE HCCIIEI0BAHUE, CO CTAXKEM padOThI MO MPOrpaMMaM KIMHUYECKUX HCCIEAOBaHUN
HE MEHee 4YeM IIATh JeT (Jajnee - UCCleNoBaTelb) M IO €ro IpeIIoKEHUI0 Ha3HadaeT
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coucclieoBaTelell W3 4YHWclia Bpadyed HATOM MEIMIMHCKOM opraHu3anuu (maiee -
COMCCIIEIOBATEIH ).

2. UccnenoBatenb OCYMIECTBISIET BHIOOP MAIMEHTOB, KOTOPHIE MO METUIIMHCKUM TMOKa3aHUSIM
MOTYT OBITh TPUBICYCHBI K YYAaCTUIO B KIMHUYECKOM HCCIIEIOBAaHUN OMOMEIHIIMHCKOTO
KJIETOYHOTO MPOAYKTA.

3. HccnenoBarenb M COUCCIEHAOBATENM JOJDKHBI OBITh O3HAKOMIJIEHBI C pe3yJibTaTaMu
JOKJIMHUYECKOTO HCCIIeIOBaHNUs OMOMETUIIMHCKOTO KIETOYHOTO MPOAYKTa, CONEPKAIIUMUCS B
cneun(uKauyl Ha OHOMEIMIMHCKUM KIETOYHBIH NPOAYKT M OpOIIOpe HCCIIeN0BaTENs,
MPOTOKOJIOM  KJIMHHUYECKOTO  HUCCIEAOBAaHHUS  OHOMEIMIIMHCKOTO  KJIETOYHOTO MPOAYKTa,
pa3pabOTaHHBIM OpraHM3alKel, OCYIIECTBIIIONICH OpraHU3alUI0 MPOBENCHUS KIMHUYECKUX
UCCIICIOBAaHNH OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, WM HHBIM IOPUIUYECKUM JIHIIOM,
MPUBJICKAEMBIM K OpPTaHU3alUU TMPOBEICHHsS KIMHUYECKOTO HCCIeIOBaHUA OMOMEIMIIMHCKOTO
KJICTOYHOTO MPOAYKTA, U APYTUMH MaTepHallaMi TaKOTO UCCIIEJOBAHUSI.

4. PykoBoguTenp MEOUIMHCKOW OpraHu3alid, B KOTOPOM IHPOBOJUTCS KIMHUYECKOE
UCCIIeIOBAaHNE OMOMEIUIIMHCKOTO KJIETOYHOIO TPOJIYKTa, B CPOK, HE MPEBBIMAIONINNA Tpex
pabounx AHEW cO IHS Hayajga MPOBEJCHUS KIMHUYECKOTO MCCIEIOBAHUS OMOMETUIIMHCKOTO
KJIETOYHOTO MpPOAYKTa, COOOLIAaeT O Hayaje IMPOBENCHHUS KIMHHUYECKOTO HCCIEI0BaAHUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa B  YIOJHOMOYEHHBIH (QenepaiabHblii  Ooprax
HCIIOJIHUTEJILHOM BJIACTH, BBIAABIINHI PA3PEILICHNUE HA IIPOBEICHNE KIMHUYECKOTO UCCIICIOBAHNU,
0 YCTaHOBIIEHHOW UM (opMe.

5. Opranusanuy, OCYyIIECTBISIOIME OPraHU3aLUI0 MPOBEACHUS KIMHUYECKOIO HCCIEN0BaHUS
OMOMEUIIMHCKOTO KJIETOYHOTO NMPOJYKTa, B Clydae HEOOXOAMMOCTH BHECEHHsI M3MEHEHUH B
MIPOTOKOJI KITMHUYECKOTO UCCIIEAOBAHMS OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTa COOOMIAOT 00
3TOM B YINOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHONM BIACTH, BbBLIABIINMA
paspelieHre Ha MPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHUS, 110 YCTAHOBIEHHON UM (hopMme.

6. B cpok, He MpeBbBIIAIONINA TPUALATA PA0OUYNX AHEH CO JHS MOTyUYEHHs YKa3aHHOTO B 4acTH 5
HACTOSIIIEH CTAaTbU COOOLICHMS, YTOJHOMOYEHHBIH (heAepaibHbli OpraH HCHOJIHUTEIbHOM
BJIACTH PAcCMATPUBAET 3TO COOOIICHNE B YCTAHOBICHHOM MM IOPSAJIKE U MPUHUMAET PEIICHUE O
BHECEHUU M3MEHEHHUH B MPOTOKOJI KIMHUYECKOTO MCCIeI0BaHU OMOMEIUIIMHCKOTO KIETOUYHOTO
NpoAyKTa WJIM 00 OTKa3e BO BHECEHMM TaKWX M3MEHEHHH C yKa3aHHEM IPUYMH OTKa3a.
OCHOBaHMSIMM UL TIPUHATHS pelIeHHs 00 OTKa3e BO BHECEHHMM M3MEHEHHH B MPOTOKOII
KIMHUYECKOTO  HCCIENOBaHUA  OMOMEIUIIMHCKOTO  KJIETOYHOIO  TPOJIYKTa  SIBISIFOTCS
NIPEJCTaBICHUE CBEACHUH, TPETyCMOTPEHHBIX YaCThIO 5 HACTOSIIEH CTaThH, B HETIOJIHOM 00BbeMe
U (MUJIM) HaJIM4Me pUcKa NPUYMHEHMS Bpea 310POBbIO MALIMEHTA, Y4aCTBYIOLIErO B KIMHUYECKOM
HCCIIEA0BAaHUH, BCIEACTBUE U3MEHEHHUS YCIOBUM €r0 IIPOBEACHMUS.

7. KnuHuueckoe wuccieqoBaHUE OMOMEIUIIMHCKOTO KIETOYHOTO NPOAYKTa MOXKET OBITh
MIPUOCTAHOBIICHO WJIM MPEKPALICHO, €CIM B MPOIEcce €ro MpoBeneHUs] OOHapy>KeHa OMacHOCTb
IUISL KU3HH, 3710pPOBbSI MAIIMEHTOB. B ciiyyae BOSHMKHOBEHHS OMACHOCTH JJISl )KU3HHU, 3JI0POBbS
MaIMeHTa, YYaCTBYIOIEr0 B KIMHMYECKOM HCCIEIOBAaHUM OWOMETUIIMHCKOTO KJIETOYHOTO
MPOJYKTa, WCCIENOBaTeNlb U (WJIM) COUCCIENOBATENU OO0S3aHBI MPOMH(POPMUPOBATH 00 ITOM
PYKOBOJIUTENSI MEAULMHCKONW OpraHU3alluH, B KOTOPOI MPOBOAUTCS KIMHUYECKOE UCCIICOBAaHHE
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa, M (MIIM) OpraHU3alMio, MOJIYYHUBUIYIO pa3pelieHre Ha
MPOBEICHUE KIMHUYECKOIO UCCIEA0BaHMsS OMOMEIUIIMHCKOTO KJIETOYHOrO MpoAyKTa. Pemenue
O TPUOCTAHOBJICHUHM KIMHHYECKOTO HCCIICAOBAHUS OMOMEIMIIMHCKOTO KIETOYHOTO IMPOIYKTa
NPUHUMAET PYKOBOJIUTENb MEIUIMHCKONW OpraHu3alliH, B KOTOPOW MPOBOIUTCS KIMHUYECKOE
UCCIIeIOBaHNE OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYyKTa. PelieHne O MpeKpalieHud Takoro
MCCIICIOBAaHMSI IPUHUMAET YIOJIHOMOYEHHBIH (hefiepalibHbli OpraH MCIIOJHUTEIFHON BIACTH Ha
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OCHOBAHHHU COOOILEHHUS B MHCbMEHHOM (popMe pYKOBOAWTENS METUIMHCKON OpraHu3anuu, B
KOTOPOH IMPOBOJUTCS KIMHUYECKOE HCCIEOBAHWE OMOMEIHMIIMHCKOTO KJIETOYHOTO MPOAYKTa,
WM OPraHM3allid, IMOJY4YMBILIECH pa3pelIcHUE HA IPOBEACHUE KIMHUYECKOTO MCCIIECIOBAHUS
OMOMETUITMHCKOTO KJIETOYHOTO IIPOIYKTa.

8. B cpok, He mpeBbIIAIONINA TATH paboyuX JHEH CO IHS 3aBEPUICHHUS, IPHOCTAHOBICHUS HITU
NpEeKpaIleHus] KIMHUYECKOTO HCCIeOBaHUsS OWOMEIUIIMHCKOTO KJIETOYHOTO MpPOAYKTa,
cooOmieHne 00 TOM HamNpaBisIETCs MEAMLMHCKUMH OPraHU3alMsIMU, B KOTOPBIX MPOBOIUTCS
KIMHUYECKOE MCCIIEJOBAHUE OMOMEIUIIMHCKOTO KJIETOYHOTO IMPOAYKTa, B YHOTHOMOYECHHBIH
(benepanbHBIi OpraH UCIIOTHUTEIBHOM BIACTH IO YCTAHOBJICHHOM UM dopMme.

9. YnomHoMoueHHBINH QenepaabHbIi OpraH HCHOJIHUTENBHOM BIACTH pa3MEIIaeT Ha CBOEM
opunmaneHoM caiite B cetd "MHTepHEeT" cOOOLIEHHE O 3aBEPIIEHUH, NMPHUOCTAHOBICHUU WU
MPEeKpaIleHuH KIMHUYECKOTO HCCIIEAOBAaHUS OMOMEIUIIMHCKOTO KIETOYHOIO MPOAYKTa B CPOK,
HE MPEBBIIAIONINH MATH pabodnX THEH CO JHS €ro MOIYy4YeHHUs, B yCTAaHOBICHHOM MM MOPSIKE.

10. YmomHoMOuYeHHBIH (enepanbHbli OpraH HCIOJHUTENPHOW BJIACTH B COOTBETCTBUHM C
YTBEPKIACHHBIM UM  IOPSJAKOM  OCYLIECTBIISIET BEACHUE [ OCylapCTBEHHOrO  peecTpa
UcclieIoBaTeNei, KOTOPBIM MOUIEKHUT Pa3MELICHUIO Ha O(QHUIIMAIBHOM CaiTe yIOJIHOMOYEHHOTO
(benepanbHOro OpraHa HCHOJIHUTENBHOM BiacTH B ceTd "VIHTEpHET' M CONEPKUT JaHHbIE 00
uccrnenoBatene (damMuiaus, MM, OTYECTBO, MECTO pabOThl, 3aHUMaeMas JIOJKHOCTb,
CMELUANIBHOCTh, CTaXX pPabOThl MO TNpOrpaMMaM KIMHUYECKHX HCCIEIOBaHMUN, MepevyeHb
KIMHUYECKUX HCCIeNOBaHUNA (B TOM 4YHcIe OHOMEAMIMHCKUX KJIETOYHBIX TMPOIYKTOB), B
KOTOPBIX OH IPUHMMAaJI Y4aCTUE B Ka4eCTBE UCCIEAOBATEIN WIA COUCCIEAOBATEINS, U IEPHUOLBI
€ro y4acTHus).

11. Otdyer o pe3ynabTaTax KIUHUYECKOTO HCCICNOBAHUS OHOMEIUIIMHCKOTO KJIETOYHOTO
IPOAYKTa COCTABJIAETCS OpraHM3allel, OCYIIECTBISAIOLIENH OpraHu3alli0  I[POBEIEHUS
KJIMHUYECKOTO MCCIIEOBAHUS OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, M TPEACTABISIECTCS B
YIIOJIHOMOYEHHBIN (hefepanbHblii OpraH MCIOJIHUTEIBHOW BIACTH, BBIJABIIMN pa3pelieHue Ha
IIPOBEACHUE 3TOr0 MCCIENOBAHUSA, B CPOK, HE IPEBBIMIAIOIIMKM TpeX MECALEB CO IHSA €ro
3aBEpUICHMs, IPUOCTAHOBJIEHUS WM  MNPEKpalleHHUs, B  MOPSAKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

12. Tlopsimox BeiBo3a u3 Poccuiickoit @enepanuu OMONIOTHYECKOro MaTepHala, MOJTy4eHHOTO
IIPU TMPOBEICHUM KIMHUYECKOTO HCCIICOBAHUS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa, JUIS
€ro M3y4eHHMs B LEIIX JaHHOIO  KIMHUYECKOIO  MCCIIECIOBAaHUsA  YCTAHABIMBACTCS
IIpaBurensctBoM Pocculickoit denepanuu.

Crates  30.  MexayHapoaHoe  MHOTOLEHTPOBOe  KJIMHHYECKOe  HCCJeJ0BaHHUe
OMOMEIMIMHCKOI0  KJIETOYHOr0  MNPOAYKTAa, MNOCTPErHCTPAIMOHHOE  KJIHHHYECKoe
Hccjie]oBaHne OMOMeIMIIMHCKOI0 KJIeTOYHOr0 NPOAyKTAa

1. MexayHapoiHOE MHOTOLIEHTPOBOE KJIMHMYECKOE HCCIEN0BaHUE OMOMEIULIUHCKOIO
KJIETOYHOro Ipoaykra B Pocculiickoir denepanuyu WM IMOCTPETHCTPALMOHHOE KIMHUYECKOE
UCClieIoOBaHNE OMOMEIHMIIMHCKOTO  KJIETOYHOIO MPOAYKTAa MPOBOJUTCS HAa OCHOBAaHHUH
paspellieHusT Ha IPOBEIEHUE KIMHUYECKOTO MCCIEN0BAaHUS OMOMEAMIIMHCKOIO KJIETOYHOIO
MPOAYKTa, BBIJAHHOTO YIIOJHOMOYEHHBIM (pefiepanbHbIM OPraHOM HCHOJHHUTEIBHOM BIACTH MO
pe3yabTaTaM SKCHEPTH3bl KauecTBa OMOMETUIIMHCKOTO KJIETOYHOTO TPOJIYKTa, SKCIEPTU3BI
JOKYMEHTOB JUIsl IIOJIy4EHHUS! pa3pellIeHUs] Ha IPOBEICHUE MEXKIYHAPOIHOIO MHOI'OLICHTPOBOIO
KJIIMHUYECKOTO UCCIIE0BAHUS OMOMETUITTHCKOT O KJIETOYHOTO IIPOJIyKTa W
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO UCCIIEAOBAaHMS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
Y 3TUYECKOMN IKCIEPTU3BI.

2. Jna 1nojgydeHus paspeuleHHsT Ha IPOBEIEHHE MEXAYHapOAHOIO MHOTOLIEHTPOBOIO
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KJIIMHUYECKOTO UCCIIE0BAHUS OMOMETUITTHCKOT O KJIETOYHOTO IIPOJIyKTa W
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO UCCIIEA0BAHMS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
OpraHu3anys, OCYLIECTBIAIOLIAs OPraHU3alUI0 IPOBEICHUS KIMHUYECKOIO HCCIEIOBaHUSA
OMOMEIUIIMHCKOTO KJIETOYHOrO0 TMpOAYyKTa (Jajee B HACTOSIICH cTaThe - 3asBUTENb),
NPEJCTABISACT B YHOJHOMOYCHHBIN (efepalbHblii OpraH MCIOJIHUTEIBHOW BIACTH CIEIYIOLIHNE
JOKYMEHTBI U CBEJICHMUS:

1) 3asBlieHHE O BbIJAYe pA3PEIICHHUs HA MPOBEACHHE MEXKIYHAPOJHOIO MHOTOIIEHTPOBOIO
KIIMHUYECKOTO HCCIIEIOBAHUS OMOMEIUITTHCKOTO KJIETOYHOT'O MPOAYKTa 1581071
MOCTPETUCTPAIIMOHHOTO  KJIMHUYECKOTO  HMCCIEOBAHUS ~ OMOMEIUIIMHCKOTO  KJIETOYHOTO
MPOAYKTA;

2) peKBU3UTHl TOKYMEHTA, MOATBEPKAAIOIIETO YIJIATy FOCYJapCTBEHHOM NOLUIMHBI 3a BblIady
paspelieHus Ha MPOBEICHUE MEXAYHAPOJAHOIO MHOTOLIEHTPOBOTO KIMHUYECKOIO UCCIIEI0BAHNS
OMOMEIUIIMHCKOTO KJIETOYHOT'O TPOAYKTa WIM 3a BBIJAUy paspelieHus Ha IPOBEJCHUE
MOCTPETUCTPALIMOHHOTO ~ KJIMHUYECKOTO  MCCIEAOBAaHHS  OMOMEAMIIMHCKOTO  KJIETOYHOTO
NPOAYyKTa, TM0O0 caM 3TOT JOKYMEHT (110 COOCTBEHHOW MHHULIMATHBE). B ciryuae HempeacTaBIeHUs
3TOr0 JIOKYMEHTa YIIOJHOMOYEHHBIH (enepanbHblii OpraH MCIOJHHUTEIBHON BIacTH Ha
OCHOBAHMHU TPEACTABICHHBIX 3asBUTENIEM PEKBU3UTOB 3TOTO JIOKYMEHTa TMpoBepsieT (akt
yIJiaThl TOCYJapCTBEHHOW TOUUIMHBI C  MCIONB30BaHMEM HMHpOpManuud 00  ymaTe
rOCyJapCTBEHHBIX IMOILINH, cojaepskaiencs B ['ocyaapcTBeHHOM MH()OPMAIIMOHHONW CHCTEME O
rOCyJapCTBEHHBIX U MyHULUITIAJIBHBIX IIJIATEXKAX;

3) OoT4eT O MOKIMHUYECKUX UCCIICTOBAHUIX OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa U OTYET O
MPOBEJICHHBIX paHee KIMHUYECKUX HUCCIICOBAHHUSIX OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa
(npu HaMU4KM);

4) NpOEKT MPOTOKOJIA MEXAYHAPOJAHOIO MHOTOLIEHTPOBOIO KIMHMYECKOTO HCCIIEIOBAHUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa WU IOCTPETUCTPAIMOHHOTO  KIMHHYECKOTO
UCCIIeIOBaHMS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA,

5) Oporitopa ucciea0BaTes;
6) nHGOPMAITMOHHBIN JINCTOK MAIIMEHTA;

7) cBeneHus: 06 ombiTe pabOTHI MCCIeIOBaTEIeH MO COOTBETCTBYIOIINUM CHEIMAIBHOCTIM M UX
ornpiTe paboOTHl MO TMPOBEJNCHHUIO KIMHUYECKHX HCCIEIOBAaHUN OMOMEIUIIMHCKUX KIETOYHBIX
IIPOJYKTOB;

8) cBemeHUs O MEIMIMHCKUX OpraHU3alMsAX, B KOTOPBIX MPEINOiaraeTcs IMpoBEACHUE
KJIMHUYECKOTO  HCCIIEIOBaHUS  OMOMEIUIIMHCKOTO  KIETOYHOTO MpoayKTa (TOJNHOE H
COKpallleHHOE HalMEHOBAaHMUS, OPraHU3aAIMOHHO-TIPaBoOBast (opMa, MECTO HAXOXKICHUS U MECTO
OCYILECTBIICHUS JESATEIBHOCTH, TeaedoH, Tenedakce, aapec 3MEeKTPOHHOH MOYTHI, CBEICHHS 00
aKKpeIuTallud Ha TpaBO TNPOBENEHHUS KIMHUYECKUX MCCIEJOBAHUN  OHMOMEIMIIMHCKUX
KJIETOYHBIX MPOAYKTOB KaXXA0M MEAULIMHCKON OpraHU3alin);

9) mnpennonaraemMple CpPOKH TPOBEACHHUSA KIMHUYECKOTO WCCIEAOBAaHUS OHOMEIUIITHCKOTO
KJIETOYHOT'O NPOAYKTA;

10) KOIlnusg J0TroBOpa 00s13aTEeILHOTO CTpaxoOBaHUs, 3aKJIFOYCHHOI'O B COOTBETCTBUU C THUIIOBBIMU
npaBujiIaMn 00513aTEIHLHOT0 CTpaxoBaHHuid, C YKAa3aHUCM HpGI[GJIBHOfI YUCJICHHOCTHU IIAaIMCHTOB,
Y4aCTBYIOIIUX B KIIMHUYCCKOM HUCCIICAOBAHUN 6HOM€,Z[I/IL[I/IHCKOFO KJICTOYHOI'O IPOAYKTA,

11) uadopmarius 0 cocraBe OMOMETUITMHCKOTO KJIIETOYHOTO MPOIYKTa;

12) mOKYMEHT, COCTaBJICHHBIA MPOM3BOIUTENEM OMOMEIMIIMHCKOTO KIETOYHOTO MPOIYKTa U
COIEpXKAIMi CBEIEHUA O KAayeCTBEHHOM COCTaBe, KOJIMYECTBEHHOM COCTaB€ U HHBIE
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XapaKTePUCTHKU OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa, MPOW3BEICHHOTO JUIS MPOBEICHUS
KIIMHUYECKHUX UCCIIEIOBAHUMN.

3. B cpok, He mpeBbIIIamuil IATH padounx JHEH CO JHS MPEICTaBICHHs YKa3aHHBIX B YaCTH 2
HACTOSIIIEH CTaTbU JIOKYMEHTOB M CBEJICHHUH, YINOJHOMOYEHHBIH (eaepanbHbIi OpraH
HCIIOJIHUTEJILHOM BIIACTH:

1) npoBoAMT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEIACHMM, COJEp)KalluxXcsi B
IIPEACTABIICHHBIX 3asIBUTEJIEM JTOKYMEHTAX;

2) mpUHUMAET pEIICHHe O MPOBEACHHM SKCIEPTH3bl KAa4eCTBa OMOMEIUITMHCKOTO KIETOYHOTO
MPOJYKTa, OKCIEPTU3bl JIOKYMEHTOB JUIsl TOJY4YeHHs] pa3pellieHuss Ha IMPOBEACHUE
MEXIYHApPOAHOTO  MHOTOIIGHTPOBOTO  KJIMHHYECKOTO  HCCIEAOBaHUS  OMOMEIMIIMHCKOTO
KJIETOYHOTO  MPOAYKTa  WIM  TMOCTPETHCTPAIMOHHOTO  KIMHUYECKOTO  HMCCIEIOBaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO0 TPOAYKTa M OTUYECKOW DJKCHEepTU3bl 100 00 OTKaze B
MPOBEJICHUH YKa3aHHBIX IKCIIEPTHU3;

3) yBemOMIISIET B MHCHbMEHHON (hopMe 3asiBUTEINsE O MPUHSATOM pelIeHHH (B ClIy4yae MPUHSATHUS
penieHus 00 OTKa3e B MPOBEICHUU COOTBETCTBYIOIIEH IKCIIEPTU3bI YKA3BIBAET MPUUYHHBI TAKOTO
0TKa3a).

4. B ciydae BbISBICHUS HEMOJHOTHl WJIH HEIOCTOBEPHOCTU CBEICHUM, COAEpXKAILUXCS B
MaTepuanax, IpeJICTaBICHHBIX  3asBUTENEM, YIOJHOMOUYEHHBIH  (eaepalbHbli  OpraH
WCTIOJTHUTEJILHOW BJIACTH HAIIPABIISET 3asBUTEIIO 3alpoc 00 YTOYHEHMU YKa3aHHBIX CBEICHHI.
JIaHHBINA 3ampoc MOXKET OBbITH NepelaH YIMOJHOMOUYEHHOMY IPEICTaBUTENIO 3asBUTEINS JHMYHO
O] PACIHUCKY, HApaBJICH MO MMOYTE 3aKa3HBIM IMMCHMOM WJIM MIEpeiaH B 3JIEKTPOHHOM (popme 1o
TEJIEKOMMYHUKA[MOHHBIM KaHaJlaM CBA3U. B ciydae HampaBieHUs NaHHOIO 3aIpoca I0 I0YTe
3aKa3HbIM IIMCbMOM OH CUMTAETCS IOJYYEHHBIM 110 UCTCUCHHUH LIECTU JHEHN C JaThl HAIIPABIICHUS
3aKa3HOrO MKUChMa.

5. 3asgBuTens 00s3aH MPEACTAaBUTH OTBET HA 3aIPOC YIOJHOMOYEHHOIO (ellepajJbHOro opraHa
UCTIOJIHUTENIBHOM BJAcTH B CPOK, HE TMPEBBINIAIONIUI JeBSHOCTa pabouux JHEH co JHA
noJlydeHus: JaHHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTW 3 HACTOAILUEH CTaTbH,
IIPUOCTAaHABIMBAETCS CO HS HAIIPABJICHUS 3asBUTENIO YKA3aHHOT'O B YacCTH 4 HACTOSIIEH CTaTbu
3arpoca yHOJIHOMOYEHHOTO (pefiepanbHOro opraHa UCIOJHUTEILHON BIACTH 10 JHS MOTyYCHHS
UM OTBETa Ha [JaHHBIM 3alpoC M HE YUYUTHIBACTCS IIPU HCUUCICHUU CPOKA IPUHATHUSA
YIIOJIHOMOYEHHBIM (peiepanbHbIM OpPraHOM HCIOJHHUTENBHOM BIIACTH PEIICHUS O MPOBEICHUH
HKCHEPTHU3bl KauecTBa OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTA, SKCHEPTU3BI TOKYMEHTOB JUIS
MIOJIyYEHUSI pa3pelicHusl Ha IPOBEACHUE MEKIYyHApOIHOIO MHOTOLEHTPOBOIO KIMHUYECKOIO
UCCIIEI0BaHUsl  OMOMENMLMHCKOIO  KJIETOYHOIO IMPOAyKTa WM  IOCTPETUCTPALMOHHOIO
KIIMHUYECKOT'O UCCIIEI0BaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

6. OcHOBaHUEM JUIs OTKa3a B MPOBEJCHUN HKCIEPTU3bI KaueCTBa OMOMEIMIIMHCKOTO KJIETOYHOTO
MPOAYKTa, OKCHEPTU3bl JOKYMEHTOB Ul IIOJy4EHHMS pa3pelicHUus Ha IPOBEICHUE
MEXIYHApOAHOTO  MHOTOLEHTPOBOTO  KIMHMYECKOTO  MCCIEJOBAHUS  OMOMEIMIIMHCKOTO
KJIIETOYHOIO  MPOAYKTAa  WIM  IOCTPETMCTPALIAOHHOTO  KIMHHYECKOIO0  MCCIICIOBaHUs
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTAa M 3TUYECKOH SKCIEPTHU3bl SABISETCS MpPEICTAaBICHHUE
JOKYMEHTOB, MpPEIyCMOTPEHHbIX YaCThl0 2 HACTOSINEH CTaThH, B HEMOJIHOM o00beme,
HENPEJICTAaBICHUE B YCTAHOBIIEHHBIM CPOK OTBETA HAa YKa3aHHBIM B 4acTu 4 HAcTOsALIEW cTaTbu
3aIlpoc YMOJIHOMOYEHHOTO (hesiepanbHOro opraHa MCIOJHUTEIBHON BIACTH JIMOO OTCYTCTBHE B
NPEJCTABICHHBIX JOKYMEHTaX CBEICHHIA, KOTOPbIE IOJKHBI ObITh OTPAXEHBI B HUX, a TaKXKe
OTCYTCTBUE HH(OpMAINK, MOATBEPKAAOLICH YIUIaTy ToCylapCTBEHHOW MOLUIMHBI 33 BBLAAYY
paspelieHus: Ha MPOBEICHUE MEXIYHAPOAHOIO MHOTOLIEHTPOBOTO KIMHUYECKOTIO UCCIIEI0BAHNS
OMOMEIUIIMHCKOTO  KJIETOYHOIO  NPOAYKTa MM  pa3peuleHus  Ha  INPOBEJCHHE
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MOCTPETHUCTPALIMOHHOTO  KJIMHUYECKOTO  MCCIEAOBAaHHS  OMOMEAMIMHCKOTO  KJIETOYHOTO
IIPOJYKTa.

7. IlpoBeaeHne HKCHEpPTH3bl KauecTBa OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOIYKTA, IKCIEPTH3BI
JOKYMEHTOB ISl MOJIY4YEHMs pa3pelIeHMs] Ha IPOBEIEHUE MEXIyHAPOIHOTO MHOTOLIEHTPOBOIO
KIIMHUYECKOTO VCCIIEJOBAHMSI OMOMETUITTHCKOT O KJIETOYHOTO IPOAYKTa WIH
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO UCCIIEAOBAaHMS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
U DOTUYECKOM OKCHEepTU3bl M BbAaua pa3pelleHHs Ha NPOBEIACHHE MEXAYHapOIHOIO
MHOTOLIEHTPOBOT'O KJIMHUYECKOTO MCCIEI0BaHUS OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTa WM
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO UCCIIEAOBAHMS OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
OCYIIECTBIISIOTCSA B COOTBETCTBUU CO CTaThsiMU 14 - 17 Hactosmero denepaabHOro 3aKOHa.

8. Pemenuss 00 oTka3e B MPOBEICHHM SKCIEPTHU3bl KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa, OKCHEPTU3bl JOKYMEHTOB Ul IIOJy4EHHMS pa3pelicHUs Ha IPOBEICHHUE
MEXIYHApOAHOTO  MHOTOLEHTPOBOTO  KIMHMYECKOTO  MCCIECJOBAHUS  OMOMEIMIIMHCKOTO
KJIIETOYHOIO  MPOAYKTAa  WIM  IOCTPETMCTPALIAOHHOTO  KIMHHYECKOIO  MCCIICOBAaHUsA
OMOMEUITMHCKOTO KJIETOYHOTO MPOAYKTa U STHUECKOM 3KCIIEPTU3HI U B BhIJAUE pa3peuieHus Ha
IIPOBEACHUE MEKIyHapOIHOTO MHOT'OLIEHTPOBOT'O KJIMHUYECKOTO HCCIeN0BaHus
OMOMEIUIIMHCKOTO  KJIETOYHOTO MPOAYKTAa WM IOCTPErHCTPALMOHHOTO  KIMHUYECKOTO
UCCIIeIOBAaHMSI OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa MOTYT OBITh 00XKaJIOBaHbI B MOPSIKE,
YCTaHOBJICHHOM 3aKkoHoAarenbcTBOM Poccuniickoit denepanun.

Cratess  31. IlpaBa manmWeHTa, Y4YacTBYWIIeI0 B KJIHHHYECKOM HCCICAOBAHUH
OMOMeIMIMHCKOI0 KJIeTOYHOI0 MPOAYKTa

1. YuacTue nmanueHTa B KJIMHUYECKOM HCCIEIOBAHUN OMOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa
ABIISICTCS JJOOPOBOJBHBIM M TMOATBEPXKAACTCS €ro MOAMMCHIO WIM TOJNHCHIO €ro 3aKOHHOTO
NPEJCTaBUTENS HAa MH(OOPMAIIHOHHOM JINCTKE MMAaLUEHTA.

2. IManueHT WM ero 3aKOHHBIM MPEJACTaBUTENh TOJDKEH ObITh HHPOPMHUPOBAH B MUCHMEHHOU
dopme:
1) 0 GMOMEIUITMHCKOM KJIETOYHOM MPOAYKTE;

2) 0 e U MPOJOIHKUTEIBHOCTH KIMHUYECKOTO MCCIIEA0BAHUS OMOMEIUIIMHCKOTO KIETOUYHOTO
NIPOJYKTAa,

3) o TrapaHTUAX KOH()DUACHIMATHHOCTH YYacTHUsl B  KIMHHUYECKOM  HCCIEIOBaHUU
OMOMETUITMHCKOT O KJIIETOYHOTO POIYKTa;

4) o0 ycnoBUSIX ydyacTHs B KIMHMYECKOM HCCIEIOBAaHUM OMOMEIUIIMHCKOTO KJIETOYHOTO
NIPOJYKTAa,

5) 06 oxumaemoit 3¢ppekTUBHOCTH OMOMETUITTHCKOTO KIETOUYHOTO MPOAYKTA, a TAK)XKE O CTETICHU
pHCKa, KOTOPOMY MOXKET IOJBEPTHYTHCSA MALMEHT B CBS3M C YYacTHEM B KIMHHYECKOM
UCCIIEIOBAaHUH OMOMEIUIIUHCKOTO KJIETOYHOTO MPOAYKTA;

6) 0 AEWCTBUAX MAlMEHTa B Clydae HEMpeABHICHHBIX A(PPEKTOB BIMSIHUS OMOMEIUIITHCKOTO
KJIETOYHOTO IPOAYKTA Ha COCTOSIHUE €0 310POBbS;

7) 00 ycroBHsIX 0053aTEIFHOTO CTPAXOBAaHMS XKHU3HH U 37J0POBbS NAIIUEHTA.

3. IlauMeHT wiIM €ro 3aKOHHBIM IPEACTAaBUTENb HMEET IpaBO OTKAa3aTbCA OT ydacTus B
KJIMHUYECKOM HCCIIEJOBAHUU OMOMEIUIIMHCKOTO KIETOYHOIO MpOAyKTa Ha JI000# craguu
IIPOBEACHUS TAKOI'O UCCIIEAOBAHUS.

4, HpOBC,Z[eHI/Ie KIMHHUYCCKOI'O HMCCJICOA0BaHUA 6I/IOM€III/II_[I/IHCKOFO KIICTOYHOI'0 IMPOAYKTa C
y4aCTuEM B Ka4YCCTBC IMALIUCHTOB ﬂeTeﬁ AOMYCKACTCA TOJIbKO C NMHUCBMCHHOTO I[OGpOBOJIBHOFO
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cormacust WX poaurTenei. JleTm MOryT paccMaTpuBaThCsl B KadecTBE IMAIMEHTOB TaKOTO
UCCIICIOBAaHMUSI B CJydae, €CIM €ro NpOBeJIeHHE HEOOXOOUMO Ui JIeUeHus 3a0o0JeBaHHS Y
TaHHOTO peOeHKa. B 3THX ciyyasx Takoe HCClIeOBaHUE MOXKET OCYIIECTBIIATHCS HA OCHOBAaHUH
peleHusi KOHCWIIMYMa Bpauel, co34aBaeMoro B COOTBETCTBHU ¢ DenepanbHbIM 3aKOHOM OT 21
Hos10pst 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbl 370pOBbs TrpaxaaH B Poccuiickoii
@eneparun’’, O BO3MOXHOCTM  ydacTusi peOeHKa B  KIMHUYECKOM  HCCIEIOBaHUU
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa M TPU YCIOBHUH, YTO TAaKOMY HCCIIEOBAHUIO
NPE/IIECTBOBAJIO HCCIEOBAHUE JAHHOTO OWOMEIUIIMHCKOTO KJIETOYHOrOo MpOAYKTa Ha
COBEPILECHHOJIETHUX Tpa)KJaHaX, 3a HCKIIOYEHHUEM CIyyaeB MPOBEACHUS KIMHUYECKOTO
UCCIICZIOBAaHUSI OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa, IPEeIHA3HAYEHHOTO JIs JICUCHHS
3a00JIeBaHUN UCKITIOYUTEIHLHO Y IeTeH.

5. Jlomyckaercd NpoBeACHHE KIMHUYECKOIO MCCIEA0BAaHUS OMOMENMLMHCKOIO KJIETOYHOIO
IIPOAYKTAa C y4acTHEM B KadyeCTBE IMALMECHTA JIMLA, IIPU3HAHHOIO B YCTAHOBJICHHOM 3aKOHOM
MOps/IKE HENeeCOCOOHBIM MIIM OIPAaHHMUYEHHO JIEECTIOCOOHBIM, C MUCHbMEHHOTO J100POBOJILHOTO
corjacus ero 3aKOHHOIO IpeacTaBuTess. Pelenre 0 BO3MOXKHOCTH y4acTHsl YKa3aHHOIO JIMIA B
TaKOM KJIIMHWUYECKOM HCCIIEAOBAHUU IIPUHUMAET KOHCUIIMYM Bpadei, B COCTaB KOTOPOI'O BXOIAT
CMELUAIKCTHI IO TPOQHITIO 3200I€BaHNUS MALIUEHTA.

6. 3anpemaeTc;1 MMPOBCACHUC KIIMHHUYCCKOI'O0 MCCICIOBaHUA 6HOM€,Z[I/IL[I/IHCKOFO KJI€TOYHOI'O
NpoAYKTa C YHaCTUCM B KAYCCTBC MAIUCHTOB:

1) nereit-cupoT u Aerel, ocTaBuIMXCs 0€3 MOMEeYEeHUsT POAUTEIICH;

2) XEHILIUH B MEpHoj OEPEeMEHHOCTH, POAOB, JKEHIIWH B MEPUOJ TPYJHOIO BCKapMIIUBAHHS, 32
HCKIIIOYCHUEM CIIy4aeB, €CJIM COOTBETCTBYIOLIMK METOJ JICYCHMsS IPEAHA3HAYEH Ui OTHX
MAIMEHTOB W IPU YCIOBUM MPHUHATHS BCEX HEOOXOAMMBIX MEp IO HCKIIOYEHHMIO pHUCKa
NPUYMHEHUS Bpesa JKEHIMHE B MepHoj OepeMEeHHOCTH, POJIOB, )KCHIIMHE B MEPUOJ I'PYIHOTO
BCKapMJIMBAHMUSL, TUIO/LY UK PEOCHKY;

3) BOEHHOCIYXaIllUX, 32 HCKIYEHHEM CIIy4aeB IPOBEJIEHUS KIMHUYECKOTO MCCIIEI0BaHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, CHEUHATbHO pPa3pabOTaHHOTO JUIs NMPUMEHEHUS B
YCIOBUAX BOEHHBIX JEHCTBUH, UpE3BBIYAMHBIX CHTyalud, NPOPUIAKTHKH U  JICUCHHS
3a00JeBaHUN M TOPAXKEHHUH, MOMYyYEHHBIX B pe3yJbTaTe BO3JCHCTBUS HEOIArONpUATHBIX
XMUMUYECKHUX, OMOJIOTMYECKHX, paJuallMoHHbIX (akTopoB. KinHuYeckoe McclieoBaHUE TaKoro
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOJYKTa MOXET IPOBOAMTHCA C Y4YacTHEM B KadyecTBe
MIALMEHTOB BOCHHOCIYKAIUX, 32 MCKIIOYEHUEM BOCHHOCIYKAIUX, IPOXOIAIIUX BOEHHYIO
clIy’k0y 1O MpH3BIBY, C COOMIOIEHNEM TPEOOBAaHH, YCTAaHOBJIEHHBIX HacTosmuM DenepanbHbIM
3aKOHOM B OTHOLICHUH I'PaXAAHCKUX JIULL,

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIBHBIX OPIaHOB;

5) JIMI, OTGBIBaIOH_[I/IX HaKa3aHHuC€ B MCCTax JIMIIICHUA CBO6OI[IJI, a TaKoKC JIML, HaXOAAIIINUXCA 10
CTp&)KCﬁ B CJICACTBCHHBIX U30JIATOpAX.

Cratps 32. O0si3aTelbHOE CTPAXOBAaHUE KM3HHU, 3A0POBbSl NALMEHTAa, YYACTBYKOILIEIro B
KJIMHUYECKOM HCCJIeJOBAHNH OMOMETUIINHCKOI0 KJIETOYHOI 0 NPOAYKTA

1. Opranusanus, NONy4MBINAs pa3pelICeHUE HA OPraHMU3alMI0 IPOBEACHUS KIMHUUYECKOIO
UCCIICIOBAaHUsT OMOMEIMIIMHCKOTO KIIETOYHOTO MPOJYKTa, 00sf3aHAa B KAdyeCTBE CTPAaxXOBATEI
CTPAaxoBaTh PUCK NMPUYMHEHUS BpEla KU3HH, 310POBBIO INALIMEHTA B pe3yJbTaTe NPOBEIACHUS
KJIMHUYECKOTO HCCIIEeIOBaHUs OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa 332 CBOM CYET IyTeM
3aKIIIOYCHHUS JJOTOBOpa 00s13aTEILHOIO CTPaXOBAHUS.

2. OOBEKTOM 0053aTeNbHOT0 CTPaXOBaHMS SBIAETCS HMYLIECTBEHHBIH HHTEpEC NalUeHTa,
CBA3AHHBIM C IPUYMHEHHEM BpENa >KU3HHU, 3J0POBBIO IALIMEHTA B PE3yJbTATEe IPOBEIACHUS
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KIMHHUYCCKOI'O NCCICIOBaHUA 61/IOMC,Z[I/IL[I/IHCKOFO KJICTOYHOI'O NIPOAYKTaA.

3. CTpaxoBBIM CIIydyaeM IO JOTOBOPY OO0S3aTEIBHOIO CTPAaXOBAHHs SIBJISETCS CMEPTh MMalMEHTa
WIN YXYZIIEHHE €ro 310pOBbs, B TOM YHCIE BIEKYIIEe 3a COOON YCTAaHOBJICHUE WHBAIMIHOCTH,
[IPU HAJIMYUK TPUIHHHO-CIIEICTBEHHOM CBA3HM MEXKy HACTYIUICHUEM 3TOTO COOBITUS M YHaCTHEM
MalMeHTa B KIMHNYECKOM UCCIIEA0BAaHIH OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

4. TpeOoBaHUS O BO3MELICHHM Bpena, NPUUYMHEHHOTO >KM3HU WM 3J0POBBIO MAlMEHTa,
NPEABSBIAIOTCA B TEYCHUE CPOKOB MCKOBOM JABHOCTH, YCTAHOBIICHHBIX TI'PaXIaHCKUM
3aKOHOJIaTEIbCTBOM.

5. Pa3mep cTpaxoBoil CyMMBI MO JIOTOBOpPY OOS3aTENBLHOTO CTPAaXOBAHHS COCTaBISET JBa
MUJIIMOHA PYyOIei.

6. Pazmep cTpaxoBoii BRIIIJIATHI 10 JOTOBOPY 00S3aTEILHOIO CTPaXOBAHUS COCTABIISCT:

1) B cmyyae cMepTH MalKeHTa JIBa MUJUTMOHA pyOJiell Ha Ka)K/I0TO MalMeHTa, Y4acTBOBABILETO B
KJIMHUYECKOM UCCIIEI0BAaHUH OMOMEIUIIMHCKOTO KIETOYHOTO IPOIYKTa;

2) npu yXyALIEHUH 30POBbs MallUEHTA!

a) TMOBJIEKIIEM 32 CO0O0 YCTaHOBJIEHUE MHBAIUAHOCTHU | TPy, OMH MUIIHOH HSATHCOT THICSY
pyOsieii Ha KaXIOro TNAalMeHTa, YYacTBOBABIIETO B  KJIMHUYECKOM  HCCIICAOBAHUH
OMOMETUITMHCKOTO KJIIETOYHOTO IPOIYKTa;

0) moBieKkmeM 3a co0ol ycTaHOBJICHHWE MHBAaIMIHOCTH Il rpymmbl, oquH MWIIHOH pyOnel Ha
KaKIOr0 TNAalMeHTa, Y4acTBOBABIIEIO B KIMHUYECKOM HCCIECJOBAHMM OMOMEAMIIMHCKOIO
KJIETOYHOT'O NPOAYKTA;

B) MOBJIEKIIEM 3a cOo0OW ycTaHOBiIeHHe MHBanuAHOCTU III rpynmsl, mATHCOT ThICSY pyOsel Ha
KaKIOr0 TNAalMeHTa, Y4acTBOBABIIEIO B KIMHUYECKOM HCCIECJOBAHUM OMOMEAMIIMHCKOIO
KJIETOYHOT'O NPOAYKTAa;

I') HE MOBJICKIIEM 32 COOON yCTaHOBIJICHHSI MHBAJIUIHOCTU WM MOBJIEKIIEM YBEIHUEHHE CTEIICHH
OTpaHUYEHUS JKU3HEACITEIbHOCTH WHBANKA 0€3 M3MEHEHMs I'pYMIIbl MHBAJIHIHOCTH, HE Ooiee
yeM TpHUCTa Thicsiu pyOsield Ha KaXIOro TMalUeHTa, ydYacTBOBABLIETO B KIMHHUYECKOM
UCCIIEIOBAaHIH OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA, HCXO/S U3 HOPMATHUBOB, OTPAKAIOIINX
XapakTep W CTeNeHb MPUYMHEHUS Bpela 3JI0pOBbI0, a Takke (HAKTUUYECKH IMOHECEHHBIX
MTaIUEHTOM PacCXOJl0B, CBSI3aHHBIX C IPUYMHEHUEM Bpela 340pOBbI0, HA MEJULIMHCKYIO [TIOMOILb,
npruoOpeTeHue JeKapCTBEHHBIX MPENapaToB U MEAUIIUHCKIX H3/IEITHA.

7. JloroBop o0053aTENFHOTO CTPaxOBaHMS 3aKJIIOYAETCSl HA CPOK, OXBATHIBAIOIIUI MEPUOJ
MIPOBEICHUS KIMHUYECKOTO HCCIENOBaHUA OHMOMEAMLMHCKOTO KIETOYHOTO TMPOJYKTa, U HE
MEHEE YeM Ha OJMH TIOJ TOCJI€ OKOHYAaHHS NPOBEACHUS KIMHUYECKOTO MCCIEN0BaHUS
OMOMETUITMHCKOTO KJIETOYHOTO IPOIYKTa.

8. YcnoBusi moroBopa 00s3aTE€IBHOIO CTPaxOBaHMS, B TOM YHCIIE CTPaxoBble TapH(BI IO
0053aTeIbHOMY CTPaxOBAaHUIO, MEPEYeHb HEOOXOAWMBIX JOKYMEHTOB JUIS OCYIIECTBICHUS
CTpaXxOBOW  BBIIUIATBI,  HOPSJOK  YCTAHOBIEHHWS  CTpaxoBaTeleM  HMHIUBHIYaJIbHOTO
UACHTU(PUKAIIMOHHOTO  KOJAa  MAIMeHTa, MOPSIIOoK  HMH(MOPMHUPOBAHUS  CTpaxoBaTeieMm
CTPaxOBILKKA O MPHUBJICYCHHBIX K KIMHUYECKOMY UCCIICAOBAHUIO OMOMETUIIMHCKOTO KJIETOYHOTO
NpOAyKTa TMAIMEeHTOB, TMOPAJOK YIUIAThl CTPaxoOBOW MpEMUH, TMOPSAOK pearu3aliu
OIpeIeNIeHHBIX HacTosuM DeepaabHbIM 3aKOHOM M APYTUMH (eiepaJIbHBIMU 3aKOHAMH TIpaB
U 00s3aHHOCTEH CTOPOH, HOPMATHUBBI, OTPAXKAIOUINE XapaKTep M CTENEHb MOBPEKICHHS
3JI0POBbS 110 JOTOBOPY 00S3aTEIBHOTO CTPAXOBaHMS, YCTAaHABIMBAIOTCS THUIIOBBIMU MPAaBHIAMH
00513aTeIFHOTO CTPAaXOBaHMUA.
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9. B cinyyae mnpuYMHEHMsS Bpena >KM3HM MAlMEHTa, Y4YacTBOBABLIETO B KIMHUYECKOM
UCCIICIOBAaHNH OWOMETUIIMHCKOTO KJIETOYHOTO TPOJIYKTa, BBITOAONPUOOpETATEN MU IO
JIOTOBOPY 00S3aTENIBHOTO CTPAaXOBAaHUs SBIAIOTCS Ipa)kIaHe, UMEIOLINE MPaBO HAa BO3MEILECHHE
Bpella B ClIy4ae CMEpPTH KOPMHUIIbLA B COOTBETCTBUU C IPAXKJAAHCKUM 3aKOHOAATEIILCTBOM, IIPH
OTCYTCTBUM TaKUX TpaXKgaH - pOAUTENH, CyHpyr (cympyra), AETH yMEpUIEro NalueHTa,
y4acTBOBABUIETO B KJIMHUYECKOM HCCIICOBAHUM OMOMETUIIMHCKOTO KJIETOYHOTO NMPOIYKTa, B
Clly4ae CMEpPTH MallMEHTa, y4aCTBOBABLIETO B KJIMHUYECKOM MCCIEAOBAaHUU OMOMEINULIMHCKOIO
KJIETOYHOT'O MPOAYKTa U HE MMEBILEr0 CaMOCTOATEIBHOIO J0XO0/a, - IPaKIaHe, Ha WKIUBEHUU
KOTOPBIX OH HaXOJWICA, B OTHOLICHWM BO3MELICHHS DPACXOJOB Ha MOrpeOcHHE NalueHTa,
y4acTBOBABUIETO B KIMHHUYECKOM HCCIEIOBAaHUM OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa, -
JIUL0, IIOHECLIEE TAKUE PACXO/BL.

10. CrpaxoBasi BbIIUIATA B CYET BO3MEIIEHUSA BpeJa, NPUUYMHEHHOIO KU3HMU TMAlMEHTA,
y4acTBOBABIIETO B KIMHUYECKOM HCCICIOBAHUU OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
pacmpenensercs MeX/y BBITOJONPUOOPETATEIIMH MMPOTMOPIIMOHAIBHO MX KOJIWYECTBY B PABHBIX
TTOJSX.

11. Ilpu HaCTYIUIGHMH CTpPaxoBOIO cCllyyas MAIMEeHT, Yy4YacTBOBABUIMA B KIMHUYECKOM
UCCIICZIOBAaHNHM OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA, BHIFOJONPHOOpETaTENh MO J0TOBOPY
00513aTeNIbHOTO CTPAaXxOBaHUs BIPABEe NPEAbSIBUTH HETIOCPEACTBEHHO CTPAXOBIIMKY TpeOOBaHUE O
BO3MEILEHUH NPUUYMHEHHOTO Bpera. CTpaxoBasi BBIIUIATa OCYIIECTBISETCS CTPAXOBIIMKOM B
TEYEHUE TPUILATH JHEH CO JHSA TpPEeNCTaBICHUS HEOOXOAWMBIX JOKyMEHTOB. Ilaruenr,
YyYacCTBOBABUIMH B KIIMHMYECKOM HCCIIEJIOBAHUM OMOMEIUIIMHCKOTO KJIETOYHOT'O MPOAYKTA, WIH
BBIFOJIOTIPHOOpETaTeNh IO JOTOBOPY 00f3aTENbHOTO CTpaxoBaHHs O00s3aH  COOOLIUTH
CTPaxXOBIIUKY TSt OCYILECTBIICHUS CTpaxoBoO BBITIJIATHI WH/IMBUTY aTbHBIH
UACHTU(PUKAIIMOHHBIA KO/ TAaIlMeHTa, YCTAHOBJCHHBIM CTpaxoBaTeleM B COOTBETCTBHH C
TUTIOBBIMH MTPABUIIAMU 0053aTEIILHOTO CTPAXOBAHMUS.

12. Jlo monHOro ompeneneHus pa3Mepa IMOJIeKAIIero BO3MELIEHUIO Bpela CTPAXOBILMK I10
3asfBJICHUIO TAIMEHTa, YYacTBOBABIIETO B KIMHMYECKOM HCCIEIOBAHUN OHOMEIMLIUMHCKOTO
KJICTOYHOTO MpPOAYKTA, WM 3asBJICHUIO BBIFOJONpPHOOpETaTeNss BIpPaBE OCYIIECTBUTH YacTb
CTpaxOBOW BBIIUIATHL, COOTBETCTBYIOUIYIO (DAaKTUUECKU OMpPEJeTICHHON YacTH HPUYMHEHHOTO
Bpea.

13. CrpaxoBass BbIIUIaATA B COOTBETCTBUHM C JOTOBOPOM OOS3aTEIBHOTO CTPaxXOBaHUS
OCYIIECTBIISIETCS HE3ABUCUMO OT BBIILJIAT, IPUUUTAIOLUINXCSA [0 IPYTHMM BHIaM CTPAXOBaHMSL.

14. He pnomyckaercs ydacThe IIAMEHTa B IPOBEACHUM KIMHUYECKOTO HCCIIEN0BAHUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa TpPU OTCYTCTBUH JIOTOBOpa  00s3aTEIHHOTO
CTPaXOBaHHs.

15. KoHTposnb 3a HCHOJHEHMEM OpraHu3allded, NOJYYMBIIEH pa3pelleHHE Ha IPOBEACHUE
KJIMHUYECKOTO HUCCIEAOBAaHUS OMOMEAMIMHCKOTO KIJIETOYHOTO TPOIYKTa, YCTAaHOBJICHHOM
HACTOSIIEH cTaTbel 00SI3aHHOCTHU 110 CTPAaXOBAHUIO KHU3HH, 30POBBS MAIIMEHTA, yYaCTBYIOILIETO
B KJIMHHYECKOM HCCIIEJOBAHUN OWOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA, OCYIIECTBISAETCS
YIIOJIHOMOYEHHBIM (pe/iepaibHBIM OPTaHOM HCIIOJIHUTENILHON BIIACTH, BBIABIINM pa3pelIeHue Ha
MIPOBEICHUE KIIMHUYECKOTO UCCIIEI0BaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

Cratps 33. IlonyyeHHne 0MOT0TrHYECKOr0 MaTepHaJia

1. TlomyueHue OHMOJIOTHYECKOTO MaTepuana OT JOHOpa OMOJOTHYECKOro MaTepuana s
MPOU3BOJICTBA OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB, B TOM YHCIE B IENSAX MPOBEICHUS
JTOKJIIMHUYECKUX MCCICAOBAaHUM U (WMJIM) KIMHUYECKUX HCCIEIOBaHUN, W MEIUIIMHCKOE
oOcrenoBaHue JOHOpPA OMOIIOTUYECKOTO MaTepuana B IEJSX BBISBICHHUS MPOTUBOIOKA3AHUN s
MOJIy4EeHUsI OT HEro OMOJOTHYECKOTO0 MaTepuayia IMPOBOJSATCS B OPTaHU3ANMAX, HUMEIONINX
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JIMIOCH3UI0 Ha MCIUIHUHCKYIO ACATCIBHOCTb, Ha OCHOBAHUHU JOroBopa MCKAY TaKoM
OpFaHH3aHHCﬁ " IPpOU3BOJUTCIICM GI/IOMGIII/II_[I/IHCKI/IX KJICTOYHLIX NPOAYKTOB 3a CUCT YKa3aHHOI'O
MMPOU3BOAUTCIIA.

2. IlpaBuna momydeHHss OMOJOTHYECKOTO MaTepuaia s MPOW3BOACTBA OMOMEIMIIMHCKHIX
KIIETOYHBIX TMPOAYKTOB U TMEpelayd ero TMPOU3BOAUTENI0 OWOMEIUIIMHCKUX KIIETOUYHBIX
MPOIYKTOB YCTAaHABIMUBAIOTCS YIIOJHOMOYEHHBIM (DeiepaTbHbIM OPraHOM HCIIOJHUTEIHHOU
BJIACTH.

3. Ilomydenue OHMONOrMYECKOr0 MarTepuana IJisi MPOU3BOACTBA OMOMETUIIMHCKHUX KIETOYHBIX
IIPOAYKTOB IIPU IPHKU3HEHHOM JOHOPCTBE JOIYCKACTCS IIPU HAJIU4YMU BBIPA)KCHHOIO B
MUCHbMEHHON (hOpME U BHECEHHOTO B MEAMLIMHCKYIO JOKYMEHTALIUIO JOHOPA:

1) uHPOPMHUPOBAHHOTO JOOPOBOJBHOIO COTJIACHS COBEPIICHHOJETHErO JCECIIOCOOHOTO JIHIIA
a100 HECOBEPIICHHOJCTHErO JIMIA, OOBSABJICHHOTO B YCTAHOBJICHHOM 3aKOHOM MOPSJIKE
MOJIHOCTBIO JI€ECTIOCOOHBIM, TMPOIMIEANIET0 MEIUIIMHCKOEe OO0CienoBaHne, Ha 0e3BO3ME3qHOe
MPEOCTABJIICHUE CBOCTO OHMOJOIMYECKOr0 Marepuaia JUis HPOM3BOJICTBA OHOMEIMIIMHCKOTO
KJICTOYHOTO MPOAYKTa, B TOM YHCJIC B LENSX MPOBEACHUS MOKIMHUYCCKUX HUCCICIOBAHHNA U
(W1K) KIMHUYECKUX UCCIIEAOBaHUM;

2) uHGOPMHUPOBAHHOTO TOOPOBOJIBHOIO COTJIACHSI OJHOTO M3 POJMTENCH WIM MHOTO 3aKOHHOTO
IIPEICTABUTENSI HECOBEPUICHHOJIETHETO JIMLA (32 HUCKIIOUEHUEM HECOBEPLUIEHHOJETHETO JIMIIA,
YKa3aHHOTO B IIyHKTE€ | HacToOsAIlEH 4YacTH), a TaKXe JIHIA, IMPU3HAHHOIO B YCTAHOBJIEHHOM
3aKOHOM TMOpSAKE HEIEeCIOCOOHBIM MM OrPaHUYEHHO [JEeClOCOOHBIM, Ha OE3BO3ME3IHOE
IpeOCTaBlIeHUe  OMOJOrMYECKOro  Marepuaja  JaHHOTO  JMIa s TPOU3BOICTBA
OMOMETUITMHCKOTO KJIETOYHOTO MPOJIYKTa, B TOM YHCJE B LESAX MPOBENEHHUS JOKIMHHYECKUX
UCCIIeIOBAaHUM M (MJTM) KIMHUYECKHX uccienoBanuil. [lomydyenne 6moiornyeckoro Marepuaia y
JIML], YKa3aHHBIX B HACTOSILIEM IIYHKTE, JOIYCKAeTCs TOJIBKO B CIy4asiX, €CJIM OMOMEAUIIMHCKUN
KJIETOYHBIA MPOAYKT MNPEIHA3HAYEH JJIsI TPUMEHEHUS MCKIIOUMTENBHO ITUM JIMLAM WM HX
POJCTBEHHUKAM - OHMOJIOTUYECKUM POTUTEISM, POJHBIM JETSIM, POJHBIM OpaThsiM M POJHBIM
cecTpam.

4. Jluuo, yka3aHHoe B NMyHKTe 1 4acTu 3 HacTOsIIeW CTaTbU, MOXET B NMHCbMEHHOH (opme,
3aBEPEHHON PYKOBOIMTEIEM MEIUIIMHCKON OpraHu3aliy JIMOO HOTApHAIbHO, BBIPA3UTh CBOE
BOJICU3BSIBIICHHE O COIJIACMM WJIM O HECOIJaCMM Ha IIOCMEPTHOE MPEAOCTaBICHHE €ro
OMOJIOTHYECKOT0 MaTepuaa JJisi IPOU3BOJACTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

5. B ciydae OTCyTCTBUS BBIPAKEHHOTO IIPU KU3HU BOJICU3BSABIICHUS JINLA, YKA3aHHOTO B IIyHKTE
1 yactu 3 HacTosEN CTaTbHM, B OTHOLIEHWH MOCMEPTHOIO JOHOPCTBA IOJIyYEHHE IIOCIE €0
CMEepTH OHOJOrMYECKOro MaTepuaja JUIsi MPOU3BOACTBA OWOMETUIIMHCKOTO KJIETOYHOTO
IIPOAYKTa JOMyCKaeTcs MPU HAJIMYUU MUCBMEHHOIO COIJIacusl cymnpyra (Cynpyru) yMepliero, a
Ipu ero (ee) OTCYTCTBUU - OAHOIO U3 POJCTBEHHUKOB ([I€TH, POJAUTENIH, YCHIHOBIICHHBIE,
YCBIHOBUTEIHU, POJAHBIE OpaTbs U POJHBIE CECTPBI, BHYKH, ACAYIIKH U 0aOyIIKu), 3aBEPEHHOTO
PYKOBOJIUTENIEM MEAMLMHCKOW OpraHu3allMd WM  YIOJHOMOYEHHBIM MM JIMIIOM JIHOO
HOTapHUAJILHO.

6. Mudopmanusi 0 HATUIMKM BOJEUIBSBICHUS JIMIA, YKA3aHHOTO B 4acTH 4 HACTOSIICH CTAaThU,
HHBIX JIUL B ClIy4ae, IPEyCMOTPEHHOM YaCThIO 5 HACTOAIIEH CTaTbU, BHOCUTCA B MEIULIMHCKYIO
JOKYMEHTALUIO JOHOPA.

7. IlomydeHne OMOIOrMUECKOro MaTepuaa Ipu MOCMEPTHOM IOHOPCTBE HE JOITYCKAeTCs:

1) ecnu pu KU3HHU JIMLO, YKa3aHHOE B IyHKTE 1 yacTu 3 HACTOSIIEN CTaTbU, BBIPA3UIIO B YCTHOM
dbopmMe B TpPHUCYTCTBUU CBUAETENEH CBOE BOJCH3BSIBICHHE O HECOIJIACMM Ha IOCMEPTHOE
IpeocTaBIeHUue OMOIOTHUECKOT0 MaTepraa Juis MPOU3BOICTBA OMOMETUIIMHCKOTO KIETOUYHOTO

38



NpoAYKTa W JaHHBIC 00 3TOM BHECEHHI B MCIUIIMHCKYIK0 JOKYMCHTALIUIO AAHHOTO JiKMIa B
MopsAaKe, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (I)eﬂepaHLHBIM OopraHoM HUCTIOTHUTEIbHOM BJIaCTH,

2) y yMepUIero HECOBEPLUIEHHOJIETHETO JIMIIA, 33 UCKJIIIOUEHUEM YKa3aHHOIO B MMyHKTe 1 yactu 3
HACTOAILEH CTaTbM, WIM Yy JIMIA, I[PU3HAHHOTO B YCTAaHOBJIEHHOM 3aKOHOM HOpSIKE
HEJIEeCIIOCOOHBIM;

3) mpu OTCYTCTBMM OJHOBPEMEHHO BOJIEU3bSBICHUS, BBIPAXKEHHOTO IIPH JKU3HU JIUIIOM,
YKa3aHHBIM B IIyHKTe 1 yacTu 3 HacTOsAIIEN CTaThH, O COTVIACUM HA IOCMEPTHOE MPENOCTABIECHNE
OMOJIOTUYECKOTO MaTepuana i MPOU3BOJACTBA OMOMEIUIIMHCKOTO KJIETOYHOrO MPOAYKTa, U
coryacus €ro cympyra (Cympyru), a Ipu €ro (ee) OTCyTCTBHUHM - OAHOI'O M3 POJICTBEHHUKOB,
YKa3aHHBIX B YaCTH 5 HACTOSILIEH CTaThU.

8. ®opma uHGOPMHPOBAHHOTO JOOPOBOIBHOIO COTJIACHS JOHOPA OMOJIOTHYECKOTO MaTrepuana
00 OJTHOTO W3 POAUTENCH WIIM MHOTO 3aKOHHOTO MPECTABUTENS JIUIA, YKa3aHHOTO B MyHKTE 2
JacTH 3 HACTOSAIIEH CTaThH, Ha 0E3BO3ME3THOE IMPEIOCTABICHHE OMOJOTHYECKOTO0 MaTepualia
JUTS. TIPOU3BOACTBA OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, B TOM YHCIIE B IIEJIIX MMPOBEICHUS
JOKJIIMHUYECKUX HCCIICOBAaHUA W (WIHM) KIMHWUYECKUX HCCIeNOBaHUM, (opmMa MUCBMEHHOTO
coriacus cynpyra (cynpyru) aubo oTHOTO U3 POJCTBEHHUKOB, YKa3aHHBIX B YACTH 5 HACTOSIIEH
CTaThH, YMEpIIEro JIMIa Ha TOCMEPTHOE MPEOCTaBICHHE OMOJIOTHYECKOr0 MaTepuana s
MPOU3BOJICTBA OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa, B TOM YHUCIIE B IENSAX MPOBEICHUS
JNOKIIMHUYECKUX HUCCIEMOBAaHWM W (WIM) KIWHUYECKHX HCCIEAOBAHUN, YTBEPKIAIOTCS
YIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOJIHUTETHHON BIACTH.

Cratps 34. IlpaBa U 00S13aHHOCTH JOHOPA OMOJIOTMYECKOr0 MaTepHaJa, ero poaurtenei u
HHBIX 3AKOHHBIX NpeICTABUTEJIel

1. JToHOp OMOJIOTMYECKOTO MaTepuala Mpu MPUKHU3HEHHOM JIOHOPCTBE (OJMH U3 €r0 POaUTeNeh
WJIM MTHOM 3aKOHHBIN MPeICTAaBUTENb) UMEET IIPABO:

1) Ha 3amMTYy IpaB U OXpaHy 3J0POBbs TOHOPA;
2) Ha 03HAKOMJICHHE C pe3yJIbTaTaMU MEIUIIMHCKOT0 00CIIeI0BaHMs JOHOPA;

3) Ha moiy4eHue B AOCTYHNHOH Gopme nHPOpMaIuK 0 OHOMEIUITMHCKOM KJIETOYHOM MPOIYKTE,
IUIs1 IPOU3BOJICTBA KOTOPOT'O MPEAOCTABIISACTCS OMOJIOTMYECKUI MaTepual, O MOPsAKE MOTyYCHHS
M UCIOJNIb30BaHUS OWOJIOTMYECKOTO MaTepuaia, O BO3MOXKHBIX MOCHEICTBHIX HU3IBATHA
OMOJIOTMYECKOT0 MaTepuaa s 370pOBbs JOHOPA;

4) Ha MOJy4YyeHUE MEIUIIMHCKON MOMOIIM B paMKaX MPOrpaMMbl TOCYIAapCTBEHHBIX TapaHTU
OecIIaTHOTO OKa3aHWs IpaKAaHaM METUITMHCKOW MOMOIIY B CIIy4ae BOSHMKHOBEHHS Y JOHOpA
peaKkurii U OCI0KHEHUI, CBA3aHHBIX C JOHOPCTBOM;

5) Ha 0TKa3 B 1000 MOMEHT OT PEOCTaBICHUS] OMOJIOTHYECKOr0 MaTepHraa.

2. JloHop OwWONIOrHMYECKOTO Marepualia (OAMH W3 €ro pOIUTENed WIM WHOW 3aKOHHBIN
MIPEJCTaBUTEIIb) TPH NMPHKU3HEHHOM JIOHOPCTBE 00513aH COOOIUTH:

1) umapopmanumio 00 H3BECTHBIX €My 3a00JIeBaHUSX, IEPEHECEHHBIX JIOHOPOM U (WJIH)
UMEIOLIUXCA y I0HOPa;

2) undopmaruo 00 ynorpeOiIeHnu JOHOPOM HAPKOTHYECKUX CPEICTB, ICUXOTPOIHBIX BEILECTB,
JIEKapCTBEHHBIX MPENapaToB;

3) uHBIE CBeAEHUS, HUMEIOIIME 3HaueHWe s obecreyeHus Oe30MacHOro JIOHOPCTBA
OMOJIOTUYECKOTO  MaTepuajia, IepedyeHb  KOTOPBIX  YTBEPXKAAETCS  YIMOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH.

3. JloHop OWoONOrMYecKOro marepuaiga MpU NPWKU3HEHHOM JIOHOPCTBE O0O0s3aH NpOHTH
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MEIULMHCKOE 00cieoBaHue. YKa3aHHOE MEIUIIMHCKOE OOCIIeZIOBaHUE SIBISIETCS Ul JIOHOpPA
6ecrutatHbIM. [lOpsAI0K MEIUIIMHCKOTO OOCHEeI0BaHMs JOHOpa U MEpeyeHb MPOTHBOMOKA3aHUN
(aOCOMIOTHBIX M OTHOCHUTENBHBIX) I MOJTYYEHHsT OMOJIOTMYECKOTO MaTepuaya YTBEP>KAAI0TCs
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

4. JloHop OWONIOTMYECKOTO Marepuaia (OAMH U3 €ro pOIUTENed WIM WHOW 3aKOHHBIN
IIPEICTAaBUTEND) NPU HPUKU3HEHHOM JOHOPCTBE, YMBILIUIEHHO CKPBIBIIMN WM WCKa3UBIINN
U3BECTHBIE €MY CBEICHUS O COCTOSHMM 3J0pPOBbS JIOHOpPA IIPH OCYIUECTBICHUM UM
NPWKU3HEHHOTO JIOHOPCTBA OHMOJIOTMYECKOro Marepuaia, B pe3ysbTare 4ero OblT NMPUYMHEH
Bpell OKH3HHM, 3/0pOBBIO TAllMEHTa, MEAMLUHCKUX paOOTHUKOB, MHBIX JIMI, HECET
OTBETCTBEHHOCTD, YCTAHOBIICHHYIO 3aKOHOAaTenbCTBOM Pocculickoit denepanuu.

Cratps 35. Ilpou3BoacTBo N peanu3anus 0MOMeIMIMHCKUX KJIE€TOYHBIX IPOIYKTOB

1. I[Ipous3BoCTBO OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTA OCYIIECTBISETCS C COOJIOJCHUEM
TpeOOBaHUI periaMeHTa €ero MPOU3BOJCTBA, KOTOPBIM YTBEPKIACTCS IMPOU3BOJIUTEIEM
OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa U BKIIOYAET B CEOS:

1) NEpCUYCHL MCIIOJIb3YCMBIX KIICTOYHBIX HHHHﬁ, JICKApCTBCHHBIX MNPCrapaToB, MCIAUIMUHCKHUX
H3I[CHHﬁ 1 BCIIOMOT'aTCJIIbHBIX BCIICCTB C YKA3aHUCM KOJIMYCCTBA KAXKJ0I'0 U3 HUX;

2) naHHbIe 00 UCTIOIB3YyEeMOM 000PYIOBAHUH, OIICAHUE TEXHOJIOTUYECKOT0 IpoIiecca 1 METO/I0B
KOHTPOJISI Ha BCEX ATarax MpOU3BOICTBA OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTA.

2. IlpaBunma mnpou3BOACTBA OHMOMEAMIMHCKUX KIETOYHBIX MPOAYKTOB YCTaHABIUBAIOTCS
NpaBUJIaAMU HaJUIeXKallell MPaKTUKU 10 paboTe ¢ OMOMETUIIMHCKUMHU KJIETOYHBIMHU MPOAYKTaMH,
YTBEP)KICHHBIMH YIIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH.

3. TIpouw3BoAcCTBO HE 3aperucTpupoBaHHbIX B Poccuiickoit denmepanuu OHOMETUIIMHCKHX
KJIETOYHBIX MPOAYKTOB, 32 UCKIIOYCHHUEM CITy4aeB MPOW3BOACTBA OMOMETUIIMHCKUX KIIETOUHBIX
MPOYKTOB IS IIeNIeH TOKIMHUYECKUX UCCIIECTOBAHUN OMOMEIUIIMHCKUX KICTOYHBIX MPOIYKTOB
Y KJIMHUYECKHUX UCCIIEOBAHUN OMOMETUITMHCKUX KIIETOUHBIX IPOAYKTOB, HE TOMYCKAETCS.

4. 3aperucTpUpOBAHHBIM OMOMEIUIIMHCKHNA KJIETOYHBIA TMPOIYKT OINPENEICHHOTO THIIA
(ayTONOTUYHBIH, ANJIOTEeHHBIH, KOMOMHUPOBAHHBIN) MOXET MPOM3BOIUTHCA C HMCIIOJIB30BAaHHEM
KJICTOYHBIX JIMHUN, NPUTOTOBICHHBIX W3 OHOJOTHMYECKOro Marepuaia, IOJy4YeHHOTO OT
pa3nu4HbIX JTOHOPOB. Ilpu coOmoneHnn TpeOOBaHMIA, YCTAaHOBIEHHBIX NPH TOCYAAPCTBEHHOM
peructpanu  OMOMEIUIIMHCKOTO  KJIETOYHOTO TPOJYKTa, IOBTOPHAas TOCYyJIapCTBEHHAS
perucTparysi Takoro GMOMEIULIMHCKOTO KJIETOYHOTO MPOAYKTa HE TpeOyeTcsl.

5. 3anpemaercst IPOU3BOJCTBO:
1) dpanbcupuMpoBaHHBIX OMOMEIUIIMHCKUX KIETOYHBIX MPOIYKTOB;

2) OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB C HApPYIICHUEM IMPaBHJI HAJUIeKAIIEH MPAKTUKH IO
pabote ¢ OMOMEAMIIMHCKUMH KJICTOYHBIMH MTPOAYKTAMH.

6. IloaTBepkaeHHE COOTBETCTBUS NMPOU3BEIECHHOIO OMOMEIMIMHCKOTO KJIETOYHOTO MPOIYKTa
TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPH €r0 TOCYJApCTBEHHON PpETrUCTpalii, U COOTBETCTBHS
mporiecca €ro NpPOM3BOJACTBA TPeOOBAaHUSAM  HAAJEKaIIed MpakTUKH 1o pabore ¢
OMOMEIUIIMHCKUMHU KJIETOYHBIMU TPOJYKTaMU OCYIIECTBISETCA YIOJHOMOYEHHBIM JIUIIOM
MIPOU3BOAUTENST OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTA, 3a UCKIIOUYEHHEM OMOMEIUIIMHCKUX
KJICTOYHBIX INPOAYKTOB, IIPOU3BEICHHBIX U JOKIMHUYECKUX MCCICJOBAaHUN U KIMHUYECKHUX
UCCIIeIOBAaHNH OMOMEIMIIMHCKUX KIETOYHBIX MPOAYKTOB. TpeOoBaHUs K YPOBHIO 00pa30BaHUs U
KBATU(HUKAIMKA,  TOPSIOK  aTTeCTallid  YNOJHOMOYEHHOTO  JIMIAa  NPOU3BOAMTEINS
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTAa W €ro IOJHOMOYMS IO OOeCHeueHHIo KayecTBa
OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOJYKTa, BBOAMMOTO B OOpalleHHE, YCTaHABIMBAIOTCS
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YIOJHOMOYCHHBIM @CﬂepaﬂbHBIM OopraHoM HWCIIOTHUTEILHOM BIIACTH.

7. IlponsBoauTeny OMOMEIUIMHCKUX KIETOUHBIX MPOAYKTOB MOTYT OCYIIECTBIISTh pealn3aluio
OMOMETUITMHCKUX KJIETOYHBIX MTPOJTYKTOB:

1) ApyruM TpOU3BOAUTENSIM OHOMEAWIIMHCKUX KJIETOYHBIX MPOIYKTOB [UJIsl TMPOHU3BOJCTBA
OMOMEIUIIMHCKUX KIETOYHBIX MPOIYKTOB;

2) HaydyHBIM OpraHHU3alUsM, O0pa30BaTEIbHBIM OpPTAHHM3AIMAM JJIs MPOBEACHHUS HAYYHBIX
HCCIICIOBAHMIA;

3) opranu3anuvsaMm, OCYyICCTBIIAOIINUM MCAUIIUMHCKYTO ACATCIBbHOCTD.

8. IlpaBuna peanu3anuu OHOMEIUIMHCKHX KJIETOYHBIX MPOAYKTOB yCTAaHABJIMBAIOTCS
IIpaBurensctBoM Pocculickoit denepanuu.

Cratps 36. MapkupoBKa 0MOMeIMIMHCKHX KJIE€TOYHBIX IPOAYKTOB

1. IlepeueHb cBeneHUI, HAHOCHMBIX Ha IEPBUYHYIO YIAKOBKY, BTOPHUYHYIO YIIAKOBKY
OMOMEIUIIMHCKUX KJIETOYHBIX MPOJYKTOB W TPAHCIOPTHYIO Tapy, B KOTOPYIO IOMEIIECH
OMOMEIUIIMHCKUN KJIETOYHBIM MPOJYKT, YCTaHABIMBAETCS YIOJHOMOYEHHBIM (heaepalbHbIM
OpPraHOM HCIIOJHUTEIbHOM BIACTH.

2. IlepBuyHas ynmakoBKa M BTOpPUYHAsl yNAaKOBKA ayTOJOTMYHBIX OMOMEIUIIMHCKHX KJIETOYHBIX
NPOAYKTOB M KOMOMHMPOBAHHBIX OMOMETUIIMHCKUX KJIETOUHBIX MPOIYKTOB MapKHUPYIOTCS C
UCTIOJb30BAHUEM METOJIOB  PAJMOYACTOTHOW HACHTH(PHUKAIMK TNPUHAJIEKHOCTH TaKOTO
OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa KOHKPETHOMY MAIMEHTY B MOPSAKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

3. Ha nmepBUYHYIO YIIaKOBKY U BTOPHYHYIO YIAKOBKY OMOMEIMIIMHCKHUX KJIETOYHBIX MPOAYKTOB,
MpeAHa3HAYEHHBbIX I JOKIMHUYECKUX HCCICJOBAaHUN WIM KIMHUYECKUX MCCIEeI0BaHUM,
HAHOCHUTCS Haamuch: "JImg JOKIMHMYECKUX ucchenoBaHuil" wim "  KIMHUYECKUX
uccineaoBaHui".

Cratps 37. TpaHcnOPpTHMPOBKAa W XpaHeHHMe OHMOJIOTMYECKOr0 MaTepHaJa, KJEeTOK s
NPUTOTOBJICHUS] KJIETOYHBIX JIMHMH, KJETOYHBIX JIMHMI, NpeAHAa3HAYEeHHBIX s
NPOU3BOACTBA OMOMEIUIMHCKUX KJIETOYHBIX NPOAYKTOB, OMOMEIMIMHCKHMX KJETOYHBIX
NPOAYKTOB

1. buonmormueckuii marepuai, KICTKH JUIsl NPUTOTOBJICHUS KIETOYHBIX JUHHUHA, KJIETOYHBIC
JUHWUM, TpeJHa3HauYeHHbIC /IS MPOU3BOJACTBA OHOMEIUIMHCKUX KIETOYHBIX IPOIYKTOB,
OMOMEIUIIMHCKUE KJIETOYHBIE MPOAYKTHl JIOJDKHBI TPAHCIOPTUPOBATHCS C  COOJIIOJCHHEM
yCTaHaBJIMBAEMBIX YIOJIHOMOYEHHBIM (heJiepaibHbIM OPraHOM HCIOJIHHUTENBHOM BIACTH MPaBUII
TPaHCIIOPTUPOBKH.

2. buonormueckuil marepuai, KJIETKH AN TPUTOTOBJICHUS KJIETOYHBIX JIMHUM, KICTOYHBIC
JUHWUM, TpeJHa3HauYeHHbIC /IS MPOU3BOJACTBA OHOMEIUIMHCKUX KIETOYHBIX IPOIYKTOB,
OMOMEIUIIMHCKUE KIJIETOYHbIE TPOIYKTHl JOJDKHBI XPAaHUTBCS B YCIOBUSX OHOOAHKOB,
o0ecreynBaoIUX COXpPaHEHWE MX OHOJIOrMYECKHMX CBOMCTB M MPENOTBPAIAIONIUX HX
MHOUIMPOBAHUE U 3arpsS3HEHUE.

3. TpebGoBaHust K OpraHM3allMd M JEATEIbHOCTH OMOOAHKOB, a TaK)Ke NpaBWIIa XpaHEHUs
OMOJIOTMYECKOT0 MaTepuaia, KJISTOK /il IPUTOTOBICHHS KICTOYHBIX JTMHUN, KIETOYHBIX JTUHHA,
NpeJHa3sHAYeHHbIX  JUISI ~ TIPOM3BOJACTBA  OMOMEOUIIMHCKUX  KJETOYHBIX  IMPOAYKTOB,
OMOMETUIIMHCKUX KJIETOYHBIX MPOJYKTOB YCTAHABJIMBAIOTCS YIOJHOMOYEHHBIM (heaepalbHbIM
OpPraHOM HCTIOJIHUTEIIbHOM BIAaCTH.

Cratess  38. YHHYTOXeHHe  HEBOCTPeOOBAHHOIO  OMOJIOTHYECKOr0  MaTepHaJa,
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HCBOCTpCﬁOBaHHBIX KJIETOK AJIfl IMPUIOTOBJCHUA KJICTOYHBIX JII/IHHﬁ, HeBOCTpeﬁ()BaHHBIX
KJIE€TOYHbBIX .]'II/IHHﬁ, npeaAHasHaAa4YCHHbIX IJIfl NMPOU3BO/JICTBA 6I/IOMe):[I/III]/IHCKI/IX KJIIETOYHBIX
IMPOAYKTOB, HCBOCTpQﬁOBaHHLIX 6I/IOMe):[I/IIII/IHCKI/IX KJI€TOYHBIX MPOAYKTOB

1. HeBocTpeGoBaHHBIII OHONOTWYECKHI  MaTepuai, HEBOCTPEOOBAaHHBIE KICTKH IS
MIPUTOTOBIICHHS KJICTOYHBIX JIMHUM, HEBOCTPeOOBaHHBIE KJIETOYHBIC JIMHUH, NpEIHA3HAYCHHbIC
IUIi  TIPOM3BOJACTBA  OMOMETUIIMHCKUX  KJIETOYHBIX  NPOJIYKTOB,  HEBOCTPEOOBAHHBIC
OMOMETUITMHCKHE KIICTOYHBIE MPOIYKTHI MOJUIEkKAT YHHUTOKEHHIO B MOPSAKE, YCTAHOBIEHHOM
3aKOHOJATEILCTBOM B c(hepe OXpaHbI 310POBbSL.

2. ®anbcupUIUPOBaHHBIE OMOMEIUIIMHCKIE KIETOYHbIE MPOAYKTHI UM HEA0OpOKaueCTBEHHbIC
OMOMEIUIIMHCKHUE KJIETOYHBIE MPOAYKTHI MOJUIEKAT H3BATHIO M3 OOpaIleHUs IO PEIICHUI0
(benepanbHOro OpraHa MCHOJIHUTEIBHOM BIIACTH, OCYIIECTBIIAIOMIETO (PYHKIMU MO KOHTPOIIO U
Ha/30py B cepe 3apaBooxpaHeHus. llocnenyromiee yHHYTOXEHUE (DaTbCHPUIMPOBAHHBIX
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB WJIM HEAOOPOKAUECTBEHHBIX OMOMEIUIIMHCKUX
KJICTOYHBIX MPOIYKTOB OCYIIECTBISCTCS HA OCHOBAaHMM PELICHHUS BiIaJeblia OMOMEAUIIUMHCKOTO
KJIETOYHOTO TPOAYKTa M (WIM) pemlieHus (eaepalbHOro OpraHa MCIOJHHUTEIbHOM BIIACTH,
OCYIIECTBIISAIONIETO (PYHKIIMH 110 KOHTPOJIIO U HA/A30pY B cdepe 3ApaBOOXpaHEHHUs, WIIN PELICHUS
cyna.

3. KonTpadaktHpie OMOMEIUIMHCKUE KIETOYHbIE MPOAYKTHI MOMICKAT U3BATHIO U3 OOpaIeHUs
U YHUYTOXXEHUIO 10 PELICHUIO CYa.

4. Tlopsimok yHUYTOXEHUS (pambcuPUIMpPOBAHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX IMPOAYKTOB,
HE00POKAYECTBEHHBIX ~ OMOMEIUIIMHCKUX  KJIETOYHBIX  MPOAYKTOB M  KOHTpadaKTHBIX
OMOMEIUIIMHCKUX KIIETOYHBIX MPOAYKTOB YycTaHaBnuBaeTrca IlpaButensctBoMm Poccuiickoit
denepauuu.

5. Pacxompl, CBA3aHHBIE C YHUUTOKEHHEM (aTbCUPUIUPOBAHHBIX OMOMEIUIIMHCKUX KIETOYHBIX
MIPOAYKTOB, HEAOOPOKAUECTBEHHBIX OMOMEIUITMHCKUX KJIETOUYHBIX MPOIYKTOB U KOHTpahaKTHBIX
OMOMETUITMHCKHUX KJIETOYHBIX MTPOAYKTOB, BO3MEIIAIOTCS UX BJIAJCIbIIAMU.

6. Brnagenern; OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa JOJDKEH MPEACTaBUTh B (heaepasibHbINA
OpraH MCIOJHHUTEIBHON BIACTH, OCYUIECTBISIOMNN (PYHKIUHU [0 KOHTPOJIIO U HAa/I30py B cdepe
3PAaBOOXPAHEHHS, JOKYMEHT, MOJATBEPKAAOMMI (AaKT YHUYTOKEHHUS OHOMEIMLIIUHCKOTO
KJICTOYHOT'O MPOAYKTA, UM €r0 3aBEPEHHYIO B YCTAHOBICHHOM MOPSAIKE KOIIHUIO.

7. denepanbHblii OpraH HCIOIHUTEIBHON BJIACTH, OCYIIECTBISIONINNA (YHKIIMUA IO KOHTPOJIIO U
Ha/130py B cepe 3apaBOOXpaHEHUS, IPUHABLINK perieHne 00 YHHYTOXKEHUH OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOJIyKTa, OCYIECTBIISIET KOHTPOJIb 3@ UCIIOJTHEHUEM YKA3aHHOT'O PELICHMS.

Crates  39. Oco0eHHOCTH OKa3aHMS MEAMLIMHCKOH IOMOIIM ¢ TPUMEHeHHeM
OMOMeIMIMHCKHUX KJIETOYHBIX IPOAYKTOB

1. MeaMuuHCKyI0 MOMOILb C MPUMEHEHHEM OMOMEIUIIMHCKHUX KIETOYHBIX MPOIYKTOB MOTYT
OKa3blBaTh ~ MEIHMIMHCKHWE pabOTHHMKM, TMpouennue oO0y4yeHHe 1O  JIOTOJHUTEIbHOU
npodecCHOHANBHON Mporpamme (IporpaMme TOBBIIMICHHS KBadu(HKalKMK) MO BOIpPOCaM
NPUMEHEHUS OMOMEIMIMHCKUX KJIETOYHBIX TMPONYKTOB. llpumepHble JONOJHHUTEIbHBIC
npodeccuoHaNbHbIE MPOrpaMMbl (IPOrpaMMbl  TOBBIIICHHUS KBaTM(UKALMK) TIO BOIpPOCAM
NPUMEHEHUS OHMOMEIMIMHCKUX KIETOYHBIX TMPOJYKTOB YTBEPKIAIOTCA YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH.

2. CaMocTosiTeTlbHOE MPUMEHEHHE MAIMEHTOM OWOMEIUIIMHCKHUX KIIETOYHBIX IMPOJYKTOB HE
JIOITYCKaeTCsl.

3. BI/IOMGI[I/ILII/IHCKI/IG KJICTOYHBIC IPOAYKTBI, B COCTaB KOTOPBLIX BXOIAT KJIICTOYHBIC JIMHHWU,
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MOJTyYeHHbIE U3 OMOJIOTMYECKOro Marepuajga JOHOpa OMOJOTHYECKOro MaTepualia, UMEIOIIETO
NPOTHBOIOKA3aHMs, BKJIIOUYEHHBIE B  TIepeUYeHb IPOTHUBOINOKA3aHUHM  (aOCOMIOTHBIX H
OTHOCUTENIBHBIX)  JJIS  TOJIydeHHs  OMOJOrMYecKoro marepuaiga Ui MPOU3BOICTBA
OMOMEUITMHCKUX KJIETOYHBIX IPOAYKTOB, MOTYT OBITh IPUMEHEHBI JJIS JICUYCHHUS TOJIBKO CaMOTo
JIOHOpa 3TOr0 OMOJIOTUYECKOTr0 MaTepuaia (ayToJIOrHYHOE IPUMEHEHNUE).

Cratps 40. UndopManys 0 0MOMeANIMHCKUX KJIETOYHBIX MPOAYKTAX

1. Mudopmanust 0 OMOMEIUIMHCKUX KJIETOYHBIX MPOAYKTaX OJDKHA COJEPXKAThCA TOJIBKO B
CMELMANN3UPOBAHHBIX U3AAHUAX, B TOM YHCIIE MOHOTpadusiX, CIPaBOUYHUKAX, HAYYHBIX CTAThsX,
JOKJazax Ha KOHrpeccax, KOH(EpeHLIHMsAX, CHUMIO3MyMax, HaydHBIX COBETaxX, Ha
CIELMAIM3UPOBAHHbIX caiiTax B ceTH "MHTepHeTr", a Takke B MHCTPYKLUMSX IO MPUMEHEHUIO
OMOMEIUIIMHCKUX  KJIETOYHBIX MPOAYKTOB M JPYrMX HWH(POPMALMOHHBIX MaTepHuaax,
npeJHa3HAYEHHBIX I METUIIMHCKUX paOOTHHUKOB.

2. JlomyCKaeTcsl MCIOJIb30BAHHUE JTIFOOBIX MaTEpHUATbHBIX HOCHUTENEH, MO3BOJISIONINX XPaHHTh,
nepenaBaTh M HUCIOJIb30BaTh HMHMOPMANHUIO O OMOMEAWIIMHCKUX KJIETOYHBIX NPOAYKTax 0Oe3
HCKa)KEHUH.

Cratbst 41. MOHMTOPHMHT 0€30MACHOCTH OMOMETUIIHHCKUX KJIETOYHBIX MPOAYKTOB

1. buomenunuHCKHME KJIETOYHBIE NPOAYKTHI, Haxopasmuecs B oOpameHun B Poccuiickoit
@denepanuu, TMOAJICKAT MOHHUTOPUHTY O€30MAaCHOCTH B IIENSAX BBISBICHHUS BO3MOXKHBIX
HETaTUBHBIX TIOCJIEACTBUNA HMX MPUMEHEHUS, KOTOPBI TPOBOAMUTCA (elepalbHBIM OpraHOM
WCTIOJTHUTENILHON BJIACTH, OCYIIECTBISIONIMM (YHKIIMH IO KOHTPOIIO U HAA30py B cdepe
3paBOOXpAaHEHUS, B  YCTAaHOBIEHHOM WM TIOpPSAKE HAa  OCHOBAHMHM  COOOIICHHIA,
MPEAYCMOTPEHHBIX YacTsIMU 2 U 3 HACTOSIIIEH CTaTbH.

2. CyObekTbl oOpamieHuss OMOMETUIIMHCKUX KIETOYHBIX MPOAYKTOB OOS3aHbI HANpPaBIIAThH
coOOmIeHNsI 0 MOOOYHBIX JCHCTBUSX, HEXKEIATEIbHBIX PEaKIHIX, CEPhE3HBIX HEXeTaTeIbHbIX
peakuax, HEMpeIBUACHHBIX HEKENATEIbHBIX PEaKUUsAX MPH NPUMEHEHUH OMOMEIUIIMHCKUX
KJICTOYHBIX MPOAYKTOB, 00 MHIAMBHIYaJbHONH HETMEPEHOCUMOCTH, OTCYTCTBUU I(PPEKTUBHOCTH
OMOMEIUIIMHCKUX  KJIETOYHBIX MPOAYKTOB, 00 OCOOEHHOCTSX UX B3aUMOJCHCTBHA C
JICKapCTBEHHBIMH TpenapaTaMu, MEIUIMHCKIMHU U3JEIUAMU, UIIEBBIMU TPOTYKTaMHU, APYTUMH
OMOMETUIIMHCKUMHU KJIETOYHBIMHU MPOJYKTAaMH, a TakkKe 00 MHBIX (pakTaXx M OOCTOATENbCTBAX,
NPEJCTABISAIONINX YIPO3Y KHU3HH WM 370POBBIO YEJIOBEKA MPH MPUMEHEHHUH OMOMEIMIIMHCKUX
KJICTOYHBIX MPOAYKTOB U BBIABIEHHBIX Ha BCEX OJTamax oOpamieHus OWOMEIUIMHCKUX
KJIETOYHBIX IIPOAYKTOB B Pocculickon denepanuu.

3. Opra#uszanmy, OKa3bIBAOIINE MEIUIMHCKYI0 IOMOIIb OEpeMEHHBIM, pPOKEHHUIIAM,
POOMIBHUIIAM U HOBOPOXJIEHHBIM, OO0S3aHbl HANpaBIATh COOOIIEHUS 000 BCEX Cllydasx
POXKIEHHs JeTed C BPOXIACHHBIMM AHOMAJIUSAMU WIM IIOPOKAaMHU DPA3BUTHs B Cllydae, €CJIU B
OTHOLIEHUU OJHOTO W3 POAUTENICH TakuX AETeW paHee INpU MEAULMHCKOM BMEIIATEIbCTBE
MPUMEHSUTUCH OMOMETUIIMHCKHE KIIETOYHBIE TIPOTYKTHI.

4. Brnanmenblpl PETUCTPANMOHHBIX YIOCTOBEPEHUN OMOMEIMIIMHCKUX KIIETOUHBIX IMPOIYKTOB,
IOpUANYECKHE JIUIA, Ha WMS KOTOPBIX BBIJAHBI PAa3pelICHUS HAa TPOBEICHHE KIMHUYECKHX
UCCIIEIOBAaHUN OMOMEIUITMHCKUX KJIETOYHBIX MPOIYKTOB, MO0 YIIOJHOMOYEHHBIC UMH APYTHE
IOpUMYECKUe JHUIla B paMKax oOecreueHuss 0e30MacHOCTH OMOMEAMIIMHCKUX —KIIETOUHBIX
MPOAYKTOB B TOPSAKE, YCTAHOBICHHOM ()eIepaIbHBIM OPraHOM WCIHOJHUTEILHON BIACTH,
OCYIIECTBIISIONMM (YHKIIMU 1O KOHTPOJIIO M HAaa30py B cdepe 31paBOOXpaHEHHs, OO0sS3aHBI
OCYIIECTBIISITh TPUEM, y4eT, oOpabOTKy, aHAJM3 W XpaHEHHE IMOCTYMAIONIMX B MX aApec OT
CyOBEKTOB OOpalieHuss OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB M OPraHOB TOCYIapCTBEHHOU
BIIACTH COOOMIEHUH O TOOOYHBIX JEHCTBUSAX, HEKENATEIbHBIX PEAKIUAX, CEePhE3HBIX
HEXKENATENbHBIX PEaKIHIX, HENMPEIBUICHHBIX HEXKENATEIbHBIX PEaKIUsIX P MPUMEHEHUU
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OMOMEIUIIMHCKUX  KJIETOYHBIX MPOAYKTOB, 00 OCOOEHHOCTSX UX B3aUMOJCHCTBHA C
JICKapCTBEHHBIMH TpenapaTaMu, MEIUIMHCKIMHU U3JEIUAMU, UIIEBBIMU TPOILYKTaMHU, APYTUMH
OMOMETUITMHCKUMU KJICTOYHBIMU MTPOAYKTAaMH, 00 UHIMBHyaJbHON HETIEPEHOCHMOCTH, a TaKXe
00 MHBIX (paKTax U 0O0CTOATENHCTBAX, MPEACTABIAIONINX YTPO3Y KHU3HHU MU 3I0POBBIO YEJIOBEKa
au00 BIMAIOMIMX HAa H3MEHEHHE OTHOLICHHS OXKUAAeMOW TOJb3bl K BO3MOXXHOMY PHUCKY
NPUMEHEHHUS OMOMEIUITMHCKIX KIETOUHBIX MPOIYKTOB.

5. Ilpu BeIsIBIEHUH WH(GOpPMAIMU, TPEAYCMOTPEHHON YacThi0 4 HACTOSIICH CTATbH, BIIAJENbIIbI
PETUCTPAIIMOHHBIX yIOCTOBEPEHUH OHMOMEIMIIMHCKUX KJIETOUHBIX MPOAYKTOB, HOPUAMYECKHE
JuIa, Ha UMS KOTOPBIX BbIJaHbl pa3pellieHUss HAa NPOBEACHHE KIMHUYECKUX HCCIIEIOBaHUM
OMOMEUITMHCKUX KJIETOYHBIX MPOAYKTOB, JIMOO YIOJHOMOUYEHHBIE MMHU JAPYTHE IOPHUINYECKUE
auna o0s3aHbl NMPHUHATH MEphl, HAINPABICHHbIE HA YCTPAHEHHWE HETaTUBHBIX MOCIEICTBHUMA
IIPUMEHEHHS TaKUX OMOMEIMIMHCKHMX KJIETOYHBIX MPOIYKTOB, NPEAYNPEXKICHUE NMPUUYUHEHUS
Bpela JKM3HM WIM 3[J0POBBIO UEJIOBEKA, 3alIUTy [allMEHTOB OT IIPUMEHEHHUS TaKUX
OMOMEIUIIMHCKUX  KJIETOYHBIX TPOJIYKTOB, Ha JIOMOJHUTENbHBIH cOOp JaHHBIX 00
3G HEKTUBHOCTH U 0 OE30MACHOCTH TaKUX OMOMEIUITMHCKUX KIETOYHBIX MTPOAYKTOB.

Cratps 42. IlpnocTaHoB/IeHHE IPMMEHEHHs1 0HOMETUIINHCKOT0 KJIETOYHOI0 NPOAYKTA

1. ®enepanbHbIi OpraH MUCIOJIHUTEIBHON BJIACTH, OCYILECTBISIONINA (YHKIIMKA IO KOHTPOIIO U
Ha/130py B cdepe 3ApaBOOXpPaHEHUs, IPUHUMACT B MOPSAIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
¢benepanbHBIM OpPraHOM HCTIOJIHUTENIBLHON BJIACTH, PELICHHE O MPUOCTAHOBICHUM NMPUMEHEHUS
OMOMETUITMHCKOT 0 KJIIETOYHOTO POIYKTa:

1) mpu nonydeHun uH(pOpMAIMU O MOOOYHBIX JEHCTBUAX, HE YKAa3aHHBIX B MHCTPYKLUHUHU IO
PUMEHEHUIO OMOMEUIIMHCKOTO KJIETOYHOIO MPOAYKTA, CEPhE3HBIX HEKENIATEIBHBIX PEaKLUAX
U HENpeIBUJCHHBIX HEKENATENbHBIX peakuusiX, 00 O0COOEHHOCTSX B3aUMOJCHCTBHS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa C JIEKAPCTBEHHBIMHU IpernapaTaMu, MEIUIIMHCKUMU
U3JCNUSAMH, MHUIIEBBIMU MPOAYKTAMH, IPYTHUMU OMOMEAMLIMHCKUMH KJIETOUYHBIMU MPOAYKTaMH,
KOTOpbIE MOTYT MPEACTABIATh YIPO3y JKU3HU MM 3/0pOBBI0 UEJIOBEKa, a TaKXkKe O
HECOOTBETCTBUH JAHHBIX 00 3(()EeKTUBHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO IMPOAYKTa U O
0e30macHOCTH  OMOMEIMIIMHCKOTO  KJIETOYHOTO MPOAYKTa JAaHHBIM, COJEpXKAaIlUMCS B
MHCTPYKIIMHU IO €T0 NPUMEHEHUIO;

2) mpU HEUCTIOJHEHUWW WIA HEHAJJIeKAIEM HCIOJHEHUHU BJIAACNbIIAMH PErUCTPALIMOHHBIX
yIOCTOBEPEHUI OMOMEAMIIMHCKUX KIIETOYHBIX MPOIYKTOB, FOPUIUYCCKUMH JIMIAMH, HA UMS
KOTOPBIX BBIJAHBI pa3pellieHus Ha MPOBEACHUE KIMHUYECKUX UCCIICTOBAHUA OMOMEIUIIMHCKIX
KJIIETOYHBIX MPOAYKTOB, WM YMOJHOMOYEHHBIMH HMMHU JPYTUMH IOPUIAYECKUMH JIMLAMU
00s13aHHOCTEH, YCTAHOBJICHHBIX YacTsIMu 4 U 5 ctatbu 41 HacTosero denepalbHOTO 3aKOHA;

3) B ciy4yac BBIHECEHHs 3aKJIIOUEHUS O HEIOCTOBEPHOCTH pE3YJbTaTOB KIMHHUYECKOIO
UCCIIEIOBAaHMUsI OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, KOTOPOE OCHOBAaHO Ha pe3yJbTarax
IIPOBEPKH MEIULIMHCKON OpraHu3alliy, IPOBOJAUBIIEH YKa3aHHOE KJIMHUYECKOE MCCIIEN0BAaHUE C
HapylIeHHEeM NpaBWI HAAJIEKaIled MPaKTUKU 1Mo padoTe ¢ OMOMEAMIMHCKUMH KIECTOYHBIMH
NPOAYyKTaMH, JHUOO B CIyyae HEBBINOJHEHHUS MPEINUCAHUSA TI0 HMTOTaM OCYIIECTBICHHS
BBIOOPOYHOT'O KOHTPOJISI KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

2. @enepanbHbI OpraH UCTIOIHUTENLHON BIIACTH, OCYIIECTBISIONUN (DYHKIIMH 1O KOHTPOJIO U
Ha/30py B cdepe 3ApaBOOXpaHEHHUs, IO pe3yidbTaraM MOHHUTOpPHHra OE30MaCHOCTH
OMOMEUIIMHCKUX KIJIETOYHBIX NMPOAYKTOB pa3MeIlaeT Ha CBOEM O(UIIMAIIbHOM CalTe B CEeTH
"NUuTepHer" WHPOPMALMIO O NPUHATOM pEMICHMH O MPUOCTAHOBICHUH TNPUMEHEHUS
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOAYKTa U (MJIM) CBA3aHHOM C HMM PELICHUH O BO3MOXKHOM
BO300HOBIICHUH IPUMEHEHUSI OMOMETUIIMHCKOTO KIIETOYHOTO POIYKTA.

Crates 43. Ilopsimok BBO3a B Poccmiickyro @Penepanuio um BbiBo3a u3 Poccuiickoit
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(I)enepamm GI/IOMCIII/II[I/IHCKI/IX KJIE€TOYHBIX MPOAYKTOB

1. BBo3 B Poccuiickyio @enepannio OMOMEIUITMHCKIX KIETOUHBIX MPOJYKTOB OCYIIECTBISETCS B
nopsiake, ycraHosieHHOM IIpaBurensctBom Poccuiickoit @enepauyu, B COOTBETCTBHH C
MEXKIYHAPOAHBIMM  JOTOBOpPaMHM M  aKTaMM, COCTaBJISIOIMMU  IIpaBO  EBpasuiickoro
sKOHOMHUYeCcKoro coro3a (manmee - nmpaBo EADC), u (wiM) 3akoHoAaTenbcTBOM Poccuiickoii
denepanyy 0 TAMOKEHHOM JIEJI€.

2. BBoszumble B Poccuiickyio ®enepannio OHOMEIUIIMHCKHE KIETOYHbIE MPOIYKTHI JOJDKHBI
OBITH BKJIIOYECHBI B TOCYIaPCTBEHHBIN peecTp OMOMEIMIIMHCKUX KIETOYHBIX POIYyKTOB.

3. B Poccuiickyto @eneparnuio AOMyCKaeTCsl BBO3 OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB,
KayecTBO KOTOPBIX  MMOJTBEPKACHO CEPTU(PUKATOM TMPOU3BOAUTENST  OMOMEAMIIMHCKOTO
KJIETOYHOTO  MPOAYKTa, YIOCTOBEPSIOUIMM COOTBETCTBUE BBO3UMBIX OHMOMEIMIIMHCKUX
KJIETOYHBIX TPOAYKTOB TPEOOBAHHUSAM HOPMATHUBHON [OKyMEHTAllMM Ha OWOMEIUIIMHCKUN
KJICTOYHBIN ITPOJYKT.

4. BBo3 B Poccuiickyto ®enepannio KOHKPETHOM MAapTHUM  HE3apErHCTPUPOBAHHOIO
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJIYKTa, NPEAHA3HAYCHHOTO Uil €ro TrocyAapCTBEHHOU
peructpanuu (B TOM YHUCIE Ul MPOBEICHUS OMOMEIMLIMHCKOW SKCIEPTU3bI, JTOKIMHUYECKUX
UCCIIEIOBAaHUM M KIMHUYECKUX MCCIEAOBAHUN) WIM U1 OKa3aHWS MEIUIMHCKOM MoMoIIu
KOHKPETHOMY ITALIMEHTY I10 KU3HEHHBIM ITOKa3aHUSAM, IOIyCKAETCs IPU HAJIMYUU Pa3peLICHUs
YIIOJIHOMOYEHHOTO (pe/iepabHOTO OpraHa WCIOJIHUTEIBHOW BIIACTH 110 3asBICHHUAM JIHII,
YKa3aHHBIX B cTaThe 44 Hacrosmero denepalbHOro 3aKkoHa. PaccMOTpeHne Takoro 3asBiICHUS U
NPUHATHE PELICHHUsS O Bbladye pa3pellieHus] Ha BBO3 OMOMETUIIMHCKUX KIETOYHBIX HMPOJYKTOB
mu00 00 oTKa3e B BbIJAY€ YKA3aHHOTO pa3pellieHUs OCYIIECTBISIIOTCS Ha OCHOBAaHHUH
NPUIIOKEHHOM K 3asiBIICHUIO CTIeHU(pUKAIMY HA OMOMETUIIMHCKUN KIETOUHBIA MPOAYKT B CPOK,
HE TPEBBIIAIOUINNA JAeCATH padoyux IHEH CO JHA MPUHATHSA YIIOJTHOMOUYEHHBIM (penepanbHbIM
OpraHOM MCIIOJHUTEIBHOM BJIACTHU TAKOTO 3asBiieHUs. [lara 3a BbIady yKa3aHHOIO pa3pelicHus
HE B3UMAECTCA.

5. Ilpu BBo3e B Poccuiickyto dexepanuio OHOMEIUIIMHCKHX KIETOYHBIX MPOJYKTOB B
TaMOXeHHble opranbsl Poccuiickoii ®enepauuu Hapsagy € JOKYMEHTaMH, IIPEACTABICHUE
KOTOpBIX IpenycMoTpeHo npasoM EADC u (unm) 3akoHomarenscTtBoM Poccuiickoit denepannn
0 TaMOKEHHOM JI€JI€, IPEICTABIISAIOTCS CIEAYIOIINE JOKYMEHTBI:

1) ceprudukar mpou3BOAUTENST OMOMETUIIMHCKOTO KJIETOYHOTO MPOJYKTa, YIOCTOBEPSIOMINN
COOTBETCTBUE BBO3UMOI'O OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa TPeOOBAaHUSIM HOPMATUBHOU
JOKYMEHTAIIMH Ha OMOMEIUIIMHCKUN KIETOYHBIN MPOIYKT;

2) cneun¢ukanus Ha OMOMETUITMHCKHIIA KJICTOUYHBIH IPOAYKT;

3) paspelieHHe YHOJIHOMOYEHHOTO (elepalbHOro OpraHa MCIOJHHUTEIHHON BIIACTH Ha BBO3
KOHKPETHOW MapTuu OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTA B CIy4asX, yKa3aHHBIX B 4acTH 4
HACTOSLICH CTaTbU.

6. BBoz B Poccuiickyio @enepauunio (anbcuuuupoBaHHBIX OHOMEIMLIMHCKUX KIETOYHBIX
MIPOAYKTOB, HEJJOOPOKAYECTBEHHBIX OMOMEIMIIMHCKUX KJIETOYHBIX MPOJIYKTOB, KOHTpahaKTHBIX
OMOMETUITMHCKUX KJIETOYHBIX MTPOAYKTOB 3alpeIaeTcs.

7. BbIBO3 OMOMEIUIIMHCKUX KIETOUYHBIX MPOIYKTOB U3 Poccuiickoii denepaniui oCyniecTBIseTCs
0e3 MpUMEHEHUs] OTPaHWYCHUH, YCTaHOBJIECHHBIX NpaBoM EADC u (Miam) 3aKOHOIATEIHECTBOM
Poccuiickoii @enepaun O BHEUIHETOPrOBOM JIEATENBHOCTH, €CIIM MHOE HE YCTaHOBJIEHO
MEXIyHApOAHBIMU oroBopamu Poccuiickoit @enepanuu.

8. BbIB03 OMOMEIMIMHCKMX KJIETOUHBIX IMPOAYKTOB, MpPEJHA3HAYCHHBIX IJSI T'yMaHUTApHOH
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IOMOUIM (CONEHCTBUSA) WM IIOMOLIM IpU YPE3BbIYAWHBIX CHUTyauusix, u3 Poccuiickoi
@enepanuy  OCYILIECTBISICTCA B IOpsAAKe, ycTaHOBIEHHOM IlpaBurensctBoM Poccuiickoin
denepauuu.

Cratps 44. FOpuanyeckue JMIa, KOTOPbIM pa3pelieH BBO3 OMOMEIMIMHCKHMX KJETOYHBIX
NPOAYKTOB

buoMmenuuMHCKHE KIIETOYHbIE IPOLYKTHI MOTYT BBO3UTH B Poccuiickyro denepaiuio ciaeayomue
IOpUINYECKHE JTULA!

1) mpousBoauTens OWOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa JJsi Melell COOCTBEHHOTO
MIPOU3BOJICTBA OMOMEAUIIMHCKOTO KIIETOYHOTO MPOJTYKTa;

2) opraHuzanus, oOnajaromas MpaBaMH Ha pPE3yibTaThl JOKIMHMYECKUX HCCIICAOBAHUMA
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, KIMHMUYECKHX HCCIEIOBaHUNA OHOMEIUIIMTHCKOTO
KJICTOYHOTO MPOAYKTa M (MJIM) HAa TEXHOJIOTUIO MPOM3BOJACTBA OMOMEIUIIMHCKOTO KJIETOYHOTO
IIPOYKTa, UIIU YIIOJJHOMOYEHHOE €10 IOPUANYECKOE JIULO IS OCYILECTBICHUS TOCYAApCTBEHHOU
perucTpanuy OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

3) oOpa3oBarenpHbIC OpraHM3allMM  BbICHIET0 oOpa3oBaHus u  (WIKM) OpraHu3aluu
JOTIOJIHUTENBHOTO  TPO(ECCHOHATBFHOTO  00pa3oBaHUs, YYAaCTBYIOIIME B  OpraHU3alUd
MPOBEACHUS  JIOKJIMHUYECKUX  HCCIENOBaHUW MW  (WIM) KIMHUYECKHX  MCCIIEIOBaHUM
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB WIIH MPOBOISAIINE TAKUE UCCIICIOBAHUS, a TAKXKE UHBIC
OpraHu3ally, KOTOPbIE YYACTBYIOT B OpraHU3alMK MPOBEACHUS JOKIMHUYECKUX MCCIIECIOBAHUMN
U (WIK) KIMHAYECKUX MCCIEAOBAHUN OMOMEANIIMHCKUX KJIETOYHBIX MPOAYKTOB WJIH B KOTOPBIX
MIPOBOJATCS TAKUE UCCIICIOBAHMS;

4) MeIMIUHCKUE OpraHU3alMy M yKa3aHHbIE B MyHKTax | - 3 HacToAILIEH CTaTbU OpraHu3aluu
JUIS OKa3aHUS MEIUIIMHCKOW MOMOIIM KOHKPETHOMY MALMEHTY 10 KU3HEHHBIM [TOKa3aHUAM MpU
HIMYUKA pa3pelieHus] yIMOJIHOMOYEHHOro (eepabHOr0 OpraHa HUCIOJHUTENBHONW BIIACTH,
BBIJAHHOTO B  TOpSJKE, YCTAaHOBJIECHHOM  YIIOJIHOMOYEHHBIM  (efepabHbIM  OpPraHOM
UCTIOJIHUTENILHOW BJAacTH, B (OpME 3IEKTPOHHOTO JOKYMEHTA, MMOJMHUCAHHOTO YCHUJICHHOM
KBaJTM(HUIUPOBAHHON 3JICKTPOHHO MOAIMHUCHIO.

Cratess  45. B3zaumopgeiictBue (enepajbHOr0o OpraHa HMCHNOJHHUTEJBHOH  BJACTH,
YIOJTHOMOYEHHOT0 B 00JIACTH TAMOKEHHOI0 Jejia, W YNOJHOMO4YEHHOro (eaepaabHOro
OpPraHa MCIOJHHUTEJIbHON BJIACTH

1. VYnonHomMoYeHHBIH (eaepasbHBId OpraH MCIOJHUTENPHOW BJIACTH TPENOCTABISECT B
pacriopsbkeHue (eepaibHOr0 OpraHa HCIOJHUTEIbHON BIACTH, YHOJIHOMOYEHHOTO B OOJIACTH
TaMOXXEHHOTO [IeJIa, TOCYJapCTBEHHBIH peecTp OMOMETUIIMHCKUX KIETOYHBIX MPOIYKTOB, a
Takke MHPOPMALIMIO O BBIIAHHBIX Pa3pelIeHUSIX Ha BBO3 KOHKPETHOM MapTHH OMOMEIUIIMHCKUX
KJIETOYHBIX MPOAYKTOB B CiIy4asX, yKa3aHHBIX B 4acTH 4 ctaTbi 43 Hactosuiero denepaibHOro
3aKOHa.

2. denepanbHblii OpraH UCHOJIHUTEIBHOM BJIACTH, YIOJTHOMOUYEHHBIH B OOJIACTH TaMO>XEHHOTO
nena, THPOPMUPYET YIOJIHOMOYEHHBIN (peepanbHblii OpraH MCHOJIHUTEIBHOW BJIACTH O BBO3E
OMOMEIWIIMHCKUX  KIIETOYHBIX MPOAYyKTOB B  Poccuiickyto ®enepanuio U BBIBO3E
OMOMEINIIMHCKUX KJIETOYHBIX MPOAYKTOB W3 Poccuiickoit Deneparuu mo ¢popMe U B MOPSIKE,
KOTOpbIe ycTaHoBJIeHb! [IpaBuTenscTBOM Poccuiickont @enepanuu.

Cratpss 46. T'ocynapcTBeHHbIH KOHTpPOJbL B cdepe oOpamenuss OHOMeIMIIMHCKHX
KJICTOYHBIX NPOAYKTOB

1. T'ocynapcTBeHHBIN KOHTPOJIb B cdepe oOpamieHnss OMOMETUIIMHCKUX KIETOUHBIX MPOIYKTOB
OCYIIECTBIIsICTCS (peiepaIbHbIM OPraHOM HCIIOJIHUTENFHON BIACTH, OCYIIECTBISIOMNM (QYHKIIUN
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[0 KOHTPOJIIO M HAaA30py B cdepe 3IpaBOOXpaHEHHs, M BKJIIOYAET B ce0S JIHMIIEH3MOHHBIN
KOHTPOJIb B c(hepe MPOU3BOACTBA OMOMEAMIMHCKUX KJIETOYHBIX NMPOIYKTOB, TOCYJIapCTBEHHBIN
KOHTPOJIb 32 JIEATENbHOCThIO B cdepe oOpamieHus OMOMETUIIMHCKUX KJIETOYHBIX MPOAYKTOB,
BBIOOPOYHBIN KOHTPOJIb Ka4yecTBa OMOMEIUIIMHCKUX KIETOYHBIX MTPOAYKTOB.

2. JIutleH3MOHHBIA KOHTPOIb B c(epe MPOU3BOJCTBA OMOMETUIIMHCKUX KIETOYHBIX MPOIYKTOB
ocyuecTBisiercs B cootBercTBuM ¢ DenepanbHbiM 3akoHOM OT 4 Mast 2011 roma N 99-®3 "O
JULEH3UPOBAHUH OTACIIbHBIX BUJOB JACSTEIBHOCTH" .

3. TocynapcTBeHHBI KOHTPOJIb 3a JIEATENBHOCTBIO B cdepe obOpamieHuss OMOMEIUIUHCKUX
KJICTOYHBIX TMPOIYKTOB OCYIIECTBISETCS B COOTBETCTBHHM ¢ DefepasibHBIM 3aKOHOM OT 26
nexabpst 2008 roga N 294-03 "O 3ammre mpaB IOPUAWYECKHX JIMI M HMHIUBHIYaJTbHBIX
npeanpuHUMaTeNned TpU  OCYHIECTBICHHHM TOCYAAPCTBEHHOTO KOHTpOJsS  (Haa3opa) W
MYHHUIIUTAIBHOTO KOHTPOJIS" C Y4eTOM OCOOCHHOCTEH, MpeyCMOTPEHHBIX HACTOSIIEH CTaThel,
U B IIOPsiIKe, ycTaHOBIEHHOM [IpaBurenscTBoM Poccutickon denepanum.

4. T'ocyaapCTBEHHBI KOHTPOJb 3a JACATENbHOCTbIO B cdepe oOpaiieHuss OMOMEIMIIMHCKUX
KJICTOYHBIX MPOJIyKTOB BKJIIOYAET B CEOI:

1) opraHM3anvio ¥ TPOBEICHHE IPOBEPOK COONMIOJACHHS CyOBEKTaMH  OOpalieHus
OMOMEUITMHCKUX KJIETOYHBIX MPOIYKTOB YCTAHOBJICHHBIX HacTosAmMM DenepanbHbIM 3aKOHOM
U IPUHATHIMH B COOTBETCTBMM C HUM MHBIMH HOPMaTHUBHBIMU IIPaBOBBIMU akTaMu Poccuiickoit
@enepanun TpeOOBaHUN K JTOKIMHUYECKUM HCCIICAOBAHUAM, KIMHHUYECKUM HCCIEIOBAHMSIM,
IIPOU3BOJCTBY, PeaIM3allii, XPaHEHUIO, TPAHCIIOPTUPOBKE, BBO3y B Poccuiickyro denepanuto,
BbIBO3Y U3 Poccuiickoit deneparyy, NpuMEHEHNIO, YHUUYTOKEHUIO OMOMETUIIMHCKUX KIICTOYHBIX
IIPOIYKTOB;

2) opraHM3alMi0O M TPOBEIEHHE IPOBEPOK COOTBETCTBUS OHMOMEIMLIMHCKUX KJIETOYHBIX
MIPOAYKTOB, HAXOAALINXCS B OOpAIleHNH, IOKA3aTeNsIM KaueCTBa, YCTAHOBICHHBIM HOPMATUBHOM
JOKyMEHTaIe Ha OMOMEUIIMHCKUIN KIETOYHBIN MPOYKT;

3) mpyUMeHEHHE B MOPSIIKE, YCTAaHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit @enepanuu, Mep
[0 TIPECEYCHMIO BBISBICHHBIX HapylleHHH TpeOoBaHMN Hacrosmero denepaabHOro 3akoHa H
(uM) MO yCTpaHEHMIO IOCJIEACTBUI TAaKUX HApYLIEHWM, B TOM 4YHCIIE NPUHATHE PELICHUS O
NPUOCTAHOBICHUH  OOpamieHust OMOMEIMIMHCKUX  KIETOYHBIX MPOAYKTOB M  BBLAAYY
npeanucaHuii 00 ycTpaHEeHHM BBISBICHHBIX HApyIICHHWHA, a TakkKe NpUBJICUCHHE K
OTBETCTBEHHOCTH JIMLI, COBEPLIMBIINX TAKUE HAPYLICHUS.

5. IlpenBapuTenbHOE COTJacoBaHHE C OpraHaMu TPOKYpaTypbl CPOKOB IPOBEICHUS
BHEIUIAHOBOH TMPOBEPKU CYOBEKTOB OOpaIleHusi OMOMETUIIMHCKUX KJIETOYHBIX IMPOIYKTOB, a
TaKXKe  MpeIBapUTeIbHOE  YBEJIOMIICHHUE IOPUIMYECKUX  JIHII, WHINBUIYTBHBIX
npeanpuHUMaTeed O Hayale TMpOBEACHHS TakoW TpoBepku He Tpedyerca. Oprassl
MPOKYpaTypbl HHOOPMHUPYIOTCS O TPOBEACHUH BHETNIAHOBOW MPOBEPKH CYOBEKTOB OOpareHus
OMOMEUITMHCKUX KJIETOYHBIX MPOAYKTOB ITyTEM HAIPABICHUS COOTBETCTBYIOIIUX JOKYMEHTOB B
TEUYEHHUE TpeX pabouMX IHEH cO THSI OKOHUAHHS TaKOH MPOBEPKH.

6. BeIOOpOYHBII KOHTPOJIb KaYeCTBa OMOMEIUIIMHCKUX KIECTOYHBIX MPOIYKTOB OCYIICCTBIISCTCS
B TIOPSIIKE, YCTAHOBJICHHOM YITOJIHOMOUYCHHBIM (eiepajbHbIM OpPraHOM HCIOJHHUTEIBHOM
BJIACTH, Y BKJIFOYAET B ceO:

1) 0OpaboTKy cBeneHUil, B 00s3aTeILHOM MOPSIIKE MPEIOCTABIIEMbIX CyObeKTaMu OOpalieHus
OMOMEUITMHCKUX KJIETOYHBIX MPOIYKTOB, O CEPUAX, MAPTUAX OMOMEAMIMHCKUX KIETOYHBIX
MPOYKTOB, MOCTyHAIOMKX B oOpamienue B Poccuiickoit denepanmu;

2) orbop 0Opa3moB OMOMEIUIIMHCKUX KIETOYHBIX IPOAYKTOB Y CYOBEKTOB OOpamieHus
OMOMETUITMHCKUX KJICTOYHBIX MPOIYKTOB B IENISAX MPOBEACHUS UCIBITAHUNA HAa MX COOTBETCTBHE
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TpeOOBAaHUAM HOPMATUBHON JTOKYMEHTAIIMHM HAa OMOMEIUIIMHCKUIN KIETOYHBIN MPOIYKT;

3) mpuHATHE TO pe3yJibTaTaM MPOBEICHHBIX MCIBITAHUHN PELIeHUs O JalbHEeHmeM oOpaleHun
COOTBETCTBYIOIIETO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

4) npunstre QeaeparbHbBIM OPraHOM HCIIOJIHUTENBHON BIIACTH, OCYLIECTBISIOMNM (PYHKIIUHU O
KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpPAHEHUs, PEIICHUS O IepeBOoAe OMOMEIMIIMHCKOTO
KJICTOYHOT'O MPOAYKTa HAa MOCEPUUHBIA BRIOOPOUYHBIN KOHTPOJIb KaUeCTBA B CIydae MOBTOPHOTO
BBISIBJICHUS] HECOOTBETCTBUSl KaueCcTBAa OMOMEIHMIIMHCKOTO KJIETOYHOTO NMPOJYKTa TPEOOBAHHIM
HOPMATUBHOM  JOKyMEHTAallMM Ha OHMOMEIMUMHCKUM  KICTOYHBIM TpPOAYKT ©  (IpH
HEO0XO/IMMOCTH) O TMPOBEJICHUH MPOBEPKH CyOBEKTa OOpalieHus: OMOMETUIIMHCKUX KJIETOYHBIX
npoayKToB. Pacxozpl, CBsi3aHHBIE C MPOBEACHUEM IOCEPUHHOIO BBHIOOPOUYHOTO KOHTPOJIS
KayecTBa OMOMEIMIMHCKOTO  KIETOYHOTO TPOJYKTa, OIUIAUMBAIOTCS  IPOU3BOJUTEIIEM
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa MO0 BIIAAEIBIIEM PErHCTPAMOHHOTO YIOCTOBEPEHUS
OMOMETUITMHCKOTO KJIETOYHOTO IPOIYKTa.

7. JOIKHOCTHBIE JIMIa (enepaabHOro opraHa HCIOJHUTEIBHON BJIACTH, OCYLIECTBIISIOIIETO
(GYHKIMH 1O KOHTPOJIIO M Haa30py B cdepe 31paBOOXpaHEHHs, B MOPSJIKE, YCTAHOBICHHOM
3aKoHOaTenbCcTBOM Pocculickon Penepanyu:

1) Ha OCHOBaHUM MOTHBHPOBAHHBIX MMCbMEHHBIX 3alIPOCOB MOJIYYAIOT OT CyOBEKTOB OOpaIeHUs
OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTOB CBEACHHS, HEOOXOIUMBIE IJIsl IPUHATUS PELICHUH 110
BOIIPOCAM, OTHECEHHBIM K KOMIIETEHIIMU OpraHa roCy1apCTBEHHOIO KOHTPOJIS;

2) OecrnpenaTCTBEHHO MO MPEIbSIBICHUH CIYKEOHOTO YJOCTOBEPEHUS M KOMUU TpUKasa
(pacmiopspKeHHs) O Ha3HAUYEHUM MPOBEPKH IMOCELIAI0T HUCHOJb3yeMble CyOBheKTaMU OOpaIieHus
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB TEPPUTOPHUH, 3/1aHUS, IMOMELICHUS U COOPY)KEHHUS B
LEJISAX MPOBECHUS MEPOIIPUATUHI 10 KOHTPOJIIO;

3) npoBoaAT 0TOOP 00pa3OB OMOMETUIIMHCKUAX KIETOYHBIX MPOIYKTOB, MPeIHA3HAYEHHBIX IS
peanu3aliy 1 peain3yeMbIX cyObeKTaMu 00palieHuss OMOMEIUIMHCKUX KIETOYHBIX MPOIYKTOB,
IVl TPOBEPKM HUX KayecTBa, NPOBEJEHHsS MWCCIENOBAHUIM, HCHBITAHUA B COOTBETCTBUHU C
npaBUjIaMH OTOOpa 0OpaslloB, YCTAaHOBJICHHBIMH YIIOJHOMOYEHHBIM (peepaibHbIM OpPraHOM
WCTIOJIHUTENIbHOW BIIACTH;

4) BbmaloT cyOBbeKTaM oOparieHHss OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYKTOB MPEANHCAHUS O
NpeKpalleHul HapylleHuil TpeboBanuii Hacrosmero dexgepasbHOro 3akoHa U 00 yCTpaHEHUH
BBISIBJICHHBIX HAapYIIEHUH yKa3aHHBIX TPeOOBAHUH.

Cratps 47. OTBeTCTBEHHOCTb 32 HapylleHHe 3aKoHoaaTejJbcTBa Poccmiickoii @egepanun
00 o0pameHny OMOMeIMIMHCKUX KJIEeTOYHBIX IPOIYKTOB

Hapymenne 3akoHomarensctBa Poccuiickoit ®epeparuu 06 oOpamieHun OHOMEIHIIMHCKHIX
KJIETOYHBIX MPOIYKTOB BJIEUET 32 COOOW HACTYIIEHHE OTBETCTBEHHOCTH B COOTBETCTBUU C
3aKkoHoarenscTBoM Pocculickoit denepanuu.

Cratps 48. Bo3memenne Bpeaa, NPUYMHEHHOI0 KM3HU M 310POBbI0 TPAaKIAaH BCJEICTBHE
NpUMeHeHHs] OHOMEIUIIMHCKHUX KJIEeTOYHBIX POAYKTOB

1. TlpouwsBoauTenb OHOMEIUIIMHCKOTO KJIETOYHOTO TMPOIyKTa O0Os3aH BO3MECTHTH Bpel,
MPUYMHEHHBIA KU3HU, 3J0POBBI0 TpaXIaH BCICACTBUE TNPUMEHEHUS OHOMEIMIIMHCKOTO
KJIETOYHOTO MPOJIyKTa, €CIHU TOKA3aHO HAMYKE OJHOTO U3 CIETYIOIINX OOCTOATEIhCTB:

1) OmoMeAMIMHCKUI KJIETOYHBIH MPOIYKT MPUMEHSUICS IO Ha3sHAUYCHHIO B COOTBETCTBHU C
MHCTPYKIMEH MO NMPUMEHEHUI0 OMOMEIUIIMHCKOTO KJIETOYHOTO NPOIYKTa M NMPUYMHOW Bpenaa
KHU3HH, 3/I0pPOBBIO TPaXJaH SBUJIOCH NMPUMEHEHHE Hel0OpOKayeCTBEHHOI'O0 OMOMEIMIIMHCKOTO
KJIETOYHOT'O NPOAYKTa;
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2) npUUMHOW BpeAa JKU3HHU, 30POBBIO TpaKJaH SBWIACH HEAOCTOBEpHas HHGOpMAIMs,
coJiepKaniasicss B MHCTPYKIMU 110 IPUMEHEHUI0 OMOMEAUIIMHCKOTO KJIETOUHOTO MPOIYKTa.

2. Opranuzanys, B KOTOPOH HpUMEHsSeTCs OMOMEAMLMHCKUN KIETOYHBIH MPOIYKT, 00s3aHa
BO3MECTUTh BpEJ, IPUYMHECHHBIA >KU3HU, 300POBBIO0 Tpa)kIaH BCIEICTBUE IPUMEHEHUs
OMOMEIUIIMHCKOTO KJIETOYHOTO TPOJIYKTa, €CIM JI0OKa3aHO, YTO MNPUYMHON Bpena >XKHU3HH,
3I0POBBI0 Tpa)KaH SBHJIOCH MPUMEHEHHE OMOMEIUIIMHCKOIO KJIETOYHOTO MpPOAYKTa C
HapyILIEHUEM UHCTPYKLIMHU I10 €ro MPUMEHEHHUIO.

3. Bo3MmemieHue Bpena, NPUUMHEHHOTO JKU3HHU, 3740POBBIO I'PaKIaH BCIEACTBHE NPUMEHEHUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO  NPOAYKTa,  OCYIIECTBISAETCS B  COOTBETCTBHHM  C
3aKkoHoarenbcTBoM Pocculickont denepanuu.

Cratps 49. Ilopsiok BCTyIUIEHHSI B CHIIY HacTosiero ®dexepajbHOro 3aKkoHa

1. Hacrosiunii @enepanbHblil 3aKOH BeTynaeT B cuiny ¢ 1 sHBaps 2017 roga, 3a UCKIIOYEHUEM
IIOJIOXKEHUH, JJI1 KOTOPBIX HACTOSIEH CTaThbe YCTAaHOBJIEH MHOM CPOK BCTYIUICHUS UX B CHILY.

2. Yactp 2 ¥ myHKT 2 yacTu 5 ctatbu 35 HacTodAwero deaepanbHOro 3aKkoHa BCTYNAIOT B CUILY C
1 auBaps 2018 roza.

IIpe3unent Poccuiickoin @enepauuu
B. IlyTun

Mocksa, Kpemis

H3menenusn u nonpaexku

OenepanpHbiii 3aK0H OT 3 aBrycta 2018 r. N 323-®3 "O BHeceHnH U3MEHEHUH B OTICIbHBIC
3aKOHOJaTeNbHBIE akThl Poccuiickoit denepanny Mo Bonpocy odparieHns OMOMEANIINHCKIX KIETOYHBIX
OPOLYKTOB" (CM. HUIKE).
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7 aBrycta 2018 r./ Poccuiickas razera - @enepanbpHbiii Beimyck Ne 171(7634)/ra3eTHbIi BBITTYCK

DenepanabHblil 3ak0H 0T 3 aBrycra 2018 r. N 323-@3 "O BHeceHuu
H3MEHEHHUI B 0TAe/IbHbIE 3aK0HOAaTebHbIe aKThl Pocculickon
Degepanuu 1Mo BONPOCY odOpaneHusi 0MOMeTUIMHCKUX KJIETOYHbIX
NMPOAYKTOB"

Jata nonnucanus 3 aprycra 2018 r.
Ony6smkoBan 7 aBrycra 2018 1.

Bcerynaer B cuiny 14 aBrycra 2018 .

Ipunsar I'ocynapcrennoii {ymoii 25 nrons 2018 roga
Onodpen Coserom Denepanuu 28 urous 2018 rona
Cratps 1

Yactp 4 crathu 1 @epepanpHoro 3akoHa ot 26 nexadps 2008 roga N 294-03 "O 3amuTe mnpas
IOpUAMYECKUX JIMI WM WHAUBUAYAIbHBIX  IPEANPUHUMATENEH MpPU  OCYLIECTBJICHUU
rOCYyJapCTBEHHOTO KOHTpOJds (Ham3opa) u  MyHMuunaieHoro koutposs"  (CoOpanue
3akoHonarenscTBa Poccuiickoit @enepannu, 2008, N 52, ct. 6249; 2009, N 18, ct. 2140; N 29,
cT. 3601; N 52, ct. 6441; 2010, N 17, cT. 1988; N 31, cT. 4160, 4193; 2011, N 7, cT. 905; N 17,
cT. 2310; N 27, ct. 3873; N 30, ct. 4590; N 48, ct1. 6728; 2012, N 26, cT. 3446; 2013, N 27, cr.
3477; N 30, ct. 4041; N 52, ct. 6961, 6979, 6981; 2014, N 26, ct. 3366; N 30, ct. 4220, 4235,
4243; N 42, ct. 5615; N 48, ct. 6659; 2015, N 1, ct. 72, 85; N 18, cT1. 2614; N 27, c1. 3950; N 29,
cT. 4339, 4362; N 48, ct. 6707; 2016, N 11, ct. 1495; N 27, cT. 4160, 4164, 4194, 4210; 2017, N
9, ct. 1276; N 18, cT. 2673; N 31, cT. 4742; N 49, ct1. 7304; 2018, N 1, cT. 26, 27) NONOJHUTH
IIyHKTOM 42 CJeyIoIIEero CoAepKaHus:

"42) rocymapCTBEHHBII KOHTPOJIb 3a AEATEIbHOCTBIO B cepe oOpaiieHus OMOMETUIIMHCKUX
KJIETOYHBIX MPOAYKTOB.".

Cratba 2

Yacte 1 craten 12 ®denepanpHoro 3akoHa oT 4 mast 2011 roma N 99-®3 "O nuueH3upoBaHuH
OTIeNbHBIX BUIOB AesTensHocT" (CoOpanue 3akoHomaTenbeTBa Poccuiickoit denepanuu, 2011,
N 19, ct. 2716; 2012, N 26, cT. 3446; N 31, cT. 4322; 2013, N 9, c1. 874; N 27, cT. 3477, 2014, N
30, c1. 4256; N 42, c1. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44, cT. 6047; 2016, N 1, c1. 51)
JOTIOJTHUTH TyHKTOM 53 CJIeyIOIIEro COAepKaHus:

"53) meaTenbHOCTh MO MPOU3BOJICTBY OMOMENUIIMHCKUX KIETOYHBIX MMPOTYKTOB.".
CraTtba 3

Buectu B ®enepanbubiii 3akoH oT 21 HOs0ps 2011 roma N 323-®3 "OO6 ocHOBax OXpaHBI
3M0poBbsi TpaxaaHn B Poccuiickoit ®denepanuu" (CoOpanue 3akoHOAATENhCTBA Poccuiickoit
O®enepauun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 48, ct. 6165) cnenyroiue
U3MEHEHUS:

n

1) B yactu 1 crarbu 49 cinoBa "a Takke" HCKIIOYUTH, JOMOJHUTH CIOBAMH ", a TaKkKe MNpH
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MIPOU3BOJICTBE, XPAHECHUH OMOMETUITMHCKUX KIIETOUHBIX IPOAYKTOB";
2) cTtarbio 85 AOMOTHUTH MYHKTOM S5 CIEAYIOMIETO COJIEpKaHUS:

"S) rocynapcTBeHHBI KOHTpPOJdb B cdepe oOpameHuss OHOMETUIIMHCKUX —KJIETOYHBIX
MPOJIYKTOB.".

Cratba 4

Buectu B ®enepanpbiii 3akoH oT 23 wmroHs 2016 roma N 180-®3 "O OuoMeAMIIMHCKHUX
kieTouHbIx npoaykrax" (Cobpanue 3akoHonatensctBa Poccuiickoit @enepanuu, 2016, N 26, cT.
3849) cnenyromirie U3MEHEHUS:

1) myHkr 1 ctarbu 2 nociue cioB "(najiee - JIeKapCTBEHHBIE Ipenaparsl)” TONOJHUTH CIOBaMHU ",
u (wm) ¢dapManeBTUYECKUMHU CyOCTaHLIMSAMH, BKIIOYEHHBIMH B TOCYJApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB,";

2) Byactu 2 cTaThu 9:

a) noAmyHKT "r" myHkrta 13 mocie cioB "IeKapCcTBEHHBIX MpenaparoB’ IONOJHUTH CIOBaMH U
(bapManeBTHUECKUX CyOCcTaHui";

0) B mynkre 14 cinoBa "3pPexkTUBHOCTH OMOMETUITMHCKOTO KJIETOYHOTO MPOIYKTA" 3aMEHUTHh
ClIOBaMH '"KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, AKCHEPTH3BI JOKYMEHTOB IS
MOJIyYeHUs pa3pelleHrss Ha NpPOBEJECHUE KIMHUYECKOTO HCCIeOBaHU OHMOMEIMIIMHCKOTO
KJIETOYHOTO  NpPOAYKTAa W OTHUYECKOM  AKCHEpPTH3bl,  OKCHEPTU3bl  APPEKTUBHOCTH
OMOMETUIIMHCKOTO KJIIETOYHOTO MPOTyKTa'";

3) B mynkre 2 yactu 1 crateu 12 cioBa "3(PEeKTUBHOCTH NpUMEHEHHS" 3aMEHUTH CIIOBOM
"s¢dexTuBHOCTH"

4) yactb 2 crtatbM 15 mocne cnoB '"JIEKapCTBEHHBIX IIpPENapaToB," HOINOJHUTH CJIOBaMU
"(hapmaneBTHUECKUX CyOCcTaHIUH,";

5) nyHKT 6 4acTu 2 cTaTbhM 25 IOCIIE CJIOB "JIEKapCTBEHHBIX MPENaparoB,” JOMOJHUTH CIOBaMU
"(hapmaneBTHUECKUX CyOCTaHIIUH,";

6) B myHkre 2 uyactu 4 crarbu 28 cioBa "ONTHMAaJbHBIX JO3UPOBOK'" 3aMEHMUTH CJIOBaMU
"ONTUMAJIBLHOTO KOJIHMYeCcTBa (00beMa, MacChl, IJIOMAIN)";

7) nyHkT 1 yactu 1 ctateu 35 nociie cioB "IE€KapCTBEHHBIX MPENaparoB,” JOMOJHUTH CIOBAMU
"(hapmaneBTHUECKUX CyOCTaHIUi," .

IIpe3unent Poccuiickoin @enepauuu

B. IlyTun

JoKymenm si81aemcst nonpaskoii K:

- 3aKOH 0 6UOMedUYUHCKUX K/1eMOYHbIX NPOJyKmax

- ®edepaabHblil 3akoH "06 ocHosax oxpaHbl 300posbs epaxcdaH 8 Poccutickotl Pedepayuu”
- ®edepaabHblil 3akoH "0 AuyeH3uposaHuu omaoebHbIX 8Uudo8 dessmeabHocmu”

- 3aKOH 0 3awjume npas puUU4ecKux AuY U UHOUBUAJYa1bHbIX NpednpuHuMameel npu
ocyujecmesieHUU 20cydapcmeeHH020 U MyHUYUNA1bH020 KOHMPO1s
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