POCCUVICKAST ®EJEPALIMS
O®EJIEPAJBHBIA 3AKOH

O GuoMeAHIHHCKHX KJIeTOYHBIX NPOAYKTAX

ITpunsat 'ocynapctBeHHoOM Jlymoit 8 mronsa 2016 rona
Ono6peH CoBeToMm ®Penepaliuu 15 moua 2016 ronma
Cratbs 1. IIpeamer peryanpoBanus HacTosimero ®@egepajbLHOro
3aKOHa

1. Hactosmuit  @enepanbHbli  3aKOH  pETyNUpyeT  OTHOLUECHHS,
BO3HMKAIOIHE B CBS3M C Pa3padOTKOM, NOKIMHUYECKMMH WCCIIEIOBaHUIMY,
KIIMHUYECKAMHU VICCIIEIOBaHUSIMU, 3KCHEePTU30H, roCylapCTBEHHOMN
perucrpanueii, IMPOU3BOJACTBOM, KOHTPOJIEM  KadecTBa, pealu3allueH,
[IPUMEHEHHEM, XpaHEHUEM, TpaHCIIOPTUPOBKOM, BBO30M B Poccuiickyio
Qenepauuto, BbeBO30M U3 Poccuiickoit  ®exepamnuu, YHHYTOXXEHHUEM
OMOMENMIIMHCKAX  KJIETOYHBIX  NPOAYKTOB,  MpeJHA3HAYEHHBIX Ui
NpodHUIaKTUKH, JAWATHOCTHKH M JiedeHHUs 3a00JeBaHMN WM COCTOSHHUMH

NALMeHTa, COXpaHeHWs OepeMeHHOCTH W MEIWIUHCKOW peabunuranyu
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namuenrta (manee - oOpalneHne OHMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB), a
TaK)ke peryaupyeT OTHOINEHHS, BO3HHKAIOIIWE B CBS3M C JOHOPCTBOM
OMOJIOTHYECKOTO MaTepuana B IeNIIX IIPOM3BOJACTBA OHOMEAMLIMHCKUX
KJIETOYHBIX MIPOAYKTOB.

2. llefictBre HacTosero PenepaabHOro 3aK0Ha He paclpoCTpaHsIeTcs Ha
OTHOIIIEHHS, BO3HUKAIOIUE MPU pa3paboTKe U IIPOU3BOACTBE JIEKapCTBEHHBIX
CPEeACTB M MEIULMHCKUX H3JIENUH, TOHOPCTBE OPraHOB M TKaHEH 4esoBeKa B
[eIIX UX TpaHCIUIaHTalWHU (TIepecagk), JOHOPCTBE KPOBU M €€ KOMIIOHEHTOB,
IpH WCIONB30BAHWM IMOJOBBIX KIETOK YENOBEKa B ILEIIX IPUMEHEHHST
BCIIOMOTATEJIbHBIX PENPONYKTUBHBIX TEXHOJOIMH, a TakXKe Ha OTHOLICHHS,
BO3HHKAMOIKE TMpH OOpallleHUH KJIeTOK M TKaHeH YeloBeKa B HAyYHBIX H
o0pa3oBaTebHBIX HENSX.

Cratps 2. OcHoBHbBIE IIOHATHA, HCITIOJIb3YEMbIC B HACTOHAIIEM
(I)enepaanOM 3aKO0OHC

B Hactosmem DenepatbHOM 3aKOHE HCIOJIB3YIOTCS ClELYyIOLIUe
OCHOBHBI€ ITOHATHS:

1) GuoMeqUIIMHCKUN KJIETOYHBIM MPOLYKT - KOMILUIEKC, COCTOSIIHNA W3
KJIETOYHON JIMHUM (KJIETOYHBIX JIMHUIM) W BCIIOMOTAaTeNbHBIX BellecTB Tu00 U3
KJIeTOYHOM muHMM (KJIeTOYHBIX JIMHUM) M BCIIOMOTATENbHBIX BEIIECTB B
COYETaHHUHY C MNPOLIEALINMHI I'OCYAapCTBEHHYIO PETUCTPAIIUIO JIEKapCTBEHHBIMHU
nperiapaTaMyd A MEIMLMHCKOTO INpUMEHEHMs (Janee - JieKapCTBEHHBIE

Ipernaparsl) ¥ (WiIn) MeTULIMHCKUMHU U3IETHIMUY,



2) peanuzauuss OMOMEIUIIMHCKOTO KJIETOYHOTO TPOAYKTa - Iepejaada
OMOMEIUIIMHCKOTO KJIETOYHOro MPOAyKTa Ha BO3ME3JHOH ocHOBe M (HIH) Ha
0e3B03ME3/THOM OCHOBE;

3) ayTONOTMYHBIH ~ OMOMEAMUMHCKUN  KIETOYHBIA  TPOAYKT -
OMOMEIUITMHCKHUM KJIETOYHBIM TNPOAYKT, COAEpXalllMii B CBOEM COCTaBe
KJIETOYHYIO JIMHHIO (KJIETOYHBIE JIMHWH), TOJNYYEHHYI0 W3 OHOJIOTHYECKOTO
MaTepuaia OIpeleICHHOr0 YeloBeKa, U IpeJHa3HA4YeHHBIN IS MPUMEHEHUs
3TOMY K€ 4eJIOBEKY;

4) amnoreHHbIN OMOMeTUITMHCKUHA KJIETOYHBIN MPOTYKT -
OMOMEIVMIIMHCKUAN KJIETOYHBIA IPOAYKT, COJEpXallhii B CBOEM COCTaBe
KJIETOYHYIO JIMHHIO (KJIETOYHBIE JHUHHUM), MOIY4YCHHYIO W3 OHOJIOTHYECKOro
Marepuaia OINpeeIEHHOTO YelloBeKa, U IpeJHa3HAa4YeHHBIH JUIs NpPUMEHEHHS
JPYTUM JIFOJISIM;

5) xoMOMHUPOBaHHBIA  OMOMEIUIIMHCKANA  KJIETOYHBIM  TMPOAYKT -
OMOMEIVIIMHCKAN KJIETOYHBIM MPOMYKT, COIEPXKAaIlWii B CBOEM COCTaBe
KJI€TOYHBIE JIMHUM, IONy4YeHHbIEe U3 OMONOrMYeCKOro Marepualla HeCKOJIBKHX
JOZieH, U peAHa3HauYeHHBIHN [ IPUMEHEHHS OJHOMY U3 HUX;

6) obpazer; OMOMEIUIIUHCKOTO KJIETOYHOTO MPOIYKTa - OMOMEIUIIHHCKIE
KJIE€TOYHBIA NPOAYKT MM €ro 4acTh, IOJY4YECHHBIE B IENIX H3yUYeHHS €ro
CBOMCTB, B TOM YHUCJIE AN OIEHKH KauyecTBa OMOMEIMIIMHCKOTO KIIETOYHOI'O

IIpOAYKTa U €0 66301’IaCHOCTI/I;
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7) KIeTOYHAs] JUHHUS - CTaHJAPTU30BaHHas IMOIYJSALUS KJIETOK OJHOTO
THIIA ¢ BOCIPOU3BOAUMBIM KJIETOYHBIM COCTaBOM, IIOJIydeHHas IyTeM HU3bITHS
U3 OpraHu3Ma 4YejoBeKa OWOJIOTHYECKOT0 MaTepHala ¢ IOCJIeAyIoUM
KyJIbTHBHPOBAaHHEM KJIETOK BHE OpraHNU3Ma 4eJIOBeKa,;

8) BcmoMorarenpHbIe BeIlECTBA - BENIECTBA HEOPraHHUYECKOro WIIH
OpPraHM4YeCcKOro IPOUCXOXKIEHHS, HWCIOJb3yeMble TMpuU pa3paboTke U
IPOU3BOCTBE OMOMEUIIMHCKOTO KJIETOYHOTO IIPOAYKTA;

9) GuonoruuecKuii MaTepra - OHONOrHYECKNe KUIKOCTH, TKaHH, KJIETKH,
CeKpeTbl M MPOIYKTHl >KU3HENESTENbHOCTH 4YeloBeKa, (H3UOJIOTHYECKHE H
[IATOJIOTHYECKHe BEIACICHHUS, Ma3KH, COCKOOBI, CMBIBBI, OMOTICHHHBIN MaTepUal;

10) noHOp OGMONOrMYEeCKOro MaTeprania (Jajnee TaKXKe - JOHOP) - 4eJIOBEK,
KOTOPBIA MpH XU3HU MPEeNOCTaBUI OMONOTWYECKUI MaTepHall, UIH YeIOBeK, Y
KOTOpOro  OMOJIOTMYECKMH MaTephal TIIONy4eH I[IOCiie €ero  CMepTH,
KOHCTaTUPOBAaHHOW B  IOpSANKE, YCTaHOBICHHOM  3aKOHOAATEIhCTBOM
Poccuiickoit ®enepanuy;

11) noHOpCcTBO OHOJIOrMYECKOro MaTepuaga - IPOIEecC ITOCMEPTHOTO
TNPeAOCTaBIeH)ss OMONIOrMYECKOro MaTepuania (fajee - IOCMePTHOE JOHOPCTBO)
UM TPYKH3HEHHOTO IIPEJIOCTaBICHUS OMOJIOIMYECKOro MaTepHaia (maiee -
IIPYKU3HEHHOE TOHOPCTBO);

12) HopMaTuBHAs JOKyMEHTAUWs Ha OHOMENWLMHCKHHN KJIETOYHBIH

IIPOOYKT - p%pBGaTBIBaeMBIﬁ ITPOU3BOTUTEIIEM 6I’IOMCJ_II/IHI/IHCKOFO KJIETOYHOI'O



NpOLyKTa [OKYMEHT, COJepXallhii TepedeHb IIOoKas3aTelleli KadecTBa
OUOMEMIIMHCKOrO KJIETOYHOTO MPOIYKTa, OIpEIeNsieMbIX IO pe3yjabTaTaM
COOTBETCTBYIOIIMX IKCHEPTU3, U MHPOPMAIIHIO O METOJAaX KOHTPOJISA KavyecTBa
OMOMEIUIIMHCKOT0 KJIETOUYHOTO POIYKTa;

13) xayecTBO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa - COOTBETCTBHE
OMOMEIUIIMHCKOTO  KJIETOYHOTO TNpOAyKTa TpeGOBaHUSM  HOPMATHBHOM
JOKyMEHTauy Ha OMOMEeANLIMHCKUIN KIETOYHBIN POAYKT;

14) 6e30macHOCTs  OMOMENMIIMHCKOTO  KJIETOYHOTO  TPOAYKTa -
XapakTepuCcTHKa OMOMEOMIIMHCKOTO KJIIETOYHOTO IPOAYKTa, OCHOBaHHAas Ha
CpaBHHUTEIHHOM aHaMM3e ero 3G¢eKTUBHOCTH M PHUCKAa NpUYMHEHHs Bpena
’KU3HU U 370pOBBIO YETIOBEKA IIPU ero NpUMEHEHNH;

15) adpexTuBHOCTE OMOMEIMIIMHCKOTO  KJIETOYHOTO IPOAYKTa -
XapaKTepUCTUKA CTENEeHU ITONOXHUTENBHOIO BIMSHUS OHOMENHIMHCKOIO
KJIETOYHOTO IPOAYKTa Ha TE4YEeHHE, NPOAOJDKUTEIBHOCTh 3a00/IeBaHUS WU
cocTosHUs OO Ha MX IpeNOTBpallleHHe, Ha COXpaHeHHe OepeMeHHOCTH, Ha
MEeIUIMHCKYIO peabuINTalUIO TTAI[HeHTa;

16) IpoTOKON ~ KIMHUYECKOTO  HCCIEJOBaHUS  OHOMEIHI[HHCKOTO
KJIETOYHOr0 IIPOLYKTa - JOKYMEHT, ONIpENeNSIONMA LeIu KIMHUYECKOrO
HCCIIeIOBaHUs  OMOMEJULIMHCKOIO KJIETOYHOIO IPOAYKTa, (GOPMBI  €ro
OpraHu3alMi M METONOJIOTHUIO IIPOBEJEHMS, CTATUCTHYECKHE METOJbI

O6pa6OTKI/I PE3YIbTAaTOB UCCICAOBAHUA H MEPEI 110 obecrnieueHHIO0 0E€30MIaCHOCTH
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TIAIIMEHTOB, YYACTBYIOIINX B KIMHAYECKOM MWCCIIEJOBAaHUHA OMOMEIUITHHCKOIO
KJIETOYHOTO POAYKTa;

17) wHGOpMAIMOHHBIA JIMCTOK MAalWEeHTa - JOKYMEHT, B KOTOPOM B
JocTynHOH ¢opMe u3IoXKeHa WH(opMamus O KIMHUYECKOM HCCIIeIOBaHUH
OMOMEHIIMHCKOTO KJIETOYHOI'O MIPOAYKTa, €ro LeNsX, IUIaHe MPOBEICHHS H
BO3MOXHBIX pPHCKaX, COCTaBe OMOMEIHWIIMHCKOTO KJIETOYHOTO IPOAYKTa H
COICPXKUTCS NMUCBMEHHOE NOOPOBONBHOE COIIacHe IallMeHTa Ha ydacTHe B
KJIMHAYECKOM HCCIIefOBaHIH OMOMEIHIMHCKOTO KJIETOYHOTO IPOAYKTa;

18) peructpanioHHOE YHOCTOBEpeHHE OMOMETUIIMHCKOIO KJIETOYHOTO
IPOIYyKTa - JOKYMEHT, MOATBEPXKJAIOMINI (HaKT rocy1apCTBEHHOM perrucTpanyy
OMOMEIMIMHCKOTO KJIETOYHOTO IPOIYKTa;

19) npomsBoautens OHOMEAMIIMHCKOTO  KJIETOYHOTO  IPOAYKTa -
OpraHu3alysi, OCyIEeCTBIISIOMAs TPOU3BOACTBO OMOMEIULIMHCKOTO KIIETOYHOTO
IPOAYKTa Ha OJHOU CTaJuH, HECKOJIBKHUX WM BCEX CTaJUAX TEXHOJIOTHYECKOTO
Ipornecca B COOTBETCTBUU C JIMIIEH3WEH HA OCYIIECTBICHUE NEATEIHHOCTH IIO
IPOU3BOACTBY OMOMETUIIMHCKIX KIIETOYHEIX MPOIYKTOB;

20) noboyHOE AEHCTBHE - peakiis OpraHu3Ma 4eIOBeKa, CBI3aHHAs C
IPUMEHEHHEM OMOMEIULIIMHCKOTO KIETOYHOrO MPOAYKTA B COOTBETCTBHU C

HHCTp}’KU;HGfI I10 €I'0 IPUMEHCHHIO,
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21) HexxenarenbHas peakUus - HeOJarompusTHAs peaklus OpraHu3Ma
yeJioBeKa, KOTOpass MOXXeT OBITh CBS3aHa C NPUMEHEHHEM OHOMETUIIMHCKOIO
KJIETOYHOTO TPOIYKTa;

22) cepbe3Hasi HeXenaTelbHas peakuus - HeONarompusATHAS peakKlus
OopraHm3Ma 4eJoBeKa, KOTOpas CBs3aHa C IpPUMEHEHHEM OHOMETUIIHCKOTO
KJIETOYHOTO IPOJYKTa B COOTBETCTBUM C HHCTPYKLHEH MO €ro MpUMEHEHHIO,
NpUBeAIas K CMEPTH, BPOXKAEHHBIM aHOMAJIUSM HJIM MMOPOKaM pa3BUTHS JTHOO
npeCTaBIstonIas co0oil yrpo3y U3HH 4eoBeKa, TpeOyrommas roCIIHTaAIN3auu
aub0 ITpHBemmas K BpPeMEHHOM yTpaTe TpPYJOCIOCOOHOCTM WIH K
MHBAJIUIHOCTH;

23) HempeABHICHHAs. HEXeNarTelbHAas peaknus - HedmaronpustHas
peakiisi OpraHM3Ma  deJoBeKa, KOTOpas CBf3aHa C IIpUMEHEHHEM
OMOMEIHUIIMHCKOTO KJIETOYHOTO IPOAYKTa B COOTBETCTBHU C IIPOTOKOJIOM
KJIMHMYECKOIO0 HMCCIIeIOBaHUS OWOMENUIMHCKOrO KJIETOYHOTO MpPOIYKTa,
Opouropoif uccienoBaTelli HWIM — HHCTPYKIHEH MO €ro HNPUMEHEHHIO H
CYIIHOCTb, TSKECTh U HCXOA KOTOPOM He COOTBETCTBYIOT HH(OpMAIHHA O
OMOMEMUIMHCKOM KJIETOYHOM MPOAYKTe, cojepxalleics B  yKa3aHHBIX
JOKyMEHTaXx;

24) ¢panbcuduuupoBaHHBI  OMOMEIMLMHCKAN KJIETOYHBIA IPOIYKT -
OMOMEINIMHCKUN KIIETOYHBIM TNPOAYKT, NpeJHAMEPEHHO COIPOBOXIaeMBbIi

JIO’KHOH HH(pOpMaIiel 0 ero coctase U (WIK) MPOU3BOIUTEE;



25) HegoOpOKaYeCTBEHHBI OMOMEIMIIMHCKAN KJIETOUYHBIA TIPOAYKT -
OMOMEIUIIMHCKUI KJIETOYHBIA IMPOIYKT, HE COOTBETCTBYIOIIMA TpeOoBaHHIM
HOPMATHUBHOM TOKYMEHTAIMH Ha OMOMEIUIIMHCKUH KIIETOYHBIA IIPOAYKT;

26) koHTpaakTHBIA  OMOMEIMLMHCKUM  KJIETOYHBIA  IPOAYKT -
OMOMEIMIMHCKHM KJIETOYHBIA MPOAYKT, HAXOMAUIMICS B OOpalieHHH C
HapyllleHHEeM IPakJaHCKOTO 3aKOHOJaTENbCTBA;

27) [OKIMHWYECKOe WCCIeoBaHue OHOMEIMIIMHCKOIO KJIETOYHOIO
Ipoaykra - OHONOrMYecKue, MHUKPOOHOIOrMYecKHe, HMMYHOJIOIHIECKHE,
TOKCHKOIIOTHYECKHE, (hapMaKonorudeckue, Gusndeckue, XUMAYECKUE U OpyTrue
Hcciae0BaHus OMOMEIUIMHCKOTO KIETOYHOTO NPOAYKTa B IENAX BBIABICHHUS
cennpUYecKOro MexXaHW3Ma JeHCTBUS TaKoro IpOAYKTa, IIONMydYEeHHs
IOKa3aTeNbcTB  €ro  0e30IacHOCTH, KadecTBa HW  3(PQPEeKTHBHOCTH,
IpeNIIecTBYIONMe  KIMHUYECKOMY  HCCIEJOBAHUIO  OMOMEAMIMHCKOTO
KJIETOYHOTO MPOIYKTa;

28) KIMHUYECKOEe  HCCIIEZIOBaHHE  OMOMEAMIIMHCKOTO  KJIETOYHOTO
IPOJIYKTa - HW3y4YeHUE MPOPMIAKTUYECKUX, IUArHOCTHUYECKHX, JIe4eOHBIX,
peabMINTAIMOHHBIX CBOWCTB OHOMEIUIIMHCKOTO KJIETOYHOIO IPOAYKTa B
mporecce ero NPUMEHEHWs 4YeJIOBEKy B IeNIIX IOMYyYEHHUS J0Ka3aTelnbCTB €ro
OezonmacHOCTH U 3(QQPEKTUBHOCTH, IAHHBIX O IMOOOYHBIX HEWCTBUSAX TaKOI'o
MpOLyKTa M HeXeNaTeNbHBIX peakIUsIX, CBSI3aHHBIX C €ro NMPUMEHEHHEM, a

Takke 00 oddexre B3aUMONEHCTBUI HCCIEAYEMOIO0 OHOMEIUIIMHCKOTO



KIETOYHOTO MPOAYKTa C JPYTUMH OHOMEIMIMHCKAMH  KIETOYHBIMH
IPONYKTaMH, JIeKApCTBEHHBIMH IIpernapataMd © (WIH) MeIUIHHCKAMH
W3IEHSIMH, TUIICBBIMU POTYyKTaMH;

29) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIEHOBaHHE OHOMEIUIIUHCKOTO
KIETOYHOTO TPOJAYKTa - KIMHUYECKOe HCClIeoBaHne OHOMETUIIMHCKOTO
KJIETOYHOTO MpOAYKTa, IIPOBOAMMOE B JBYX U Oojiee MEAHIIMHCKHX
OpraHu3alMiax II0 €JUHOMY [POTOKONY KIMHHYECKOTO HCCIIEHOBaHHS
OMOMEUIIMHCKOTO KIETOYHOIO IPOIyKTa;

30) MexayHapOJHOE MHOTOIIEHTPOBOE KIMHUYECKOE HCCIIEIOBaHUE
OMOMEIMIHHCKOr0 KIETOYHOTO MPOAYKTa - KIMHAYECKOE HCCIIeOBaHUE
OMOMEIMIUHCKOTO KIETOYHOTO TPOAYKTa, MPOBOAUMOE B Pa3ziINYHBIX CTpaHaX
IO €IUHOMY TPOTOKONY KIHHHUYECKOTO HCCIeNOBaHU OHOMEIUIIUHCKOTO
KJIETOYHOT'O TIPOIYKTa;

31) mocTperucTpanioHHOE KIIMHUYECKOEe UCCIIeIOBaHNE
OMOMEIUIIMHCKOrO0 KIETOYHOI0 NPOAYKTa - KIMHUYECKOe HCCIeOBaHue
OHOMEUIMHCKOTO KJIETOYHOTO IPOAYyKTa, oOpalieHrne KoToporo B Poccuiickoi
Qenepanvy OCYIIECTBISETCS MOCHIE TOCYNApCTBEHHOM PErHCTpalliy, B IENIX
JIOTIOJIHUTENIBHOrO cbopa MaHHBIX O ero Oe3omacHOCTH # 3(PQEeKTHBHOCTH,
pacIMpeHus MMOKa3aHUM K IPUMEHEHHUIO TaKOro OMOMEIUIUHCKOTO KIETOYHOTO

IIPOAYKTA, a TaK)XKE BBIABJICHUS HEXEIATCIIbHBIX peaxunﬁ Ha €10 IIpUMCHCHHE.
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Cratps 3.  IIpuHOMIBI OCylIeCTBJIEHHS eITEJILHOCTH B cepe
obpamenusi 6HOMeIMIHHCKHX KJIE€TOYHBIX MPOAYKTOB

[MpuHIMIIaMH OCYLIECTBIEHUS JESTENBHOCTH B cdepe obOpaieHus
OMOMENIIMHCKHUX KIIETOYHBIX TIPOJYKTOB SBJISIOTCS:

1) no6poBOMBHOCTE W G€3BO3ME3HOCTh JOHOPCTBA OGHOJIOTHYECKOTO
Marepuaa;

2) coburoieHre BpaueOHOH TalHBI X HHOM OXpaHsIeMOW 3aKOHOM TaiHB;

3) HEZOMYCTHUMOCTD KYILTH-IIPOJIaXU OHMONIOTUIECKOro MaTepHaa;

4) HeIOIyCTUMOCTb CO3/1aHHsI SMOPHOHA YesIOBEeKa B LIeJIsIX IPOU3BOCTBA
OMOMEIUITMHCKHX KIIETOUHBIX IIPOYKTOB;

5) HEMOTYCTUMOCTh HCIIONB30BaHus IS pa3paboTKH, MPOU3BOACTBA H
NpUMeHeHHUsT OMOMEIUIMHCKUX KJIETOYHBIX IIPONYKTOB OHOJIOTHYECKOIO
MarepHaia, MOJXy4YeHHOTO ITyTeM INpephIBaHUS IIpoIlecca Pa3BUTUS 3MOpHOHA
WITH TUTOJIa YeJI0OBeKa WK HapyILIeHUs TaKoro Ipoliecca;

6) cobmronennie TpeOoBaHMH OuosorMueckoll 0e30MacHOCTH B LEJSIX
3aIIUTHI 3ZI0POBBS JJOHOPOB OGHOJIOrMYEecKOro Marepuaia, pabOTHUKOB, 3aHATHIX
Ha TIIPOM3BOJCTBE OMOMEIUIIMHCKUX KIETOYHBIX IPOJAYKTOB, MEIHIMHCKHX
pabOTHUKOB, ALIMEHTOB U OKpY>Kalollel cpesl.

Cratesi 4.  IIpuroroB/ieHHE KJIeTOYHOH JHHHH

1. IlpuroroBneHue KJIETOYHON JMHHAM, MpeJHA3HAYEHHOH A
IpOU3BOJCTBA OMOMEIUIIMHCKHAX KIETOYHBIX IPOJYKTOB, BKIIOYAaeT B cels

MMOJIy4YCHUE OHOJIOTUYECKOr0 MaTepuaia, €ro HCCICOOBAaHUE, BBIACICHUE U3
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HEro KJIeTOK, X KyJbTHBHPOBaHHE M MOAU(DUKAIIUIO BHE OpraHA3Ma 4YellOBEKa,
[IOJy4YEeHUE CTAaHIAapPTU30BAaHHOW IOMYJSIIMM KJIETOK U OIIEHKY COOTBETCTBHUS
TNOMYJISIMY KJIEeTOK CHelM(UKaluy Ha OMOMEIUIIMHCKIM KIETOUYHBIH IPOIYKT,
coZiepxKalliedl CBeJleHus, YCTaHOBIIEHHBIE CTaThell 7 Hacrosimero PeaepaabHOro
3aKOHa.

2. Jlnga  [OpPUrOTOBICHHS  KJIETOYHOM  JIUHUM  HMCHOJIB3YIOTCS
VCKJIIOUUTEFHO KIEeTKH 4YeJIOBeKa WM 4eJIOBeKa, B OTHOUIEHHWH KOTOpPOTO
KOHCTaTUpOBaHa CMEPTh B MOPAAKE, YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoii ®enepanun.

3. TlomyyeHne W KCHOJIB30BaHHWE Ui IPOM3BOACTBA OMOMEIUIIMHCKUX
KJIETOYHBIX MPOIYKTOB OHOJIOTHYECKOr0 MaTrepuaia HeyCTaHOBJIEHHBIX JIHUI,
KOTOpBIE IO COCTOSIHHIO 3J0POBBS, BO3pacTy WM WHBIM NPUYMHAM HE MOITIA
COOOIIUTH aHHBIE O CBOEH JIMYHOCTH, B OTHOLIEHUH KOTOPBIX BIOCJIEACTBUAU
KOHCTaTUpOBaHa CMEPTh B IIOPAJKE, YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit @enepaniuy, 1 Ha MOMEHT IIONIy4eHUsI OMOJIOTHYECKOT0 MaTepHrala
JIJaHHBIE O IMYHOCTH KOTOPHIX HE YCTAHOBIIEHBI, HE JIOITy CKAIOTCH.

Crateg 5.  Pa3paboTka OMOMeIHIHMHCKHX KJIETOYHBIX POXYKTOB

1. PazpaboTka OHMOMEAMIMHCKUX KJIETOYHBIX NPOAYKTOB IIPEACTABIISAET
coboif mpomecc co3laHUS OHMOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTa U

TEXHOJIOTHH €T0 IIPOU3BOACTBA.
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2. ®uHaHCOBOE ObecmeveHue pa3padoTKH OHOMENUIIMHCKHX KIETOUHBIX
IIPOIYKTOB MOXET OCYIIIECTBIATHCS 32 CUET:

1) OroIKETHBIX aCCUTHOBaHMH (esiepaabHOro OroKeTa;

2) OO[KETHBIX aCCUTHOBaHHM OIOMKETOB CyOBeKTOB PoccHiickoi
Qepepauny;

3) cpeactB pa3zpaboTINKOB OMOMEIUIIMHCKUX KIIETOYHBIX MTPOAYKTOB;

4) MHBIX ICTOYHUKOB, HE 3allpelleHHBIX 3aKOHOJaTeIbcTBOM Poccuiickoil
Qepepanyu.

3.IIpaBa pa3paboTurka OHOMEIUIMHCKOIO KJIETOYHOIO IIPOLYKTa
OXPAaHSIOTCS B COOTBETCTBHHU C TPAXKAAHCKUM 3aKOHOAATEIECTBOM.

Cratps 6. JIoKJIHHHYECKOE HCC/Ie0OBaHHE OHOMEINIHHCKOI0
KJIETOYHOI0 MPOAYKTA

1. Jlokmuaugeckoe — HcclefoBaHWE  OMOMEIUITMHCKOTO  KJIETOYHOIO
NIPOIYKTa MPOBOJUTCS Ha MOJENHUPYEMBIX B OpPraHHU3Me >XHBOTHBIX JHOO BHE
)KMBOI'0 OpraHu3Ma IaTOJIOTMYECKHUX IIpoleccaX, IPOTEKAaoUX B OpraHu3Me
4eJoBeKa, M (MIM) MAaTOJIOTUYECKUX COCTOSHHUSAX YeJOBeKa, IpPH KOTOPHIX
IpeAroiaraeTcs NpUMEHITh pa3pabaTIBacMblii OMOMEIMIIMHCKHN KIIETOYHBIN
IPOAYKT, a TakXe Ha MOJENX, IO3BOJAIOIIMX BBISBUTH CIEIU(PUUIECKUN
MEXaHHU3M NeHCTBUS TaKOT'o NIPOAYKTa, ero 3P (EeKTUBHOCTE U 0€3011aCHOCTb.

2.1lo pesynbraTaM IpPOBEAEHHOIO JOKIMHUYECKOTO MCCIIEOBaHHS
OMOMEIMIMHCKOr0 KJIeTOYHOIo HpOAYKTa OpraHW3auus, KOTOpas MpPOBOIHIA

JOKIIMHUYECKOEC  HCCIICNOBAaHHE, COCTAaBISICT OT4YET O JOKIHHHYECKOM
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WCCIIeNOBaHUM  OMOMEIUIIMHCKOTO  KJIETOYHOTO TPOJYKTa, COJAEpIKaIlHii
OIHCaHWe, Pe3yNIbTATHl U aHAIHU3 PEe3yJIbTaTOB JOKIMHUYECKOIO MCCIIEHOBaHu,
a TaKkKe 3aKIOYeHHe O BO3MOXHOCTH IPOBEICHHS  KIHHHYECKOTO
UccIe0BaHus OMOMETUIIMHCKOTO KJIETOTHOTO MPOIYKTA.

3. IlpaBuna MPOBEAEHUS JOKJIMHHYECKUX HCCIIeIOBaHuH
OMOMEIUITMHCKUX  KIETOYHBIX  TPOAYKTOB, BKJIIOYas TpeOoBaHMS K
KBATU(UKAIMH CIEIUATINCTOB M MaTepHalbHO-TEXHUYeCKoi 0a3e HaydHBIX
opraHu3alui, o0O0pa3oBaTENbHBIX OpraHU3alUii BhICIIEro o0pa30BaHUS,
o0pa3oBaTeNbHBIX  OpraHW3alUuid  JOIOJHHUTENBHOTO  MPO(ECCHOHATBHOIO
00pa3oBaHys, MHBIX OpraHU3allki, yCTaHaBIUBAIOTCS MIPaBHIaMH Hajlexauen
OpakTHKA 10 pabore ¢ OHOMEIUIMHCKUMM KJIETOYHBIMH IIPOJYKTaMH,
yTBepXKJaeMBIMH  (eJlepalbHBIM ~ OpPraHOM  MCIIONIHUTENHHOH  BJAcTH,
OCYILECTBIIAIOMINM (YHKIHH IO BBIPAOOTKE W peanu3aliil rocydapCTBEeHHON
TNOMATHKA W HOPMATHBHO-TIPABOBOMY  DEryjlHpOBaHHI0O B  cdepe
3paBoOXpaHeHus (Jajsee —  YIOJIHOMOYEHHBIH benepaibHBIA  OpraH
MICTIOTHUTEIHOM BIIACTH).

4. dura"coBoe oOecrieueHue JOKJIMHHYECKUX HCCIIeJOBaHUMI
OHOMeIMIIMHCKIX KIIETOYHBIX MTPOJAYKTOB MOKET OCYIIECTBIISATHCS 32 CYET:

1) Gr0/KeTHBIX aCCUTHOBaHUH (eiepallbHOTO OF0KETA;

2) 6rofKEeTHBIX AaCCUTHOBAaHWHM OMOJXKEeTOB CyOBEKTOB Poccuiickoii

Penepanuy;
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3) cpencTB pa3pabOTIYNKOB OMOMEIUIIMHCKUX KIIE€TOYHBIX IIPOAYKTOB;
4) UHBIX UCTOYHUKOB, HE 3alpeIleHHbIX 3aKOHOIaTeIbcTBOM Poccutickoii
Denepanum.

Cratpst 7. Crhnenundukanusa Ha OHOMeJUIHHCKHN KJIeTOYHBIH
NPOAYKT

1. Ha xaxnmeiii pa3paboTaHHBI OHMOMEOUIIMHCKUNM KJIETOYHBIA MPOIYKT,
TPOIIE IIHHA TOKJIHHUYECKOE HCCIICIOBaHHE, pa3paboTInKOM
OHMOMETUIITHCKOTO KJIETOYHOTO POAYKTa HITH TIPOU3BOIUTENIEM
OMOMEIHMIMHCKOTO KJIETOYHOr0 IIPOAYKTa COCTaBISETCS crHemudukaius,
npeacTaBisifomias co00l  JOKYMEHT, COJep)Kalluii CBeleHHsS O THIe
(2yTOJIOTMYHBIM,  aUIOTeHHBIH, KOMOMHUPOBaHHBIH)  OHOMETUIIMHCKOTO
KJIE€TOYHOT'O MPOJYKTa, €r0 Ka4eCTBEHHOM COCTaBe M KOJIMYECTBEHHOM COCTaBe,
OMOJIOTHYECKUX W WHBIX XapaKTePHCTHKaX KIETOYHOH IHMHUHU (KIETOYHBIX
JIVMHUKN) 1 OMOMEIUIIMHCKOTO KIIETOYHOI'O MMPOIyKTa.

2. Qopma cneuudukanud Ha OMOMEAMUMHCKUNA KIETOYHBIA MPOXYKT
yTBEpXKIaeTcss YIOIHOMOUYEHHBIM (elepabHBIM OPTaHOM HCITOJHUTEIBHOM
BJIACTH.

Cratps 8. T'ocymapcTBeHHasi perucTpanus OHoMeTHIHHCKHX
KJIETOYHbIX MPOXYKTOB

1. IIpouzBoxacTBo, peanu3arus, IpUMEHEHHE, XpaHeHue,
TPaHCIOPTUPOBKa, BBO3 B Poccuiickyro ®epneparuio, BEIBO3 H3 Poccuiickoii

CDGI.[GP&HI/II/I, YHHYTOXCHHUEC 6I/IOMBJII/II_[I/IHCKI/IX KII€TOYHBIX IIPOAYKTOB
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OCYWIECTBIIAIOTCS, €CIM  OHM  3apETUCTPUPOBAaHBl  YIIOJHOMOYEHHEBIM
¢enepaabHBIM OPraHOM HUCIOJHUTEILHOM BIACTH.

2. TocymapcTBeHHOM perucTpamuy Mo IexKar:

1) Bce GuoMenUIMHCKUE KJIETOYHBIE MPOIYKTHI, BIIEPBHIE IIOJIEKAIINE
BBOJy B oOpaimienue B Poccutickoit @enepanumy;

2) GuoMeqUIMHCKYE KIETOYHBIE NIPOAYKTHI, 3apPEerUCTPUPOBAHHBIE paHee,
B Cilydae M3MeHEeHHs THMa (ayTOJOTMYHEIHM, aJUIOreHHbIH, KOMOHHUPOBaHHBIN )
OHOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa, €ro KayeCTBEHHOTO cocTaBa U (MJIn)
KOJIMYECTBEHHOTO COCTaBa (32 MCKIIOYEHHEM COCTaBa BCIIOMOTATENbHBIX
BEIIECTB), OHOJIOTMYECKHMX ¥ WHBIX XapaKTePUCTUK KIETOYHOU JIMHHU
(KJTeTOYHBIX TUHUHN) 1 OMOMEAULIMHCKOTO KJIETOYHOI'O MPOAYKTa.

3. TocynmapcTBeHHass perucTpauusi OHOMEIUIIMHCKOTO KJIETOYHOI'O
MPOIYKTa OCYILECTBIISETCS IO pe3yIbTaTaM:

1) OMOMEOMLMHCKOW OKCHepTH3bl OHOMEIUIIMHCKOTO KJIETOYHOT'O
TIPOIYKTA, BKIIFOYAIOIIEH:

a) 9KCIIepTU3y KauyecTBa OMOMEIUIIMHCKOrO KIETOYHOTO MPOAYKTa, B TOM
qHCIie IKCIIEPTU3Y cocTaBa 00pa3noB OMOMEIUIMHCKOTO KIETOYHOTO MPOAYKTa
U METOJOB KOHTpOJIA €ro KadecTBa (Jajee - OKCIepTH3a KadecTBa
OMOMEIUIIMHCKOTO KIIETOYHOTO IPOAYKTA);

0) sKClepTH3y AOKYMEHTOB IJIsl MONy4YeHHUS paspelleHus Ha [IPOBeIeHHUE

KIIMHUYCCKOro UCCIICIOBaHUA 6HOM€I[I/IHI/IHCKOFO KIJIIETOYHOTI'O IIPOAYKTA,
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B) O9KcmepTH3y OS(PPEeKTHBHOCTH  OHMOMEIUIIMHCKOIO  KIIETOYHOTO
TPOIYKTa;

) BKCIIEPTU3y OTHOIIEHUS OXXKUIAeMOM MOJB3Bl K BO3MOXKHOMY PHCKY
pUMEHEeHHS] OMOMEIUIIMHCKOro KJIETOYHOrO MPOAYKTa;

2) 3THYECKOH SKCIEPTH3BI BO3MOXKHOCTH MPOBEACHUS KIHHUYECKOTO
HCCIIEOBaHUS OHOMEIUIIMHCKOTO KIIETOYHOTO IPOLYKTa (Jajiee - 3THUecKas
BKCIEPTH3a);

3) KIMHAYECKHX  HCCIIEAOBaHWA  OHOMEOUIIMHCKOTO  KJIETOYHOTO
IIPOIyKTa.

4, TocymapcTBeHHass perucTpanusi OHOMENUIIMHCKUX  KIIETOYHBIX
IPOAYKTOB OCYLIECTBISETCS YIIOJHOMOYEHHBIM (enepanbHbIM  OpPraHoM
MCIIOJHUTEIBHOM BIACTH B CPOK, HE IPEBBIMIAIOMIAN CTa MATHAECATH pabounx
JHed CcO [HA TPUHATHASA 3asBJIEHUS O TOCYHApCTBEHHOW perucrpauuu
OUOMEIUIIMHCKOTO KJIETOYHOTO MpPOJAYyKTa, JHOO B CPOK, HE MNPEBBIMIAIOUIAN
IBYXCOT TATHAECATH paboumx MAHEH co MJHA TPHHATUS 3asBICHUS O
rOCyIapCTBEHHOM perucTpanud OHOMEIHIUHCKOr0 KJIETOYHOrO MPOAYKTa, B
cllydae HPHHSATHS YIIOIHOMOYEHHBIM (elepalbHBIM OPraHOM HCHOTHUTENBHOM
BJIACTU PEIIECHUS O IMOBTOPHOM MPOBENECHHHM OMOMEIMIIMHCKOW 3KCIIEPTH3bI
OMOMEMIMHCKOTO KIIETOYHOrO MpOAyKTa | (WJIM) ITHYECKOM SKCIEPTH3BI B
COOTBETCTBMU cO cTaThel 19 mHacrosmero @enepanpHoro 3akona. Cpok

I‘OCYI[apCTBeHHOﬁ perucrpanuu 6I/IOM€,III/IHI/IHCKOI‘O KIICTOYHOI'O IPOIOYyKTa
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UCUYHCIISAETCS CO JHS IIPUHATHS YIIOJHOMOYEHHBIM (DellepallbHBIM OpraHoM
WCIIOJHUTENIFHON BJIAcTH 3asBIEHUS O TOCYHapCTBEHHOW perucrpauuu
OMOMEIUIIMHCKOTO KIIETOYHOIO IMPOAYKTa C IIPUIOKEHHEM HeOoOXOIUMBIX
IOKYMEHTOB [0  JHA  BBIJAYH  PErUCTPAlMOHHOIO  YIOCTOBEPEHUS
OMOMEIUIIMHCKOTO KIJIETOYHOTO NMPOAyKTa. BpeMms mpoBeneHus KIMHUYECKOTO
MCCIeoBaHus OMOMEIUIIMHCKOTO KIIETOYHOTO MPOAYKTa HE YUUTHIBAeTCS IMpPH
WUCYMCIEHNH CpPOKa TOCYJAapCTBEHHOW pErucTpaluyl OHOMEIUIIMHCKOTO
KJIETOYHOTO IPOJyKTa.

5. He gomyckaetcs rocyiapcTBeHHasl perucTpalys:

1) pa3nuuHblx  OMOMENUIIMHCKMX  KIETOYHBIX  IPOAYKTOB  IOJ
OTMHAKOBBIM TOPTOBBIM HaMEHOBaHUEM;

2) onmHOro OMOMEIMLMHCKOTO KJIETOYHOTO IpPOAYKTa, BHIITyCKaeMOrIo
IpOU3BOAMTENEM IIOJ Ppa3IU4YHbBIMM TOPrOBHIMM HANMMEHOBAaHUSAMH H
IPEeCTaBIEHHOIO0 Ha TOCYJApCTBEHHYIO PErHCTpalyio B BHJE NIBYX M 0Oojee
OMOMEIMLIMHCKUX KJIETOYHBIX IIPOJYKTOB.

6. Y1oIHOMO4YEHHBIM (elepanbHBIM OpIaHOM HCIIOTHUTEIBHOM BIIaCTH B
YCTaHOBJIEHHOM MM IIOPsIIKE 110 3alpoCy IOPUAMYECKUX JIAL], OCYIIECTBIISIONUX
NeATENBHOCTh TpM  OOpalleHnd OHOMENUIMHCKHX KJIETOYHBIX IPOAYKTOB
(manee - cyOBeKTHI OOpaleHHs OHOMEIMIMHCKHX KICTOYHBIX MPOAYKTOB), B
IUCPMEHHOM WM OJIEKTPOHHOM (opMe HaloTCs pa3bhsCHEHHS II0JIOKEHHUI

JOKyMEHTAlliH, CBS3aHHOM € IOCyJapCTBEHHO# perucTpamnuei, a Takxke C
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JOKIIMHUYCCKMMHU W KIIHMHHYCCKHMMH  HCCICHOBAaHHMAMHU 6HOMGHHHHHCKI’IX

KJI€TO4YHBIX [IPOAYKTOB.

Crates 9.  IlpencraBijieHHe JOKYMEHTOB /JJIfl TOCYAapCTBEHHOM
perncTpanuu 6MOMeJHIIHHCKOT0 KJIETOYHOI0 NPOAYKTAa

1. JIns rocynapCTBEHHOH perucrpanuu OHOMeIULIUHCKOTO KJIETOYHOI'O
IPOAyKTa OpraHu3anys, obnagaronas paBaMyu Ha pe3yJIbTaThl JOKIMHAYECKHX
HCCIIE[IOBaHNM OMOMEIUIIMHCKOTO KIETOYHOrO TMPOAYKTa, KIMHHYECKUX
UCCIIeOBaHUN OMOMEIUIMHCKOTO KJIETOYHOrO TMpoJyKTa u (WwiM) Ha
TEXHOJIOTHIO TIPOU3BOJACTBA OMOMEIMLIMHCKOTO KIETOYHOTO IIPOAYKTa, HIIU
YIOJIHOMOYEHHOE €0 Jpyroe IOpUIUYecKoe JHIO (#anee - 3asBUTENb)
IpeCcTaBiIseT B YIOJTHOMOYEHHBIH (QenepanbHbl OpraH HCIOJHUTENBHOM
BIACTH 3asBIIEHHE O TOCYHapCTBEHHOW perncTpaldd OHOMEIUIIUMHCKOTO
KJIETOYHOTO TPOAYKTa M HHBIE IOKYMEHTHI, M3 KOTOPBHIX (opMUpyeTcs
PEruCTpaliOHHOE [0Che Ha OMOMEIWIIMHCKHH KIeTo4HbIH mpoaykr. @opma
3asBJICHUS U MOPSAAOK NpEACTABICHUS YKa3aHHBIX 3asBJICHUS U JOKYMEHTOB,
BKJIIOYAs] OJTallHOCTh MpeJACTaBlIeHUs (Iaf1 OHOMETUIIMHCKHX KIIETOYHBIX
IPOAYKTOB, B OTHOIIEHHWH KOTOPBIX HE TNPOBOAWINCH KIHHHYECKHE
ucciefioBaHusi Ha Tepputopun Poccuiickoii ®Depepanuin), yCTaHABIHBAIOTCS
YIIOJTHOMOYEHHBIM (peiepabHBIM OPraHOM UCTIOJIHUTEIHHOM BIaCTH.

2. PerucTpaiioHHOe J0Che Ha OHOMEIHIIMHCKUMA KIETOYHBIA MPOLYKT

dopMupyeTcs U3 CIEAYIOIUX JOKYMEHTOB:
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1) 3asiBneHHe O TOCYJapCTBEHHOM perucTpaudd OHOMEIHIIMHCKOTO
KJIETOYHOT'O IMPOIyKTa;

2) xomus AOKyMeHTa Ha PyCCKOM SI3bIKe, 3aBEPEHHOT0 B YCTAHOBIEHHOM
NOpSIKe ¥ TOATBEPXKIAIOIIEro NPaBOMOYHOCTD 3asIBUTENS [10/IaBaTh 3asBJICHUE
O TOCYNAapCTBEHHOW perucTpalyy OWOMEIWIIMHCKOI'O KJIETOYHOI'O IPOIYKTa
(1OBEpEHHOCTB);

3) cenmurkanusa Ha GMOMEUIUHCKHN KIIETOYHEIN MPOIYKT;

4) IpOEeKT HOPMATHUBHOM TOKYMEHTAI[HH HA OHOMEAMIIMHCKHE KIIeTOYHBII
TIPOJYKT;

5) MpoeKTsl MaKeTOB IEPBUYHON YIMAaKOBKHM W BTOPHYHOM YITAKOBKH
OMOMEUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

6) oTuet 0 IIPOBEIEHHOM TOKITMHUYECKOM HCCIIeJIOBAaHUH
OMOMEINIIMHCKOTO KJIETOYHOTO IIPOIYKTa;

7) IpOEKT MPOTOKOJIAa KIMHUYECKOTO MCCIEeIOBaHHS OHOMEIMIIMHCKOTO
KJIETOYHOTO TPOYKTa,;

8) mpoexT pernaMeHTa IPOU3BOJICTBA OHUOMETUITMHCKOTO KJIETOYHOTO
IPOIYKTa;

9) xomys NMIEH3WH HA OCYILECTBIICHHE AESTENbHOCTH IO MPOU3BOJCTBY
OHOMeTUIIMHCKOTO KIIETOYHOT'O MPOIYKTa;

10) nH(OpMaLMOHHEIH JUCTOK NAlMEHTa,;
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11) uHdopMaIus O CTPaxOBBIX BHIIUIATAX MalldeHTaM, NPUBJICUYECHHBIM K
MIPOBEICHUIO KIMHUYECKOTO MCCIEOBaHUS OHOMEIUIIMHCKOIO KJIETOYHOIO
IPOLYKTa;

12)otyer 0  pe3ynbTaraXx  MEXAYHapOAHBIX  MHOTOLEHTPOBBIX
KJIMHAYECKAX HCCIIeI0BaHUN OMOMEIUIIMHCKOIO KJIETOYHOTO MPOAYKTa, YacTh
13 KOTOPBIX MpoBesieHa B Poccuiickoii @enepanuu;

13) IpoeKT HHCTPYKLKHU [0 IPUMEHEHHUI0 OMOMETUIIMHCKOTO KIETOYHOIO
MPOJYKTa, COAEpKaIleH ClIelyIoLue CBeICHM S

a) HauMEeHOBaHNe OMOMEIMIIMHCKOIO KIIETOYHOTO MPOAYKTa;

0) Tunn  GHOMEOWLMHCKOTO KJIETOYHOTO TMPOAYKTa (ayTOJOTMYHBIH,
QJIJIOreHHbIH, KOMOMHUPOBAHHBIN );

B) Ka4eCTBEHHBIE W KOJIMYECTBEHHbIE XapaKTEPUCTUKU KIETOYHOH JIMHUU
(KNeTOYHBIX JIMHHM), HaVMMEHOBAHUS U KOJIUYECTBO BCIIOMOTaTeNbHBIX
BEILIECTB, BXOAIIUX B COCTaB OMOMEIUIIUHCKOTO KJIETOYHOTO IPOAYKTa;

') HAUMEHOBaHUS (MeXayHapoaHbIE HenaTeHTOBAHHEIE, AN
TPYNIMPOBOYHBIE, MM XWUMHYECKHE) M  KOJHYECTBO  JIEKAPCTBEHHBIX
IpenapaToB, BXOSIINX B COCTaB OMOMETUIIMHCKOTO KJIETOYHOTO IIPOIYKTa;

1) HAUMEHOBAHUSA MEOULMHCKUAX U3/eNHid, BXOIIIMIMX B COCTaB
OMOMEIHULIMHCKOTO KJIETOYHOI'O IIPOYKTa,;

€) N0Ka3aH!s K NPUMEHEHHUIO;

)K) IIPpOTHUBOIIOKa3aHHUA K IPUMCHECHHUIO,
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3) peXUM U cIoco0 TNpUMEHEHHS OMOMEIHMLIMHCKOIO KIETOYHOIO
IPOAYKTa, IPOAODKUTEIEHOCTD JICUECHUS;

M) Mepbl IPEJOCTOPOXKHOCTH TP IPUMEHEHUH OHOMETUIIMHCKOIO
KJIETOYHOTO TIPOAYKTa;

K) yKazaHue (Ipu HaJIMYHUH) 0COOEHHOCTeH NeHCTBHS GHOMEIHIIMHCKOIO
KJIETOYHOT'O IIPOAYKTA MPH MEPBOM ero NMPUMEeHEHHH,

JT) BO3MOXHBIE 1T000YHbIe 1eHCTBHS NPU IIPUMEHEHUH OHOMEIUIITHCKOTO
KJIETOYHOT'O TIPOAYKTa,

M) COYETAaeMOCTh C WHBIMH BHJAMH JI€YCHHs, BKIIOYAs COYETaeMOCTh C
JIeKapCTBeHHBIMU IIperniapaTaMy M (WiIM) MEAULIMHCKUMHU HU3AEIUsIMHU, APYTUMH
OMOMEIUIIMHCKUMH  KJIETOYHBIMH  INPOANYKTaMH, a TakXke IHUINEBBIMU
MPOIYKTaMHu;

H) CPOK FOJIHOCTH M YKa3aHHE Ha 3allpeT MpUMeHEeHHs] OMOMEeqUIIMHCKOrO
KJIETOYHOT'O IIPOIYKTA 110 UCTEUEHUH CpOKa FOJHOCTH;

0) 0OCOOEHHOCTH IPUMEHEHHUS y AeTel, OepeMeHHbIX JKEHIUH U JKEHIIUH
B IIEpHOJ] TPYAHOTI0 BCKapMJIIUBaHMUS;

) JaHHBIE O CTA0UIBPHOCTH OMOMEIUIIMHCKOTO KIIETOYHOIO ITPOYKTa,

p) YCIOBHS XpaHeHHUs OMOMEIUIITHCKOTO KIIETOYHOTO MPOYKTa;

14) pexBU3HUTHI JOKYMEHTOB, [TOATBEPKAAOIHAX yIiary
rocyJapCTBEHHONM TIOIIIMHBI 3a IIPOBElCHHE OKCHepTH3bl 3(deKTUBHOCTH

6HOM€I{I/IHHHCKOFO KJIC€TOYHOIO0 TIIpOAYKTa MW  OKCICPTHU3Bl OTHOILICHMA
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OKMIaeMOU TOJB3bl K BO3MOXXHOMY PHCKY IpPUMEHEHHS OHOMEIUITHHCKOIO
KJIETOYHOI'O NPOAYKTA, B OTHOLIEHUH KOTOPOrO NPOBEIEHBI MEXIYHapOIHBIE
MHOT'OLICHTPOBBIE KIMHUYECKHE MCCIeI0BaHUs, YaCTh U3 KOTOPBIX NPOBEACHA B
Poccuiickoit ®enepanuy;

15) JOKyMeHTHI, IpeCcTaBIsieMble B COOTBETCTBHH C YaCThiO 2 CTaThu 18
Hactosuero OenepansHOro 3aK0oHa.

3. 3agBUTens BIOpaBe IMPEACTaBUTH 10 COOCTBEHHOW WHHUIMATHBE
JNOKYMEHTBI, TOATBEpPXKAAIONIMEe YIUIATy TOCYAapCTBEHHOM IIONUIMHBI 3a
MPOBEJieHHE DKCIEePTH3Bl KadecTBa OMOMEIMIMHCKOIO KIIETOYHOIO IPOAYKTa,
OKCHEePTU3bl JOKYMEHTOB [UIsl IIOJIyY€HHs pas3pellieHus] Ha IPOBEIeHHE
KIMHAYECKOTO HCCJIEOBAaHUS OHOMEIHMIIMHCKOTO KIIETOYHOTO MPOAyKTa U
ITHYECKOM OKCHEepPTU3bI, SKCIepTU3bl 3((PEKTUBHOCTH OHOMETULIMHCKOIO
KIETOYHOT0 TIPOAYKTAa U OKCIEPTU3bl OTHOLICHHS OXUAAEMOH IONB3BI K
BO3MOXXHOMY PHUCKY TIPHMEHEHHUs OHOMEIMIIMHCKOrO KJIETOYHOrO IMPOIYKTa, B
OTHOIIEHWH KOTOPOrO MPOBEAEHBl MEXKIYHApOAHbIE MHOTOLIEHTPOBBIE
KIUHUYECKAE HCCIENOBaHMs, 4acTh U3 KOTOPBIX ITpoBeleHa B Poccuiickoi
Qepepaunu, npu  o0palleHMM 3a  TOCYJAapCTBEHHOH  perucrpaiueii
OMOMEIUIIMHCKOTO KJIETOYHOr0 IIpOAyKTa. B ciydae HempeacTaBlIeHHs
yYKa3aHHBIX JOKyMEHTOB YIIOJIHOMOYEeHHBIH (henepanpHbIi opra’
VICTIONTHUTEJIEHON BJIACTH IIPOBepseT (akT yIUIaThl TOCYAapCTBEHHOM TOILUTHHBI

Ha OCHOBaHMM MNPEACTABICHHBIX 3adBUTEJICM pPEKBH3UTOB ITOKYMEHTOB,
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HOATBEPXKIAMOIINX €e yIUIaTy, ¢ MCIOJIb30BaHWEM HHGpopMamuu o0 ymuiare
roCyJapCTBEHHOM  MOLUIMHBL,  coaepxailedca B ['ocymapcTBeHHOU
HH()OPMAIMOHHON CHCTEME O TOCYAAPCTBEHHBIX M MyHHUIUIIAJIBHBIX IUIATEXaX.

4. He gomyckaeTcs HCHOJIb30BaHHE B KOMMEPUYECKUX LEsIX HHPOpMaIH
0 pe3yibTarax MOKIMHUYECKUX HCCIeNOBaHUM OHMOMEIMIMHCKUX KIETOYHBIX
IPOAYKTOB W KJIMHUYECKUX HCCIIEIOBAHUN OMOMEIUIIMHCKIX KJIETOYHBIX
HPOIYKTOB, NIPEICTaBICHHON 3asBUTENEM U1 I'OCYJapCTBEHHOH pEervucTpaliuu
OMOMEIUIMHCKOTO KJIETOYHOTO MPOAYyKTa, 0e3 ero cornacus B TE€UECHHUE LIECTH
JeT ¢ JaThl TOCYJapCTBEHHOW pEerucTpanvyl OMOMETUIIMHCKOTO KIETOYHOIO
npoaykra B Poccuiickoit denepanuu.

Crarps 10. PeieHue o Bblga4ye JKCIIEPTHOMY YYPeKICHHIO H COBETY

M0 3THKeE 3aaHHIl HA IPOBeJCcHHE IKCIEePTH3
OHOMeINIMHCKOI0 KJI€TOYHOIr0 NPOAYKTa

1. B TedeHuwe nsaTu paboumx AHEH CO JHS NPHHATHS 3aABICHUS O
roCyapCTBEHHON perucTpanud OHOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa
VIIOJTHOMOYEHHBIA (eepanbHblii OpraH HCIIOTHUTENLHON BIACTH IIPOBOIUT
IIPOBEPKY IIOJIHOTBI M  JIOCTOBEPHOCTH CBEIEHUU, COAep)Kalluxcsi B
NPEACTaBICHHBIX 3asgBUTENEM NOKYMEHTaX, U IPUHMMaeT pellieHhe O BhIgaue
3a/laHUs Ha IPOBECHHUE:

1) OuoMenWIMHCKOM OSKCHEPTU3Bl OHOMENUIIMHCKOIO KJIETOYHOIO

IIPOAYKTa B YaCTH DJOKCIEPTHU3BI KadecCTBa 6I/IOMGIII/IHI/IHCKOFO KJICTOYHOTIO

NpoAyKTa, OJKCIEPTHU3Bl MOOKYMEHTOB IJid IIOJYYE€HUA pa3p€HiCHusd Ha
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NpOBeJIcHHE KIMHMYECKOTO HCCIeHOBaHUS OWOMEIUITMHCKOTO KJIETOYHOTO
IIPOYKTa M THUYECKON SKCIEepTU3bl Ha OCHOBAHUU JOKYMEHTOB, YKa3aHHBIX B
nyukrax 1 - 11, 13 vactu 2 crateu 9 HacTosmero ®enepanibHOTO 3aKOHA;

2) OWOMEOMIIMHCKOW JKCIEepPTH3bl OHMOMEIMIMHCKOTO  KJIETOYHOTO
IIPOAYKTa B YaCTH IKCIEPTH3BEI () (PEKTHBHOCTH OMOMEIULIMHCKOTO KJIETOYHOTO
IPOAYKTa M OKCIIEPTU3bI OTHOLIEHUS OKUAAEMOM II0JIE3BI K BO3MOXHOMY PHCKY
npuMeHeHHs 6MOMeIUIMHCKOrO KJIIETOYHOI'O NPOAYKTa, B OTHOLIEHUH KOTOPOTO
NIPOBeeHbl MEXIyHapOAHbIE MHOTOLEHTPOBBIE KIMHWYECKHE HCCIEeOBaHU,
9acTh M3 KOTOPBIX mpoBeneHa B Poccuiickoii ®Pexnepanuy, Ha OCHOBAHHU
JOKYMEHTOB, yKa3aHHBIX B IMyHKTax 1 - 6, 8, 9, 12 u 13 gactu 2 craten 9
Hacrosiero denepaqbHOIO 3aKOHA.

2. YnonmHOMOYeHHBIA (elepalbHbIi OPraH HWCIOJIHUTEIbHOM BIIACTH
yBeOMJISIET B ITUCEMEHHOM (popMe 3asBUTENSI O IPUHITOM PELICHHH, a B CIydae
OTKa3a B OpraHu3alii IIPOBEIEHUS OKCIIEPTU3, YKa3aHHBIX B dYacTh |
HaCTOsIIe! CTaThH, - C yKa3aHHUEM IPHUYNH TaKOro OTKa3a.

3. B ciyuae BBIBIIEHHS HEMOJTHOTHl WJIM HEAOCTOBEPHOCTH CBEICHUH,
COZIepXKAIMXCsl B IPEACTABICHHBIX 3asiBUTENIEM JOKYMEHTAaX, YIIOJHOMOYEHHBIH
(enepanbHBIA OpraH HCIONHUTEIBHOMN BIACTH HAlpaBISeT 3asSBUTENIO 3aIpOC
00 yYTOYHEHUM OTHUX CBEACHHWHA, KOTOPBIH MOXeT OBITh nepenad
YIOJTHOMOYEHHOMY  IPEJICTABUTENIO 3asBUTENs JIMYHO TIOJ PAaCHHUCKY,

HaIlpaBJICH 10 IOYTE 3aKa3HbIM IMMUCbMOM WIJIH IIEPEIaH B SHCKTpOHHOf;I (bopMe
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10 TeJeKOMMYHHUKALIMOHHBIM KaHajlaM CBSI3U. B cilydae HampaBiieHHs JaHHOTO
3armpoca IO IMOYTe 3aKa3HbIM ITHCBMOM OH CYHTAETCS IIOJYYEHHBIM 110
VICTEYCHUH ILECTU JHEH C IaThl HApaBJIEHUS 3aKa3HOTO IUChMA.

4. 3asButenp 00s3aH MPEICTAaBUTh OTBET Ha 3alpoC YIOJTHOMOYEHHOTO
benepalbHOIO OpraHa HCIONHUTEIbHOM BIACTH, YKa3aHHBIH B YacTH 3
HACTOSIIEH CTaThH, B CPOK, HE MMPEBBIIIAIOLINH IeBIHOCTa pabounx JHEH CO JHS
ero mnoiaydeHus. Cpok, yKaszaHHBIH B dYacTH | HacTosdIed CTaThy,
NPUOCTAHABIUBACTCS  CO  JHA  HalpaBlIeHWs  3asgBHTENI0  3arpoca
YIIOTHOMOYEHHOTO (ellepalbHOr0 OpraHa MCIOIHUTENBHOW BIAacTH N0 HOHSA
MOJYYEeHHUS IM COOTBETCTBYIOIIEro OTBETA.

5. OcHoBaHuWeM s OTKa3a B  OpraHMW3alll  JKCIEepTH3,
TPelyCMOTPEHHBIX YacThi0 | HACTOsIIEeH CTaThy, ABISETCS NpeACTaBlIeHHE
HEOOXOUMBIX TOKYMEHTOB B HEIIOJHOM 00BEME, HENIPEICTABICHHE 3asiBUTEIEM
B YCT@HOBJICHHBI CPOK OTBeTa Ha yKa3aHHbBIM B 4acTW 3 HACTOSAIIEH CTaThH
3alpoc YIIOJIHOMOYEHHOTO (eZiepallbHOrO OpraHa HCIOJTHHUTEIBHON BIAcTH
a0 OTCYTCTBHE B IIPEACTABICHHBIX NOKYMEHTaxX HCUEPIIBIBAIOIIETO TIePETHs
HeoOxonuMol HH(OpManuu, KoTopasi JODKHA OBITh OTpaXKeHa B HUX, a TaKKe
OTCyTCTBHE HH(OpMAIUH, MOATBEpXKAAOLIed (GaKT yIuiaThl rocyapCTBEHHOM
IOLLUIMHEI 32 IIPOBEIeHUE 3KCIIEPTU3HI KadecTBa OMOMEIUITUHCKOrO KJIETOYHOIO
IPOAYKTa, 3KCIEPTHU3hl JOKYMEHTOB ISl IIONy4YeHHs] paspellieHdus Ha

MIPOBCACHUEC KIHMHHUYECKOI'O HMCCICIOBaHUS 6PIOM€I[I’IIII/IHCKOFO KJI€TOYHOI'O
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IpOAyKTa, STUYECKOH  3KCIEePTH3HI, 9KCITePTHU3BI abexTUBHOCTH
OMOMEIMIMHCKOTO  KJIETOYHOI'O IPOAYKTa H  OKCIEPTH3Bl  OTHOIIECHHS
OXHIaeMOW TMONB3Bl K BO3MOXXHOMY PHCKY TpPUMEHEHUS OHOMEIUIIHHCKOTO
KJIETOYHOTO IPOJYKTa, B OTHOIIEHWH KOTOPOrO NPOBEACHBI MEXIyHApOJHbBIE
MHOTOLIEHTPOBbIE KJIIMHUYECKUE UCCIIEJOBAHMS, YaCTh U3 KOTOPHIX MMPOBE/IeHa B
Poccuiickoit @enepanuy, Ipu oOpallleHUH 3a rOCyAapCTBEHHON perucrpamueit
OMOMEIMLIMHCKOTO KJIETOYHOI'O IPOIAYKTa.

Cratps 11. DenepanbHoe rocyiapcTBeHHOE OI0KETHOE

yupe:KIeHne Mo NpoBeAeHHI0 OMOMeIHIIHHCKOMH
IKCHEPTH3HI ONOMEeTHIIHHCKHX KJIETOYHBIX NPOAYKTOB

1. BuoMenunMHCKAas ~ JKCHepTH3a  OMOMEOUIIMHCKMX  KJIETOYHBIX
IOPOAYKTOB  IMMPOBOAUTCS  (elepalibHBIM TOCYAapCTBEHHBIM  OIOKETHBIM
yupeXXIeHHEeM, HaXOASIIUMCS B BeIEHHHM YIOIHOMOYEHHOIro (QenepaabHOro
opraHa HCIIOJIHUTENBHON BIacTH HW  00eCHeYMBAlOIIUM  HCIIOJIHEHHUE
MOJHOMOYHH 3TOTO (eiepaIbHOro OpraHa HCIOTHUTENBHOM BIAacTH IO BhIIaYe
paspelieHnii Ha NPOBEACHHE KIMHUYECKHX HCCIIECOBaHUN OMOMeIUIMHCKUX
KIeTOYHBIX  IPOAYKTOB M  (WIM)  TrOCYHapCTBEHHOM  perucrparuu
OUOMEINLIMHCKUX KJIETOYHBIX MPOAYKTOB (Zajee - IKCIePTHOE YUPeKICHUE).

2. DKCIepTHBIM YYpeXIEeHHEM OCYILIECTBISETCS KOHCYJIHTHPOBaHHE IO
BOIpPOCaM, CBA3aHHBIM C MPOBEACHUEM JOKIMHMYECKHX HCCIIeIOBaHUMI

6HOM€I{I/IIJ;I/IHCKI/IX KJI€TOYHBIX TIPOAYKTOB, KIHMHUYCCKHUX KCCJIEIOBAHUM

6I/IOM6I£KI_[I/IHCKI/IX KJI€ETOYHBIX IPOAYKTOB, 6I/IOM6,ZII/IIII/IHCKOI7i OKCIICPTHU3BI
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OMOMEIMIMHCKIX KIETOYHBIX IPOAYKTOB, TOCYAApCTBEHHOW perucTparuen
OMOMEIUITUHCKUX KJIETOYHBIX TMPOJYKTOB, B TMOpPSAKE, YTBEPKIECHHOM
YIIOJTHOMOYEHHBIM (eiepabHBIM OpraHOM HCIIOTHUTEIHHOM BIACTH.

Cratps 12. Oprasnszanus npoBejeHHs OMOMEAHIIHHCKOMN
IKCHEPTH3HI GHOMETHIIMHCKOT0 KJIETOYHOI0 MPOAYKTA

1. buomMeguuMHCKas  OKCIEepTH3a  OWOMEJUIIMHCKOTO  KJIETOYHOIO
HpOIyKTa IPOBOAUTCS B [[Ba dTAla:

1) Ha mepBOM 3Tarie IPOBOISTCS SKCIEePTH3a KayecTBa OMOMeTUIIHCKOTO
KJIETOYHOI'0 IMPOJIYKTAa U SKCIEPTH3a JOKYMEHTOB AJIA HOyYEHUs pa3pelleHus
Ha NpoOBeleHHEe KIMHUYECKOTO HCCIel0BaHUsS OMOMEIHMLIMHCKOIO KIETOYHOI'O
NpOIyKTa, 3a WCKIOYeHHEeM OWOMEIHLIMHCKOIO KIETOYHOro IIPOAYKTa, B
OTHOILIEHHH KOTOPOrO TPOBENEHBl MEXIyHApOIHBIE MHOIOLEHTPOBEIE
KJIMHUYECKHE HWCCIIeIOBaHMA, YacTh W3 KOTOPBIX IpoBeneHa B Poccuiickoit
Oenepauyy;

2)Ha BTOpPOM JTame TMPOBOJAATCS OKCIepTH3a 3P PEeKTUBHOCTH
OpUMEHEHUsT OHOMEIMLIMHCKOTO KIETOYHOIO IpPOAyKTa M  IKCIepTU3a
OTHOLICHUS OXHJAEMOHM TIOJIB3bl K BO3MOXHOMY PpHCKY IIpUMEHEHHS
OMOMEMUMHCKOTO KIETOYHOIO MPOAyKTa. YKa3aHHbIE SKCIIEPTHU3BI IPOBOISATCS
[0 pe3yibTaTaM KIMHUYECKHX HCCIIEJOBaHUN OMOMEAMIMHCKOIO KIETOYHOIO
IPOLYKTa.

2. buomenuuMHCKas  3KclepTH3a  OMOMENUIMHCKOTO  KJIETOYHOTO

NpoAYKTa MpPOBOOAUTCIA KOMUCCUeEHN IKCIIEPTOB IKCHEPTHOT'O YYPECIKIACHHA,
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Ha3HAYEHHOW PYKOBOJIUTENIEM STOr0 YYPEKIECHHs, Ha OCHOBaHUHU 3alaHus
YIIOJJTHOMOUEHHOT0  (beZiepallbHOrO OpraHa HCIIOJMHHUTENBHON BJIacTH Ha
npoBefieHue OMOMEAULIMHCKON SKCIEepPTU3bl OMOMETUIIMHCKOTO KJIETOYHOI'O
NpoayKTa. PyKoBOAWTENb  O3KCIEPTHOTO  YUpPEeXIeHHs  obOeclrieywBaet
HaJjiexalliee MpoBeJieHHe OWOMENUIIMHCKOM SKCIePTH3bl OHOMETUIIMHCKOTO
KIETOYHOTO TPOAYKTa B COOTBETCTBHHM C 3aJaHHEM YIIOJTHOMOYEHHOI'O
(benepalbHOTO OpraHa HCIIOJHUTEIBHOM BJIACTH W OPraHU3yeT IIOATOTOBKY
CBOJHOT'O 3aKJIFOYEHHSI KOMUCCUH SKCIIEPTOB SKCIEPTHOTO YUpPEekKACHUS.

3. B cocrtaB KOMHCCHH O3KCIEPTOB [0 XOJAaTalCTBY OJKCIepTa Ha
OCHOBaHMH peUICHHUsS PYKOBOIUTENS SKCIEPTHOTO YYPEXACHUS MOTYT OBITh
BKJIIOUEHBI B KadecTBe SKCIIEPTOB HHBIE JIMIa, B TOM 4YKCiIe He paboTaroimue B
3TOM S3KCIIEPTHOM YUPEXICHHH, €ClId UX CHelHaJbHble 3HaHUS HEeoOXOIUMBI
IS TIPOBEICHHUS KCIIEPTHU3bI OMOMEIUIIMHCKOTO KJIETOYHOTO IIPOAYKTA.

4. Tlpu mpoBeneHUU OHOMEIUIIMHCKON 3KCTIEPTH3Bl OHOMETUITMHCKOTO
KIETOYHOTO MPOAYKTa DKCIEPT HE MOXeT HaxXOJUThCS B KaKoH-THO0
3aBHCHUMOCTH OT 3asiBUTEINs], JIUIA, HA3HAYMBIIIETO 3TY 3KCIEPTU3Y, WIH APYTHX
NHL, 33aMHTEPECOBAHHBIX B pe3ylbTaTaX OMOMEIUIIMHCKOW OKCIIEPTH3HI
OHOMEIUIMHCKOTO KIIETOYHOTO MPOAYKTA.

5.1lpu npoBeneHUM OMOMENUIIMHCKON SKCIEPTH3BI OHOMEIHMIMHCKOrO
KJIETOYHOTO MPOAYKTa 3KCIEPT He BIIPaBeé CaMOCTOATENFHO HCTpeGoBaTh Y

3a4BUTCIIE JOKYMCHTBI U (I/IJII/I) MaTepUallbl, H@O6XO}II/IMBIG L IIPOBCOCHHA
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DKCHepTU3bl. B cilydae HENOCTaTOYHOCTH MPENOCTABIEHHBIX OJKCIEPTY
JOKYMEHTOB M (WJIHM) MaTepHajioB IS Ja4d 3aKIIOUEHHUS JKCIEepPT BIIpaBe
ITIOCTaBUTH BOIIPOC O MPEAOCTABICHUH eMy HeOOXOMMMBIX TOKYMEHTOB U (HJIH)
MaTepualioB Mepel] PYKOBOJIUTENEM SKCIIEPTHOTO YUPEXKACHHS, KOTOPBIH
o0paIaeTcsi ¢ COOTBETCTBYIOLIMM 3aIIPpOCOM B YIIOJTHOMOYEHHBIH (heepaibHbIi
OpraH MHCIIOJMHUTENbHOW BIACTH, BBIIABIIMA 3aJaHW€ Ha IIPOBEJCHHE
OMOMEIUIIMHCKON dJKcrepTu3sl OHOMEIWIMHCKOIO KJIETOYHOIO IIPOAYKTA.
YronHoMOUeHHBIH (eepanbHbIi OpraH HCIOJTHUTEIHHONH BIACTH B TEUEHUE
HATH pabodux THeH co JHS MOCTYIUIEHHUS 3ampoca PYKOBOIUTENS 3KCIIEPTHOIO
YUpPEXKJIEHUs] HAMpPAaBIsIeT B JJIEKTPOHHON WM NMUCHMEHHOH (OopMe 3asiBUTENIO
3aIIpOC O MPEJOCTAaBIeHUN JOIONHUTENBHBIX JOKYMEHTOB U (MJIM) MaTepHajioB
C YBEHOMJICHHEM O €ro TIONy4YeHHH. 3asBUTENh O0Os3aH B CpOK, HE
NPeBBINIAIONIUI HIeCTUAECATH pabouyux IHell co OHS MONydYeHHs 3ampoca
YIIOTHOMOYEHHOTO  (pefiepalbHOTO  OpraHa  HCIOJHMTENbHOW  BJACTH,
IIPEJICTABUThH 3alPOIICHHBIE TOKYMEHTHI U (WJIM) MaTepuaibl 160 060CHOBATH
HEBO3MOXKHOCTh HMX INpEACTaBleHUA. BpeMs co AHS OTIpaBleHUs 3ampoca H 0
IIOJyYeHHs] YIIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIOJTHHTEIHHOM
BJIACTH OTBETa 3asABUTEJIS HA 3alpOC HE YYUTBHIBAETCS NPU MCUYUCIEHHH CpOKa

FOCYlIapCTBeHHOﬁ perucTpanyu 6I/IOM€,I[I/IIII/IHCKOI‘O KJIETOYHOI'O IIPpOAYKTa.
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6. Pe3ynbprarel  Kaxgoro - dranma = OHOMEOMIIMHCKOH  DKCIIEPTU3EBI
OMOMEIMIIMHCKOTO  KJIETOYHOrO0 TIPOAYKTa O(OPMIISIOTCS  3aKIIOYeHHEM
KOMHCCHU JKCIEPTOB 3KCIEPTHOIO YUpEeXKIeHHSA. B 3aKiIouYeHHH KOMHUCCHH
OKCIIEPTOB 3KCIEPTHOIO YUYPEXIEHHUs yKa3bIBAaIOTCS MepedeHb HCCIIeOBaHHIA,
00beM TMPOBEACHHBIX KaXIBIM OKCIEPTOM HCCIIEIOBaHHH, YCTaHOBJIEHHEIE
KaXIbIM U3 HUX (aKTel U CHENaHHBIe B pe3yibTaTe HCCJIEIOBaHWHA BBIBOIEBL
OkcrepT, MHEHHE KOTOPOTO HE COBIAAaeT C pelieHHeM KOMHCCUHU 3KCIEPTOB
OKCIIEPTHOTO YYPEXKJEHHUS, BIpaBe BBIPa3UTh B NHCBMEHHOW ¢opMme cBoe
MHEHHEe, KOTOpoe mpruodiiaeTcs K 3aKII0UeHII0 KOMUCCHH IKCIIEPTOB.
7. IlpaBuna IPOBENECHUS OHOMETUITMTHCKON SKCHEPTHU3HI
OMOMETUITMHCKAX KIJIETOYHBIX IPOAYKTOB U (POPMBI 3aKIIOYEHHH KOMUCCHH
9KCIEPTOB DKCIEPTHOIO YYPEKICHHS YCTAaHABIMBAIOTCA YIIOJHOMOYEHHBIM
dbenepatbHBIM OPraHOM HCIIOTHUTEIHHON BIACTH.
8. DKcrmepTHOE y4YpekKIeHHWE HECeT OTBETCTBEHHOCTh 3a COOJIIOJICHHE
OpaBUJl TPOBEACHHUS OUOMENULIIMHCKOW OSKCHEpTH3Bl  OMOMETUIITHCKOIO
KJIETOYHOTO MPOAYKTA U 34 KaYeCTBO €€ IPOBEICHHUS.
Cratesg 13. TpeOGoBaHus, nIpeabsiBiAsieMble K IKCNIEPTaAM NPH
NpoBeAeHUH OMOMeJUIINHCKOMH IKCIePTH3bI
OMOMeIHIIHHCKHX KJIEeTOYHbIX NPOAYKTOB, IPaBa
H 00513aHHOCTH 3KCIIEPTOB

1. DOkcmeproM 10 IpOBEACHUIO OWOMEOUIIMHCKON  HKCHEPTU3HI

6HOM€JII/II_[I/IHCKPIX KIIETOYHBIX TIPOAYKTOB ABJIACTCS aTTeCTOBAHHBIN pa6OTHI/IK

3KCIICPTHOIO YUPECIKACHHA, KOTOpBIfI HMEECT BBICIIIEC MCIUITMHCKOC,
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¢dapmaneBTHYECKOe, BeTepUHApHOe, OWOJOTUYECKOe WM  XUMHYECKOe
o0pa3zoBaHHe W MPOBOJUT OHOMETUIIMHCKYIO SKCIEPTH3Y OHOMEeAMIIMHCKUX
KIETOYHBIX MPOAYKTOB B TOPSJAKE HCIIOJHEHHS CBOMX JOJDKHOCTHBIX
0053aHHOCTE.

2. TpeboBanus K MpodecCHOHANTBHON MOATOTOBKE SKCIIEPTOB U CTaXy
paboTEl 10 CHENHAIBHOCTH, MOPAJOK aTTeCTallid HKCIEePTOB, IOPSIOK
dopMHpoBaHHS W JESTENBHOCTM  KBAaIM(HKANMOHHBIX  KOMHCCHI
YCTaHaBIHBAIOTCS YITOJHOMOYEHHBIM (eiepallbHBIM OPTaHOM HCIIOJHUTEIbHON
BJIACTH.

3. ArTecranms OSKCIEPTOB Ha IpaBO TNPOBEACHHUS OHOMEIUIMHCKON
OKCIIEPTU3Bl OMOMEIUIIMHCKUX KJIETOYHBIX IPOAYKTOB OCYIIECTBIIAETCS
KBATH(QUKAIHOHHBIMA KOMHUCCHUSMHM YIIOTHOMOUYEHHOTO (pellepalbHOIo OpraHa
UCTIOJIHUTEIBHOM BIIACTH HE peKe 4eM OJMH pa3 B IIATh JIeT.

4, DKcriepT  TpW  TPOBEACHHMH  OMOMETUIIMHCKOM  3KCIIEePTU3BI
OMOMEIMIUHCKHUX KJIETOYHBIX IIPOAYKTOB 00s3aH:

1) mpoBOIMTE  HMCCIENOBaHHE  IPEICTaBICHHBIX €My  OOBEKTOB
ACCIIEIOBaHUS, IOKYMEHTOB U (WIM) MaTepHaloB, OCYIIECTBISATh OLEHKY
npeaiaraeMbIX MEeTOJOB KOHTPOJS KadecTBa OMOMETUIIMHCKOTO KJIETOYHOTO
NpOIyKTa, [aBaTh 3aKJIIOYEHHE IO IIOCTaBJIIEHHBIM Ilepesl HUM BOIIPOCaM ¢

COOTBCTCTBYIOLIUM 00OCHOBaHMEM WM 3aKIIOYEHHE O HEBO3MOXKHOCTH
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HpOBEJeHUS UM OMOMEIMLIMHCKON 3KCIepTH3bl OHOMEANIUHCKUX KIETOYHBIX
IIPOIYKTOB, €CJIM ITOCTaBICHHBIE BOIPOCH BEIXOAAT 3a MpeZelbl CIelHaIbHbIX
3HAHWH JKcrepTra g0 ecnu OOBEKTHl HCCIIeHOBaHWMA, JOKYMEHTHI M (W)
MaTepraibl HeTIPUTOJHEl WM HEeOCTaTOYHbI JJI MPOBEICHUS HCCIEIOBaHUM U
Ia4yy 3aKITIOYSHMUS;

2) o0ecnieuynuTh HaIIeXallee XpaHEeHHE IIPeJCTaBlIeHHBIX OOBEKTOB
MCCIIeIOBaHUA, JOKYMEHTOB 1 (WJIK) MaTepHasoB.

5. DkcnepT He BIIpase:

1) npoBomUTh  OMOMEIUIMHCKYIO  JKCIEepTH3y  OHOMEIMIHHCKHX
KIETOYHBIX TPOAYKTOB II0 OOpAIlEeHHWIO HENOCPEeICTBEHHO K HeMy
IOpUAMIECKUX WK QU3NUECKUX JIULT;

2) caMoCcTOSITENBHO ~ coOMpaTe  MaTepwansl Uil [POBEJEHHS
OMOMEIUITIHCKOM SKCIIepTH3bl OMOMEUIIMHCKUX KIIETOYHBIX MPOIYKTOB,;

3) npoBOAMTh  KOHCynbTallUM B  oOmacté  mpodecCHOHAIBHOM
IesTeNbHOCTH BHE CIyKeOHOro 3a/1aHus;

4) pasrnamiaTe CBENEHMs, KOTOphle CTald €My H3BECTHbI B CBS3H C
NpoBeficHHeM OHOMEIULMHCKONW JKCIEPTU3bl OHOMEIMIIMHCKHX KJIETOYHBIX
IPOAYKTOB, a TaKkKe CBENEHMS, COCTaBISIONIME TOCYyIapCTBEHHYIO,

KOMMEPHCCKYIO NI UHYIO OXPaHSACMYIO 3aKOHOM TaﬁHy.
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6. Kaxapiii skcmepr, BXOIAIUMNA B COCTaB KOMMCCHH OKCIEPTOB
OKCHEPTHOTO YUPEekACHHS, KOTOPOH MOPY4YEHO IpOBeneHHe OHOMETUITTHCKOMN
OKCHIEPTH3bl OMOMENMIIMHCKAX KJIETOYHBIX IIPOJYKTOB, HE3aBHUCHMO U
CaMOCTOSITENIBHO  IIPOBOAWUT  HUCCIENOBAaHWs,  OILEHMWBAeT  Pe3yJIbTaThl,
NOJy4YeHHbIE UM JIMYHO W JIPYTHMHU 3KCIIEpTaMH, U (OPMYIHUPYET BBIBOJBI
OTHOCHTENIPHO IIOCTaBIEHHBIX BONPOCOB B IIpeJesiaXx CBOHUX CHELHAIBHBIX
3HAHHUU.

Cratps 14.  JTHueckas JKcHepTH3a

1. DTHyeckas dKCIepTr3a MPOBOIUTCS COBETOM I10 ITHKE, CO3JaHHBIM B
HOpsZKE, YCTAHOBJIEHHOM  YIIOJHOMOYEHHBIM  (efepalbHBIM  OpPraHOM
WCIIOMHHUTEIBHON BJAcTH, B IHENAX BBJAYM 3aKIOUeHUs 00 3TUYecKon
000CHOBAaHHOCTH BO3MOXXHOCTH MPOBEAEHHUS KJIMHHYECKOro HCCIIeIOBaHuUs
OMOMETMIITHCKOrO KJIETOYHOT'O NMPOIYKTa.

2. JKcmepTaMHd COBeTa IO 3THKE MOTyT OBITh TNpeACTaBUTENU
MEIUIMHCKAX OpraHM3alui, Hay4yHBIX OpraHu3anuii, 00pa30BaTENbHBIX
OpraHM3alliii  BBICIIEr0 OOpa3oBaHUs, OOpa30BaTENbHBIX OpraHU3aLUH
JONOJIHUTENHFHOTO MPO(eCCHOHANBFHOrO 00pa3oBaHus, a TAaKXKe MPeACTaBUTENH
00ILeCTBEHHBIX OpraHM3allli, PEIUTHO3HBIX OpraHU3alMid U CPeCTB MacCOBOM

nHpopManMyi. OTH DOKCHEPThl HE JOJDKHBI HAXOMUTHCA B KaKoH-1ubo
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3aBUCUMOCTH OT 3asBHUTENS U APYTHUX JHL, 3aMHTEPECOBAHHBIX B pe3ysbTaTax
3TUYECKOM IKCIIEPTU3HL.

3. Omnara yciyr SKCIEPTOB COBETa IO 3THKE OCYIIECTBISETCS Ha
OCHOBaHMHM JJOTOBOpPA, 3aKIIOYEHHOTO MEXIy YIIOIHOMOYEHHBIM (eepallbHbIM
OpraHOM HCIIOJIHATENBHONW BIJIACTH, KOTOPHIM CO3JaH COBET II0 3THKE, U
DKCIIEPTOM COBE€Ta [0 JTHKe, 3a Cc4YeT OIOMKETHBIX AacCUTHOBaHUH,
IPeayCMOTPEHHBIX YIIOJTHOMOYEHHOMY benepampHOMY Oprany
UCTIONHATEIBHON BJIACTH, CO3/aBLIEMy COBET IO 3THKEe, B (pelepanbHOM
Or0[KeTe Ha COOTBETCTBYIOHIMI roji Ha oOecliedeHHe ero AesTeNbHOCTH, B
pa3Mepax, ycraHoBieHHBIX [IpaButensctBom Poccuiickoit @eneparnum.

4. DKcTepThl COBETa IO 3THUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH
¢ 3akoHoarenbcTBoM Poccuiickoi Penepanum.

5. CoctaB coBeTa IT0 3THKe, MOJOXEHHEe 00 3TOM COBeTe, MOPSIOK €ro
NesATeNIbHOCTH, TpeOOBaHMS K KBaNIU(HUKALUHU U ONBITY pabOTHI IO SKCIEPTHOU
OLEHKE HAy4YHBIX, MEIMLIMHCKAX M OJTHYECKHX aCIeKTOB KIWHUYECKUX
HCCIIeJOBaHUN OMOMENUIMHCKUX KJIETOUHBIX IPOAYKTOB, TNPEIbABISIEMBIE K
JKCIIEpTaM COBETAa IO JTUKE, MOPSIN0K OpPraHU3allid M IPOBEICHUS 3THYECKOM
3KCHepTU3bl, (opMa 3aKIIOYEHUS COBETa IO OTHKE YCTaHABIMBAIOTCS

YIIOJTHOMOYEHHBIM (efiepallbHbIM OpraHOM HCIOJHHTENbHON Bnactd. Yucio
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npefcTaBUTEed MEOULMHCKAX OpraHW3allMii M Hay4YHBIX OpraHu3alydid He
MOJXET ITPEBBIIATH MTOJIOBUHY OT OOLIEro 4Yrciia 3KCIIePTOB COBETA 110 ITHKE.

6. Uadopmarus o coctaBe coBera IO JTHKe, IUIaHaX ero paboThl H
TeKylled  [JeATeNbHOCTH  pa3Meliaercs Ha  opuOHMaipbHOM  caifte
YIIOTHOMOYEHHOTO  (pe/IepaJIbHOTO  OpraHa HCIOJNHUTENBHOM BIACTH B
nH(QOPMaIOHHO-TEIEKOMMYHUKalMOHHO! ceTH «MHTepHeT» (manee - ceTh
«/IHTEepHET») B YCTAaHOBJIEHHOM HM IOpPSIKE.

7. DTH4ecKas SKCIIepTH3a, COCTABICHHE COBETOM IO 3THKE 3aKIIOUECHUN O
BO3MOXXHOCTH HUJIM HEBO3MOXKHOCTHU IMPOBENCHUS KIIMHUYECKOTO HCCJIeI0BAHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa M HaIlpaBI€HHE 3THX 3aKJIIOYEHUH B
YIIOJTHOMOYEHHBIN  (enepanpHBId  OpraH  HCIOJHUTENBHOHM  BIACTH
OCYIIECTBIIAIOTCS B CPOK, HE MPEBBIIAIONUN TPUALATH pabounX JHEHW cO JHS
IOJTY4YeHHUsT COBETOM II0 JTHKE 3aJaHMsl YIIOJIHOMOYEHHOro (enepanbHOro
OpraHa HCITOJHHATENIbHOX BJIACTH M HEOOXOIMMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1 - 11, 13 gactu 2 craten 9 HacTosmero ®enepaabsHOro 3aK0Ha.

8. IokyMeHTBI, cofep)kamuecss B  PETUCTPAlMOHHOM  JIOChe H
IOCTYIMBILKE B COBET II0 3THUKE AJIs MPOBEACHUS 3TUYECKONM JKCIEepPTH3bl B
LeNX TOJIy4YeHMs paspelleHUs Ha NpPOBEACHHE KIMHHUYECKOTO HCCIIEeNOBaHUA
OHMOMEIMIIMHCKOTO  KJIETOYHOr0  MpORyKTa, IOJNIeXXaT  BO3Bpary B

YIOJTHOMOYEHHBIN (hesiepalibHbIN OpraH UCIIOJHUTEIBHOM BIACTH.
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Cratpg 15. Ixcnmeprn3a kavyecTBa OHOMEAHUHHCKOTO KJIE€TOYHOIO
NPOAYKTA H IKCIEPTH3a JOKYMEHTOB /Il MOJIyYeHHs
pa3pelleHHs] HA NPoBeJeHNe KIHHHYEeCKOro
Hcc/leJ0BaHHs OHOMEAHLIMHCKOr0 KJIeTOYHOro
NpOAYKTA
1. DkcriepTH3a KadecTBa OMOMEAMIIMHCKOTO KIJIETOYHOIO IPOIYKTA,
AKCIIEpTU3a JOKYMEHTOB JJIsi TIONy4eHHs pa3pelleHHss Ha TIPOBeJICHUE
KJIUHUYECKOTr0 HCCIeOBaHUS OMOMEIUIMHCKOTO KIETOYHOrO IpPOAYKTa,
COCTaBJICHHE KOMUCCHUEH 3KCIEPTOB 3KCIEPTHOIO YUPEKACHHUS 3aKIFOYEHHUS O
NOJTBEP)KACHUU KayecTBa OHOMEJMIMHCKOTO KJIETOYHOIO TIPOAYKTa U
BO3MOXXHOCTH TPOBEJCHHST €ro KIMHHUYECKOrOo MCCIeJOBaHUS WIH O
HETIOATBEPXKICHUH KadecTBa OHOMEIUIMHCKOTO KJIETOYHOrOo IpPOAyKTa H
HEBO3MOYKHOCTH TPOBEACHUS €ro KIMHHYECKOro MCCIeOBaHMs, HalpaBIeHHE
COOTBETCTBYIOIIETO 3aKIIOYeHUsS B YIIOJHOMOYEHHBIH (efepanbHbli OpraH
UCITOJTHUTENIBHON BJIACTU OCYIIECTBISIIOTCS B CPOK, HE NPEBBILIAIOIIMIA CTa
pabounx nHEHl cO MOHS TONy4YeHHs OKCIEPTHBIM YUYpPEXKIECHHUEM 3a/aHus
YIOJHOMOYEHHOTO  (ellepallbHOr0 OpraHa MCHOJHHUTENbHOM BIAcCTH C
NPUIOKEHHEM HeoOXOAUMBIX JHOKYMEHTOB, YKa3aHHBIX B myHkTax 1 - 11, 13
yacTH 2 ctaTtbi 9 Hacrosmero MenepanbHOro 3aKOHa.
2. B TedeHue mECTHAECATH pabOUMX JHEH CO AHA MOyUEHHUs 3asiBUTENIEM
OT DJKCHEPTHOTO YUYPEXKACHHUS YBEAOMIEHHS O IOIyYEeHUH YKa3aHHBIM

IKCIIEPTHBIM YUPEKACHUCM 3a/laHuA YIIOJJTHOMOYCHHOT'O (bezxepansﬂoro opraHa

HCIOJIHUTEIBHOMN BJIaCTH, YKa3aHHOI'O B 4YaCTH 1 nHacrosmei CTaTby, 3as1BUTCIIb
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IPEACTABIIET B OKCIEPTHOE YUpEXJEHHe I TPOBEACHHS OKCIIEPTH3BI
KaJyecTBa OMOMEIULIMHCKOTO KJIETOYHOTO MIPOJyKTa o0pa3smpl
OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, KIETOYHOH JHUHUH (KIETOYHBIX
NMMHUHN), MEIULUHCKUX W3NENHi, JIeKapCTBEHHBIX IpernapaToB, BEIIECTB,
BXOAAIIMX B COCTaB OMOMEIMIMHCKOTO KJIETOYHOrO MPOAYKTA, IPUMEHSIEMBbIE
TP TPOBEACHUM OKCIEPTU3Bl KayecTBa OHOMEIUIIMHCKOTO KIIETOYHOT'O
IpOAyKTa IIyTEM CpaBHEHUS C HHUMH HCCIEIyeMOro OHOMEIUIIMHCKOIO
KJIE€TOYHOrO IPOAYKTa, B KOJHYECTBE, HEOOXOIMMOM JUIsI BOCHPOHU3BEACHHUS
METOMOB KOHTPOJISI KadecTBa OHOMEIMIMHCKOTO KIETOYHOIO MNPOAYKTa, B
IOpsiZiKe, YCTaHOBIEHHOM  YIOJHOMOYEHHBIM  (e/iepaJbHBIM  OpraHoM
HCIIOJIHUTENIBHOU BIIACTH.

3. Ilpu moy4eHun oOpa31ioB OHOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTa U
WHBIX 00pa3loB, yKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaTbH, OKCIEPTHOE
yUpeXJEeHHE BBIOAET 3asBUTENIO JOKYMEHT, IOATBEPXKAAIOIINN TMOTyYeHHE
yKa3aHHBIX 00pa3loB, U B CPOK, He MPEBIIAIONINHA TpeX pabounx AHEH co THA
NOJMy4eHus] yKa3aHHBIX OOpa3loB, yBEIOMJISET 00 3TOM YIIOJHOMOYEHHBIH
(benepabHBIM OpraH UCIIOIHATEILHOM BIIACTH.

4. B cimyyae, ecnu 3asBiSeMBI CPOK XpaHEHHS OHOMEIMLIMHCKOIO
KJICTOYHOrO MPOAYKTa COCTABJIIET MEHee IATHAAUATH CYTOK, OSKCIIEPTH3a
KayectBa OMOMEIWIIMHCKOIO KIIETOYHOTO IIPOAYKTa IIPOBOAUTCSA B IOpSIKE,

YCTaHOBJICHHOM YHIOJHOMOYEHHBIM q)e,uepaanmM OpraiHomMm HUCIIOJIHUTEILHOM
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BJIACTH, KOMMCCHEH OKCIEpPTOB JKCIIEPTHOIO YUYPEXIEHHS B MeECTe
IIPOM3BOJCTBA OMOMEIMIIMHCKOTO KJIETOYHOTO NPOAYKTa C HCIOJIb30BaHHEM
000py1IOBaHUsI TTPOU3BOJUTEINS, NPU ITOM 3asBHUTENIb B T€UEHHUE IECTUIECATU
paboumx AHEH co AHS TMOJYYEHHUS OT SKCIEPTHOTO YUPEXIEHHUs, YKa3aHHOTO B
yacTH | HacTtogmied CTaTbd, YBEIOMIICHHWA O TNOJIYYEHUH UM 3aJaHUs
YIOJTHOMOYEHHOTO (e/lepaIbHOro OpraHa UCIIOTHUTENBHOM BIaCTH YBEAOMIISET
3KCIIEPTHOE YUYPEXKAEHUE O I'OTOBHOCTU K MPOBEIEHUIO DKCIEPTU3BI KadyecTBa
OMOMEIUIIMHCKOTO  KJIIETOYHOro  MpPOAYKTa B  MECTE€  MPOU3BOJCTBA
OMOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTa.

5. VYkazamHple B 4YacTaX 2 W 3 HacTosAllEed CTaThH CpPOK A
TpeACTaBIeHUs. 3asgBUTENeM 00pa3loB  OMOMENUIIMHCKOIO  KJIETOYHOIrO
IPOAYKTa U UHBIX 00pa3liOB U CPOK YBEJIOMIIEHUS DKCIEPTHBIM YUPEKICHHUEM
00 3TOM YITOJIHOMOYEHHOTO (he/lepalIbHOr0 OpraHa MCIOJIHUTEIBHON BIAaCTH HE
BKJIFOYAIOTCA B CPOK MPOBEJEHUSI 3KCIEPTU3, IPEAYyCMOTPEHHBIX 4acThio 1
HacTosIIel CTaThH.

6. DKCIIEpTHBIM ~ VUpEXIeHHeM U3 O00pa3loB  KJIETOYHOW JIMHUHU
(KMeTOYHBIX  JUHUWM), TPeNCTaBIEHHBIX Ha  DJKCIEepTH3y  KadecTBa
OHOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa,  COCTABISETCS  KOJUICKIIUS
MIOCTOSIHHOTO XpaHeHUsi 00pa3loB CTaHAAPTH30BAHHBIX KIIETOYHBIX JIMHHIA,

dbopMHpOBaHHEe, HCIIOIB30BaHUE, XpPaHEHWE, y4eT M YHHYTOXKEHHE KOTOpOU
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OCYUIECTBIISIFOTCS B MOPSAAKE, YCTAHOBJIEHHOM YIIOJTHOMOYEHHBIM (heiepaibHbIM
OpraHoOM HCIIOJIHUTEIbHOM BIIACTH.

7. JlokyMeHTBI, coaepKalluecs B  pPErUCTPallUOHHOM  JIOCbe H
MOCTYNUBIIME B AKCIEPTHOE YUPEXIEHUE [JIs1 MPOBEICHUS COOTBETCTBYIOIIMX
DKCIIEPTU3 B LEJSAX MOJMYyYEHHUS pa3pelleHds Ha MPOBEICHHUE KIMHHYECKOIO
UCCleI0OBaHus OHMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MOJJIeKaT BO3BPATy B
YIIOJIHOMOYEHHBIH denepanpHbIi opraH HCIIOJIHUTEIBHOM BJIACTH
OJIHOBPEMEHHO C 3aKJIIOYEHUEM I10 Pe3yJIbTaTaM 3TUX IKCIEPTHU3.

Cratbs 16. IlosyyeHHe U OlleHKA 3aK/JI0YEHHH MO pe3yabTaTaM

3KCIEepPTH3, IPOBeJeHHbIX B 11eJIIX BbIJa4YH pa3pelieHus
HA MpoBeJleHHe KJIAMHUYECKOro HecJIeJOBAHUSA
OHOMEIHIHHCKOr0 KJIeTOYHOI0 MPOAYKTAa

1. B cpok, He mpeBBIIAIOMIMK TATH pabovMX JHEH CO JHS TOMydYeHHS
3aKJIHOYEHUS] KOMUCCHM DKCHEPTOB 3KCHEPTHOTO YUYPEXICHHS, YKa3aHHOTO B
gactd 1 crareu 15 HacTosimero denepanbHOro 3akoHa, W 3aKIIOYEHHS COBETA
10 ITHKE, YKa3aHHOTO B 4acTH 7 ctatbu 14 Hacrosimero OenepanibHOro 3aKOHa,
YIIOJTHOMOYEHHBIN dbeneparbHbINA opras HCTIOJIHUTEBbHON BJIACTH
OCYILECTBIIIET OLEHKY MOCTYIIMBIIMX 3aKIIOYEHUM [JIs ONpelesieHUus WX
COOTBETCTBUS 3aJaHUsM Ha I[POBEJECHUE COOTBETCTBYIOUIMX D3SKCHEPTU3 U
yBeAOMJII€T 3asiBUTENs] B NHUCBMEHHOH QopMe O TMpeACTaBICHHBIX 110
pe3yJIbTaTaM MPOBENEHHBIX IKCIIEPTU3 3aKITIOYCHUSX.

2. HpI/I IMOJIYUYCHUH 3aK/IOYCHUSI KOMHUCCHU JSKCICPTOB JKCHEPTHOTO

YUPEKACHU O HNOATBEPXIACHHH KadyeCTBa 6I/IOMCIII/II.H/IHCKOF 0 KJIETOYHOIO



40

NPOAYKTa ¥ BO3MOXKHOCTH IPOBEACHUS €ro KJIMHUYECKOTO HUCCIIEeIOBaHUSI U
3aKJIIOYEHHS] COBETa IO 3THUKE O BO3MOXXHOCTH IPOBEACHUS KIMHHYECKOIO
AccIe[oBaHusS OMOMEIMIMHCKOTO KJIETOYHOrO IPOAYKTa YIOJIHOMOYEHHBIH
¢enepanbHbll OpraH HCIOJHUATENBHON BJIACTH MPHUOCTaHABIMBAET MPOBEICHIE
rOCYAapCTBEHHOH PperucTpalud OWOMETUIIMHCKOTO KJIETOYHOrO IMPOAYKTa MO
N0J]auH 3asBUTEJIEM B YIIOJHOMOYEHHBIN (heiepabHbIi OpraH UCTIOMHUTENHHON
BIaCTH 3afBI€HUS O BO3OOHOBIEHMH TI'OCYJAapCTBEHHOM pETUCTpaIiH
OHOMEIUIMHCKOr0 KJIETOYHOIO ITPOYKTa.

3.1lpy monyyeHWW 3aKIIOYEHUS KOMHMCCHM OKCIIEPTOB 3KCIEPTHOI'O
yUpeXKIEHHS O HEMOATBEPkACHUM KauecTBa OMOMEIUIIMHCKOIO KIIETOYHOTO
IIPOAYKTa U HEBO3MOXXHOCTHU IIPOBEJIEHUS €r0 KIMHNYECKOr0 UCCIIEA0BAHUS UITH
3aKIIIOYEHMS] COBETa 10 3TUKE O HEBO3MOXKHOCTH MPOBEIEHHS KIMHUYECKOTO
VCCeIOBaHUs OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa YIIOJTHOMOYEHHBIH
(GenepanpHbIi OpraH MCIOJHUTENBHOW BIACTH INPUHHAMAET peIlieHHe O
IpeKpallleHud IOCyJapCTBEHHON PETUCTpalud OMOMEIUIIHHCKOIO KIETOYHOI'O
IPOLYKTa ¥ yBeIOMIIIET 00 3TOM B MUCHMEHHO# (popMe 3assBUTEIIA.

Crares 17. PemeHune o BbiAaue pa3penieHHs: Ha NPOBeIeHHE

KJIHHHYECKOro HecIeA0BaHusA OHOMeIHIIMHCKOr 0
KJIETOYHOI'0 NPOAYKTAa
1. JIna  momydyeHHs paspelleHHs Ha [POBEIECHHE KIMHHYECKOTO

HCCIICIOBAHUA GI/IOMGIII/IIIPIHCKOFO KJICTOYHOI'O IIpoAyKTa 3as4BHTEIIb,

NONYYMBIIAK B COOTBETCTBUM C 4YacThbio 1  cTathu 16  Hacrosmiero
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®enepanibHOro 3aKOHA YBEJOMIICHHE O BEIHECEHUH IO pe3yJIbTaTaM 3KCIIEPTH3,
yKa3aHHBIX B myHKTe | wactu 1 ctatem 12 Hacrosimero ®enepalbHOrO 3aKOHa,
3aKJIFOYEHNS KOMHUCCHH SKCIIEPTOB SKCIIEPTHOTO YUPEKACHUS O MOATBEPKISHUN
KayecTBa OHMOMEIUIIMHCKOIO KJIETOYHOTO IPOAYKTa M  BO3MOXXHOCTH
IIPOBEICHHS €ro KIMHWYECKOr0 UCCIeOBaHUS M 3aKIIIOYEHHUs] COBETa I10 ITHKE
0 BO3MOXKHOCTH IPOBEJEHHUS KIMHUYECKOTO HUCCIEeNOBaHUS OHMOMEIUIIMHCKOIO
KJIETOYHOTO NMPOIYKTa, MPEACTaBiIsIeT B YIIOJHOMOYEHHbIN (heepanbHbIi OpraH
HCIIOJHUTEIHLHOM BJIACTH:

1) 3asiBieHUe O BbIAAY€ pa3pelleHHss Ha IPOBEJCHHE KIMHUYECKOTO
HCCIIeIOBaHUA OMOMEIUITHHCKOTO KJIETOYHOTO MTPOAYKTa,

2) Opommopy HccienoBaTels, IPeNCTaBISIONIyl0 Cco00M  CBOAHOE
H3IOKEHHE PE3YJIbTaTOB JOKIMHHYECKOrO HCCIENOBaHMS OMOMEAMIMHCKOTO
KJIETOYHOrO TMPOMYKTa M KIMHHYECKOTO WCCIeIOBaHUS OUOMEIUIITHCKOTO
KJIETOYHOTO IIPOYKTa;

3) cBenenust 00 ombiTe pabOTHI HCCemOBaTeNe MO COOTBETCTBYIOLIMM
CHeLMaTbHOCTAM M UX ONbITe paloThl MO TMPOBEACHUIO KIMHUYECKUX
UcciieloBaHui OMOMEeIUIIMHCKUX KIETOYHBIX MPOIyKTOB;

4) xomuio [TOroBOpa OOS3aTENbHOTO CTPaXOBaHUSA JKU3HH, 3HOPOBBS
MalUeHTa, Y4aCTBYIOWIEr0 B KIMHUYECKOM MCCJIENOBAaHMH OMOMEIUIIMHCKOTO
KIETOYHOTO IPOAYKTa (jajiee - JIOroBOp O0S3aTENBHOTO CTPAaXOBaHMs),

KOTOpBIﬁ 3aKJIIOYCH B COOTBETCTBHHM C THUIIOBBIMH IIpaBHUJIAMH 0053aTeNBHOTO
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CTpaxoBaHHs >KU3HM, 3[0POBbSI MAllMEHTa, YYaCTBYIOLIETO B KIMHHUYECKOM
UCCIeOBaHNH OWOMEIULIMHCKOTO KJIETOYHOTO IPOAYKTa, YTBEPXKIaeMBIMU
[IpaButensctBoM Poccuiickoit @Penepanmu (nanee - TUIOBBIE IpaBUia
0053aTeIPHOTO  CTPaxOBaHUA), C yKa3aHHEM CBEJCHUH O IpeaerbHOR
YUCJIEHHOCTH IIallMeHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBaHUHI
OMOMEIMIIHCKOTO KJIETOYHOTO MPOIYKTa;

5) cBeeHUsT O MEIUIMHCKUX OpraHU3alysx, B KOTOPBIX IpeAroaraeTcs
NpOBeJIcHHE KIMHUYECKOTO WCCIIeoBaHUs OMOMEIUIIMHCKOIO KIIETOYHOIO
nponaykTa (IIOJTHOE W COKpAlleHHOE HaUMEHOBaHUs, OpraHU3alliOHHO-IIPaBOBast
dopMa, MeCTO HAXOXKIEHUS, MECTO OCYLIECTBIIEHHS IEATENIbHOCTH, Tele(oH,
Tenedakc, agpec 3JIEKTPOHHOMN MOYTHI, CBEACHHS 00 aKKpeAWTallid Ha IIPaBO
IPOBEJEHUsT KIMHWYECKUX HCCIIECNOBaHUN OHOMEIMIIMHCKUX KJIETOYHBIX
MIPOAYKTOB KXKIOM MEUIIUHCKON OpraHU3aIlHHN );

6) cBeieHUs O MpPEAIOoNaraéMblIX CpOKax IPOBEIEHUS KJIMHHYECKOTO
HCCcIe[OBaHUS GMOMEUITMHCKOTO KJI€TOYHOTO MPOIYKTa;

7) pEKBU3UTHI NOKYMEHTa, OATBEPKAAIOIIEro YIIaTy roCyAapCTBEHHOM
NOLUIMHBI 33 BbIIaUy paspelleHys Ha IpOBeJleHe KITMHNYEeCKOTO UCCIe0BaHMS
O6HOMEIUITMHCKOTO KJIETOUHOTO IPOIYyKTa.

2.B cpok, He NpeBBIIAOIMA NATH paboyux OHEH CO JHSA NPHHATHS
yKa3aHHBIX B 4YacTH 1 HacTosLed CTaThby 3asBiI€HUS W JIOKYMEHTOB,

YIOJTHOMOYEHHBIN (eiepaibHbIi OpraH UCIIOMHUTEILHOM BIACTH:
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1) npoBOAUT TPOBEPKY TMOJHOTBI M JOCTOBEPHOCTH CBEJIEHHUIA,
COJlepKaIlXCs B MPEACTABICHHBIX 3asiBUTENIEM JJOKYMEHTAX;

2) NpMHUMAET pelleHWe O Bblaue paspelleHds Ha [POBEJCHUE
KIMHUYECKOTO UCCIieIOBaHUS OMOMEAULIMHCKOTO KJIETOYHOIO MPOAYKTa HiIH 00
OTKa3e B BhIJjaue YKa3aHHOTO pa3pelleHus;

3) yBeomisieT B IUCHbMEHHOM (OpMe 3asBHUTENS O IPUHATOM pPEIICHHUH
(B cimy4ae MpUHATHS pelleHHs 00 0TKa3e C yKa3aHHeM MPUYHH TaKOTo 0TKa3a);

4) BBIIAET pa3pellleHHe Ha IPOBEJEHHE KIMHUYECKOTO HCCIIeIOBAaHUS
OMOMEIUIIMHCKOTO KJIETOYHOIO TMpPOAYKTa B TIOpSOKE, YCTAHOBIECHHOM
YIIOJTHOMOYEHHBIM ¢eiepallbHBIM OpPraHOM HUCITOJHUTEIBHOM BIACTH.

3. B cnyuae BbIABIE€HHs HENOJIHOTHI HJIM HEJOCTOBEPHOCTH CBEJEHHIA,
CoJZleprKalliUXCsl B MPEACTaBICHHBIX 3asBUTENIEM IOKYMEHTaX, YIOJHOMOYEHHBIA
¢enepalibHbIi OpraH HCIOJHUTENbHONW BIACTH HAIPABIAET 3asABUTEIIO 3aIPOC
00 yTOYHEHHUHU yKa3aHHBIX CBeJeHUH. JlaHHBIM 3ampoc MOXeT OBITh MepeaaH
YIOJIHOMOYEHHOMY MPEICTAaBUTENIO 3asBUTENS JIMYHO II0J  PACIHCKY,
HarpasJeH [0 MOoYTe 3aKa3HbIM IIMCHbMOM WM TiepelaH B 3JIEKTPOHHOU dopme
10 TEJIEKOMMYHHKAIIMOHHBIM KaHallaM CBS3U. B ciiydae HampaBieHHUsS JaHHOTO
3ampoca MO II0YTe 3aKa3HbIM IMCHBMOM OH CYHTAeTCs IIOJYYEeHHBIM I10
MCTEUEHUH LIECTH JHEH ¢ JaThl HAIIPABJICHUS 3aKa3HOTO ITUChMA.

4. 3asBuTens 0053aH IPEACTABUTH OTBET Ha 3aIpOC YIOJHOMOYEHHOTO

¢enepa’ibHOrO oOpraHa WCIOJHUTENIBHOM BIAcTH, yKa3aHHBI# B 4YacTh 3
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HACTOSAIEH CTaThH, B CPOK, He MPEBHIIAIOIINNA IEBIHOCTA pab0vYNX qHEH cO JHSA
noJTy4eHus JaHHoro 3amnpoca. Cpok, yKa3aHHBIM B YaCTH 2 HACTOSIIEH CTAaThH,
[IPUOCTAHABIMBAETCA €O  JOHS  HampaBleHHs  3asBUTENI0  3ampoca
YIOJTHOMOYEHHOTO (heZlepalbHOr0 OpraHa HCIIOJHUTENBHOM BIacTH JO JHS
MIOJTy4eHUs] UM OTBeTa Ha JJAaHHBIH 3a1poc.

5. OcHOBaHUSIMH Il OTKa3a B BbIJaue pa3pelieHUs Ha MpOBEICHUE
KJIMHUYECKOTO HCCIEeOBaHMs OMOMEIUIMHCKOTO KJIETOYHOIO MPOAYKTa
SBIISIIOTCSL HETpPEJCTaBICHUe B TOJHOM OOBEME JIOKYMEHTOB, YKa3aHHBIX B
yactu | HacTosIel cTaThbH, HemNpe[CTaBJICHHE 3asBUTEJIEM B YCTaHOBJIECHHBIN
CPOK OTBeTa Ha 3alpoc YIOJIHOMOYEHHOro (¢elepalbHOro OpraHa
WCTIOJIHUTEILHOW BJIACTH, yKa3aHHBIM B YacTW 3 HACTOSINEH CTaThH, WU
HECOOTBETCTBHE COAEpXaHUS TMPEACTABIEHHBIX 3asfBUTEIEM JIOKYMEHTOB
TpeboBaHuAM HacTosero OenepalbHOrO 3aKOHA.

Cratps 18. Jxcneprusa 3¢ deKTHBHOCTH OMOMeTHIIMHCKOTO
KJIETOYHOI0 MPOAYKTA H 3KCMNEePTH3a OTHOLIEHHS
0KH/aeMOii M0JIb3bl K BO3MOKHOMY PHCKY NPHMEHEeHH
OMOMeIHIHHCKOr0 KJIeTOYHOI0 MPOAYKTA

1. OxcniepTrza 3QPeKTUBHOCTA OMOMETUIIUHCKOTO KIETOYHOTO MPOAYKTa
U DJKCIEepTH3a OTHOILIEHUS OXXHMJaeMOH TOJIb3bl K BO3MOXXHOMY PHCKY
NpUMEeHEeHUs]  OMOMEOUIIMHCKOTO  KJIETOYHOIO  MPOJIYKTa, COCTaBlIEHUE
KOMHCCHEH JKCIepTOB JKCIEPTHOTO YUPEXXIEHHUS 3aKIIOYeHHH M0 HX

pe3ynbpraTaM W HampaBlieHHMe OJTHX 3aKIIOYeHHH B  YIOJIHOMOYEHHBIN

(GenepasbHBIi OpraH MCIOJHUTENBHOM BIaCTH NPOBOIATCS B CpPOK, He
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NIPeBBIIAIOIIMH IBaIATH ATH padouuX JHEH CO JHS MOIyYeHHS SKCIEPTHHIM
yUpeXAEHUEM COOTBETCTBYIOIIEro 3aJlaHHs YIOJHOMOYEHHOro (erepaibHOro
opraHa MCTOJHUTEIHHON BIACTU C JOKYMEHTaMM, yKa3aHHBIMH B IMyHKTax 1 - 5,
13 wactm2 crarbu 9 Hactosimero @PenepadbHOTO 3aKOHA, M OTYETOM O
MIPOBEJICHHOM KJIMHHYECKOM HCCIIEIOBaHUU OMOMEIMIIMHCKOTO KIETOYHOTO
POIYKTA.

2. Jlns mpoBeleHUs YKa3aHHBIX B YacTH | HACTOSIIEH CTAaThU SKCHEPTU3
3asgBUTENIb IPEACTaBIseT B  YINOJHOMOYEHHBIH  (QenepalibHblii  OpraH
UCTIOJIHUTEJIbHOM BIIACTHU:

1) 3asBneHne © BO30OHOBIEHMHM TOCYHApCTBEHHOH  pErucTpanyu
OHOMEUIIMHCKOTO KJIETOYHOIO NMPOIYyKTa U MPOBEJIEHUH YKa3aHHBIX B 4acTH |
HaCTOSIIEN CTaTbU IKCIIEPTH3;

2) MpOEKTHl MaKeTOB IIEPBHYHOM YMAaKOBKA M BTOPHYHOH YIIAKOBKH
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa, IPH HEOOXOAMMOCTH 10pabOTaHHbIe
o pe3yabpTaTam IPOBEAEHHOTO KIIMHUYECKOTO UCCIIEeI0BaHUS
OMOMETUIIMHCKOTO KIETOYHOTO NMPOTYKTa;

3) otuer 0 IPOBEACHHOM KIIMHAYECKOM HCCIIeI0BaHUH
OMOMEINIIMHCKOTO KJIIETOYHOI'O IIPOAYKTa;

4) MPOEKT WHCTPYKUMH TI0 MPUMEHEHUI0 OHOMETUIIMHCKOTO KJIETOYHOTO
OpoayKTa, IpU HEOOXOAUMOCTHU 1opabOTaHHBIHM MO pe3yJbTaTaM MPOBEACHHOTO

KIINMHHUYIECKOTO UCCIICAOBaAHUA 6I/IOMGI[I/IIII/IHCKOFO KIICTOYHOTO IIPOAYKTA,
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5) peKBU3HUTHI JOKyMEHTOB, [TOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHON
NOLUTMHBI 332 MpOBeleHUEe SKcHepTH3bl 3(PQeKTUBHOCTH OHOMEIUIIMHCKOTO
KJIETOYHOI'0 TPOAYKTa W DKCIEPTU3bl OTHOLICHHWS OXHIAeMON TIONB3bl K
BO3MOXXHOMY PUCKY MPUMEHEHHS OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa IIPU
rOCY/apCTBEHHOW pEerucTpalud OWOMEIULMHCKOIO KJIETOYHOT'O IIPOAYKTA.
3asgBuTeNns BIIpaBe MNPEACTABUTH II0 COOCTBEHHOH HWHHUIMATHBE YyKa3aHHBIE
JOKYMEHThl. B ciyuyae uX HelpeacTaBlieHUS YIOJIHOMOYEHHBIN QenepanbHbII
OpraH WCIOJHUTENIEHOM BIAacTH MpoBepseT (akT yIUIaThl IocCyIapcTBEHHON
MONUIMHBI Ha OCHOBAaHUU TIPEICTABICHHBIX 3asBUTENIEM  PEKBU3UTOB
JOKYMEHTOB, MOJATBEPXKIAIIMX €€ YIUIaTy, ¢ KCIIOJIb30BaHUEM HHGbOpMaluu
00 ymiate rocyIapcTBEHHOH IOIUIMHEL, coaepxaieiics B I'ocymapcTBeHHOMN
MH(OPMAIMOHHON CUCTEME O FOCYJAPCTBEHHBIX U MYHHMIIUITATBHBIX TIIATEkKAX.

3.B cpok, He mpeBHIIAOMNNA TATH pabodux IHEH CO JTHS TIPHHITHS
3asIBJICHUS o BO300HOBIIEHUU roCyJapCTBEHHOM perucrpanuu
OMOMEIUIIMHCKOTO KJIETOYHOI'O0 MpPOAYyKTa € JOKyMEHTamH, yKa3aHHbIMU B
gacTaXx | W 2 HacToslled CTaThH, YIOJIHOMOYEHHBIH (enepalbHbIil Opras
UCITOJIHUTENIbHOM BIIACTH:

1) npoBoaMT IpPOBEpKYy MOJHOTEI U JOCTOBEPHOCTH  JAaHHBIX,
coaepXamuxcs B MPEACTABICHHOM 3asBUTENIEM OTYeTe O IIPOBEACHUU

KJIMHHUYCCKOI'O HCCJIICTOBAHUs 6PIOM€,ZII/IIII/IHCKOFO KJIETOYHOI'O MPOAYKTAa,
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2) npuHUMaeT  pelleHHe O  BO3OOHOBJIEHMH  TOCYJapCTBEHHOMH
perucTpaiii  OMOMEIUIIMHCKOTO KJIETOYHOTO MpPOAYKTa M IPOBEACHUU
yKa3aHHBIX B 4YacTW | HacTosmied cTaThu D3KCIEepTH3 Wik 00 OTKaze B
BO300HOBJIEHHH rOCYyAapCTBEHHON perucTpauuu OMOMEJUIITHCKOTO KJIETOYHOIO
MIPOAYKTa U MPOBEAEHUH YKa3aHHBIX KCIEPTH3;

3) yBemomisieT B MUChbMEHHOH (hopMe 3asiBUTENS O IPHHITOM pellleHHH (B
clydae MpUHATHS pelieHus 00 0TKa3e - ¢ yKa3aHHeM MPUYKH TaKOro 0TKasa).

4. B ciydae BBIABIEHUSA HEMOJIHOTHl WM HEJIOCTOBEPHOCTH CBEICHHH,
coJlepXKallluXcs B IPEACTABIEHHBIX 3asBUTENEM IOKyMEHTaX, yIOJHOMOYEHHBIN
(denepanbHbId OpraH HCIOJHUTEIHHON BIIACTH HAIpaBIseT 3asABUTENIO 3aIpoc
00 yTOYHEHUM YyKa3aHHBIX cBelleHMH. J[aHHBINA 3ampoc MoxeT ObITh NepelaH
YIOJHOMOYEHHOMY IPEACTABUTENIO0 3asgBUTENs JHUYHO IOJ PaCIHUCKY,
HampasJIeH [0 MOYTe 3aKa3HbIM MFCHMOM WM NepeJaH B 3JIEKTPOHHOH ¢dopme
[0 TeNeKOMMYHMKAIIMOHHBIM KaHajaM CBsi3U. B cilydae HampaBneHus JaHHOTO
3alpoca [0 TMOYTE€ 3aKa3HbIM IIMCBMOM OH CYHUTAE€TCS MOIYYeHHBIM IIO
MCTEYCHUN LIECTU JHEH C JaThl HAIPABJICHUs 3aKa3HOTO IUCHMA.

5. 3asgButenp 00s3aH MPENCTABUTH OTBET HA 3alIpOC YIOJTHOMOYEHHOI'O
(denepanpHOr0 OpraHa MCIIOJHUTENBHOM BIAcTH, YyKa3aHHBIA B uactd 4
HACTOSILEN CTaThU, B CPOK, HE MPEBBILIAIOIINAN AeBAHOCTA pabodunx JHEH co JHA
MoJfy4yeHus: JaHHoro 3arpoca. Cpok, yKa3aHHBIA B 4acTU 3 HACTOSIIEH CTaThH,

IIpUOCTaHaABJIMBACTCs Cco JAHA HalpaBJICHUA 3asBUTEIIIO 3arpoca
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yIOJHOMOYEHHOTO (efiepanbHOT0 OpraHa HCHOJHUTENbHOW BIACTH 1O IHA
MOJTyYeHHs] UM OTBeTa Ha JaHHBIN 3ampoc.

6. OcHoBaHMEM i1 OTKa3a B BO300OHOBIEHHHM TOCYJIapCTBEHHON
perucTpauy  OMOMEJMIMHCKOTO KIETOYHOro TIPOJAYKTa U MPOBEICHUH
yKa3aHHBIX B 4acTW | HAcTOSIIEH CTAaThU HKCHEPTU3 SABISETCS IPEICTaBICHHE
JOKYMEHTOB, YKa3aHHBIX B 4acTsax | m 2 HacToslleidl cTaTbH, B HEMOIHOM
o0beMe, HempeICTaBleHUE 3adBUTENIEM B YCTAHOBIIEHHBIH CPOK OTBETa Ha
yKa3aHHBIA B YacTH 4 HaCTOAILIECH CTaTbW 3alpoc YHOJHOMOYEHHOTO
¢denepalbHOrO OpraHa WCIOJHUTENBFHOH BIAacTM JIMOO OTCYTCTBHUE B
NpeNCTaBleHHBIX JOKYMEHTaX HCUEpNbIBAIOIIET0 IepeyHs HeoOXoIuMoi
uHPOpMalMH, KOTOopasi JOJDKHA OBITh OTpa)keHa B HUX, a TaKXXe OTCYTCTBHUE
uHopMaIiK, MOATBEPKAAONIEH (aKT yIIaThl roCyJapCTBEHHOM MOLUTAHEI 32
IpOBeIcHHEe OKCIepTU3bl 3(PPEeKTUBHOCTH OUOMETUIIMHCKOTO KIIETOYHOTO
HIPOAYKTa M KCIEPTU3bI OTHOLIEHHS OXXHIaeMOH MOJIB3bI K BO3MOXXHOMY PHCKY
HpUMEHEHHSI OMOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTa MpPU TOCyJapCTBEHHON
perucTpany 6HOMeTUIIMHCKOTO KJIETOYHOTO MPOAYKTa.

7. DkcriepT3a 3QPeKTUBHOCTH OMOMEIUIITHCKOTO KIETOYHOTO MPOIYKTA
U OKCIIepTH3a OTHOIIEHUS OXXUAAeMOW TMONb3Bl K BO3MOXXHOMY PHCKY
npUMeHeHUs] OMOMEeIUIMHCKOIO KJIEeTOUYHOI0 MPOyKTa, B OTHOILIEHHUH KOTOPOTO
IPOBE/IEHbl MEXIYHapOAHble MHOTOLEHTPOBBIE KIMHHUYECKUE HCCIENOBaHUS,

4acTh M3 KOTOPEIX NpoBefieHa B Poccwuiickoit Pexepariiy, OCyIIeCcTBISIOTCS HA
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OCHOBAaHHUM JIOKYMEHTOB, YKa3aHHbIX B IMyHKTax |1 - 6, 8, 9, 12 u 13 gactm 2
cratei 9 Hacrosimero ®enepanbHOr0 3aKOHA, B CPOK, YKa3aHHBIA B 4acTH |
HacTosAllEeH CTaThH.

Crarps 19. IloBTOpHOE MpoBeeHHe OHOMEIHIIHHCKON IKCIIEPTH3BI

OHOMEJHIMHCKOro KJIeTOYHOI0o NPOoAYKTA H (WJIH)
ITHYECKOH IKCNePTU3bI

1. B ciy4yae Hanmu4Ms B 3aKIOYEHUH KOMHUCCHU JKCIIEPTOB SKCIEPTHOTO
YVUPEXJIEHUSI UM COBETa 10 3TUKE MPOTUBOPEUUBBIX JAHHBIX, HEOOOCHOBAHHBIX
1 (WIM) HENOMHBIX BHIBOAOB, (anbCHPUKAIAHA BBIBOJOB OHOMETUIMHCKOMN
AKCTIEPTU3bl OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAyKTa H (WIM) 3THYECKOMH
OKCIIEPTU3BI, COKPBITHS OT YIOJHOMOYEHHOTO (elepalbHOro OpraHa
UCITOJTHUTEJbHON BJIACTHM OCHOBAaHWUW JJIS OTBOJA JKCIIEpTa BCIEACTBHE €ro
3aMHTEPECOBAHHOCTH B PE3YyJIbTaTax COOTBETCTBYIOLIEH AKCIEPTH3BI, HAIMYIUSA
JaHHBIX O TpPSAMOM JIMOO KOCBEHHOM BMeIIATENIbCTBE B  IMPOIECC
COOTBETCTBYIOIIEH 3KCIIEPTU3BI JIML, HE YUYacCTBYIOIIMX B €€ MPOBEACHHUH, HO
OKa3aBIIMX BIUAHUE Ha TPOLECC H pe3yNbTaThl ee IPOBEICHUS,
YIOJTHOMOYEHHBIM  ()ellepallbHbIM  OpraHOM  HCIIOJHUTEIBHOW  BJIACTH
HA3HAYAIOTCSA ITOBTOpHas OMOMEIMUMHCKAs OJKCIepTH3a OHOMETUIIMHCKOTO
KJIETOYHOro MpoAyKTa U (MIM) TIOBTOpHAs 3THYecKas »dkcreptusa. O0bem

HOBTOpHOﬁ JKCIICPTHU3bl OIPEACIICTCA YITOJTHOMOYCHHBIM (beﬂepaJIBHBIM

OpraHoM HCIIOJIHUTEIbHOM BJIACTH.
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2. [loBropHas  OHOMEOWIIMHCKAs  DKCIepTU3a  OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa MPOBOJUTCS B CPOK, YCTAHOBIICHHBIH YIIOTHOMOYEHHBIM
(enepaIbHBIM OpPraHOM HCIOJHUTENBHOM BJIAaCTH M HE NPEBBHIIAIOINUN CTa
pabounx IHeHl co JHS IOJIy4eHUs SKCIEPTHBIM YUYpEXKICHHEM 3aJaHus Ha
MpoBeJicHHe TMOBTOPHOH OMOMEIMIMHCKON SKCIepTU3bl OHOMEIUITHCKOIO
KJIETOYHOTO MPOJYKTa, a IOBTOpHAas JTHYECKash SKCIEpPTH3a - B CpPOK, He
MPEBHIIAIOMKN MATHAAUATA padodyux JHEH cO JHS MOJyYEHUS COBETOM IIO
3THKE 3aJIaHUs Ha NMPOBEJICHUE TIOBTOPHON 3THYECKOM IKCIIEPTHU3HIL.

3. DKcnepThl KOMUCCHHU SKCIEPTHOIO YUPEKACHUS W WICHBl COBETA IO
3THKE, B OTHOIIIEHHH KOTOPHIX YCTAHOBIEHBI OOCTOSTENbCTBA, yKa3aHHBIE B
yacTH 1 HacToOsAIIEH CTaTbU, HE JOMYCKAIOTCS K IPOBEIEHUIO TOBTOPHBIX
OKCIIEPTH3.

4. dunaHcoBOe oOecreyeHne MPOoBeIeHUs TIOBTOPHON OHMOMEIUIIMHCKOM
HKCIIEPTU3bI OMOMEIUIIMHCKOTO KIETOYHOIO MPOIyKTa OCYIIECTBISETCS 32 CUET
CPEJICTB, IIOJYUYEHHBIX OKCIEPTHBIM YUYpPEKAECHHEM OT IIpHHOCALIEH 10X0x
e TENbHOCTH.

Cratps 20. PemieHnne o rocyaiapcTBeHHOM perucTpanuu
OHOMEIHIHHCKOr0 KJIETOYHOr0 NPOaAyKTa

1. B cpok, He NMpeBBIIAIOIUN [ATH pabo4YuX JHEH CO OHS MOIy4YeHHs
3aKIJIIOYEHUH KOMHCCHH 3KCIIEPTOB HKCIIEPTHOTO YUYPEXICHHS IO pe3yJibTaTaM
IKCIIEPTU3Bl  IPPEKTUBHOCTH OMOMEIULUHCKOTO KJIETOYHOI'O IPOAYKTa H

OKCIICPTHU3Bl OTHOIICHWA OXHUJAeMOM TOJB3BI K BO3MOXHOMY  PHUCKY



51
IpPUMEHEeHUsT OWOMEIULMHCKOTO KJIETOYHOrO TMPOIYKTa, YIIOJTHOMOYEHHBIH
denepanpHbIA OpraH UCTIOTHUTEEHON BIACTH:

1) ocy1iecTBisieT OLEHKY IMOCTYNMHBINAX 3aKIIOYEHUNW IO pe3ysibraraM
IPOBENEHUS YyKa3aHHBIX 53KCHEPTU3 MU OIpeleleHHs] COOTBETCTBUS OSTHX
3aKJIIOUYEeHUN 3aJJaHUI0 Ha [IPOBE/IEHUE YKa3aHHbIX IKCIIEPTH3;

2) mpUHUMaeT  pelleHue 0 rocy/1apCTBEHHOM perucTpamyu
OMOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa WM 00 OTKa3e B roCydapCTBEHHOM
pervcrpanu GHOMETUIMHCKOTO KIIETOYHOTO MPOAYKTa;

3) BHOCUT IpH IPHUHATHH pEelIeHHs O TOCyAapCTBEHHON perucTpaiuy
OMOMEIUIIMHCKOTO KIJIETOUYHOTO MpOJAYKTa JaHHBIE O 3aperucCTPUPOBAHHOM
OMOMEUIIMHCKOM  KJIETOYHOM TIPOAYKTE B TOCYJapCTBEHHBIH peecTtp
OMOMEIUIIMHCKUX  KJIETOYHBIX  TMPOAYKTOB M BBIJAaeT  3aABUTEIIIO
perucTpaioHHOe YJIOCTOBEpEeHHE OMOMEAMIIMHCKOTO KJIETOYHOTO TPOAYKTAa,
dopmMa KOTOPOTO YTBEPXKIAeTCsl YIOJHOMOYEHHBIM (elepadbHbIM OpraHoOM
UCTIIOJHUTENBHOMN BJIACTH, COrlacOBaHHbIE creupUKaLuo Ha
OMOMEIUIIMHCKUN KIETOYHBIA MPOAYKT, HHCTPYKIHUIO 10 MPUMEHEHHIO
OMOMETUIIMHCKOrO0 KJIETOYHOIO MPOAYKTa, HOPMATHUBHYIO NOKYMEHTAIHIO Ha
OMOMEUIMHCKUI KJIETOYHBIM MPOAYKT WIH B Cllydyae NPHUHATHS peuieHus o0
OTKa3e B TOCYJAapCTBEHHON perucTpaudd OHOMEAMIIMHCKOrO KIETOYHOTrO
MPOJYKTa yBeJOMJIAET 00 3TOM B IMUCBMEHHOW (hopMe 3asBHUTEINS C YKa3aHHEM

IIPHUYHH TaKoro OoTKasa.
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2. OcHOBaHUEM IS IPUHATHUSA YIIOJTHOMOYEHHBIM (hefiepalbHBIM OPraHOM
UCTIOIHUTE/IFHON BJIAaCTH pPeLleHUs 00 OTKa3e B roCydapCTBEHHOW perucTpaiun
OMOMEIMIIMHCKOTO  KJIETOYHOTO  TpPONYKTa SIBJISETCS  BBIHECEHHOE  II0
pe3yibTaraM JKCHEepTH3, YKa3aHHbBIX B 4YacTH 1 cratbu 18 Hacrosmero
QenepanbHOr0 3aKOHA, 3aKIIOYEHHE KOMUCCHU 3KCIEPTOB 3KCHEPTHOI'O
yapeXIeHUs O TOM, 9TO 3(PPEeKTHBHOCTH PETHCTPHPYEMOr0 OHOMEIUIIUHCKOIO
KJIETOYHOI'O NpPOJAYKTa He MOATBEPXKJIEHa IONyYeHHBIMU NAaHHBIMH WM PUCK
IPUYMHEHUs  BpelJa 3J0pPOBBI0  4YEJIOBeKa  BCJIEJICTBHE  MPUMEHEHHUS
OMOMEIMLIMHCKOIO KJIETOYHOIO NPOAYKTa TpeBhimaeT 3()(EeKTHBHOCTL €ro
IPUMEHEHHS.

Cratpg 21. PerncrpaninoHHoOe y10CTOBepeHHE OHOMEIUIIMHCKOr0
KJIETOYHOI 0 MPOAYKTa

1. PeructpannoHHoe yIOCTOBEpEHHE OHMOMEIUIIMHCKOIO KJIETOYHOI'O
[IpOJyKTa Ha BIIEpBBIE perucTpupyemsli B Pocculickoit ®enepanuu
OMOMEIMLIMHCKUI KIIETOYHBIN MPOAYKT BBIJAETCS CO CPOKOM JSHCTBHUS IIATh
JIeT.

2. Tlo ucTeyeHMH yka3aHHOTO B 4YacTH | HacTosIIed CTaThH CPOKa CPOK
NEeHCTBUSL PETUCTPALMOHHOIO YJIOCTOBEPEHUS OHMOMEIUIIMHCKOTO KJIETOYHOT'O
[IPOJyKTa IpOJJIEBAETCS KaXJble IATh JIET IPU YCJIIOBHHM MOATBEPXKACHUS €ro
roCyJapCTBEHHOM perucTpaLyH.

3.B cnyyae BHeceHHUS B COOTBETCTBHH CO CTaThedl 23 Hacrosiero

CDez(epanLHoro 3aKOHa B JIOKYMECHTBI, COJEpXallHeCsi B PETHCTPALHOHHOM
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JOChe Ha 3aperuCTPUPOBAaHHBIM OUOMENUIIMHCKHI KJIETOYHBIH MPOAYKT,
U3MEHEeHHd, 3aTparvBaioOllMX CBEIEHUS, OTPaKEHHBIE B PETHUCTPAI[HOHHOM
yIOCTOBEPEHUN OHMOMETUIIMHCKOr0 KIETOYHOTO TNPOJIYKTa, YIMOIHOMOYEHHBIH
dbenepanbHBI Oprad UCIIOJHUTENIHOMN BIACTH BhIJIaeT HOBOE PETUCTPALIMOHHOE
yIOCTOBEpeHHE OHOMEIUIIMHCKOTO  KJIETOYHOrO TMPOAYKTAa C  Y4YETOM
U3MEHEHU.

4.3a BblHaYy pPETUCTPALMOHHOTO YJOCTOBEPEHHS OHOMEAMIIMHCKOTO
KJIETOYHOro IPOAYyKTa B3MMaeTcsi IOCyAapCTBeHHas MOLUIMHA B pa3Mepe u
MOpsAJIKE, KOTOphIE YCTaHOBJIEHBI 3aKOHOATeNbCTBOM Poccuiickoit ®enepanuun
0 HaJslorax u coopax.

5. Opranuzanus, Ha UM KOTOPOM  BBIJIAHO  PETHCTPAIHOHHOE
yIOCTOBEpeHHE  OHOMEIMUIMHCKOTO  KJIETOYHOTO  IPOAYKTa,  SABIAETCH
BJIaJI€bIEM pPEruCTPaLMOHHOIO YAOCTOBEpEHUS O1oMe IUITHCKOTO
KJIETOYHOTO MPOAYKTa.

6.B cmywae yTpaThl WMJIM  TOBPEXIEHHUS  PErUCTPALlMOHHOIO
yIOCTOBEPEHUS OMOMETUIIMHCKOrO0 KIETOYHOIr0 MPOAYKTa IO MHUCHMEHHOMY
3asBICHUIO BlaJeNblla PErUCTPALMOHHOIO yAOCTOBEPEHUS OHOMEIUIIMHCKOIO
KJIETOYHOI'0 MPOAYKTa WJIM YIOJHOMOYEHHOTO UM JIMLa O BblAade AyOnukara
pPEerucTpanioHHOTO YIOCTOBEPEHUsI OMOMETUIIMHCKOIO KJIETOYHOrO IpPOAyKTa
YIIOJIHOMOYEHHBIA (e/iepanbHblii OpraH HCIONHUTEBHOM BJIACTU B CPOK, HE

HpeBBIH.IaIOII.II/IfI JACCATH pa6o'mx JIHEW CO JHS INOCTYINICHHU TAaKOI'O 3as4ABJICHUA,
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BBIIaeT JyOJMKaT pEerucTpallMOHHOTO YJOCTOBEPEHHS OHOMEIUIIMHCKOTO
KJIETOYHOTO  NPOAYyKTa. 3a  BblAauy  AyOJWKata  perncTpamoHHOro
YyIOCTOBEpeHUsT OMOMEIUUMHCKOIO KJIETOYHOI'O MPOAYKTa B CBA3H C YTpaTroi
WA TOBPEXICHHEM JAaHHOIO PETMCTPALMOHHOTO YJOCTOBEPEHHS B3UMaETCs
rocyapcTBEHHas IIOIUIMHA B pa3Mepe M MOpsSAKe, KOTOpble YCTaHOBJIEHBI
3aKkoHOAaTenbcTBOM Poccuiickoi @enepaiinu o Hajorax u coopax.

Cratps 22. IloaTBep:kIeHHe rocyAapcTBEHHON perucTpauuu
OHOMEIMUHHCKOI0 KJ1eTOYHOI0 MPOAYKTA

1. ITonTBepxkAeHUE TOCYNApCTBEHHONW perucTpanvii OHOMETUIITHCKOTO
KJIETOYHOTO TPOJYKTa OCYIIECTBISIETCSA IPH BBIJaYe PErHCTPAIIMOHHOTO
YAOCTOBEPEHUS OMOMEIUIIMHCKOTO KIETOYHOTO TIPOAYKTA B ClTydae, YKa3aHHOM
B uyacTu 2 ctath 21 Hactosmero @DenepalbHOrO 3aKOHa, B CpPOK, He
NpeBHIIAIONINN  JleBIHOCTa  pabouymx  JOHeH co  OHA  TIOJNyYeHHS
YIOJHOMOYEHHBIM (e/iepanbHbIM OPraHOM UCITOJTHUTEILHOM BIACTH 3asBIICHUSA
O TIOATBEPXKIAEHUM TOCYHApCTBEHHON  perucrpanmu  OHOMEIUIIMHCKOTO
KJIETOYHOTO IMpPOAYKTa C YKa3aHMEM B HEM pPEeKBU3UTOB JIOKyMEHTa,
MOJATBEPKAAOIIEr0 YIJIaTy TOCYJAapCTBEHHOM MOLUIMHBI 3a IOATBEP)KIEHUE
rocyIapcTBeHHON perucTpaiuy OMOMEAUIIMHCKOTO KIETOYHOTO MPOAYKTA.

2. IloaTBepXieHUE TOCYNApCTBEHHON perucTpaidd OHOMeIULIMHCKOTO
KJETOYHOIrO MPOAYKTa OCYIIECTBISETCS TIO0 pe3ylbTaraM JKCIEePTHU3EI
OTHOILIEHUS O0XMJAaeMOH TOJb3bl K BO3MOXHOMY pHCKY IPHUMEHEHHUS

6IfIOMeI[I/IHI/IHCKOFO KJII€TOYHOT'O IIPOAYKTA, HpOBOI[I/IMOﬁ Ha OCHOBAaHHH JJaHHBIX
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MOHHUTOpPHHIa 0€30MacHOCTH OHOMEIUIIMHCKOTO KIETOYHOTO IPOAYKTA,
OCYIIECTBIISIEMOTO BJIAJIEITbIIEM PEerUCTPAIIMOHHOTO yAOCTOBEPEHUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO TNpoAykTa ©  (deaepadbHBIM  OpPTaHOM
WCITOJIHUTEIFHOM BIACTH, OCYLUECTBISIIOIIMM (YHKUHM [0 KOHTPOJIIO U
HaJ30py B cepe 3ApaBoOXpaHEeHus], B COOTBETCTBUU CO cTaThel 41 HacTosmero
@enepanbHOrO 3aKOHAa, a TakKXe JSKCIEPTU3bl KauecTBa OHOMEIULIMHCKOIO
KJIETOYHOTO TMPOAYKTa, IPOBOJMMON B Clydyae BHECEHWUS H3MEHEHUH B
HOPMATUBHYIO JOKYMEHTAIAI0 Ha OMOMEIUIIMHCKHNA KIETOYHBIA POy KT.

3. K 3asBneHuro o NOATBEPXKAECHUU TIOCYAAPCTBEHHOW perucTpaluu
OMOMEIUIMHCKOTO  KJIETOYHOrO  MpONYKTa  MpWIararoTcsi  JOKYMEHT,
COJlep)KAIUA pe3yJIbTaThl MOHUTOpPHHTa Oe3omacHoCTH OHOMEIUIIMHCKOTO
KJIETOYHOTO TIPOAYKTA, OCYIIECTBISEMOro BIQJeNbIeM pPEerucTPaLMOHHOTO
yAOCTOBEPeHUS OHMOMEIHMIIMHCKOTO KIETOYHOTO TIpOoAyKTa, IIo ¢opme,
YCTaHOBJICHHOM YIIOJTHOMOUYEHHBIM (ellepaibHbBIM OpPraHOM HCIOIHUTENBHOM
BJIACTH, ¥ KOIUS JMLEH3UH Ha OCYILECTBIEHUE AEITETbHOCTHU 110 MIPOU3BOACTBY
OMOMEUIIMHCKUAX KIETOYHBIX MPOAYKTOB.

4. HopmaTuBHas JOKyMeHTaIMsi Ha OWOMEOMIIMHCKUN KIETOYHBIN
IPOAYKT, IPOEKT UHCTPYKIHUHU 110 MPUMEHEHUIO OMOMEIUIIMHCKOTO KJIETOYHOTO
IPOJYKTa, MPOEKThl MAKETOB IMEPBUYHONW yNAaKOBKM W BTOPUYHOU YIMAKOBKHU

6I/IOMCIH/IIII/IHCKOI“O KII€ETOYHOro IpoAyKTa IIpHararoTcd K 3aiaBJICHHUIO O
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MMOATBEPKACHUI rocyAapCTBEHHOU perucTpaiuu OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa TOJBKO B CIIy4ae, €CJIM B HUX BHOCSITCS U3MEHEHHS.

5.C 3asgBiieHHEM O IOATBEPXKICHUU TOCYJIapCTBEHHON perucTpauuu
OMOMEIMIIMHCKOTO  KJIETOYHOrO MPOAYKTa BIajenel] perucTpaliuoHHOrO
yIOCTOBEpeHUsT OMOMEIMIIMHCKOrO0  KJIETOYHOIrO IpOAyKTa BIpaBe II0
COOCTBEHHON HWHMIIMATHUBE MPECTaBUTh TOKYMEHT, MOATBEPXKAAIOIINM yIuIaTy
rocyAapCTBEHHOU TOIITAHBI 3a MIOATBEPXK/ICHHUE roCy1apCTBEHHOM
perucrpauu  OMOMEIULIMHCKOTO  KJIETOYHOro  mpoaykra. B cioydae
HEMPEACTaBIeHUs] YKa3aHHOTO JOKyMEHTa YIOJHOMOYEHHBIH (enepaabHbIi
OpraH MCIOJHUTENBHON BIACTH Ha OCHOBAHHUM IIPECTaBICHHBIX BIAJEJIbLEM
PErHCTPAIHOHHOIO YJIOCTOBEPEHUS] OMOMENMIIMHCKOTO KJIETOYHOTO MPOAYKTa
PEKBHU3HUTOB YKA3aHHOIO TOKYMEHTa MPOBeEpseT (akT yIUIaThl TOCyAapCTBEHHON
IOIUIMHEL C HCIOJNB30BaHMEM HHPOpMaUMM 00 yIulaTe rocyAapCcTBEHHBIX
MOIIUTHH, cojiepameiics B ['ocymapcTBeHHOM WMHGOpPMAIIOHHONW CUCTEME O
rocyJJapCTBEHHBIX U MyHHULIMIATIBHBIX [IJIATEXKAX.

6. B Tteuenue pecatu pabouyumx AHEH CO [HA TNPUHATHS 3asBICHUS
O TIOATBEPXKIEHHWU TOCyHapCTBEHHOH  perucrpauuu  OHOMeIHIIMHCKOTO
KJIETOYHOT'O IIPOIYKTa U JIOKYMEHTOB, YKa3aHHBIX B YaCTU 3 HAcCTOSAIIEH CTaThH,
YIIOJTHOMOYEHHBIN (pefiepanbHblil OpraH UCIIOJHUTEILHON BIIACTH:

1) mnpoBoaMT TMpOBEpKY MOJHOTBI M JOCTOBEPHOCTH CBEICHUN,

coepiKaluxcs B MIPpEACTABJICHHBIX 3aABHUTEIIEM JOKYMCHTAX;
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2) HampaBiseT B (QenepalbHBII OpraH WCIIOJHUTEIBHON BJIACTH,
OCYIIECTBISIOMMA  (QYHKUMH [0 KOHTPONIO M  Ham3opy B  cdepe
30paBOOXpaHEHUs, 3alpoCc O INPEACTABIEHUM pPe3yJIbTaTOB MOHUTOpPUHIA
0e30MmacHOCTH OMOMEIUIMHCKOTO KIIETOYHOTO MpPOAYKTa, KOTOPHIM IOJDKEH
OBITH HCIIOJIHEH B T€USHHE IATH pabounX JHEH CO JHS ero MOy4eHHUS;

3) nmpuHUMaeT pellleHHe O MPOBEJEHUU WM 00 OTKa3e B MPOBEACHUU
SKCHEepPTU3bl OTHOIUEHUS OXHAaeMOM TMOJIB3bI K BO3MOXHOMY PpHUCKY
MpUMeHEeHHsT OMOMEIUIIMHCKOIO KJIETOYHOI'0 IPOAYKTa, a TaKKe 3KCIEepTU3bl
KayecTBa OMOMETUIIMHCKOTO KIJIETOYHOIO NPOAYKTa, MPOBOJMMOW B clydae
BHECEHHUS H3MEHECHHHA B HOPMATHUBHYIO JOKYMEHTALIMI0 Ha OHMOMENMIIMHCKHMA
KJIETOYHBIN IIPOLYKT;

4) yBemomusieT B NMUCBMEHHOW (opMme BiaZenblia PEerucTPaliiOHHOTO
yIOCTOBEpEHUsT OMOMEIUIIMHCKOTO KIETOYHOIO IIPOAYKTa O IPHHATOM
pemeHud (B ciaydae IPUHATHS pelmeHus o0 oOTkaze B MPOBeAEHUH
COOTBETCTBYIOILEH IKCIEPTU3LI C YKa3aHUEM IIPHYUH TaKOro OTKa3a).

7. B cny4ae BBISBIIEHHs HEIOJHOTHI WM HEIOCTOBEPHOCTH CBEIEHHH,
CollepKalluXcs B NPEACTAaBIEHHBIX  BIAJENBLEM  PErHCTPALIHOHHOTO
YHOCTOBEpEHHs] OMOMETULIMHCKOIO KIETOYHOTO TPOAYKTa JOKYMEHTaX,
YIIOJTHOMOYEHHBIA (pefiepanbHBI OpraH HCIONHUTENbHOM BIACTH HAIPABIISET
BJIaJENbIy PEruCTPallMOHHOIO yAOCTOBEPEHU OMOMEIUIIMHCKOTO KIETOYHOTO

IPOAYKTa 3ampoc 00 YTOYHEHHH YKa3aHHBIX CBeIeHHM. J[aHHBIM 3ampoc MOXKeT
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OBITH nepegaH YIIOJTHOMOYEHHOMY MPECTaBUTENIO BJIaJleNbla
PETrUCTPAIIOHHOTO YJIOCTOBEpEHUSI OMOMEIUIIMHCKOTO KIETOYHOrO MPOAYKTa
JIMYHO TOJ] pacIHCKY, HAIPaBJIEH 10 MOYTE 3aKa3HbIM MHUCHMOM HJIH IEpeaaH B
JIEKTPOHHOH (hopMe IO TEJIeKOMMYHHMKAI[MOHHBIM KaHajlaM CBs3M. B ciyuae
HaIpaBJICHUsl JaHHOIO 3ampoca IO IMOYTe 3aKa3HBIM ITMCbMOM OH CUYUTaeTCHd
MOJIyYCHHBIM MO MCTEYEHUM IIECTH JHEH C JaThl HampaBiIeHUS 3aKa3HOIo
MchMa.

8. Bnagenen perucTpalOHHOTO YJOCTOBEPEHUS OHOMEIUITMHCKOTO
KJICTOYHOT0 MPOYyKTa 00s3aH MPeICTaBUTH OTBET Ha 3alpOC YIIOJIHOMOYEHHOTO
beqepaIbHOIO OpraHa MUCIIOJMHUTENBHON BIACTH, YKa3aHHBIM B dYacThd 7
HACTOSIIIeH CTaThH, B CPOK, HE MPEBBIIIAIONINN IeBIHOCTAa pabOYnX JHEH CO THS
noJiydeHusl JaHHoro 3ampoca. Cpok, yKa3aHHBIA B 4acTd O HACTOSIICH CTAThH,
NPUOCTAHABIIUBACTCS CO [HsS HAaIlpaBJICHUs BIIAJENbly PEruCTPAlHOHHOIO
YAOCTOBEpEHUS  OMOMEOUIIMHCKOrO  KJIETOYHOTO  MpOAyKTa  3ampoca
YHIOTHOMOYEHHOTO (eepaJbHOr0 opraHa HCIOTHUTENBFHOM BIACTH A0 IHA
[TOJIyYEHHs] UM OTBETAa Ha JAHHBIA 3alpoC U HE YYUTHIBACTCS NPU HUCUUCICHUU
CpoKa MOATBEPXKACHUS TIOCYyJAapCTBEHHOH perucTpaiuu OMoMeIUIIMHCKOIO
KJIETOYHOTO MIPOAYKTa.

9. OcHoBanveM I OTKa3a B IIPOBEIEHUM DSKCIEPTU3Bl OTHOIIEHHUA
OXUIaeMON TMOJB3bl K BO3MOXHOMY PHUCKY NpPUMEHEHUsT OHOMEIMIIMHCKOTrO

KJIETOYHOr0 TMpoAyKTa M (WIM) ODKCIEepTH3Bl KadyecTBa OHOMEIUIIHHCKOTO
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KJIETOYHOTO TPOAYKTa SIBISETCHA TPEACTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B
gacTax 1, 3 U 4 HacToslIel cTaThH, B HEMOJHOM 00beMe, HEeNpeCTaBIEHUE B
YCTaHOBJICHHBIII CpOK OTBeTa Ha YKa3aHHbI B 4acTH 7 HACTOSALIEH CTaThH
3aIpoc  YIIOJIHOMOUYEHHOTO (ellepaliIbHOr0 OpraHa HCHOJHUTENBHONW BIACTH
mu00 OTCYTCTBUE B MPEJCTABICHHBIX JOKYMEHTaX MCUYEPIBIBAIOIINX CBEIACHHH,
KOTOpBIE€ JOJKHBI OBITH OTpPaXEHBI B HHUX, a TaKXKe OTCYTCTBHEe HH(MOpMAIWH,
MOATBEp)KAAOIIeN yIIaTy IOCY[apCTBEHHON IOIIIMHEI 3a ITOATBEP)KICHHE
rOCyapCTBEHHOMN perucTpauuy OMOMEIUIIMHCKOTO KIETOYHOTO MPOIYKTA.

10. DOxcnepTu3a OTHOIIEHHS OXHIAEMOW IOJB3BI K BO3MOXXHOMY PHCKY
NpUMEHeHHsT OMOMEIMIIMHCKOTO KIETOYHOrO MpOayKTa M (WJIH) SKCIepTH3a
KadecTBa OMOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTa MPOBOJSATCA HA OCHOBAaHUHU
JIOKyMEHTOB, YKa3aHHbBIX B 4acTsX 3, 4 U MyHKTe 2 4acTu 6 HACTOALICH CTaThH,
B TIOpS/IKE, YCTAaHOBIEHHOM cTathiMu 15 u 18 Hacrosimero ®enepaibHOro
3aKO0HA, C y4eTOM CPOKa, YKa3aHHOI'O B YacTH | HacTosIIeN CTaThH.

11. OcHoBaHueM Ui NPUHATHUS pellieHus 00 OTKa3e B TMOATBEPXKICHUH
roCy/IapCTBEHHON perucTpauud OHOMEOUIIMHCKOTO KJIETOYHOrO IPOAYKTa
SIBJIIETCS BBIHECEHHOE IO pe3yjibTaTaM »3KCIEPTHU3, YKa3aHHBIX B 4YacTH 2
HACTOAIIEH  CTaThM, 3aKiIlOYeHHe KOMHCCHH 3KCIIEPTOB 3KCHEPTHOI'O
YUPEXJEHHUSI O TOM, YTO KadecTBO U (MiK) 3PPEeKTUBHOCTH OMOMEIUITHHCKOTO

KJETOYHOTO NpPOAYyKTa HE IOJATBEPXKICHHI IONy4YEHHBIMH IAHHBIMH U (WIIH)
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PHUCK TPHUYMHEHWS BpeAa 3J0pPOBBI0 YellOBeKa BCIEACTBUE INPUMEHEHHS
OMOMEIHNIIHCKOTO KJIETOYHOIO MPOAYKTA IPEBBIIIAET ero 3P (HeKTHBHOCTS.

12. B nepuox npoBeAeHUs MPOLIELyPbl OATBEPKIEHUS TOCY IapCTBEHHOU
perucTpanyn OHOMENUIIMHCKOrO KJIETOYHOIro INpPOJAyKTa ero oOpalieHHe B
Poccuiickoit @egepanuu npogosnKaeTcs.

Cratps 23. BHeceHue Hu3MeHeHMIi B JOKYMEHTBI, COAep:KaIHecs

B PerucTpalHOHHOM [10Che HAa 3apericTPpHPOBaHHBII
OHOMeIHMIMHCKHI KJIeTOYHBIH NPOAYKT

1.B mensx BHeCeHHs H3MEHEHHWH B JOKYMEHTBI, COJep Kallfecs B
PETUCTPAIAOHHOM  JIOCh€ Ha  3apErHCTPUPOBAHHBIA  OHOMETUIIMHCKHH
KJIETOYHBI  NPOAYKT,  BHaAelel] perucTpallMOHHOIO  yIOCTOBEpEeHHS
OMOMEIUITUHCKOrO KJIETOYHOIO MPOJAYKTa IMPEeACTaBIseT B YIIOJTHOMOYEHHBIN
¢enepalbHBIA OpraH UCIOJIHHUTEIBHONW BIACTH 3asBICHHE O BHECEHUH TaKHX
U3MEHeHHH 10 Qopme, YCTaHOBIEHHOW YIIOJIHOMOYEHHBIM (enepaibHbIM
OpraHOM HCTIOJHUTENBHOM BIIACTH, U TMPWIOXKEHHbIE K HEMy H3MEHEHHUs B
yKa3aHHbIe  JTOKYMEHTBl, a TakXe JOKYMEHTBl, IOATBEP)KIAroIye
HEoO0XOIMMOCTh BHECEHHUSI TAKUX U3MEHEHHUH.

2. buomenuuuHCcKass  SKcmepTh3a  OMOMEIHULIMHCKOTO  KJIETOYHOT'O
NPOAyKTa B YacTU OKCIEPTH3bl KayecTBa OMOMEIULIMHCKOIO KIIETOYHOTO
NPOAYKTa, U (WIK) 3KcrepTU3bl 3QPeKTUBHOCTH OMOMETUIIMHCKOTO KJIETOYHOTO

TPOAYKTa, ¥ (WIIM) SKCIIEPTU3Bl OTHOLICHHUS 0)KUIaeMOI 110JIb3bl K BO3MOXKHOMY

PHUCKY HNPUMEHCHHUA GI/IOMCL[I/IIII/IHCKOFO KJIIETOYHOr'0 IIPOAYKTa NPOBOIUTCA B
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clyyae  BHECEHMS  M3MEHEeHMH B  JOKYMEHTBHI, coepxaiiuecsi B
PETHCTPAallMOHHOM  JIOCb€ Ha  3aperuCTPUPOBAHHBIA  OMOMEIMIMHCKUN
KJIETOYHBIN IIPOAYKT, B OTHOICHHH:

1) cBemeHwmid, YKa3aHHBIX B HMHCTPYKUMH IO INPUMEHEHHIO
OMOMEAMIIMHCKOTO KJIETOYHOr0 MPOAYKTa U MPeAyCMOTPEHHBIX MOMAIMYHKTaMH
«e» - «1» myHkTa 13 yactu 2 cratbu 9 HacTosmero denepanbHOIO 3aKOHa;

2) MecTa IIPOM3BOJICTBA OMOMEIULIMHCKOTO KIETOYHOIO IPOIyKTa;

3) nmnokazareneil KadecTBa M (WIM) METOAOB KOHTpOJII KadecTBa
OMOMEIHIIMHCKOro KJIETOYHOTO IIPOAYKTa, COJEPXKAIMXCS B HOPMATHUBHOM
JTOKyMeHTalluy Ha OHOMeIUUMHCKHIN KIETOYHbIH MPOAYKT;

4) cpoka rofHOCTH OMOMEIUIIMHCKOIO KJIETOYHOTO NPOAYKTA.

3. Bnagenenm perucTpalMOHHOTO YIOCTOBEPEHHS ONOMEIUIITHCKOTO
KJIETOYHOrO TMPOAYKTa HapsLy C 3asBIECHUEM U JOKYMEHTaMH, YKa3aHHBIMU B
yacTH | HacToslledl cTaThd, TMpPEACTaBISET PEKBU3UTHI JIOKYMEHTa,
HOATBEP)KIAIONIETO YIIaTy TOCYJapCTBEHHON IIONUIMHBI 32 BHECEHHE B
TOKYMEHTBHI, cojiepxalimecs B PETUCTPAlHOHHOM JIOChe Ha
3apPEruCTPUPOBAHHBIN OHOMEIUIIMHCKHN KJIETOYHBIH NPOAYKT, H3MEHEHHId,
TpeOyrolmmX MpoBeeHHsT OMOMEIMIMHCKOM SKCHEepTH3bl OHOMEAULIMHCKOTO
KJIETOYHOTO TIPOIyKTa, UM PEKBU3UTHI JOKYMEHTa, TOATBEP/KAAIOIIEr0 YILUTaTy
rOCyJapCTBEHHO! MOLIMHBI 3a BHECEHUE B JJOKYMEHTHI, COJAep)Kaluecs B

PETMCTPAalMOHHOM  JOCh€ Ha  3aperHCTPUPOBAaHHBIA  OHMOMEIMIMHCKU
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KJIETOYHBIA  MPOAYKT,  WU3MEHEHHH, He  TpeOymollUX  IpPOBEICHH
OMOMEIUIMHCKON 3KCTIePTU3bl OMOMENUIIMHCKOTO KIETOYHOTO MPOIYKTa, THO0
BIIpaBe MpPEACTaBUTh yYKa3aHHbIE JOKYMEHTHI 10 COOCTBEHHOW MHUIIMaTHBE. B
ClIy4Yae HENpPEICTaBIICHUS BIIAJIEIBLUEM PETHCTPALHOHHOTO YIOCTOBEPEHUS
OMOMEIMLIMHCKOTO  KJIETOYHOTO  MPOAYKTa  yKa3aHHBIX  JIOKYMEHTOB
YIOJTHOMOYEHHBIN (efepalbHblil OpraH WCHOJHUTEIHHONH BJIAcTH TPOBEPSET
¢akT ymuarel TIOCYAapCTBEHHOH TMOLUIMHBI Ha OCHOBAaHMHM PEKBH3WTOB
JIOKYMEHTa, IOJITBEPXKAAOILEro ee yIUIaTy, ¢ UCIob30BaHneM HHpopMaun o6
yIulaTe TOCyAapCTBEHHBIX IOLUIMH, coepxainedcs B 1 ocymapcTBeHHOMH
UHGOPMALIMOHHON CHCTEME O I'OCYIapCTBEHHBIX U MYHHLMIIAIBHBIX TUIATEXAX.

4. B TeueHue nATH pabouux AHEH cO AHS NMOCTYIUICHHS YKa3aHHBIX B
4acTH | HacTosled CTaTbd 3asBICHHAS M JOKYMEHTOB YIIOJHOMOYEHHBIN
(enepalbHbI OpraH UCIIOTHUTEILHON BIACTH:

1) DpoBOAMT TPOBEPKY INOJHOTHI M JOCTOBEPHOCTH CBEACHH,
colepXalyxcss B [PEACTaBICHHBIX  BIaACNbLIEM  PETUCTPALHOHHOIO
yAOCTOBEpEHUs. OMOMEAULIMHCKOTO KJIETOYHOTO MPOAYKTa JOKYMEHTaX;

2) npUHUMaeT pelieHue O MPOBEACHUH yKa3aHHBIX B YaCTU 2 HACTOSAIICH
CTaThU COOTBETCTBYIOIIUX 3KCNEPTU3 OUOMEIUIMHCKOTO KIETOUHOTO MPOAYKTa
wx 00 OTKa3e B UX [IPOBEICHUH;

3) yBenomiseT B IMCBbMEHHOW ¢opMe Biajenblia perucTpPalliOHHOTO

YAOCTOBEPEHUA 6I/IOMelII/IL[I/IHCKOI‘ 0 KIETOYHOro IMpoAyKTa O MPUHATOM
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pewreHuy (B Cilydae MpPHHATUS pemieHHss o0 OTKase B IPOBEACHUH
COOTBETCTBYIOILEHN 3KCIIEPTU3BI C YKa3aHUEM IMPUYHH TaKOTO O0TKa3a).

5. B cnydae BBISBIEHHs HENOJHOTH MM HEIOCTOBEPHOCTH CBEICHHIA,
COolepXKalllUXCsl B MPEACTABICHHBIX  BJIAAENBIIEM  PErHCTPAI[HOHHOI'O
YAOCTOBEpEHUs] OUOMEIUIIMHCKOTO KJIETOYHOrO0 TMPOAYKTa JOKYMEHTaX,
YIOJIHOMOYEHHBI (eepallbHbIil OpraH HCIOJTHUTENBHON BIACTH HampaBiseT
BIAJENbIy PETUCTPALMOHHOTO YJIOCTOBEpEeHHs] OHOMEIUIIMHCKOTO KJIETOYHOIO
NPOJYKTa 3ampoc 00 YTOYHEHUH YKa3aHHBIX CBeAeHUi. [[aHHBIN 3a1IpoC MOXKET
OBITD nepenaH YIOJTHOMOYEHHOMY MIpeACTaBUTEIIO BIaenblia
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI OMOMETUIIMHCKOro KJIETOYHOTO TPOIYKTa
JIMYHO O] PaCHMCKy, HAlpaBJIeH I10 M0YTE 3aKa3HBIM MTMCHMOM WJIM Tiepe/iaH B
3NMEKTPOHHONM QopMe MO TeIeKOMMYHHUKAI[MOHHBIM KaHallaM CBs3d. B ciydae
HAIIpaBJIEHUS HAHHOIO 3alpoca IO MOYTe 3aKa3HbIM MHCBMOM OH CUMTAETCH
MOJIyYEHHBIM II0 WCTEYEHHMHM IIECTH JHEW C [aThl HalpaBiE€HUS 3aKa3HOro
nuchMa.

6. Brnamenmen perucTpalMOHHOIO YJOCTOBEPEHHUS OHOMEIHIIMHCKOTO
KJIETOYHOTO MPOAYKTa 00513aH MPEACTaBUTh OTBET Ha 3aMpOC YIIOJTHOMOUYEHHOI'O
¢enepalbHOrO OpraHa HCIIOJHUTEIBHOM BIAacTH B CPOK, HE IpPEBHIIIAIOIIUI
JEeBSHOCTAa pabouumx OHEHd cOo MOHs Moiy4yeHus HaHHoro 3ampoca. Cpok,
yKa3aHHbIA B 4YacTW 4 HaCTOsLIEH CTaTbd, IPUOCTAHABIMBAETCS CO JHSA

HalpaBJICHHA BJIaACIIbILY PETUCTPAIHOHHOTO YAOCTOBEPEHUSA
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OUOMEIUIMHCKOTO  KJIETOYHOI'0  MPOJYKTa 3ampoca  yIOJIHOMOYEHHOTO
¢benepalsHOro OpraHa MCIOMHUTENBHON BIACTH 10 JHS IOJTY4YeHHs UM OTBeTa
Ha JaHHBIH 3alMpoc M HE YYHUTHIBAETCS NPHU HCUYHCIECHHU CpPOKa TIPUHSATHUS
pelieHHs O BHECEHMM W3MEHEHUHM B JOKYMEHTHI, cojepikaufiecs B
pErUCTpPallMOHHOM JOChE€ Ha 3aperMCTPHUPOBAHHBINA OMOMEeTUITUHCKHI
KJIETOYHBIN MTPOIYKT.

7. Yka3zaHHble B 4aCTH 2 HACTOSINEH CTAThH SKCHEPTU3BI MPOBOLATCA B
IIOpsIAKE, YCTAaHOBJIEHHOM cTarhsiMu 15 u 18 Hacrosimero ®enepanbHOro
3aKOHa, C YYETOM CpOKa, YKa3aHHOro B yactu 10 HacrosIeil cTaThy.

8. B cpok, He mpeBbIIAIUNA NMATH pabo4ynX AHEW CO JHS MOJYyYCHHS
3aKJIFOYEHUM KOMUCCHH 3KCIIEPTOB 3KCIIEPTHOTO YUPEXKIEHHS IO pe3yJsbTraraM
yYKa3aHHBIX B 4YacTH 2 HAaCTOSIIEH CTaTbd 3KCIEPTH3 B OTHOIICHUHU
OPEeIIOKEHHBIX ~ M3MEHEHUM, YIOJHOMOYEHHBIH  denepanbHbId  OpraH
VICTIOJTHUTEJIBHON BIACTH:

1) ocymiecTBnsieT OLEHKY MOCTYMHMBINMX  3aKIIOYEHHH KOMHCCHH
JKCIIEPTOB IKCIEPTHOTO YYPEXKIEHHs JUIs OIpelelieHus UX COOTBETCTBHUSA
3a/laHysSM Ha IIPOBEJEHUE COOTBETCTBYIOIIMX IKCIIEPTHU3;

2) mnpuHUMaeT pelieHHe O BHECEHHMM HW3MEHEHWH B JIOKYMEHTHI,
colepKalecss B PErHCTPAllMOHHOM JOCh€ Ha  3aperucTpUPOBAHHBIN
OMOMEIMIMHCKUN KIIETOYHBIM MPOAYKT, MIH 00 OTKa3e BO BHECEHUU TaKUX

U3MEHEHUM;
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3) BHOCUT B TOCYJApCTBEHHBIA peecTp OHOMENUIIMHCKUX KJIETOYHBIX
IIPOAYKTOB HA OCHOBAaHUM pPEIICHUS O BHECEHHWH W3MEHEHHHA B JOKYMEHTHI,
colep)Xaluecss B  PErMCTPallHOHHOM JIOCh€ Ha  3aperHCTPUPOBAHHBIM
OMOMETMIMHCKHH KJIETOUYHBINA MPOAYKT, HEOOXOIUMbIE H3MEHEHUS,

4) BBIIaeT HOBOE PETUCTPALMOHHOE YJOCTOBEpEHHE OMOMEIUIIHHCKOTO
KJIETOYHOTO MPOJYKTa B Cllyuyae M3MEHEHHUs COJepKaIllUXCs B HEM CBEICHHH,
IIPHA 3TOM paHee BEIIAHHOE PETUCTPALIMOHHOE YAOCTOBEPEHHE U3bIMAETCS.

9. OcHoBaHMeM I IPUHATHS YIIOTHOMOYEHHBIM (beZiepalibHBIM OpraHoOM
pemieHus 00 OTKa3e BO BHECEHHWH M3MEHEHWH B JIOKYMEHTHI, COZIepKalliecs B
PErUCTPallMOHHOM JOCh€ Ha 3aperdCTPHUPOBaHHBIN OroMe TUITUHCKI
KJIETOYHBIA TPOAYKT, SBISETCS BBIHECEHHOE TII0 pe3yNbTaTaM OJKCIEPTH3,
YKa3aHHBIX B YacTH 2 HACTOSILEH CTaThH, 3aKIIOYeHHEe KOMHCCHH JKCIEPTOB
OKCHEPTHOTO YUPSKACHHUS O TOM, YTO B Cly4ae BHECEHHUS TaKUX H3MEHEHHid
BO3MOXXHBl CHIDKE€HUE KadecTBa M (WiH) 3Gh(HEKTHBHOCTH OMOMEIHIIMHCKOTO
KJIETOYHOI'0 TpOAyKTa M (WJIM) MpeBbIlICHHE pUCKa TNPUYUHEHUS Bpeaa
3JTOPOBBIO YE€JIOBEKa BCIEACTBUE MPUMEHEHHS OHOMEIUIIMHCKOTO KJIETOYHOI'O
npojtyKTa HaJ ero 3((eKTUBHOCTEIO.

10. B cmydyae BHeceHMss B JOKYMEHTBI, COJAEpXallhecs B
PETUCTPAlMOHHOM  [IOCb€ HA  3aperUCTPUPOBAaHHBIA  OHOMEIUIIUHCKUN
KJIETOYHBIN MpPOIYKT, U3MEHEHUH, YKa3aHHBIX B YacTH 2 HACTOAIICH CTaThH,

IIPpUHATHE PCIICHHsA O BHECCHHM TaKuX M3MEHEeHU (BKJ’IIO“I&SI BHCCCHHCE
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COOTBETCTBYIOLIUX HM3MEHEHUH B rOCyJapCTBEHHBIH peecTp OMOMEIMIIMHCKHX
KJIETOYHBIX MPOIYKTOB) WM 00 OTKa3e B MX BHECEHHH OCYIIECTBIIIETCS B CPOK,
HE TMpeBBILAIOLINI  JeBIHOCTa paboynmx JHEH Cco JHS  NPUHATHA
YIOJTHOMOYEHHBIM (peIepajbHBIM OpPraHOM HCHOJTHHUTEIIBHOMN BIACTH 3asBICHHS
0 BHECEHHH TaKUX M3MEHECHHH.

11. Tlpunsatue pemieHHS O BHECEHHWH H3MEHEHMI (BKIIOYAs BHECEHHE
COOTBETCTBYIOIUX M3MEHEHHWH B I'OCYJapCTBEHHBIH peecTp OHMOMETUIMHCKHX
KJIETOYHBIX TMPOAYKTOB) WM 00 OTKaze B HX BHECEHWH B JOKYMEHTHI,
cojep)Xalllyecs B  PETUCTPALMOHHOM JOChe Ha  3apeTrUCTPHUPOBAHHBIN
OMOMEIUILUHCKUN KJIETOYHBIM MPOAYKT, B OTHOUIGHWM CBEICHUH, He
TpeOYOIUX MPOBECHHS HKCIIEPTU3, YKa3aHHBIX B YaCTH 2 HACTOAIICH CTaThH,
OCYIIECTBIISIETCSI B CPOK, He INPEBBIIAOIINNA TPUALATH pabouux AHEH co mHA
HOPUHATUS YIIOJHOMOYECHHBIM (e/lepaabHBIM OPraHOM HCIIOJHHUTEIBHON BIACTH
3asBIICHUS O BHECEHUU TaKUX U3MEHEHUH.

12. OGpaienue OHOMEeTULITHCKOTO KJIETOYHOI'O MPOAYKTa,
HPOM3BEIECHHOIO J0 AaThl IPUHATHUS YIIOJTHOMOYEHHBIM (eepaTbHbIM OpraHOM
WCHOJHUTENBHOW BIIACTH pEIIEHUs O BHECEHHWM H3MEHEHWH B JOKYMEHTEHI,
colep)Kallluecs B  PEruCTPalMOHHOM JIOCh€ Ha  3aperucCTPUPOBAHHBIN
OMOMEUIIMHCKUAN KJIETOYHBIA MPOJYKT, a TaKXKe MPOU3BEIEHHOTO B TeUYEHHUE

CTa BOCBMHICCATH KaJICHOapHBIX JHEeHn ImocCJie JAaThI [IPUHATHA
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YIOOJIHOMOYCHHBIM (bellepaJ'ILHLIM OpraHoMm HCIIOJIHUTEIbHOM BJIaCTH
YKa3zaHHOTr0 peuICHUA, JOITYCKACTCA 1O UCTCUYECHU €ro CpoKa roqHoCTH.

Cratps 24. (OTMeHa rocy1apcTBeHHON perucrpanun
OMOMEIHIHHCKOr0 KJI1EeTOYHOI0 MPOAYKTa

Pemmenrne 06 oTMeHe ToCyIapCTBEHHOM PEeTrHCTpallii OHOMETUIIMHCKOIO
KJIETOYHOT'O MPOAYKTa U UCKITIOUYEHUN OMOMEIUIIMHCKOTO KJIETOYHOIO IPOIyKTa
U3 TOCYAapCTBEHHOIO peecTpa OHOMEIMIMHCKUX KJIETOYHBIX MPOAYKTOB
MPUHUMAaETCs YIOJHOMOYEHHBIM (ellepalbHbIM OpPraHoM HCHOJHHTENBHOM
BJIaCTH B Cllyyae:

1) npencraBnenus ¢QenepaibHBIM OpPraHOM HCIIOJIHATEIBHON BJACTH,
OCYIIECTBISIIOIIMM ~ (QYHKIHM 1O KOHTPOJIK W Ham3opy B  cdepe
3[[paBOOXpAHEHUS, 3aKJIOYCHUS] O PHUCKe WM 00 yrpo3e 3J0pOBBIO, JKU3HH
YyejoBeKa I[IpU IMPUMEHEHHH OWOMEIUIMHCKOr0 KIETOYHOTO IPOAYKTa,
HPEBBIIAIONMX ero 3¢(EeKTUBHOCTb, IO pe3yjbTaTaM OCYILIECTBISEMOI0 UM
MOHHUTOpPHUHIa 6€30MaCHOCTH OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIYKTa;

2) nojauu BIIaJeNbLEM PETUCTPAIHOHHOTO YOCTOBEPEHUS
OMOMEIMLMHCKOrO0  KJIETOYHOIO  MpoayKTa  3asBlieHHS 00  OTMeHe
rocy1apcTBEHHOM perucTpanuy OMoOMeIMIUHCKOTO KIETOYHOIO MPOAYKTa;

3) NPUHATHS YIIOJITHOMOYEHHBIM (benepanbHBIM OpraHoM
UCTIOJIHUTENBHON  BNAacTH  pelieHus 00 oTKae B  MOATBEPKICHUH

rOCYJapCTBEHHON PETUCTPalldd OUOMETUIIMHCKOTO KJIETOYHOrO IPOAYKTa II0
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WCTEUYECHUU CpoKa NeNCTBUS PErUCTpaIiOHHOTO yAOCTOBEPEHUS
OrOMeTUIITHCKOTO KJIETOYHOTO MPOLYKTa;

4) HelpeACTaBIICHHS 3asBUTENeM HH(OpMaIHK, KOTopas MOXeT IOBJIeYb
32 Cco0OM HEoOXOJUMOCTh BHECEHHS B pErHCTpaldOHHOE JOChe Ha
3aperHCTPUPOBAHHBIA OMOMEIMIMHCKUI KIJIETOYHBIM TPOAYKT HW3MEHEHMH,
yKa3aHHBIX B 4acTd 2 crathu 23 HacTosawero MenepanbHOro 3aK0Ha, B TEYCHUE
TpUALATU pabouuX JAHEH co IHS HACTYIUICHUS TaKUX U3MEHEHU;

5) BeIHECEHHSI CYJIOM pEIlIeHUs] O HapylLIeHWH NpaB MpaBoobiafarens Ha
pe3yJbTaThl UHTEJUIEKTY albHOMN NESITENbHOCTH pu oOpariieHnH
OMOMETUITMHCKUX KJIETOYHBIX MPOAYKTOB.

Cratpa 25. TocynapcrBeHHBbIH peecTp OHOMEAMIHMHCKHUX
KJIETOYHBIX NPOAYKTOB

1. FocynapcTBeHHBIM peecTp OMOMEIMLIMHCKHX KJIETOYHBIX IPOIYKTOB
BeIETCs YIIOJTHOMOYECHHBIM (elepabHBIM OPTaHOM HCIIOJHUTEIHFHON BIacTH.

2. TocynapcTBeHHBIA peecTp OHMOMEAMIMHCKHX KJIETOYHBIX MPOIYKTOB
COJIEPXKUT TepedeHb OMOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB, MPOLIEALINX
TOCYIapCTBEHHYIO PErMCTPaLUIo, U CIEAYIONTYI0 HH(OPMAIHIO:

1) HaumeHOBaHKe OMOMEIUIIMHCKOTO KJIIETOUHOTO TIPOAYKTA;

2) Tum  OMOMEIUIIMHCKOTO KIETOYHOTO MpOoAyKTa (ayTOJOTHYHBIH,
aJJIOTeHHBIM, KOMOMHUPOBAaHHBIN );

3) HauMeHOBaHHWE  BJaJelbllda  PErUCTPALMOHHOTO  YJOCTOBEPEHUS

6HOM€,ZII/II.[I/IHCK01" O KJIETOYHOI'O IIPOAYKTa,
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4) HauMEHOBaHHE W aApeCc  IPOM3BOJUTENS  OHOMETUIIMHCKOrO
KJIETOYHOTO NPOAYKTAa,;

5) xomoBoe 00O03HauYeHHWe KIETOYHOW JIMHUU (KJIETOYHBIX JIMHHH),
BXOJIAIIEN B COCTaB OMOMETUIIMHCKOTO KIIETOYHOI'O POAYKTa;

6) HauMeHOBaHUS (MexayHapoaHbIe HENaTEHTOBAaHHEIE, 581071
IPyNNUPOBOYHBIC, WJIM XUMUYECKHE) JIEKAPCTBEHHBIX TPENapaToB, BXOASIINX B
CcOoCcTaB OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa, HOMEp HOPMaTHBHOM
JIOKYMEHTalINH;

7) HAUMEHOBAaHHSA MEIUIMHCKUX M3ICNHM, BXOAAIIMX B COCTaB
OMOMEIUIIMHCKOTO  KJIETOYHOTO  TPOJAyKTa, HaWMEHOBaHHE M  HOMED
HOPMATUBHOM TOKYyMEHTALIUH;

8) cpok roqHOCTH OHOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

9) ycnoBus xpaHeHHs OMOMEAUIUHCKOTO KIETOYHOTO MPOIYKTa;

10) mokazanus ¥ MPOTUBONOKA3aHUS K NMPUMEHEHHIO OHOMEIULHHCKOTO
KJIETOYHOT'O MPOAYKTa;

11) mo6ounsle AeicTBUS OMOMEANLIMHCKOTO KJIETOYHOTO MPOAYKTa;

12) mara rocyaapcTBeHHOM peructpauuy 6MOMeIUIUHCKOTO KJIETOYHOIO
MIPOAYKTa U €r0 PerucTPallMOHHBIA HOMED;

13) nara 3aMeHBl PErUCTPALIMOHHOIO YJIOCTOBEpEeHHs OMOMEIULIMHCKOIrO

KJIC€TOYHOTO IMpOoAYyKTa, AaTa IOATBEPXKIACHUA I‘OCY}IapCTBeHHOf/i perucTpanin
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OMOMEIUIMHCKOTO KJIETOYHOI'O0 MPOAYKTa, Jara OTMEHBI TIOCydapCTBEHHOU
perucTpanyuy OMoMe IMIMHCKOrO KJIETOYHOIO IPOYyKTa.

3. Ilopsimoxk BeAeHHS TOCYHapCTBEHHOIo peecTpa OHOMEIUIIMHCKUX
KIETOYHBIX IPOAYKTOB YTBEPXKIA€TCSd YIOJHOMOYEHHBIM (QeaepalbHbIM
OpraHOM HCITOJIHATEIBHON BIIACTH.

Cratpsa 26. O06:kasoBaHMe pelieHHs 00 0TKAa3e B Bblaue

pa3pelnieHusi HA MPOBeleHHE KJIHHHYECKOro
HCCIeI0BAHAA OMOMEIHIIHHCKOro KJIETOYHOr0
NpPOAYKTA HJIH pelleHusi 00 0TKa3e B rocyAapCcTBeHHOI
perucTpauuu GMOMeJHIIHHCKOr0 KJI€TOYHOI0 NPOAYKTa

Pelienne ymogHOMOYEHHOTO (¢efepalbHOr0 OpraHa HCHOJHUTEIbHON
BjlacTH 00 OTKa3e B BhJjadye pa3pellleHHs Ha MpPOBEJICHHE KIMHHYECKOTO
HCClIeIOBaHUs OWOMETUIIMHCKOTO KIJIETOYHOIO IMpOAyKTa WM pelieHue o0
OTKa3e B TOCYJAapCTBEHHOW pErucTpaldd OWOMEAMIIMHCKOTO KJIETOYHOTO
MPOAYKTa, 3aK/IOYE€HHEe KOMHUCCHU 3KCIIEPTOB SKCIIEPTHOIO YUPEXKICHHS HIIH
3aK/IIOYEHHE COBETa M0 JTHKE MOTYT OBITh 00ajoBaHBl B IOpPSJKe,
YCTaHOBJIEHHOM 3aKOHO1aTenbcTBOM Poccuiickoit @enepanuy.

Cratps 27. Wndopmanus, CBA3aHHAS ¢ OCYLHECTBJIEHHEM

rocyJapcTBeHHOH perucTpauun 6HOMeIHIMHCKOro
KJIETOYHOTI'O POAYKTa, HHGopMaIHs 0
3aperucTPUPOBAHHBIX OMOMEIHIIMHCKHX KJIEeTOYHbIX
NPOAYKTAX H OHOMeIHNLMHCKHUX KJIeTOYHBIX NPOAYKTAX,
HCKJIIOYEHHBIX M3 I'OCYAapPCTBEHHOI0 peecTpa
OMOMEIHIMHCKHX KJIETOYHBIX MPOIYKTOB

1. YnonHoMoueHHBIH (enepanbHblii OpraH MCIOJIHUTENBHONH BIAcTU

pa3MelaeT Ha CBOeM O(HIUaIbHOM caiite B ceTH «MHTepHeT» nHpopMalmio,
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CBSI3aHHYIO c OCYIL[ECTBIICHUEM rocyJlapCTBEHHOM perucTpanuu
OMOMEIUIIMHCKUAX KJIETOYHBIX IIPOAYKTOB, B TOM YHCJIE€ C IPOBEICHHEM
OMOMEIMIIMHCKOW DKCIEPTU3bl OMOMEIMUMHCKUX KIETOYHBIX IMPOAYKTOB MU
TUYECKOU SKCIEPTHU3HL, HHPOPMAaLIHIO 0 3aperuCTpUPOBAHHBIX
OMOMEIMIMHCKUX KJIETOYHBIX MPOAYKTaX W OHOMEIUIMHCKHX KJIETOYHBIX
HpPOAYKTax, MCKIIOYEHHBIX M3 TOCyAapCTBEHHOIO peecTpa OHOMEIUIMHCKHX
KJIETOYHBIX TPOAYKTOB, HE IMO3AHEE uUeM depe3 IITh paboumx JHEH co IHS
IONyYeHUS] YIONHOMOYEHHBIM (efiepalbHBIM OpraHOM HCIIOJHHUTENBHOM
BIACTH 3asBIIEHHS O TOCYIAPCTBEHHOH perucTpanuy OnoMeaULUHCKOrO
KJIETOYHOTO NIPOAYKTA.

2. Ilopsanok pa3melleHUs yKa3aHHOM B 4YacTH | HacrosILed CTaTbu
MHPOPMAIHK YCTaHABIMBAETCS YIOJHOMOYEHHBIM (enepanlbHbIM OpPraHoM

HCTIOJTHUTEIBHON BJIACTH.

Cratps 28. Oprasm3zanus npoBeieHUs] KJIHMHHYECKHX HCCJIeJ0OBAHUM
OHOMeIHIHHCKHX KJI1EeTOYHbIX IPOAYKTOB

1. Opraausanuzo IIPOBEAECHUS KJIIMHUYECKHUX HCCIIeJOBaHUM
OMOMEIUIUHCKUX KIIETOYHBIX IPOAYKTOB BIPAaBEe OCYIIECTBIATH OpraHU3alus,
obnamaromias IIpaBaMd Ha pe3yibTaThl JOKIMHUYECKHX HCCIIEIOBaHMMA
OMOMEIUIIMHCKOTO KJIE€TOYHOTO IMPOAYKTa, KIMHHYECKUX MCCIIEHOBaHMM
OMOMEIMLMHCKOIO  KJIETOYHOro TMpoaykra H (WIM) HAa  TEXHOJOTHIO
IPOM3BOCTBa OMOMEIUIIMHCKOTO KI€TOYHOTO MPOAYKTA, HIIH YIIOJIHOMOYEHHOE

€10 IOPUINYICCKOC JTUIIO, 06pa30BaTenLHa51 OpraHusanys BBICIICTO 06paBOBaHI/I$I,
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oOpa3zoBaTenpHas ~ OpTaHM3aLUs  JOMNOJHHUTENBHOTO  MPO(eCcCHOHATBLHOIO
o0Opa3oBaHus, HAydHasl OpraHu3aIlys.

2. OpraHmzanvy, yKa3aHHble B 4YacTU | HacTosfIed CTaThbd, MOTYT
IpUBJeKaTh K OpraHu3alldd [IPOBEACHMSI KIMHUYECKHX HCCIIeI0BaHui
OMOMEIMIIMHCKUX  KJIETOYHBIX IPOJAYKTOB MHBIE IOPHUAWYECKHE JIMIA
HE3aBUCHMO OT UX  OpraHU3alIOHHO-NIPaBOBONl  ¢opMbl ©u  (DOPMEI
COOCTBEHHOCTH.

3. ®uHaHCcoOBOe obecriedueHne MPOBEACHUS KIMHIUYECKOIO HCCIIeI0BaHMS
OHOMeTUIIMHCKOIO KJIETOYHOTO MPOIYKTa OCYIIECTBISAETCS 3a CUET:

1) Gr0/KeTHRIX acCUTHOBaHUH (enepanpHOro Or01KeTa,;

2) OIOMKETHBIX AaCCHUTHOBaHUN OmKeToB CyObekToB Poccuifckoi
Oenepauuy;

3) cpencTB OpraHu3aldif, NOIyYMBIIMX pa3pelleHHe Ha OpraHU3aluio
MPOBE/IeHHs KIMHAYECKOrO HCCIe0BaHNS OHOMEIUIIMHCKOTO KJIETOYHOI'O
NPOAYKTa;

4) UHBIX UCTOYHHUKOB, HE 3aIPelIeHHBIX 3aKOHOAATeILCTBOM PoccHiicKoi
Denepanun.

4. KnuHuYecKHe UCCIIeJ0BaHUA OMOMEIUIMHCKUX KIETOYHBIX MTPOILYKTOB
IIPOBOJATCA HAa OCHOBAaHUHU pa3pelleHduss Ha MPOBeleHHe KIMHUYECKOTO

HCCJICAOBaHMA 6PIOM€III/IIII/IHCKOI‘ (O KJIICTOYHOIro IIpOAYKTa, BBIJIAHHOTI'O

YIIOJTHOMOYCHHBIM (beﬂepa.TIBHBIM OpraHoM UCIIOJIHUTEIILHOM BJIACTH B TIOPAIKE,
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YCTaHOBJIEHHOM cTaThsiMH 16 u 17 Hactosimero ®enepalibHOro 3aKoHa, H
HarpaBJIeHbI Ha!

1) ycraHoBneHUE 6e3omacHOCTH U (1) MePEHOCUMOCTH
OMOMEIUITMHCKUX KJIETOYHBIX MPOJIYKTOB, B TOM YHCIIe BBISBJICHHE MOOOYHBIX
JIEMCTBUY ITpY UX IIPUMEHEHUH;

2) ycraHoBieHue Oe3omacHOCTH ¥ 3(P(PEKTUBHOCTH OHOMEIMIIMHCKUX
KJIETOYHBIX MPOAYKTOB, B TOM 4YHCIEe ITOJ0OOP ONTHMAIBHBIX JO3MPOBOK
OMOMEHUIIMHCKOTO KIETOYHOIO MPOIYKTa M KypCOB JIEUCHHUS, JIS MAlUEHTOB C
OlpeieTICHHBIMU 3a00JIeBaHUsIMH;

3) BbIABIEHHME OCOOCHHOCTEH B3aUMOAEHCTBUS  OHOMEIUIMHCKUX
KJIETOYHBIX IPOAYKTOB C JIEKAPCTBEHHBIMU IIpemnapaTamMH, MeIULIUHCKUMHU
M3MENUSMH,  [HUINEBBIMM  TNPOAYKTaMH,  JIPYTUMH  OMOMEIHIHMHCKUMU
KJIETOYHBIMHU [TPOAYKTaMU;

4) u3ydeHre BO3MOXXHOCTH PpAaCIIWpEHUs NOKa3aHWM Ui MpUMEHEHHS
3aperuCTPUPOBAHHBIX OMOMEIUIIMHCKIX KIETOYHBIX IPOTyKTOB.

5. YnonHoMoueHHBIN (enepalbHblii OpraH HCIIOTHUTEIBHON BIACTH
BElET B YCTAHOBICHHOM HM IIOpSAAKE pEecTp BBIAAHHBIX pa3pelleHUdl Ha
IPOBEJEHNE KIMHUYECKUX UCCIIEJIOBaHUM OUOMEAMIIMHCKUX  KIETOYHBIX
IPOTYKTOB.

6. B cmydae, ecnm KIMHHYECKOE HCCIEIOBaHUE OHOMEIMIIMHCKOrO
KJIETOYHOTO MPOAYKTa MPOBOIUTCS A FOCYAAPCTBEHHOM pPETrHCTpaIly 3TOTO

NpoaykKTa, roCyaqapCTBEHHAsA IIOIUIMHA 3a IPOBECACHUE IKCIICPTHU3BI KayeCTBa



74

OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa, OJKCIEPTHU3Bl JIOKYMEHTOB IS
NOJly4YeHHUsl pa3pelleHuss Ha TMpPOBEJEHHE KIMHUYECKOI'0 HCCIIEJOBaHMUS
OMOMEIUIIMHCKOTO  KJIETOYHOTO IPOAYKTa W  OTUYECKOH  3KCIIEPTHU3BI
yIJIauyuBaeTCs OJHOKPATHO NpH 00pallleHuH 3a roCyIapCTBEHHOM perucrpammeis
OMOMEIUIIMHCKOTO KIETOYHOTO IIPOAYKTA.

7. Knuandeckoe ucciieoBaHue OMOMEIUIAHCKOTO KIETOYHOTO IMPOIYKTa
IMPOBOJUTCS B OAHOM WM HECKOJNBKUX MEIULIMHCKUX OpraHu3aIldsix,
aKKpEeIUTOBAaHHBIX YITOJTHOMOYEHHBIM (ellepalbHBIM OPTraHOM HCTIOJHUTEIEHOM
BJIACTH B TOps/IKe, ycTaHoBIeHHOM [lpaBurensctBoMm Poccutickoit @enepanum,
B COOTBETCTBHU C [IOIOBOPOM O TMPOBEAEHUU KIMHUYECKOTO HCCIEI0BaHUS
OMOMeEULITHCKOTO KJIETOYHOTO MPOIyKTa, 3aKJII09aeMbIM MEXTY
opraHu3aiyeli, MoMy4HBILEH paspelleHre YMOTHOMOUYEHHOIO (¢enepaibHOro
OopraHa WCIOJHHUTEIBHOM BJIACTM Ha IIPOBEJEHUE TaKOI0 MCCIENOBaHUS, H
yKa3aHHO! MEIUIIUHCKON OpraHu3aluei.

8. loroBop 0 IIPOBEICHUHU KJIMHHUYECKOTO HCCe0OBaHus
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOIyKTa IOJKEH CONePKaTh:

1) HaMEeHOBaHUs CTOPOH JIOTOBOPA;

2) yCIIOBHS M CPOKH MPOBEACHHUSA KIIMHUYECKOT0 HCCIIeIOBAHMS;

3) onpenenenue  oOlIed  CTOMMOCTH  NPOTPaMMBbl  KIHHMYECKOI'O
HCCIIEIOBAaHUsl C YKa3aHMEM CYMMBI, IIpeJHa3Hadarolleiics g BBILIAT
HCCIIeIOBATENSIM U COUCCIIENOBATENSIM, HA3HAYaeMBIM B COOTBETCTBHHU C YaCTHIO

1 crateu 29 HacTosmero @enepanbHOroO 3aKOHA;
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4) omnpeneneHue ¢GOPMBI W IOPSAJKA IIPEACTABIICHHAS PE3YJIBTATOB
KIIMHAYECKOT0 HCCIIeIOBaHMUS.

9. llepeyeHp MEAMLIMHCKUX OpraHU3alldi, MMEIOIMX MPaBO MPOBOIUTH
KIAHUYECKUE MCCIENOBaHUs OUOMEIUIIMHCKAX KJIETOYHBIX IPOLYKTOB, U
peecTp BBIJAHHBIX pa3pelleHui Ha MpOBeJeHHe KIWHUYECKUX HCCIeTOBaHUMH
OMOMETUIIMHCKUAX KJIETOYHBIX IPOAYKTOB pa3sMEIalOTCS YIIOJTHOMOYEHHBIM
(benepaJbHBIM OPraHOM HCIOJHHUTEIBHOM BJIACTH B YCTAHOBJIEHHOM WM
TIOpSIKE Ha CBOEM OQHIIHATBEHOM caiite B ceTu «HTepHET».

10. Tlpou3BoacTBO OHMOMEAMIIMHCKOTO KJIETOYHOIO MPOAYKTa IS
NpOBEeJEHUs] ero  KIMHWYECKOI0  MCCIEAOBaHMUS  OCYLIECTBISIETCS  C
WCIIOJB30BaHUEM TEXHOJIOIMH, OINHCAaHHOW B PErUCTPAlMOHHOM JOChE Ha
OMOMEINIIMHCKUANA KIIETOYHBIN NPOIYKT.

11.  Kiouuauyeckue  HCCIeNOBAaHHMS OHOMENMIMHCKHX  KJIIETOYHBIX
NPOAYKTOB TIPOBOISATCS B COOTBETCTBHUH C TIPaBWIAMH  HaJyIe)xallled
KIMHUYECKOM  TNpakTUKd  OMOMEIUIMHCKMX  KJIETOYHBIX  NPOAYKTOB,
YTBEPXKACHHBIMU YIIOJIHOMOYECHHBIM (efiepallbHBIM OPraHOM HCIIONHUTEIBHOM
BJIACTH.

12. B Poccuiickoii ®enepaniy B COOTBETCTBHH C MEXIyHAPOIHBIMU
norosopamu Poccuiickoi denepanuy, a B ciiydae OTCYTCTBUS MEXKAYHAPOIHOIO
norosopa Poccuiickoii ®enepaiu - Ha OCHOBEe TPUHIMIIA B3aMMHOCTHU
NPU3HAIOTCS  PE3YJIBTAaThl KIMHUYECKUX HCCIENOBaHUN OHOMEIUIIMHCKIAX

KJIETOYHBIX IPOIYKTOB, IPOBEJEHHBIX 3a Ipexnenamu Poccuiickoit Meneparmm.
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Crartes 29. IlpoBegeHne KIHHHYECKOro HCCJAeI0BAHHUSA
6MOMEAHNIIHHCKOr0 KJI1eTOYHOr0 MPOoAyKTa

1. PykoBoguTens MEOMUIMHCKOW OpraHHW3alldi, B KOTOPOH MPOBOIHTCA
KIMHHYECKOe HCCIeOBaHHe OHOMEIMIIMHCKOTO KJIETOYHOTO  IPOAYKTA,
Ha3Ha4yaeT HCCeqoBaTelsi, OTBETCTBEHHOIO 3a  IPOBEJEHHE  TaKOro
UCCIICIOBAHUS, UMEIOIIEro Jie4eOHYI0 CIENHalbHOCTh, COOTBETCTBYIOLIYIO
npoduiro 3a0051eBaHUS WA COCTOSIHUIO, VIS JISYeHHs] KOTOPHIX IIpeaHa3HavyeH
OMOMEIUIIMHCKUKN KJIETOYHBIM NMPOAYKT, B OTHOIIEHHH KOTOPOTO IIPOBOJUTCS
KIMHUYECKOE UCCIIeJOBaHUE, CO CTaXeM paboThI 1O MPorpaMMaM KIMHUIECKUX
HCCIIEIOBaHUI He MeHee 4YeM IIITh JIeT (Jajee - WCCIeoBaTellh) W IO €ro
TPe[UIOKEHNIO Ha3HadaeT CoOHUCclenoBaTeNiell W3 4Yucia Bpaved 3ToH
MeIULIIHCKOW OpTaHU3alllH (Jjalee - CONCCIIe0BaTENN ).

2. UccnenoBarens OCYIIECTBISIET BBIOOpP TMMALMEHTOB, KOTOPBIE IIO
MEIUIIMHCKUM IIOKa3aHUAM MOTYyT OBITh IIpHBJICYEHKl K YYacTHIO B
KIHHUYECKOM UCCIIeIOBaHUU OMOMEIUITHCKOTO KIETOYHOT'O MPOAYKTA.

3. UccnenoBarenb U COWCCIIENOBATENH AOJDKHBI OBITH O3HAKOMJIEHBI C
pe3ynbTaTaMu JOKJIMHUYECKOTO HCCIIENOBaHUS OHMOMEIMIIMHCKOIO KIETOYHOIO
IPOAYKTa, COAEPXKAILUMHUCS B CielU(UKAIIMY Ha OMOMETUIMHCKUN KJIETOYHEIH
IOpOAYyKT M  Opoumope  HcclenoBarelis, MPOTOKOJIOM  KIHHHYECKOTO
HCCIIEIOBaHMsL OMOMEIMIMHCKOTO KIETOYHOTO MNpPOAYKTa, pa3paboTaHHbIM
OpraHu3anyei, OCYyLIECTBISIONIEH OpraHMU3aIlMI0 IMPOBEICHUS KIMHUYECKUX
WCCIEN0BaHUH OMOMEAUIMHCKUX  KIETOYHBIX IPOLYKTOB, WM HHBIM

WOPpUIUYCCKUM  JIMIOM, IMPHUBJICKAaCMbIM K opraHuzalnun IMpOBCACHHUSA



77
KJIMHHYECKOr0 HMCCieI0OBaHUS OHOMETUIIMHCKOTO KJIETOYHOTO TPOAYKTa, H
JPYTHMH MaTeprUallaMy TaKOI'0 UCCIIEIOBAHUS.

4. PykoBoguTenp MEIMLIMHCKOW OpraHu3alliid, B KOTOPOH MPOBOIUTCS
KJIMHUYECKOE UCClieIoBaHue OMOMEIUIMHCKOrO KIIETOYHOIO MPOJAYKTa, B CPOK,
He TPeBBIIAIONUN Tpex pabouynmx [HEeH co JHA Havyala IIPOBEICHHS
KJIMHUYECKOTO HCCIeJOBaHUS OMOMEIUIIMHCKOTO KIIETOYHOTO TPOAYKTa,
coobmaeT O  Hayajlle  OPOBEACHUA  KIMHHYECKOTO  HMCCIIEIOBaHUS
OHOMEIUIIMHCKOIO KJIETOYHOr0 MPOJYKTa B YMNOJHOMOYEHHBIH QenepanbHbIi
OpraH HCIIOJHUTENFHOM BIACTH, BBIAABIIMKM pa3pellleHue Ha MpOBeJICHUE
KJIMHAYIECKOTO MCCIIeIOBaHUS, [0 YCTaHOBIEHHOM UM (opme.

5. OpraHuzauuy,  OCYLIECTBISIOIIME  OpPraHW3alyi0  IPOBEACHHS
KJIHHHYECKOTO HMCCIeOBaHUS OHOMEIUIIMHCKOTO KIETOYHOrO MpOJYyKTa, B
cirydae HEOOXOAMMOCTHM BHECEHHS H3MEHEHHMH B MPOTOKOJ KIMHHUYECKOIO
UCCIIeTOBaHUsA OMOMEIUIIMHCKOTO KJIETOYHOro MPOAyKTa Coo0maT 00 3ToOM B
YIOJTHOMOYEHHBIA (efepanbHbld OpraH HCIOJHUTENbHOM BIACTH, BbIAABIIUN
paspelieHre Ha MPOBe/leHHe KIIMHUYECKOTO MCCIENOBAaHUs, 110 YCTaHOBIEHHON
uM popme.

6. B cpok, He TpeBHINAIUN TpUILATH paboymx AHEH co JHA
MOJIy4eHHs] YKa3aHHOro B YacTH 5 HAcCTOSIEH CTaThbd COOOIICHHUS,
YIOTHOMOYEHHBIH  (efepalbHblii  OpraH  HCIOIMHHUTENBHOM BJIACTH

paccMaTpuBacT 3TO COO6IIIeHI/Ie B YCTAaHOBJICHHOM HM IOpAAKE U IIPHHHUMACT
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pelleHre O BHECEHHMHM W3MEHEHHUW B IIPOTOKOJ KIMHUYECKOI'O HMCCIIEHOBaHUsA
OHOMEIUIIMHCKOTO KIETOYHOTO MPOAyKTa WM 00 OTKa3e BO BHECEHHM TaKHX
W3MEHEeHUIl ¢ YyKa3aHueM IMpu4uH OTKa3za. OCHOBaHWSIMU Ui IIPUHATHA
peumieHuss o6 OTKa3e BO BHECEHHMM H3MEHEHHH B IIPOTOKON KIMHHUYECKOTO
UCCIeNOBaHUS  OHMOMEIULMHCKOTO  KJIETOYHOTO  MpONyKTa  SBISIOTCA
IpeACTaB/IeHHE CBEAEHUM, IPeAyCMOTPEHHBIX YacThiO 5 HACTOSILEH CTaThbH, B
HEToJIHOM o0beMe W (WIM) Haludue pUCKa IPUYNMHEHUS Bpela 340POBBIO
MaleHTa, YyJYacTBYIOIIEr0 B KIMHWUYECKOM HCCIEIOBaHUM, BCIEICTBUE
W3MEHEHHS yCIIOBUH €ro IPOBEACHHUS.

7. Kmuauyeckoe uccieqoBaHne OMOMEIUITMHCKOTO KIIeTOYHOIO IPOAYyKTa
MOXeT OBITh MHPHOCTAHOBIEHO WM NPEKpalleHO, €CiId B IIpolLecce ero
NpoBeJeHUs OOHapy»XeHa ONAacHOCTh Uil JKU3HH, 3[0pOBbsSl IAIMEHTOB.
B cnyyae BO3HMKHOBEHMsI OIIACHOCTH JUIsl JKW3HH, 3/0pPOBbsl IIAlMCHTA,
YYacCTBYIOILETO B KIMHUYECKOM HCCIEIOBAaHUN OMOMETUIIMHCKOIO KIETOYHOTO
OponyKTa,  HcciemoBaTens M (MIM) — coWccienoBaTend  00s3aHBI
IpOMH(QOPMHUPOBAaTh 00 3TOM PYKOBOIUTENS MEAWIIMHCKON OpraHu3aiud, B
KOTOpO  MNpPOBOAMTCS  KIMHHUYECKOE HCCleJoBaHHEe OHOMEIUIMHCKOIO
KJIETOYHOIO MPOXYyKTa, X (M) OpraHM3alMIo, TONYYHBIIYIO Pa3pelieHHe Ha
IOPOBEACHHE KIMHUYECKOI'O HCCIENIOBaHUI OHOMEIUIIMHCKOrO KJIETOYHOIO
nponykra. PellleHMe O DPUOCTAaHOBIEHWHM KIMHHYECKOTO HCCIENOBAHUS

OMOMEIMIMHCKOTO  KJIETOYHOIO  INPOAYKTa IPHHHAMAeT  PyKOBOAHTEINb
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MEJMIHAHCKONR  OpraHM3alid, B KOTOPOH MPOBOAMTCS  KIMHHUYECKOE
yccieoBaHue OMOMEIULMHCKOrO KIETOYHOro Impoaykra. Pemenwe o
MpeKpalieHHd  TaKoro  HCCIeJOBaHUS  NPHHMMAET  YIIOJHOMOYECHHBIH
¢denepa’abHbli OpraH HMCIOJHUTENBHON BJIAaCTH Ha OCHOBaHHMH COOOIIEHHS B
MUCHbMEHHOH (opMe pyKOBOAMUTENS MEAULMHCKOW OpraHdu3allH, B KOTOPOi
MPOBOAUTCS KJIMHMYECKOE HCCIEIOBaHUE OHOMEOUIIMHCKOTO KJIETOYHOIO
IpOAyKTa, WIM OpraHM3alMM, IOIy4HUBIIeH pa3pellleHHe Ha TMPOBEICHUE
KIMHUYECKOT0 UCCIIE0BaHMs OMOMENUIIMHCKOTO KIETOYHOTO IPOIYKTa.

8. B cpok, He mpeBHIIAIINA MATH pabouux AHEH cCO JHS 3aBepIICHHS,
NPUOCTAHOBJICHUST  WIH  [peKpalleHHs  KIMHHYECKOTO  HCCJIeOBaHHA
OMOMEIUIIMHCKOTO KJIETOYHOro MPOAYKTa, CooOIeHne o6 3TOM HampaBJIseTcs
MEAMLMHCKAMU OpraHM3alMsIMU, B KOTOPBIX MPOBOAMTCS KIHHHYECKOE
HCClieoOBaHNe OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, B YIOJTHOMOYECHHBIN
(enepanbHbI OpraH UCIOJHUTEILHON BIAaCTH 110 YCTaHOBIEHHON UM (opme.

9. YrionHOMOYeHHBI (eaepanbHblii OpraH MCIOJHUTEIBHOH BIACTH
pa3MernaeT Ha CBOeM oQuuuanbHOM caiite B ceTd «MHTepHET» coolleHue o
3aBepIIeHUH,  IPUOCTAHOBJICHUMM WM  IpeKpalleHuHd  KIMHUIECKOTro
UCCNeIoBaHUsT OHOMEIULMHCKOTO KJIETOYHOTO MpOAyKTa B CPOK, He
MPeBbIIAIONIMHA MATU padovyuX AHEH CO AHS €ro MOJyYeHHs, B YCTaHOBICHHOM

MM TIOpSIZIKE.
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10. YionHOMO4YeHHbIN (enepalIbHBI OpraH HCIOJHUTEIBHON BIACTH B
COOTBETCTBMU C YTBEPXKICHHBIM UM TIOPSIKOM OCYIIECTBISET BelIeHHUE
['ocynapcTBEeHHOrO peecTpa HccieoBaTesei, KOTOPBIN MOIEXHUT pa3MeILleHHIO
Ha  OoQUUUAIbHOM caiiTe  yHNOJHOMOYEHHOro  (edepaisHOr0O  OpraHa
UCIIONTHUTENBHOM BnacTd B ceTH «MIHTepHET» W COAEpXHUT JaHHBIE 00
uccinenosarene (pamunus, HMs, OTYECTBO, MECTO pabOThl, 3aHHMaeMas
HDOJDKHOCTh, CIEHHATBHOCTh, CTaX paboThl MO mporpamMmaM KIMHHYECKHX
UCCIIEIOBaHMi, TepeueHb KIMHUYECKUX UCCIIeOBaHHi (B TOM dYHCIIE
OuOMeIMIMHCKIX KJIETOYHBIX NMPOLYKTOB), B KOTOPHIX OH MPHUHUMAJ yJacThe B
KavecTBe MCCIeI0BaTelNsl WM COUCCIIEIOBATeNs, U TIEPHOIBI €r0 YYaCTHS).

11. Otuer 0 pe3yJibTarax KIIMHUYECKOTO HCCIIEIOBAHUSA
OMOMEMIMHCKOTO  KJIETOYHOTO TMpPOJAYKTa COCTaBIIIETCA OpraHH3alueH,
OCYIIECTBIAIONIEN OpraHU3alfi0 MPOBEACHUS KIMHHYECKOTO HCCIIeIOBaAHUS
OMOMEIUIIMHCKOrO0  KJIETOYHOrOo  IPOAyKTa, M  MPEACTaBIiIeTcs B
YIOJTHOMOYEHHBIN (ellepalbHBI OpraH HMCIOJHUTEIbHOM BJIacTH, BBIJABLINH
paspellleHue Ha MPOBEACHHUE ITOrO MCCIENOBaHMs, B CPOK, HE NMPEeBBIMAIOMNN
TpeX MECSILEB CO JIHS €ro 3aBeplUeHHs], IPUOCTaHOBIEHHUS WIIH NMPEKPAILEHHS, B
HOpsiIKe, YCTaHOBIEHHOM  yIOJHOMOYEHHBIM  (eiepalibHBIM  OpraHOM
UCIOJTHUTENbHOM BJIACTH.

12. ITopsimox  BeIBo3a U3 Poccuiickoii ®epepauyu  OHOIOTHYECKOTO

Marepuaila, IIOJYYCHHOro MNpH IMpPOBEACHUU KIHHHYECCKOro HCCICIOBaHUA
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OMOMEIMIIMHCKOr0 KIETOYHOTO MPOIYKTa, Ui €r0 U3yUYeHHs B IEJISIX JaHHOTO
KIHHHYECKOTO HCCIIeoBaHMs ycTaHaBiuBaeTcs IIpaButenscTtBoM Poccuiickoit
®epeparuu.
Cratpst 30. MekayHapoaHOe MHOIOLIEHTPOBO€E KJIHHHYECKOe
nccie1oBaHne OHOMeJUIIHHCKOr0 KJIeTOYHOT 0
NPOAyKTa, NOCTPErucTPalnOHHOE KIHHHYECKOoe
HccJiefoBaHue OHOMEAHIMHCKOrO KJI€TOYHOr0 MPOAYKTa
1. MexxmyHapogHOe MHOTOIEHTPOBOE  KIMHHUYECKOE  HCCJeI0BaHHe
OMOMEIHUIIMHCKOTO KIETOYHOro mnpoaykra B Poccuiickoit @enepanuu WA
IOCTPETUCTPAlIMOHHOE  KIIMHUYECKOEe  HCCIIeJOBaHME  OWOMEIUIMHCKOIO
KJIETOYHOT'O TPOAYKTa NMPOBOAMTCSA Ha OCHOBAHMH pa3pelleHHs Ha MIPOBEICHUE
KJIMHHAYECKOTO HCCIIEIOBAaHUS OMOMEAUIMHCKOrO KJIETOYHOrO IPOJYKTa,
BBIJJAHHOTO  YITOJJHOMOYEHHBIM (elepajibHBIM OpraHOM HCIIOJHUTEIBHON
BJIACTH 1O pe3yJbTaTaM JKCIEPTHU3bl KadyecTBa OMOMEIUIIMHCKOTO KIJIETOYHOIO
MPOAYKTa, DKCHEPTU3bl JOKYMEHTOB U1 IIONy4eHHs pa3pemieHus Ha
NpOBEICHNE MEXIYHAPOJHOTO MHOTOLIEHTPOBOIO KIMHUYECKOTO HCCIIeIOBaHUS
OMOMEIMIIMHCKOTO  KJIETOYHOIO TIPOAYKTa MM  IOCTPETHCTPAllHOHHOTO
KIMHUYECKOTO HCCIEeNOBaHUS OMOMEOULIMHCKOIO KIETOYHOTO NPOAYKTa H
3TUYECKOMN SKCIIEPTU3HI.
2. /Ina moiy4eHHs paspelleHHs Ha IIPOBENEHHE MeXIyHapOIHOTO
MHOTOLIEHTPOBOI'O KJIMHUYECKOTO UCCIIEIOBaHMS OMOMETUITUHCKOTO

KJIICTOYHOI'O IMpOAYKTa HIIn MOCTPETrUCTPAIMOHHOI'O KIIHHUYCCKOI'O

HcciienoBaHuA 6I/IOM3I[I/II_II/IHCKOF O KICTOYHOIO IIPOAYKTa OpraHU3aluA,
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OCYIIECTBIISIIOIAsl OpraHu3alldi0 TPOBEICHHUS KIMHUYECKOIO MCCIIEN0BaHu
OMOMEUIIMHCKOTO KJIETOYHOrO IMpoAyKTa (Hajlee B HACTOMINEH CTaTrhe -
3asBHUTENb), MPEICTaBIsieT B  YIOJIHOMOYEHHBIH  (elepalbHbIi  OpraH
MCIIOJTHUTEIIFHOM BIIACTH CJIeAYIOIIHe JOKYMEHTHI M CBEICHUS:

1) 3asBlIeHHe O BBIIaYe pa3pelleHds] Ha NpPOBEleHHe MEXIyHapOIHOTO
MHOT'OIIEHTPOBOTO KIIMHIYECKOTO HCCIIeIOBaHUS OMOMEIUIIMHCKOTO
KIETOYHOrO  IMPOAYKTAa  WIM  I[OCTPErHCTPAI[MOHHOTO  KIIMHUYECKOTO
HCCiIeI0BaHus OMOMEIUIIMHCKOTO KIIETOYHOTO IPOIYKTa;

2) pEeKBH3UTHI JTOKYMEHTa, MOATBEPKAAIOLIEr0 yIIaTy rocyIapCTBEHHOM
IONUIMHBI 33 BBIJAUy paspelieHus Ha IMPOBEACHUE MEXAyHapOIHOIO
MHOT'OLIEHTPOBOTO KJIMHAYECKOTO  HCCJIEJIOBaHUSA OMOMe TUIIMHCKOTO
KJIETOYHOrO TpPOAYyKTa MJIA 3a BbIJady paspelieHds Ha IPOBEACHUE
TOCTPETUCTPAIIHOHHOTO  KJIMHUYECKOTO HCCIEeNOBaHUs  OMOMEIUIIMHCKOIO
KJIETOYHOr0 TMpoAyKTa, JMbo cam 3TOT  JIOKYMEHT (mo cobGcTBeHHOU
WHULIHATHBE). B ciyuae HempencTaBIeHUs STOr0 TOKyMEHTa YIIOJTHOMOYEHHBIN
GbenepanbHBIA OpraH UCHOJHUTETHHON BIACTH Ha OCHOBAaHUH IPEICTaBICHHBIX
3asSBHTENIEM PpEKBU3UTOB OSTOrO0 JOKyMEHTa IpoBepsieT (akT yILIaThI
rocyJapCTBEHHOM IIOLUUIMHBI C UCIIONb30BaHUMEM HH(popMammyu o6 yuiate
rOCYAapCTBEHHBIX  IOLUIUH, cogepxameiica B [ocymapcTBeHHOM

I/IH(i)OpMaIIHOHHOfI CUCTEME O IroCyJapCTBEHHBIX U MYHUIUIIATIBHBIX TIATeXKax,
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3)oTueT ©  [JOKIMHUYECKHUX  HCCIEAOBAHHMAX  OMOMEIHIIMHCKOTO
KJIETOYHOTO TMPOAyKTa K OT4YeT O TIPOBEICHHBIX paHee KIMHHYECKHX
UCCIIeIOBAaHUAX OMOMEIMIMHCKOTO KIIETOYHOTO MPOAYKTA (NP HATMIHH );

4) poekT MPOTOKOJIa MEX Ty HapOHOTO MHOTOLIEHTPOBOTO
KJIMHHYECKOTr0 HCCIeOBaHUS OHOMETUIIMHCKOTO KJIETOYHOI'O IPOAYKTa HIIH
HOCTPErUCTPAIIHOHHOIO0  KIIMHAYECKOTO  HCCIEAOBaHUsS OMOMEIUIIMHCKOIO
KJIETOYHOT'O MPOIYKTa;

5) 6pomuropa uccienoBaTes;

6) nHbOPMAIIMOHHBIN JIMCTOK MAIlUEHTA;

7) cBeneHust 00 ombiTe pabOTHl HWCClenoBaTeNlel MO COOTBETCTBYIOIIUM
CHCIHUANBHOCTAM U HUX OmblTe paboThl [0 TNPOBEACHHUIO KIMHHYECKHX
HCCIIeIOBaHUH OMOMEINIIMHCKIX KIIETOYHBIX MPOAYKTOB,;

8) cBereHUs 0 MEIUIIHCKUX OpPraHU3alHiX, B KOTOPBIX MpeanoaraeTcs
IpOBEJICHUE KIMHUYECKOT0 HCCIEAOBaHUA OHOMEIUIIMHCKOrO KIETOYHOTO
npoaykra (MOJIHOE U COKPALIEHHOE HAaUMEHOBAHUs, OpraHU3allIOHHO-TIPaBOBAas
(dopMa, MECTO HaxXOXXJICHHUS U MECTO OCYILECTBICHHUS HESTeIbHOCTH, Teae]oH,
Tenedakc, aapec IIEKTPOHHOM MOYTHI, CBeIeHUA 00 aKkKpeauTalud Ha MpaBo
IPOBEIEHUS. KIMHUYECKUX HUCCIEeNOBaHUNA OHOMETUITMHCKUX KJIETOYHBIX
MPOIYKTOB KaX/I0H MEeIULIMHCKON OpraHu3ailim);

9) npeanonaraeMple CpPOKHM IPOBEAEHHS KIMHUYECKOTO HCCIIEHOBaHMUS

6I/IOMC,Z[I/IIII/IHCKOI“O KJI€TOYHOI'O NIPOAYKTAa;
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10) kortust nOoroBOpa 0O0S3ATENHHOTO CTPaXOBaHUSA, 3aKIIOUYEHHOIO B
COOTBETCTBMH C THUIIOBBIMH TIpaBWIaMU 00S3aTENBHOTO CTPaxOBaHHS, C
yKa3aHUEM IpelelNbHONM  YUCIEHHOCTH TMaIieHTOB, YyYacTBYIOIIMX B
KJIMHAYECKOM HCCIIEJOBAaHUN OHOMEIUIITHCKOTO KIETOYHOTO MPOAYKTa;

11) uadopmarus o coctaBe OHOMETUIITHCKOTO KIIETOYHOTO POAYKTa;

12) MOKyMeHT, COCTaBIeHHBIH IPOU3ZBOJIUTENEM OHOMEIUIMHCKOTO
KJIETOYHOTO MPOJAYKTa M COJAepKallUuid CBEIEHHS O KadeCTBEHHOM COCTaBe,
KOJIMYECTBEHHOM COCTaB€é M HHBIE XapaKTePUCTUKU OMOMEIUIHHCKOIO
KJIETOYHOTO TMPOAYKTa, MPOU3BEACHHOTO JJsi TPOBEHACHHS KIMHUYECKUX
HUCCIIeIOBaHUM.

3. B cpok, He NpeBbILAOLIAHN MATH pabouuX THEH co JHS NpeacTaBiIeHHs
yKa3aHHBIX B YacTH 2 HACTOAIIEH CTaTh [OKYMEHTOB M CBEJCHMIA,
YyIOJTHOMOYEHHBIN (efiepabHbli OpraH UCTIOTHUTENBHOM BIACTH:

1) npoBOAMT TMpPOBEPKY TMOJHOTBI M  JOCTOBEPHOCTH CBEJCHUIA,
COJIEpIKaINXCSA B [TPEACTABICHHBIX 3asBUTENIEM JIOKyMEHTAaX;

2) npuHAMAaeT pelIeHUe O TMPOBEACHHHM OKCIEPTH3Bl  KadecTBa
OMOMEUIIMHCKOTO KJIETOYHOTO TNPOAYKTA, OKCIEPTH3bl JIOKYMEHTOB JUIS
HOJTY4YeHUsl pa3pellleHHs] Ha IpPOBeACHHE MEXyHapOJHOTO MHOTOIIEHTPOBOTO
KIMHUYECKOr0 HCCIIeI0BaHUs OMOMEAMIIMHCKOTO KJIETOYHOIO NPONYKTa HIIH

INOCTPETUCTPALITMOHHOI'O  KIIMHHYECKOTO  HCCJIICAOBAHUA 6I/IOMCI[I/IIII/IHCKOFO
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KJIETOYHOI'O IIPOAYKTA U STHUECKOM SKCIEePTU3EI T1M00 00 0TKa3e B MPOBEACHUH
yKa3aHHBIX 3KCIIEPTU3;

3) yBeIOMIISET B TUCBMEHHOM (opMe 3asiBUTENS O IIPUHITOM pellieHuH (B
ciydae IIPUHSATHS pelleHHs o0 OTKa3e B IIPOBEAECHUH COOTBETCTBYIOLIEH
AKCIIEPTH3bI YKa3bIBaeT MPUYUHBI TAKOTO OTKA3a).

4. B ciydae BBISBICHUS HETOJIHOTHI MJIM HEJIOCTOBEPHOCTH CBEICHUM,
coepKaluxcs B Marepuanax, NpeACTaBICHHBIX 3asBUTENEM,
YIIOJTHOMOYEHHBIN (e/lepalIbHbli OpraH HMCIIOJHUTENBHON BIIACTH HalpaBisgeT
3aBUTEITIO 3aMpoC 00 YTOUHEHUU YKA3aHHBIX CBeJleHUH. J[aHHBIH 3aIIpoCc MOXET
ObITH IlepellaH yIOJHOMOYEHHOMY IIPEICTAaBUTEIIO 3asBUTENS JIMYHO IO
pacmMcKy, HampaBlIieH II0 II0YTe 3aKa3HbIM IMCBMOM MM IepelaH B
3JIEKTPOHHOU (opMe MO TEIEKOMMYHHMKALMOHHBIM KaHajlaM cBsa3d. B ciayuae
HamnpaBleHUs JaHHOIO 3ampoca II0 I0YTE 3aKa3HbIM IMMCEMOM OH CYHTAeTCH
ITOJIy4eHHBIM I10 HCTEYEHHMM INECTH [IHEH C JaThl HalpaBJIEHUS 3aKa3HOI'O
MChbMa.

5. 3asgBuTens 00s3aH MPEACTaBUTH OTBET Ha 3alpOC YIOJIHOMOYEHHOIO
deneparsbHOTO OpraHa MCIIONHUTENIBHON BIACTH B CPOK, HE IPEBBILIAIOLIMM
JeBsHOCTa paboumx JHEH co JHA Nody4deHHs HaHHoro 3ampoca. Cpok,
yKa3aHHBIA B 4YacTd 3 HACTOSIUEH CTAaTbH, IPUOCTAHABIMBAETCA CO JHSA
HanpaBlieHUs 3asBUTENI0 YKa3aHHOTO B 4acTH 4 HACTOAIIEH CTaTbU 3arpoca

YIIOJITHOMOYEHHOTO q)enepaanoro Ooprada HCIIOJIHUTEJIPHOM BJIACTH JI0 JHA
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MOJyYeHUs UM OTBETa Ha JaHHBIM 3ampoc U HE YUUTHIBACTCS MPH MCYUCIEHHUU
CpOKa TIPHHSATHS YMOJHOMOYEHHBIM (elepalbHbIM OPIaHOM HCIIOJHUTEILHON
BJIACTH peIlIeHHss O TMPOBEIEHHHM OJKCIIEPTU3bl KadecTBa OUOMEIMIIMHCKOTO
KJIETOYHOI'O MPOAYKTa, SKCIEPTU3bl JOKYMEHTOB Ui IOJY4YEHHS pa3pelieHus
HA  MpOBeleHHE  MEXAYHapOJHOTO  MHOTOLEHTPOBOIO  KIHHHYECKOTO
HCCJICIOBaHUS OMOMEIUIIHHCKOTO KJIETOYHOTO MIPOIYKTa WA
MOCTPErUCTPAIMOHHOTO  KIMHUYECKOTO HCCIeIOBaHUS OHOMEIUIIMHCKOTO
KJIETOYHOTO TIPOIYKTa.

6. OcHoBaHMeM i1 OTKa3a B IIPOBEINEHHH OSKCIEPTH3Bl Ka4yecTBa
OMOMEIMIMHCKOTO KJIETOYHOTO MPOJYKTa, OSKCHEPTH3Bl JOKYMEHTOB IS
HOJIy4YeHUs] pa3pellieHrs] Ha MPOBeJeHHEe MEeXIyHapOAHOT0 MHOTOLIEHTPOBOIO
KJIHHMYECKOT0 HCCIIEOBaHUS OHMOMEIMIMHCKOTO KIETOYHOTO MPOAYKTa WM
MOCTPErHCTPALIOHHOTO  KIMHUYECKOTO HCCIIeJOBaHMUA OHOMEIUIMHCKOIo
KJIETOYHOTO TPOJIYKTa M OTHUECKOM OKCIEepTU3bl SBISETCS NpeAcTaBleHHUe
JIOKYMEHTOB, IPEeIyCMOTPEHHBIX YaCThIO 2 HACTOSILEH CTaThH, B HEMOJHOM
oObeMe, HempelCTaBleHHE B YCTAaHOBJIEHHBIM CPOK OTBeTa Ha yKa3aHHBIM B
yacTd 4 HACTOSALICH CTaThU 3alpoc YIOJHOMOYEHHOTO (eepaJbHOro opraHa
MCIIOJIHATENBHON BJACTU JIUOO OTCYTCTBHE B IpPEACTaBICHHBIX JOKYMEHTax
CBEJIEHUi, KOTOpBIe MOJDKHBI OBITH OTPAXEHBI B HUX, @ TAKKE OTCYTCTBHE
uHpOpMaIMK, MOATBEPKIAIOIIEH YIIIaTy ToCyJapCTBEHHOH MOLUIMHBI 3a

BBIJA4Yy paspCliCHHsd Ha IM[MPOBECACHHE MEXIAYHAapOIHOTO MHOTOLEHTPOBOIO
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KJIMHUYECKOTO HCCIIeJOBaHUS OHMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa HIIH
pa3pellieHuss Ha  IPOBEJCHHE  IOCTPETHUCTPALMOHHOTO  KIMHHYECKOTO
HCCIIeJOBaHus OUOMEIUIIMHCKOTO KJIETOYHOIO ITPOIYKTa.

7. IlpoBenenre SKCHEpTHU3bl KavyecTBa OUOMEIHUIIMHCKOTO KJIETOYHOTO
NpOAYKTa, OKCIEPTU3bl [TOKYMEHTOB [UIS TIONyYeHUs pa3pelieHHs Ha
MpPOBeICHKE MEXIYHAPOJHOTO MHOTOLIEHTPOBOT'O KJIMHUYECKOTO MCCIIeIOBAHUS
OHOMEUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa HJIM  [OCTPErHCTPAIIMOHHOIO
KIMHUYECKOTO0 HCCIIEIOBaHUS OHOMEIMLIMHCKOTO KJIETOYHOTO TPOAYKTa M
OTUYECKOM  OBKCOepPTH3bl M BblAaua  paspelieHuss Ha  [POBEJICHHE
MEXyHapOIHOTO MHOTOLICHTPOBOTO KIIHHHYECKOTO HUCCIIeIOBAaHNS
OMOMEIUIIMHCKOTO  KJIETOYHOTO TMPOAYKTa MM  IOCTPETHCTPALIOHHOTO
KIMHUYECKOrO0 HCCIe[OBaHUsl OMOMEIUIIMHCKOTO KJIETOYHOTO  IPOIYKTa
OCYLIECTBISIOTCSI B COOTBETCTBHUM €O cTaThsiMu 14 - 17 HacTosmero
®enepalbHOTO 3aKOHA.

8. Peuennss 00 oOTKaze B TPOBEJACHHH OKCIEPTH3BI  KauyecTBa
OMOMEIUIMHCKOTO KJIETOYHOIO IPOAYKTa, OSKCIEePTH3Bl AOKYMEHTOB IS
IIOJIyYEeHHs] pa3pelleHHs Ha IIPOBEIEHUE MEXIYHApOIHOI'0 MHOTOLEHTPOBOrO
KJIMHUYECKOr0 HCCIEOBaHUsI OMOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa HIIH
HOCTPETUCTPALIMOHHOIO  KIMHHYECKOTO  HCCJeIOBaHUs OMOMETUIIUHCKOTO
KJIETOYHOI'0 NPOXyKTa U 3TUYECKOH IKCIEPTH3bl U B BBIJaU€ pa3pelleHus Ha

IpOBECACHUEC MEXIAYHAPOJHOTO MHOI'OLICHTPOBOI'O KIIMHUYCCKOI'O HCCIICIOBAHHUA
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OMOMEUIIMHCKOTO  KJIETOYHOIO MPOAYKTa HIIM  IIOCTPErMCTPAIHOHHOIO
KIHHUYECKOTO HCCIe0BaHUs OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa MOIYT
ObITh  00XaJlOBaHBI B  MOPSJKE, YCTAHOBIEHHOM 3aKOHOJATEIHCTBOM
Poccuiickoii @enepanuu.

Cratps 31. IIpaBa nanmHeHTa, y4acTBYIOIIEro B KJIHHHYECKOM

nceJieJOBAaHHUH OMOMEINIHHCKOTO KJIETOYHOT0
NpoayKTa

1. Yuactue manueHTa B KIMHAYECKOM HCCIIEIOBaHHHM OMOMEIUITHHCKOTO
KJIETOYHOTO TIPOJyKTa SIBIsSieTcS JOOpPOBOJBHBIM M IOATBEPXKIAETCS €ro
IO/ITIMCHIO MIIH MTOAMKUCEHIO €r0 3aKOHHOTO MPEJICTaBUTENS Ha HHPOPMAITHOHHOM
JICTKE MaIlUeHTa.

2. TlaupedT WM €ro 3aKOHHBIM TMPEJCTABUTENb JODKEH OBITh
uH(GOPMHUPOBaH B MUChMEHHOU opMe:

1) 0 GHOMEIUITMHCKOM KIIETOYHOM TIPOAYKTE;

2)0 meamMm W TMPOAOJDKUTENBHOCTH KIMHHYECKOTO  HCCIIEIOBaHHUSA
OMOMEIMIMHCKOTO KJIETOYHOI'O MPOIYKTa,;

3)o0 rapaHTUAX KOHOQUAEHIMATHPHOCTH YYacCTHA B KIHHHYECKOM
ucciel0BaHUU OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa;

4) 06 YCIIOBHUSX y4acTus B KIMHUYECKOM HCCIIeJOBaHUN
OMOMEIULIMHCKOTO KJIETOYHOr'O MPOAYKTa;

5)06 oxumaemoit 3¢¢exTUBHOCTH OGHOMEIHUIMHCKOIO KJIETOYHOI'O

INPOAYKTa, a TAKXKE O CTCIIEHHU PUCKaA, KOTOPOMY MOXXET IIOABCPTHYTHCS MALIUECHT
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B CBf3M C Y4YacTHMeM B KIWHUYECKOM HCCIEIOBAHUHM OHOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJIYKTa,;
6) 0 nelcTBUAX MalMeHTa B Cllydyae HeNpeABUACHHBIX 3(h(}EKTOB BIHSHIS
OMOMEULIMHCKOTO KJIETOYHOTO IPOIYKTa Ha COCTOSIHHE €T0 370POBbS;

7) 06 ycnoBusX 00s3aTeIBHOTO CTPaxOBaHUS JKM3HH M 3IOPOBbS

IIalfuCHTAa.

3. IlanvieHT WM ero 3aKOHHBIN IIPE/ICTaBUTENh UMEET MPAaBO OTKa3aThCs
OT y4acTHs B KJIMHUYECKOM HCCIIEJOBAaHUM OWOMEIMLIMHCKOTO KJIETOYHOIO
IPOAYKTa Ha JIFOOOU CTauM MPOBEAECHUS TAKOTO UCCIIeIOBAHUS.

4. TlpoBeneHue  KJIMHMYECKOIO  HCCIENOBAHUS  OMOMETULIMHCKOIO
KJIETOYHOTO MPOAYKTAa C Y4acTHEM B KadecTBe IallMeHTOB AeTed IOIyCKaeTcs
TOJIBKO C MHACBMEHHOTO J0OpOBOJNBHOIO COIVIacHs uX poautened. Jletw moryt
paccMaTpHBaThCSA B KaueCTBE MMALlUEHTOB TaKOr'0 MCCIIEZOBaHUSA B Cllydyae, eciy
ero mpoBeJieHHe HeoOX0auMO AJIs JIedeHus 3aboneBanus y JaHHOTO pebeHka. B
3TUX CIy4yasX TaKoe HCCIIEJOBAHUE MOXKET OCYIIECTBISTHCS Ha OCHOBaHUU
peLIeHUs] KOHCHWJIMYMa Bpadel, cOo3/1aBaeMoro B COOTBETCTBUHM ¢ DeslepalibHBIM
3akoHOM OT 21 Hos6ps 2011 roma Ne 323-®3 «O06 ocHOBax OXpaHBI 3I0POBbS
rpaxnad B Pocculiickoil ®Denepanuu», 0 BO3MOXKHOCTH Y4acThs peOeHKa B
KIMHUYECKOM HCCJIeOBaHUU OMOMEIUIIMHCKOrO KJIETOYHOTO MPOAYKTa U IPU
YCJIOBHH, YTO TAKOMY HCCJIEIOBAHUIO NIPEIIECTBOBAIO UCCIIEIOBAaHHUE JAHHOI'O

6HOM€,ZII/II.IHHCKOFO KJICTOYHOI'O0 IPOAYKTAa Ha COBCPLICHHOJICTHHX IpaXIaHax,
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34 HCKIIOYEHHEM CJydyaeB [POBEAEHHUS KIMHUYECKOrO HCCIIeIOBaHUsA
OUOMEANIIMHCKOTO KIETOYHOTO TMPOAYKTa, MpeIHA3HAYEHHOro /IS JICYECHHS
3a00JIeBaHI UCKITIOUYUTEIBHO Y JICTEH.

5. Jomyckaetcs IIPOBEICHUE KIIMHUYECKOTO UCCIIEJOBaHMUS
OMOMEUIIMHCKOTO KIETOYHOTO MPOAYKTa C yYacTHEM B KadyeCTBE ITallMeHTa
JHLAa, MPU3HAHHOTO B YCTaHOBJIEHHOM 3aKOHOM IOPSIIKE HelIeeCITOCOOHBIM HIIH
OrpaHMYeHHO JeecrOCOOHBIM, ¢ MUCHMEHHOTO JOOpPOBOJLHOTO COIJIacHs ero
3aKOHHOTO IIpeAcCTaBUTENs. PeleHre O BO3MOXHOCTH Y4YacTHS YKa3aHHOI'O
JAIA B TAKOM KJIMHUYECKOM HCCIEOBAaHWH IPUHUMAaeT KOHCWIMYM Bpadei, B
COCTaB KOTOPOTO BXOJIAT CIIEI[HATUCTHI 110 MPOGUITIO 3a00IeBaHus TallUeHTA.

6. 3anpemaercs IIPOBEIICHNE KIAHHYIECKOI0O HUCCIIeJOBaHMS
OMoMeIULIMHCKOTO KJIETOYHOIO MPOAYKTA C y4YacTHeM B Ka4eCTBE Nali€HTOB:

1) mereii-cupoOT U JieTeld, ocTaBIIUXCS Oe3 IoTeueHus] poauTeNei;

2) )KeHIIMH B Nepuo/; 6epeMeHHOCTH, POJIOB, KCHILUH B MEPUOA I'PYIHOTO
BCKapMJIMBaHUs, 33 HUCKIIOYEHUEM CIIYy4YaeB, €CJIM COOTBETCTBYIOILUA METOJ
Je4YeHus NpeaHasHa4yeH Ui 3THUX IMalMEHTOB M IIPU YCIOBUU IPHUHATHS BCEX
HEOOXOAMMBIX Mep IO HMCKIIOYEHHIO PHUCKA NMPHYUHEHHs Bpela >XEHIIMHE B
nepuoj, 6epeMeHHOCTH, POJOB, JXEHIUHE B IEPUO]] TPYAHOTO BCKAPMIMBAHMS,

IUTOY WU peOeHKY;
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3) BOEHHOCITY)KaIllMX, 32  MCKIIOYEHHWEM  CJIy4yaeB  IMpPOBEIEHUS
KJIMHUYECKOTO HCCIIeJOBaHUS OHOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTa,
CTENHATEHO pa3pabOTaHHOTO JJIsl MPUMEHEHUS B YCIOBHAX BOSHHBIX JEHCTBUM,
Ype3BhIYANHBIX CUTyallMil, NpoQUIAKTUKH U JedeHds 3aborneBaHuit u
NOpaXEHUM, TMONy4eHHBIX B pe3yJibTaTeé BO3ICHCTBUSA HeOIaronpHUsTHBIX
XUMHMYECKUX, OUONOTMYecKnX, paaualroHHBIX ¢akTtopoB. KimHudeckoe
HCCIIEZIOBAHUE TaKOro OMOMEIULIMHCKOTO KJIETOYHOTO TMPOAYKTa MOXKET
NPOBOAUTECA C Y4YacTHeM B KadyeCTBE MALMEHTOB BOEHHOCTYyXallMX, 3a
UCKJIFOUCHUEM BOEHHOCITYXAIIUX, TMIPOXOISAIIUX BOCHHYIO CIIY»KOY IO MpPU3LIBY,
¢ cobmoneHueM TpeOOBaHM, YCTaHOBIEHHBIX HacTosmmM @DenepaabHbIM
3aKOHOM B OTHOLICHUH I'PaKJaHCKUX JIUILL;
4) coTpyTHUKOB MPaBOOXPAHUTENBHBIX OPraHoB,
5) nun, oTOBIBAIOILIMX HAaKa3aHHWE B MecTax JIMIICHHS CBOOOJBI, a TakKe
JIUL, HAXOAAIIMXCS IO/ CTPaXKeH B CIIEJICTBEHHBIX U30JSATOPaX.
Cratps 32. QO6s3aTeibHOE CTPaXOBAHHUE )KU3HH, 3I0POBbSI
NalHeHTa, yYaCTBYIOLIEro B KIHHHYECKOM
HCC/leI0OBaHUN OMOMEHMIHHCKOI0 KJIeTOYHOTO
NpPOAYKTA
1. Opranuzanus, noTy4uBIIas pa3pelieHUe Ha OpraHU3alHio0 IPOBEACHUS
KJIMHUYECKOrO0 HCCIEeOBaHUS OMOMEAMIIMHCKOrO0 KJIETOYHOTO IMPOIYKTa,

00s13aHa B Ka4eCTBE CTPAaxoBaTeliad CTpaxoBaTh PUCK IIPUIUHEHHA BpEaa KU3HU,

3/I0POBBIO MMAaUCHTa B PE3YJIbTATE MPOBCACHUA KIHMHHYECKOro HCCICNOBaHUA
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OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa 32 CBOM CUET IyTeM 3aKIIOYeHHUS
JIOTOBOpaA 00s13aTeNIbHOTO CTPAXOBaHUS.

2. O6pexkToM 0053aTeNPHOTO CTPaxOBaHUS SBISETCS WMYIIECTBEHHBIN
WHTEpeC TMalWeHTa, CBI3aHHBIA C MPUYMHEHHEM Bpela JKHU3HH, 3I0POBBIO
MalieHTa B pe3yjibTaTe MPOBEACHHUS  KIMHUYECKOI'O  MCCJIEIOBaHUA
OVIOMETUIIMHCKOTO KJIETOYHOTrO MPOIyKTa.

3. CrpaxoBeIM cllydyaeM II0 JOTOBOpPY OO0S3aTeIBHOr0 CTPaxOBaHHUA
SIBIIIETCS CMEpPTh NAalMeHTa WKW YXYJIIeHHE ero 3J0pOBbs, B TOM YHCIIE
BJIeKyIee 3a co0oif ycTaHOBIIEHHE HMHBATUAHOCTH, NPU HAIWYUM MPUIUHHO-
CIIEICTBEHHON CBA3M MEXAY HACTYIUICHHEM JTOro COOBITHS W y4YacTHeM
ManpeHTa B KIHHHYECKOM HCCIENOBAaHHH OHOMEIUIIMHCKOrO KJIIETOYHOTO
IPOIYKTA.

4. TpeboBanuss © BO3MEIIEHUH BpeJa, NPUIMHEHHOIO JKM3HU WU
3I0POBBIO TMALMEHTa, MPEIBABISIOTCS B TEUEHHE CPOKOB HMCKOBOM JIaBHOCTH,
YCTAaHOBJICHHBIX TPaXIaHCKUM 3aKOHOIATEILCTBOM.

5. Paamep cTpaxoBoil cymMMBbl IO JAOIOBOPY 00S3aTEBHOTO CTpaxOBaHHUs
COCTaBIISIET IBa MIJTHOHA pyOIIeit.

6. Pa3zmep cTpaxoBoii BEIIIJIATHI IO JOTOBOPY 0053aTelIbHOTO CTPAXOBAHUS

COCTaBJISICT:
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1) B cinydyae cMepTH IMMallMeHTa JBa MWUIMOHA pyOjed Ha KaXJIoro
HalMeHTa, YYaCTBOBABILETO B KJIMHUYECKOM MCCIIEIOBAaHUUM OHOMEIULIMHCKOTO
KJIETOYHOTO MPOAYKTa;

2) ipu yXyIIIEHUH 3I0POBbS MMallHeHTa!

a) MOBJEKIIEM 3a co0OM yCTaHOBJIEHWE WHBAIUIHOCTH | rpynmbl, oguH
MUJUIMOH TISITBCOT ThICSY pyOsied Ha KaXIOro NalMeHTa, y4YacTBOBABILEIO
B KJIMHUYECKOM HCCIIeIOBaHUHA OMOMEIUIIMHCKOrO KIIETOUYHOTO MPOAYKTa;

0) moBnekuIeM 3a coboil ycraHoBIeHHe MHBamuAHOCTH Il rpymmel, oguH
MWUIMOH pyOJiell Ha KaXKJOoro MalMeHTa, y4acTBOBaBIIETO B KIMHHYECKOM
HCCIIeIOBaHUH OMOMEAULIMHCKOTO KIIETOYHOIO MPOIYKTa;

B) MOBJIEKIIeM 3a co0oil ycraHoBieHHe wWHBayMgHOCTH III rpymnms,
MIATHCOT ThICSY pyOelt Ha KaXI0ro MalueHTa, y4aCTBOBaBIIeTro B KIIMHAYECKOM
UCCIIEI0BaHUH OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOyKTa,

r) He TOBJEKIIeM 3a Co0OiM YCTaHOBJIEHUS WHBAIUIHOCTH HIH
MTOBJICKIIEM YBEJIMYEHUE CTEIIEHU OTPaHUYCHHUs XKUIHEIEATEIbHOCTH WHBATUAA
0e3 U3MEHEeHHs TPYIIIbl HHBAJIMAHOCTH, He Oojiee ueM TpHcTa ThIcSd pyOnei Ha
KOKJIO0ro IalueHTa, y4acTBOBaBLIEr0 B  KIWHUYECKOM  HCCJIEIOBaHUHU
OMOMEIUIIMHCKOTO  KJIETOYHOIO MpOAYKTa, MCXOAS U3  HOPMATHBOB,
OTpaXKarolMX XapakTep M CTENeHb NPUYMHEHMsS Bpela 3J0POBBIO, a TaKXe

(baKTH"IeCKI/I IIOHECCHHBIX MAUMCHTOM pacxodO0B, CBA3aHHBIX C IPUYHUHECHHEM
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Bpeda 3J0pOBBIO, Ha MEIMIUHCKYIO MOMOILIb, NPHOOpEeTeHne JIeKapCTBEHHBIX
NpernapaToB ¥ MEJUIIMHCKHUX U3eITHiA.

7. loroBop 00s3aTeNBHOTO CTpPaxOBaHUs 3aKIIOYaeTCs Ha  CPOK,
OXBATHIBAIOIIMNA  IMEPHOJ  MPOBEACHUA  KIMHUYECKOTO  HCCIIeTOBaHUS
OMOMEeTUIIMHCKOTO KIETOYHOrO MPOAYKTa, U HE MEHee YeM Ha OJUH roJI mocie
OKOHYAHHUsl TPOBEACHUS KIMHUYECKOIO MCCIEIOBaHUS OHMOMEIUIIMHCKOTO
KJIETOYHOTO IPOAYKTA.

8. YcimoBusi HoroBopa o00S3aTelbHOTO CTPaxOBaHHSA, B TOM YHCIIE
cTpaxoBbie TapuQBbl MO 00513aTENIbHOMY CTPaxOBaHHIO, IepeyeHb HeOOXOAUMBIX
JIOKyMEHTOB JIJI1 OCYILIECTBJICHHS CTPaXOBOM BBIIUIATHI, MTOPSIOK YCTAHOBICHUSA
CTpaxoBaTelieM HHIUBUAYaJIbHOTO HWIACHTU(UKALMOHHOTO KoJa TMAI[HeHTa,
MOpSJIOK MH(GOPMHUPOBAHMS CTPaxOBaTENIEM CTPAaXOBIIMKA O MPUBIEYEHHBIX K
KIMHAYECKOMY MCCIEIOBaHUI0 OMOMEIMIIMHCKOTO KJIETOYHOTO IMPOXyKTa
MAIAEHTOB, TOPSAJOK YIUIAThl CTPAaxOBOW IIPEMHUU, MNOPAOOK peaau3alvu
oripesie]IeHHbIX HacTosAMM PenepallbHBIM 3aKOHOM U APYTUMH (eepaabHBIMU
3aKOHAMH TpaB U 0053aHHOCTEH CTOPOH, HOPMATHUBBI, OTPAXKAIOIIUE XapaKTep U
CTENIeHb TOBPEXJEHUSA 3I0pOBbsS IO JOTOBOPY 00s3aTebHOr0 CTpaxoBaHUA,
yCTaHaBIMBAOTCS TUIIOBBIMH IIpaBHJIaMU 0053aTEIbHOTO CTPaXOBaHMUA.

9.B cinywyae mpUYMHEHUS Bpella KU3HM MALMEHTa, y4acTBOBAaBILIEro B
KJIMHAYECKOM MCCJIEJOBAaHUM OMOMEIULIMHCKOTO KJIETOYHOTO IPOIYKTa,

BBII“OJIOIIpI/IO6peTaTeII}IMI/I 1o 10roBopy 00513aTeIFHOTO CTpaxOBaHUA SABJIAKOTCS
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rpaxaHe, HMEIOIIME I[pPaBO Ha BO3MEIIEHHWE Bpela B Cly4ae CMEpTH
KOPMHJIbIIa B COOTBETCTBUH C TPaXJAHCKUM 3aKOHOJATEJIBCTBOM, IIpH
OTCYTCTBUHU TaKUX TpaxKAaH - POJUTENH, Cymnpyr (Cympyra), JeTH yMepIIero
ManyeHTa, Y4aCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUU OMOMEIUIIUHCKOTO
KJIETOYHOro TPOAYKTa, B Clydae CMEpTH INalUeHTa, Y4YacTBOBABIIETO B
KJIMHUYECKOM HCCIIEJOBaHUH OMOMEIUIIMHCKOTO KJIETOYHOTO IPOJIyKTa U He
HMMEBIIIET0 CaMOCTOATEIBHOIO JOX0/1a, - TpaXKaaHe, Ha MKAUBEHHH KOTOPBIX OH
HaXOIWJICSA, B OTHOILEHMU BO3MEIEHUS pPacXo/I0B Ha MorpeGeHHE MalHMeHTa,
y4acTBOBABIIEr0 B  KJIMHUYECKOM  HCCIENOBaHMM  OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTA, - U0, TOHECIIee TAKUE PACXOJIBI.

10. CtpaxoBass BhIIZIaTa B CYET BO3MELICHHUA Bpejaa, NPUIHHEHHOTO
KU3HU  TIAI[MEHTa, YYacTBOBAaBIIETO B  KIWHUYECKOM  HCCIIEIOBAaHUHU
OMOMEIMIIMHCKOTO  KIIETOYHOTO  IPOAYKTa,  paclpelienseTcs  Mexay
BEITOIONPHOOpETATESIMU [IPONOPLIUOHAIBHO UX KOJIMYECTBY B PABHBIX JIOJSX.

11. Tlpu HacTyIJIEHHMM CTpaxoBOro ciry4as NalUeHT, y4aCTBOBABIIUMA B
KJIMHAYECKOM  HCCJIEJIOBAaHUUM OHOMEIMIMHCKOTO KJIETOYHOTO IMPOAYKTA,
BBIFOJIONIpHOOpETaTeNlb 10 JOrOBOpY 00s3aTeNbHOIO CTpaxOBaHHS BIIPaBe
NpeAbIBUTh HENOCPEICTBEHHO CTPAaXOBIMUKY TpeOOBaHHE O BO3MEIICHHH
npuarHeHHOro Bpefa. CTpaxoBas BbIIIaTa OCYLIECTBIAETCS CTPAXOBLIMKOM B
TeUeHHEe TPUALATH AHEH CO JHS Mpe/CTaBlIeHHS HEOOXOMUMBIX IOKYMEHTOB.

HaI.II’IeHT, Y‘—IaCTBOBaBIIH/Iﬁ B KIIMHHYCCKOM HCCJICIO0BaHUU 6I/IOMGJII’IIIHHCKOFO
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KJIETOYHOTO MPOAYKTa, UM BBITOJONPHOOpETATEND [0 JOTOBOPY 00s3aTEIbHOTO
cTpaxoBaHUs 0053aH COOOIIUTH CTPAXOBIUUKY JUIS OCYILECTBICHUS CTPaxOBOM
BBIIJIATHl ~ WHIMBUAYaIbHBIM  WACHTU(QUKALMOHHBIA  KOJ  MAal[MeHTa,
YCTaHOBJIEHHBIA CTpaxoBaTelleM B COOTBETCTBUHM C THUIOBBIMH IpaBWJIAMHU
0053aTeJILHOTO CTPaXOBaHMUS.

12. Jlo monHOro ompeneneHus pa3Mepa NONIEXKAIIErO BO3MEILEHUIO
BpeJa CTPaxOBLIMK IO 3asBJICHHUIO MAllMEHTa, YYaCTBOBABILETO B KIMHHYECKOM
WCCIIeZIOBaHUM OHOMEIMLMHCKOTO KJIETOYHOIO MpOAYKTa, HIH 3asiBICHUIO
BBITOIONIPHOOpETATENs] BIpaBe OCYIIECTBUTh 4YacThb CTPaxXxOBOW BBIILIATHI,
COOTBETCTBYIOLIYIO ()aKTUUECKU ONpee/IeHHON YacTH MPUIMHEHHOTO Bpea.

13. CrpaxoBast BbIIUIaTa B COOTBETCTBHUU C JOTOBOPOM 0053aTeIbHOTO
CTpaxOBaHMUs OCYIIECTBIIIETCS HE3aBHUCHUMO OT BBIIUIAT, NPUYUTAIOLIMXCSA IO
JIPYTUM BUZIaM CTPAXOBaHHS.

14. He nomyckaercs yyacTue MalMeHTa B INPOBENEHUM KIMHUYECKOTO
MCCNIe/IOBaHUsl OMOMEIMIMHCKOTO KIETOYHOTO TMPOJAyKTa HpPU OTCYTCTBUH
JoroBopa 00653aTeNnbHOro CTpaxoBaHHs.

15. KoHTponb 3a UCIIOJTHEHUEM OpraHu3aliei, MOy YUBILIEH pa3penieHue
Ha TpPOBEACHUE KIMHUYECKOTO HCCIIENOBaHUS OMOMEIUIIMHCKOIO KJIETOYHOIO
MpOAyKTa, YCTAaHOBICHHON HAcTOsIIeNd cTaThed 00s13aHHOCTH MO CTPaxOBaHUIO
KM3HHU, 3/I0pOBbS IMALMEHTa, YYacTBYIOIIET0 B KJIMHUYECKOM HCCIEeIOBaHUU

6I/IOMBJII/IIII/IHCKOFO KJI€TOYHOI'O NPOAYKTa, OCYHIECTBIIACTCA YIIOJIHOMOYCHHBIM
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d)ellepaﬂbHBIM OopranomMm HUCIIOJTHUTEILHOU BJIaCTH, BbIAABIIHNM Pa3pC€IlICHUE Ha

IIPOBCACHUEC KIMHHUYCCKOIO HMCCICO0BAHUA 6I/IOMC,HI/IHI/IHCKOF O KIJICTOYHOIO

IIPOAYKTA.
Cratps 33. IlonydenHne 6MOJIOrMYECKOro MaTepHaJia

1. IMomy4yenrne GUOJIOTMYECKOT0 MaTepuaia OT AOHOpa OHONIOrHYecKOro
MaTtepHaa Ui MPOM3BOACTBA OMOMETUIIMHCKUX KIETOYHBIX IIPOAYKTOB, B TOM
yypcjae B IENIX IMPOBENCHUS JOKIMHAYECKMX HCCIeNoBaHMM u (WIiIH)
KIVMHAYECKHX HCCIeIOBaHMM, H MeJUIUHCKoe ofcienoBaHue JOHOpPa
OMOJIOTMYECKOr0 MaTepHalla B LENAX BBISABICHHS IPOTHUBOIOKA3AHUM IS
THONy4YeHus OT Hero OMOJIOTHYECKOTo MaTeprajia IPOBOIATCS B OpraHU3aLUiX,
UMEIOIINX JIMLIEH3HIO Ha MEJUIIMHCKYIO JIeATeIbHOCTh, Ha OCHOBAaHUM JIOTOBOPa
MEX/Iy TaKoW OpraHu3alyel M MPOH3BOANTEIEM OHOMEIHLIMHCKUAX KIIETOYHBIX
HPOAYKTOB 32 CYET yKa3aHHOTO IIPOM3BOJHTEIS.

2. IlpaBuna nonydeHuss OHONOTMYECKOTO MaTepuania i TIPOU3BOICTBA
OMOMEIMIIMHCKUX KIETOYHBIX MPOAYKTOB M Iepefladydl ero IPOU3BOIUTEIIIO
OMOMEIMUMHCKUX KJIETOYHBIX MMPOAYKTOB yYCTAHABIMBAIOTCS YIIOIHOMOYEHHBIM
denepaTbHBIM OPraHOM UCIIONHUTEIHHOM BIIaCTH.

3.Tlomyyenne  OHONOIMYECKOTO  MaTepualia s  TPOM3BOACTBA
OMOMENMIMHCKUX KIETOYHBIX MPOAYKTOB IIPH IPWXU3HEHHOM JIOHOPCTBE
JOITYyCKAETCs IPY HAJIMYMU BBIPAKEHHOTO B MMUCHMEHHOM (hOpMe M BHECEHHOT'O

B MCAHIHUHCKYIO JOKYMCHTAIUIO JOHOpA:
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1) uadopmupoBaHHOTO AOOPOBOJILHOIO COIVIACHS COBEPIIEHHOJETHETO
JeeCcrocoOHOT0 JIMIla JIMOO HECOBEPIICHHONETHETO JIHIA, OOBIABIEHHOrO B
YCTaHOBJIEGHHOM 3aKOHOM TOpPSIIKE IOJTHOCTBIO JI€ECHOCOOHBIM, IPOIIEAIETrO
MeIUIMHCKoe oOcnenoBaHue, Ha Oe3BO3Me3qHOE IMIPeOCTaBIEHHE CBOEro
OHOIOTHYECKOT0 MaTepHralia Ui IPOU3BOACTBA OHOMEIUITMHCKOTO KJIETOYHOTO
IPOJIYKTa, B TOM YHCJIe B LENAX NMPOBEICHUS NOKINHAYECKAX MCCIIETOBAHUN H
(Wv) KITMHAYECKUX UCCIIEeI0OBaHUM;

2) uHGOPMHUPOBAHHOIO AOOPOBOJIBHOIO COTJIACHS OJHOTO W3 poAMTenei
AIA HHOTO 3aKOHHOTO TIPEACTaBUTEN HECOBEPIIEHHOJETHETo nuua (3a
UCKIIIOYEHHEM  HECOBEPIIEHHOJETHETO JIMIa, YKa3aHHOro B IyHKTe |
HACTOAIIEH YacTH), a TaKXKe JIMIA, MPU3HAHHOTO B YCTAHOBIEHHOM 3aKOHOM
TIOpsiZIke  HeleeClmoCOOHBIM WM OTpaHMYEeHHO  JeeclocoOHBIM,  Ha
0e3BO3Me3HOE MPEIOCTaBIeHUe OHOJOrMYEecKOTO MaTepHaia AaHHOTO JIHa
IS TIPOU3BOZACTBA OMOMENUIIMHCKOTO KJIIETOYHOTO NPOAYKTa, B TOM HYHCIE B
HensX IpOBeNeHUS MOKIMHUYECKHMX HCCIeNOBaHUH W (WIIH) KIHHAYECKUX
uccienoBanuil. ITomyyenne OGHOMOrMYECKOro MaTepuaya y JIMI, YKa3aHHBEIX B
HACTOALIEM ITyHKTE, JNOIyCKaeTCs TOJIbKO B CIIydasx, €ClId OMOMeIHIIMHCKUH
KJI€TOYHBIA NPOIYKT IpelHAa3Ha4yeH Iy MPUMEHEHWS HCKIIOYHUTEIBHO STHM
JUIIaM WM UX POJCTBEHHMKAM - OMOJIOTMYECKUM POJHUTENSAM, POJHEIM JETAM,

POAHBIM OpaThsIM U POAHBIM CECTPaM.
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4. JIuno, ykazaHHoe B HyHKTe | 4acTm 3 Hacrosmiedl CTaThbH, MOXET B
IIICBMEHHOHN (opMe, 3aBepeHHON PYKOBOIMTEIIEM MEIMLIHHCKON OpraHu3aliy
a0 HOTapUaibHO, BBIPA3UTh CBOE BOJECH3BSBIECHHE O COMIACHH HIH O
HECOITIaCUM Ha ITOCMEpPTHOE IIPEeOCTaBIECHUE ero OHOJIOTHYECKOTo MaTepuaia
JUIS TIPOU3BOACTBA OMOMEMIIMHCKOTO KJIETOYHOTO IMPOJIyKTa.

5.B cnyyae OTCYTCTBHSI BBIPQXXEHHOTO IPH JXU3HH BOJCH3BSIBICHHS
JMla, YKa3aHHOro B ITyHKTe 1 4acTw 3 HacToflled cTaTbH, B OTHOIIEHUH
MIOCMEPTHOTO JOHOPCTBA IOJIyY€HHE IIOCIe ero CcMepTH OHOJIOTUYECKOTro
MaTeppana IJis IIPOU3BOACTBA OHOMETUIIMHCKOTO KIIETOYHOTO IPOLYKTa
JOIyCKaeTCs MpHW HaJWYUM I[UCBMEHHOTO corjacus cynpyra (Cympyru)
yMepUIero, a Mpu €ro (ee) OTCYTCTBUU - OJHOTO M3 POJCTBEHHHUKOB (I€TH,
POIUTEIH, YCHIHOBIEHHBIE, YCHIHOBUTENH, POJHBIe OpaThsi U POAHBIE CECTPH,
BHYKH, AENyIIKH W 0alyIIKkW), 3aBEPEeHHOTO PYKOBOAMTENIEM MEIULIMHCKOM
OpraHu3aluy WIA YIOJIHOMOYEHHBIM UM JIUIOM JIHO0 HOTapHUAIBHO.

6. Madopmaiiust 0 HAIMYUM BOJICU3bABIICHNU JIMIIA, YKA3aHHOTO B 4acTH 4
HACTOSIIIEN CTaThHM, HHBIX JIML B Clydae, NPEIyCMOTPEHHOM 4YacThlo S
HACTOSILEH CTaThbH, BHOCUTCS B MEAULIUHCKYIO IOKyMEHTAIHIO IOHOPA.

7. Ilomyyenue OMOJIOIMYECKOro Marepuaia Mpu IMOCMEPTHOM JOHOPCTBE

HE JOIIYyCKaeTCA:
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1) ecnu mpw XKW3HU JUIO, yKa3aHHOE B IyHKTe | yacTH 3 HacToOsIIeH
CTaThH, BHIPA3sWIO B YCTHOH (opMe B IPUCYTCTBHH CBHIETENEHl CBoe
BOJICM3BSABJICHHE O  HECOIVIaCMM Ha  IIOCMEPTHOEe  IpeHOCTaBIEHHUE
OHOJIOrMYecKoro Marepraja Jjis IPOoU3BOCTBA OHMOMEIUIIMHCKOTO KJIETOUYHOIO
NpOAyKTa WM JaHHbIe OO0 3TOM BHECEHBl B MEIUIIMHCKYIO JOKYMEHTalHIO
JAHHOTO JIWIIa B IOPSKE, YCTAHOBIEHHOM YIIOJTHOMOYEHHBIM (elepalbHbIM
OpraHOM UCIOJIHUTEIBHOU BIACTH;

2) y yMepiiero HECOBEPIIEHHOJETHET0 JIMLA, 3a HCKIIOYEHUEM
yKa3aHHOTO B ITyHKTe | 4acTu 3 HACTOSINEH CTaThy, WK y JIMIA, IPU3HAHHOIO B
yCTaHOBJIEHHOM 3aKOHOM IOPSAKE HEAECECIIOCOOHBIM;

3) OpH OTCYTCTBHH OJHOBPEMEHHO BOJICH3bBSBIICHUS, BBIPAXEHHOIO IIPH
KHM3HHU JIAIIOM, YKa3aHHBIM B IIyHKTe 1 4acTH 3 HacTosALIled CTaTbH, O COIVIACHH
HAa I[IOCMEPTHOE TIPEOCTaBICHHE  OHOJOrMYecKoro  Marephana  Jyisd
MIPOM3BO/ICTBA OMOMEIULIMHCKOIO KJIETOYHOTO TMPOIYKTa, W COIJIaChs €ro
cynpyra (Cymnpyru), a mpu ero (ee) OTCyTCTBHH - OJHOTO U3 POACTBEHHHKOB,
yKa3aHHBIX B 4aCTU 5 HACTOSIIEN CTAThU.

8. ®opma uHGOPMUPOBAHHOTO JOOPOBOJILHOTO  COIJIACHs  JTOHOpA
OuonoruuecKoro Marepuaina Tubo OJHOTO U3 POAUTENEH HIIM MHOTO 3aKOHHOT'O
IIpeICTaBUTENS JIUIA, YKa3aHHOTO B IIYHKTE 2 4YacTH 3 HACTOAIIEH CTaThH, Ha

6€3B03M33HH06 MpeaoCTaBJICHUE OMOJIOrHYECKOTO MaTepuala A
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MPOU3BOACTBA OMOMEAMIIUHCKOTO KIETOYHOTO MPOJAYKTa, B TOM YHCIIE B LEJIAX
NpoBeleHHs]  JOKIMHHYECKMX  HCCIeNOBaHMM W (WIHM)  KIMHHYECKHX
MCCleOBaHuH, (popMa MUCbMEHHOTO COTIacHs CyIpyra (Cynpyru) Ju60 OJHOTo
W3 POJICTBEHHUKOB, YKa3aHHBIX B YaCTH 5 HACTOSILIEH CTaThH, yMEPIIero JIHIa
Ha TIOCMEpPTHOE MpPeNOCTaBIeHUME OHONOrMYecKoro Marephaia Ui
MPOU3BOZICTBA OHOMEIUIIMHCKOTO KJIETOYHOIO MPOIYKTa, B TOM YUCIE B LENIAX
MpOBEAEHUS  JOKIMHUYECKUX  HCCIEeNOBaHUM ©  (MnM)  KIMHUYECKHX
UCCIIEMOBAHNM, YTBEPXKOAIOTCS YHIOJHOMOYEHHBIM (eepaabHbIM OpraHoM
VICIIOJTHUTEILHOM BIIACTH.
Crates 34. IlpaBa u 00S13aHHOCTH JOHOpPA GHOJIOTHYECKOI'0

MaTepHaJia, ero poAuTe/el M HHbIX 3aKOHHBIX
npeacTaBuTesIe

1. Jlonop OuONMOrMYecKOro Marepuala NpH TMPHKA3HEHHOM JOHOPCTBE
(omuH U3 ero poxuTesel UK WHOM 3aKOHHEIHN MPeICTaBUTEIb) UMeeT IIPaBo:

1) Ha 3aIUTY MpaB ¥ OXpaHy 370POBbS AOHOPA,;

2) Ha O3HaKOMJIEHHWE C pe3yJbTaTaMH MEIHUIIMHCKOro OO0CleqoBaHus
JOHOPA;

3) Ha nonydeHue B HOCTymHON (Gopme uHGOpMamu 0 OHOMEIUIIHHCKOM
KIE€TOYHOM MpPOAYKTe, [UIs IPOU3BOJACTBA KOTOPOTO IIPEHOCTABIAETCS

OHOJIOTHYECKUH Mmarepuajl, O TIOpAAKE TIOJNYYCHHUA HW HCIHOJIb30BaHUS
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OHOJIOTHYECKOTO  MaTepuajia, O BO3MOXHBIX  IIOCHEICTBUAX  H3IBATHS
OMOJIOrHYecKOro MaTepuaa JJis 310pOBbs JOHOPA;

4) Ha DOIy4YeHHWE MEAMUUHCKOM IIOMOIM B paMKax IPOrpaMMEI
roCyJapCTBEHHBIX TrapaHTHH OECIUIaTHOTO OKa3aHWs IPaXKIaHaM MeIUIMHCKOM
TIOMOIIM B CiIydae BO3HUKHOBEHHs Yy JMJOHOpA peakiuii M OCIOXHEHWH,
CBSI3aHHBIX C JIOHOPCTBOM;

5)Ha oTKa3 B 000 MOMEHT OT MpeNoCTaBIIEHUS OHOJOTHYECKOTO
Marepuana.

2. Jlonop Guomornueckoro Matepuaia (OJWH U3 ero poAUTENei Wil HHOU
3aKOHHEIH [IPeACTaBUTENh) IPU MPIKU3HEHHOM JOHOPCTBE 0053aH COOOLIHTE:

1) wnHbOpMammio 00 W3BECTHBIX €My 3a00JIeBaHUSAX, INEPEHECEHHBIX
JTOHOPOM H (WMJIHM) IMEIOLIUXCS Y JIOHOPa;

2) uadopmanuio 00 yHmoTpeOlieHUH JOHOPOM HApKOTHYECKHUX CPE/CTB,
IICHXOTPOITHBIX BEILIECTB, JIEKAPCTBEHHBIX ITPeNapaTos.;

3) uHBIE CBeIEHHMS, UMEIOIIUEe 3Ha4UeHHe i1 obecreueHns 0e301acHOTo
JTOHOPCTBa OHMOJIOTMYECKOTO MaTepHana, IepeYeHb KOTOPBIX YTBEPKAAETCS
YIIOJTHOMOYEHHBIM (heJiepalbHbIM OPraHOM HCIIONHUTENHHOMN BIACTH.

3. lorop OumoOIOrH4ecKoro Marepuaiga IpU MPHKU3HEHHOM JIOHOPCTBE
00s3aH TPOWTH MEAWIMHCKOe OOCleloBaHre. YKa3aHHOE MEIUIMHCKOE

O6CJIe,I[OBaHI/I€ ABJACTCA IJIA HOHOpa OeCILTaTHEIM. HOpSII[OK MECJHUIIMHCKOTO
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oOcreoBaHUsS JOHOpa M IIepeveHb IIPOTHBOMOKAa3aHUM (abCONMIOTHBEIX M
OTHOCHTENBHBIX) Ul IOJNy4eHHs OHONOIMYecKOro MarepHajia yTBEPHKIAHTCS
YIIOJTHOMOYEHHEIM (heiepalbHbIM OpraHOM HCITOJHUTEIBHON BIACTH.

4. Jlonop 6uonorudeckoro Marepuaia (OIWH U3 €r0 POJUTENEH WM HHOM
3aKOHHBIM INPEJACTaBUTENb) IPU NPWKU3HEHHOM JOHOPCTBE, YMBIILIEHHO
CKpBIBIINN WM UCKA3UBIIMN M3BECTHHIE €My CBEJICHHUS O COCTOSHUH 3I0POBBS
JIOHOpa MPU OCYLIECTBICHHH UM IPYKU3HEHHOTO JIOHOPCTBAa GHOJOTHYECKOTO
Marepuaja, B pe3ylpTare dYero OBUI NpPUYUHEH BpEI IKH3HH, 3J0POBBIO
HanpenTa, MeIUIMHCKAX pPaOOTHHUKOB, WHBIX JIMI, HECET OTBETCTBEHHOCTS,
YCTaHOBJICHHYIO 3aKoHOoAaTenscTBoM Poccniickoi ®enepanuu.

Crarpsa 35. IIpon3BoAcTBO H peaju3anus OHOMeIHIMHCKUX
KJIETOYHBIX NPOAYKTOB

1.  IIpomsBoacTBO  OMOMEOWLIMHCKOTO  KJIETOYHOTO  IPOIYKTa
ocymiecTBisieTcs ¢ coOmoieHreM TpeOOBaHMI perjiaMeHTa ero IMpPOHU3BOJICTBA,
KOTOpPBI YTBEp)KIAaeTcs IPOM3BOAUTENEM OHOMEIUIIMHCKOIO KIETOYHOTO

IPOIYKTa M BKIIIOYAeT B ceOs:

1) mepedeHp  HCNONB3YEMBIX KJIETOYHBIX JIHHHM, JI€KapCTBEHHBIX
IIpenaparoB, MEMIUHCKUAX U3AENHN U BCIIOMOTATENbHBIX BEIIECTB ¢ yKa3aHHEM

KOJINM4YECCTBA KaXIO0I'0 U3 HUX,
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2) naHHbIE 00 UCITIOJIH3yeMOM o0opyoBaHuH, onHCcaHue
TEXHOJIOTMYECKOr0 Ipoliecca W METONOB KOHTPOJII Ha BCeX 3Tanax
IIPOU3BO/ICTBA OHOMEIUIIUHCKOTO KIIETOYHOTO MPOIYKTA.

2. IlpaBuna mpPOU3BOJACTBA OMOMEIMLIMHCKMX KJIETOYHBIX MPOAYKTOB
yCTAQHAaBIUBAIOTCS MpaBWIaMd HaJJIexallel npakTuku 1o pabore C
OroMeIUIITHCKAMU KJIETOYHBIMHU IPOIYKTaMH, YTBEP K I€HHBIMH
YIIOJIHOMOYEeHHBIM (heZiepallbHbIM OPTaHOM HCIIOJTHUTENHHOU BIIACTH.

3. TIpou3BOACTBO He 3aperucTphupoBaHHBIX B Poccuiickoit ®enepanun
OMOMEIUIIMHCKAX  KJIETOYHBIX IPOAYKTOB, 32 HCKIIOYEHHEM CIIy4aeB
IpOM3BOACTBA OHMOMEIMIIMHCKHMX  KJIETOYHBIX IIPOAYKTOB I  Iielleld
TOKJITMHUYECKAX HCCIIENOBAaHMN OMOMEIUIMHCKUX KIIETOYHBIX NTPOAYKTOB H
KJIMHAYECKUX HCCIeIOBaHAA OMOMEOUIIMHCKUX KJIETOYHBIX MPOAYKTOB, HE
JIOyCKaeTcs.

4.  3aperucTpUpOBaHHBIM OHOMENUIIMHCKHI  KIETOYHBIA MPOIYKT
OLIpE/IeICHHOTO THIA (ayTOJOTHYHBIM, aUIOTEHHbIM, KOMOWHHUPOBaHHEIH)
MOXKET IIPOU3BOJUTECS C UCIIOIB30BAaHUEM KJICTOYHBIX JIMHUH, TPHATOTOBJICHHBIX
13 OMOJIOTMYECKOro Marepuaia, MOJy4YeHHOTO OT pa3lMyHbIX JOHOpOB. Ilpu
coOmoieHnH TpeOOBaHMUM, YCTaHOBJIEHHBIX TIPY I'OCYapCTBEHHOMN pETHCTPALUH
OMOMEIMIIMHCKOrO  KJIETOYHOTO IIPOXYKTa, IIOBTOPHAs IOCYyJapCTBEHHAS

perucrpanus Takoro 6HOMC}II’IHI/IHCKOI‘O KJIETOYHOI'O IIPOAYKTa HE Tpe6yeTc;I.
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5. 3amperaeTcs MPOU3BOJICTBO:

1) panpcupunrpoBaHHBIX GHOMETUIIMHCKUX KIETOYHBIX IPOLYKTOB;

2) 6MOMEANIMHCKIX KIETOYHBIX MPOXYKTOB C HapyIIEHHEM IIPaBuil
HaJUIeKalledl MpakTUKH 10 pabore ¢ OHOMENUIUHCKAMH KJIETOYHBIMH
HPOIYKTaMHU.

6. [lonTBepxieHNE COOTBETCTBUS IPOM3BEACHHOTO OHOMEIUIIHHCKOTO
KI€TOYHOTO  IpPOAYKTa  TpeOOBaHHSM,  YCTAaHOBJIEHHBIM  HpPU  €ro
roCyIapCTBEHHON pEerucTpalyi, W COOTBETCTBHUS IIpollecca €ro MpOoM3BOCTBA
TpeGOBaHUSIM HaJUIexalled MpakTUKd 1o pabore ¢ OHOMEIUIIMHCKUAMU
KIETOYHBIMH  TNPOAYKTAMH  OCYIIECTBJISETCS  YIOJTHOMOYEHHBIM  JIMILIOM
IPOU3BOJUTENS OHMOMENUIIMHCKOTO KJIETOYHOIO MPOIYKTa, 33 UCKIIOUeHHEM
OHOMEIUITMHCKUX KIIETOYHBIX ITPOAYKTOB, IPOU3BENCHHBIX IS JOKITHHAYECKUX
HCCIICZIOBAaHUN ¥ KIMHHYECKUX HCCIeOBaHUM OHOMEIUIIMHCKUX KIETOYHBIX
nponykrToB. TpeboBaHus K ypoBHIO 00pa3oBaHHS U KBaJTU(UKALUH, MOPSTOK
aTTecCTalid YIOJHOMOYEHHOI0 JIMIa IPOU3BOAUTENS OHOMEIUIIMHCKOTO
KI€TOYHOTO MpPOAYKTa M €ro IOJHOMOYMS II0 OOECIIeYeHHIO0 KauecTBa
OMOMEIMIMHCKOIO  KJIETOYHOrO IPOAYyKTa, BBOJUMOro B oOpalieHue,
YCTaHaBIMBAIOTCS YIIOJTHOMOYEHHBIM (peZiepalibHBIM OPraHOM HCIIOIHUTEIBHOM

BJIaCTH.
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7. IlpousBomutenyd OHOMEIUIUHCKMX KIETOYHBIX HPOAYKTOB MOIYT
OCYIIECTBIATH peai3anuio OMOMEIUIIMHCKUX KJIETOYHBIX POILYKTOB:

1) ApyruM NpOU3BOOUTENSAIM OHOMEAMIIMHCKUX KIETOYHBIX IPOAYKTOB
IS IPOV3BOZICTBA OMOMEMIIMHCKUX KIIETOUYHBIX ITPOAYKTOB,;

2) Hay4yHBIM OpraHu3alUsaM, o00pa30BaTeIbHBIM OpraHU3alUsIM Ui
IpOBeIeHUs HayYHBIX UCCIIEIOBaHUM;

3) opra"u3anysaM, OCYILECTBISIOINM MEIUIIUHCKYIO JeATeIbHOCTb.

8. IlpaBmia peanu3anuu OHOMEIUIMHCKHX KJIETOYHBIX IHPOAYKTOB
ycranaBnuBaroTcs IIpaBurenscTBoMm Poccuiickoi @enepannn.

Cratpst 36. MapKHpoBKa OHOMEIMIHHCKHX KJI€TOYHBIX NPOAYKTOB

1. Tlepeuenp CBeIE€HHMM, HAHOCHMBIX HAa IEPBUYHYIO  YIIAKOBKY,
BTOPUYHYIO  YNAKOBKYy  OHOMEIMIMHCKHX  KJIETOYHBIX IPOLYKTOB H
TPAHCIIOPTHYIO Tapy, B KOTOPYIO MOMEIIeH OWOMEIUIMHCKUM KJIeTOYHBIH
IPOYKT, YyCTAaHABIMBAETCS YNOJHOMOYEHHBIM (DerepalbHbBIM  OpPraHOM
MCIIOJHUTENBHON BIIACTH.

2.1lepBuyHas yNAaKOBKA M BTOPUYHASA YIIAKOBKA  ayTOJIOTMYHBIX
OroMeIMLIMHCKUX KJIETOYHBIX IIPOAYKTOB %4 KOMOMHMPOBAHHBIX
OMOMEIMLIMHCKUX KIETOYHBIX IPOJAYKTOB MapKHPYIOTCS C HCIIONIb30BaHUEM
METOJIOB  pajMO4YacTOTHOM  MACHTH(HKAIMM  IPUHAJICKHOCTH  TAKOro

6HOM€I[I/IIII/IHCKOI‘O KJICTOYHOI'O IMPOAYKTa KOHKPETHOMY ITAllUCHTY B ITOPSIKE,
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YCTAHOBJIEHHOM YTIOJHOMOYEHHBIM (elepalbHbIM OpraHoOM HCIIOJHUTEIbHOM
BJIACTH.

3. Ha mepBuYHYIO YNaKOBKY M BTOPHUYHYIO YIIAKOBKY OMOMEIHMIIMHCKAX
KJIETOYHBIX IIPOAYKTOB, IIpeIHAa3HAYEHHBIX [JIs JOKJIMHUYECKUX UCCIIeOBaHUMA
WM KIMHAYECKUX MCCIIEOBAaHUM, HAHOCUTCS HAJMUCH: «/[Is HOKIMHHYECKHUX
HCCIIeIOBaHMID WK « 11 KITMHUYECKIX UCCIIEIOBaHUNY.

Crates 37. TpaHcnmopTHpOBKa H XpaHeHHe OHOJIOTHYECKOro

MaTepHaa, KJIeTOK JJIsl IPUTOTOBJIEHHS KJIETOYHbIX
JIMHHH, KJIeTOYHbIX JIHHUH, NPeAHA3HAYEHHBIX I
NPOU3BOJACTBA OHOMEIHIMHCKHX KJIeTOYHbIX
HPOAYKTOB, OHOMEJHIHHCKHUX KJIETOYHBIX NPOAYKTOB

1. buomorrdeckuii mMaTepuan, KIETKHA IS IIPUIOTOBJIEHUS KIIETOYHBIX
JVHMM, KIETOYHBIC JIMHUM, MNpeJHa3sHadeHHble Ui  IIPOM3BOJCTBA
OMOMENUIIMHCKAX KIIETOYHBIX TMPOAYKTOB, OHOMEIUIIMHCKHE KIIETOYHBIC
MPOIYKTHI OJDKHBI TPaHCIIOPTUPOBATHCS C COOJIOAEHHEM YCTaHABIMBAEMBIX
YIIOJTHOMOYEHHBIM (eiepalIbHbIM OpraHOM HCIIOJHUTEIBHOM BIACTH IIPABHIL
TPaHCIIOPTUPOBKH.

2. buonoruyeckuil mMaTepual, KJIETKHA [JIsi IMPUTOTOBIIEHUS KIIETOYHBIX
JVHWUMA, KIeTOYHBIE JIMHWM, [peJHa3HA4YeHHble [N  IPOU3BOICTBA
OMOMEIUIIMHCKIAX KJIETOYHBIX IPOJYKTOB, OWOMEIMIIMHCKHE KJIETOYHBIE
IPOAYKTHl NOJDKHBI XPaHUTHCS B YCIOBHAX OHMOOaHKOB, 00eCleunBaronux

COXpAaHCHHE HX OHOJIOTUYECKHUX CBOMCTB H IpeaoTBpalarommnx  Hux

UH(pHULIEPOBaHKE U 3arpsS3HEHUE.
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3. TpeGoBanusi K opraHu3aluil H JESATEILHOCTH OMOOAHKOB, a TakKXkKe
IpaBWja XpaHeHHs OMOJOrMYeCKOTo MaTepualia, KJIeTOK Ui TPUTOTOBJIECHHS
KJIETOYHBIX JIMHUM, KIETOYHBIX JIMHUM, NMpeAHa3HAYeHHBIX IS TPOU3BOJICTBA
OHOMEIMIMHCKAX KJIETOYHBIX IPOAYKTOB, OHOMEIULMHCKUX KIIETOYHBIX
IpOAYKTOB YCTAHABIMBAIOTCS YIIOJIHOMOYEHHBIM (efepalbHBIM OpraHoM
UCTIOJIHUTEIbHON BIACTH.
Cratps 38. YHHYTOKEeHHEe HEBOCTPeOOBAHHOIO OMOJIOTHYIECKOro
MaTepHaJjia, HeBOCTPeOOBAHHBIX KJIETOK /Il
NPHIOTOBJICHHS KJIETOYHBIX JIHHUI, HEBOCTPEOOBAHHBIX
KJIETOYHBIX JINHHUI, IpeHA3HAYEHHBIX JJIA
NpPOU3BOICTBA OHOMEINIMHCKHX KIETOYHbIX
NPOXYKTOB, HEBOCTPEeGOBAHHBIX OHOMeIHIIHHCKHX
KJIETOYHBIX NPOJYKTOB
1. HeBocTpeOoBaHHbIM OHONOrMUYECKUi MaTepHall, HEBOCTpeOOBaHHEIE
KJIETKH JJIS TIPHUTOTOBIIEHUS KIETOYHBIX JIMHUM, HEBOCTpeOOBaHHbBIE KIETOYHbIE
JMHAH, NpeJHa3HaYeHHBbIE IS NPOM3BOACTBA OHMOMEIUIUHCKHX KJIETOYHBIX
IPOJYKTOB, HEBOCTpeOOBaHHbIE OHWOMEAUIIMHCKHE KIETOYHBIE IPOIYKTHI
[OJTe)KAT YHHYTOXKEHHUIO B IOpPSZKE, YCTAaHOBJICHHOM 3aKOHOJATEeIECTBOM B
cthepe oxXpaHbl 3T0POBbSI.
2. @anpcupunUpoBaHHble OMOMEIUIMHCKHE KIIETOYHBIE MPOMYKTH I
HeloOpoKaueCcTBEHHbIE OMOMENUITMHCKUE KJIETOYHBIE MPOMYKTHI IOJJIEXkKAT
U3BATHIO U3 OOpalleHus M0 pelleHuo (eaepaabHOr0 OpraHa UCIOIHUTEILHOM

BIIACTH, OCYIUECTBIAIOIIETO (QYHKLUMM [0 KOHTPOIIO M Hamg30py B cdepe

3APaBOOXpaHCHUA. Hocneﬂy}omee YHHUYTOXCHHC (baJIBCI/I(i)I/IIII/IpOBaHHBIX
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OMOMEIUIIMHCKAX  KIETOYHBIX IPONYKTOB WM  HeJI0OpOKaueCTBEHHBIX
OMOMEIMIIMHCKHAX KIETOYHBIX IPOAYKTOB OCYIIECTBIISIETCS Ha OCHOBaHHH
pelieHus Biajenbla OHOMETUIIMHCKOTO KIETOYHOTO TpPOAYKTa ¥ (WUJIH)
peieHusT peepabHOrO OpraHa HCIONHUTEBHOW BIIACTH, OCYLIECTBIISIONIETO
GYHKIMM 10 KOHTPOJIO U HaJ30py B cdepe 3ApaBOOXPaHEHMS, WM PELIeHUS
cyna.

3. KoutpadakTHple OMOMENUIMHCKHAE KIETOYHBIE MPOAYKTHI IOJIeXar
U3BATHIO U3 00palleHus U YHUYTOKEHHIO 10 pelIeHuIO Cyia.

4. TTopsiiOK  YHHYTOXEHHUS (aTbCUPHIUPOBAHHBIX OHOMEIULIMHCKUX
KJIETOYHBIX MPOAYKTOB, HEAOOPOKAYECTBEHHBIX OMOMEIUIIMHCKUX KJIETOYHBIX
IPOAYKTOB ¥ KOHTpa(aKkTHBIX OHOMEIMIMHCKHUX KIETOYHBIX IIPOAYKTOB
ycranaBnuBaercs IIpasurensctBoM Poccuiickoit @enepanuy.

5. Pacxompl, CBSI3aHHBIE C YHHYTOXXEHHEM (anbCu(UIHPOBAHHBIX
OMOMEIUIIUHCKUX KJIETOYHBIX IIPOJYKTOB, HEZ0OPOKaYeCTBEHHBIX
OMOMEIMIIMHCKUX KIIETOYHBIX NMPOAYKTOB U KOHTpa(aKTHBIX OMOMEIUITTHCKIX
KJIETOYHBIX IIPOTYKTOB, BO3MEIIAIOTCS UX BIIa/IebIIAMH.

6. Biagenery OMOMEOMIIMHCKOIO  KJIETOYHOTO  IpPOXYKTa  JIOJDKEH
npeAcTaBUTh B (efcpanbHBIi  OpraH  WCHONHUTENBHOM  BJacTH,
OCYHIECTBIAIOIME  (QYHKIMM [0 KOHTPOJIIO M Ham3opy B  cdepe

3IpaBOOXPAHEHUs, JOKYMEHT, MOATBEpXKAAOIUN (DaKT  yHHUYTOXKEHHUS
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OMOMEIUIIMHCKOTO  KJIETOYHOIO0 TpPOAyKTa, HJIM €ro 3aBEPeHHYH B
YCTaHOBJIEHHOM TIOPSAKE KOIIHIO.

7. @enepanbHBIE OpraH HCIOIHUTEIHFHOW BJIACTH, OCYIIECTBIISIOIIUN
(GYHKUMM [0 KOHTPOJI U Hag30py B cdepe 3ApaBOOXpPaHEHUS, MPUHSIBIIUAN
pemreHie 00 YHUYTOXXKEHHM OHUOMEIHWIIMHCKOTO KIETOYHOIO IPOJAYKTa,
OCYIIECTBISIET KOHTPOJIb 33 UCIIOTHEHUEM YKa3aHHOTO PElleHHUS.

Crarps 39. QOcoGeHHOCTH OKa3aHHUA MEAHUMHCKOH MOMOLIH ¢
NpHMeHeHHeM OHOMeAHIHHCKHX KJIeTOYHBIX NPOAYKTOB

1. MeauuuHCKy0 TOMOLIb C IPUMEHEHHEM OMOMEIUIIMHCKIX KIETOYHBIX
NPOJYKTOB MOTYT OKa3bIBaTh MEJUIIMHCKHE pabOTHUKH, POUISIINe 00yJYeHHE
TI0 JIOTIOJTHUTENBHOM MpodeccuoHanbHON Iporpamme (TporpaMMe MOBBIIICHUS
KBaJM(UKAIMK) [0 BOMpOCaM IpPUMEHEHHS OWOMEIMIIMHCKUX KIETOYHBIX
NpoAyKToB. [lpumepHBIE HOMOJIHUTENBHBIE TPOQECCHOHANBHBIE TPOrPaMMEI
(mporpaMMbl  TIOBBIIIEHHS KBalIM(UKALMKA) IO BOMPOCaM IPUMEHEHUs
OMOMEIUIIMHCKUAX KJIETOYHBIX MPOAYKTOB YTBEPXKIAIOTCH YIOTHOMOYEHHBIM
¢enepaTbHBIM OpPraHOM HCIIONHUTENBHON BIACTH.

2. CaMocTOsITENIbHOE ~ TPUMEHEHHWe  IMallHEHTOM  OHOMEIMIIMHCKUX
KJIETOYHBIX MPOAYKTOB HE JOITyCKaeTCs.

3. buoMeuIMHCKUE KIETOYHBIE NPOAYKTHI, B COCTAaB KOTOPBIX BXOJIST
KJI€TOYHbIE JIMHUM, MOJy4YeHHble K3 OMOJIOTMYecKOro MaTepuana JIoHOopa
OHONIOTMYEeCKOro MaTepuala, MMEIOLIEro MPOTHBOIOKAa3aHMs, BKIIIOYEHHBIE B

riepedeHb MPOTHUBONOKa3aHUM (a0COMOTHBIX ¥ OTHOCUTENBHBIX ) AJIS MOy YeHUSA
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OHMOJIOTUYEeCKOr0 Marepuaia s MPOU3BOJCTBA OHOMETUIMHCKUX KIETOYHBIX
IPOAYKTOB, MOTYT OBITH TIPUMEHEHBI JIS JIEYEHHS TOJIBKO CaMOro JOHOpa 3TOr0
OHMOJIOrHYecKoro Marepuaia (ayToJOruuHOe IIPUMEHEHHE ).

Cratps 40. Wudopmanust o 6MOMeTHIHHCKHX KJIETOYHBIX
NPOAYKTAX

1. Uadpopmans 0 OHMOMEOUIMHCKHX KIETOYHBIX TMPOAYKTAX JOJDKHA
COIePKAaThCS TOJIBKO B CIELHUATM3UPOBAHHBIX M3JAaHUAX, B TOM YHCIE
MOHOrpadusx, CIpaBOUHUKAX, HAYYHBIX CTaThsAX, [OKJIaJax Ha KOHTpeccax,
KOH(pepeHIUIX, CUMIIO3MyMax, Hay4HBIX COBETax, Ha CIEIHATH3UPOBAHHBIX
caiitax B ceru «VHTepHeT», a TaKKe B HHCTPYKIHAX [0 NPUMEHEHHIO
OMOMEIUIIMHCKIAX KIETOYHBIX MPOAYKTOB W JAPYruX HHOOPMAIHOHHBIX
MaTepHanax, IpeJHa3HadYeHHbIX IS MEIULUHCKUX paOOTHHKOB.

2. [lortyckaeTcs HCIOJIB30BaHME JIIOOBIX MaTepHajibHBIX HOCHUTEEH,
MO3BOJIONIMX  XpaHUTh, IIepelaBaTbh H  HCIOJNB30BaTh  HHGOPMAIHIO
0 OMOMEUIIMHCKUX KJIETOYHBIX MPOAYKTaxX 0€3 MCKaXKeHUiA.

Cratbsi 41. MoHHTOpPHHI 0€30MACHOCTH OMOMETHIIHHCKHX
KJIETOYHBIX NPOAYKTOB

1. buomMequUMHCKUE KIETOYHBIE NMPOAYKTHI, HAaXOIsIIuecs B 00palleHuH
B Poccuiickoit ®denepanuu, IOJIEKAT MOHUTOPUHIY O€30IAaCHOCTH B LIENSAX
BBISIBJICHHS] BO3MOXXHBIX HETaTUBHBIX IOCIEICTBUN MX IMPUMEHEHHUS], KOTOPHIM
IPOBOJUTCSA ¢benepanbHBIM OpraHoM HCIIOJTHUTENIbHOMN BJIaCTH,

OCYWIECTBISAIOIMM (GYHKIMA 1O KOHTpPONIO M Ham3opy B  cdepe
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3[paBOOXpaHEeHHUs, B yCTAHOBJICHHOM MM IOpPSIKEe Ha OCHOBaHHUH COOOLICHUM,
MpeAyCMOTPEHHBIX YacTAMHU 2 U 3 HACTOSILEH CTaThH.

2. CyOpextsl oOpaimeHHs OWOMEIMIIMHCKHX KJIETOYHBIX IPOAYKTOB
00s3aHbl HAMPaBIATh COOOMIEHUS O NMOOOYHBIX AEHCTBHSX, HEXETAaTeNbHBIX
peakuusX, CepPhe3HBIX  HEXENATEJIbHBIX  peaklsX, HeNpeABHICHHBIX
HEXXeJNaTeNIbHBIX PeaknusiX NpU INPUMEHEHHH OWOMEIUIIMHCKHX KJIETOYHBIX
NpOAYKTOB, 00  HHAWBHAIyalbHOH  HENEPEHOCHMOCTH,  OTCYTCTBHH
3¢ HeKTUBHOCTH OHMOMEIULIMHCKUX KIETOYHBIX NPOAYKTOB, 00 OCOOEHHOCTIX
HX B3aUMOJIEHCTBHS C JIEKQPCTBEHHBIMHM IIpenaparamy, MEIULMHCKUMHU
U3LENUAMY,  DIHUINEBBIMH  TPOAYKTaMM, JAPYTAMH  OHMOMEIWLIMHCKUMHU
KJIETOYHBIMM TIPOJIYKTaMH, a Taioke 00 HMHBIX ¢akTax U 0OCTOATENBCTBAX,
IIPEICTABISIOIUX YTPO3y >KU3HU WM 370POBBIO YeNOBEKa NpPU IPUMEHEHHH
OHMOMEIUIIMHCKIX KJIETOYHBIX IIPOAYKTOB M BBISBICHHBIX Ha BCEX IJTamax
obpamennss OMOMEIMIMHCKMAX KIETOYHBIX IHpoAykToB B Poccuiickoit
ODepnepanun.

3. Opranu3zanuy, OKa3bIBAIOIINE MEAMIMHCKYIO TOMOIIL OepeMeHHBIM,
pOXEHHIaM, pOJUNBHUUAM ¥ HOBOPOXICHHBIM, OO0sS3aHbI HampaBlIATh
coob1ieHns 000 BcexX Cilydasix pOKICHHS AeTedl C BPOXKICHHBIMU aHOMAIUAMHI
WM TIOPOKaMH Pa3BUTHA B CIydae, €CIH B OTHOLIEHHWU ONHOTO M3 POAUTENeH
TaKMX JIeTedl paHee IIpd MEIULMHCKOM BMENIAaTeJbCTBE IPUMEHSIIUCDH

6HOM6,I[I/IIII/IHCKI/IC KIIETOYHBIC IIPOAYKTHI.



113

4. Bnagenblpl PerHCTPALMOHHBIX YIOCTOBEPEHHH OHOMEIHIIMHCKUX
KJIETOYHBIX TPOJAYKTOB, IOPHAWYECKHE JIMI[a, Ha UM KOTOPHIX BBHIIaHBI
paspelieHuss Ha MpoBeJeHHe KIMHUYECKMX HCCIEIOBaHWA OHOMEIUIIMHCKUAX
KJIETOYHBIX MPOIYKTOB, JHOO YIIOJIHOMOYEHHBIE MMM JIPYTHE HOPHUIAIECKHE
Julla B paMmKax oOecrieueHUss 0e30MacHOCTH OHOMEIMIIMHCKHX KJIETOYHBIX
IPOAYKTOB B  TMOpsSJAKe, YCTAaHOBICHHOM  (QeJepalbHBIM  OpPTraHOM
HCTIOTHUTENBHOU BJIACTH, OCYUIECTBISIOIIMM (GYHKIWHA 10 KOHTPOIIO |
Haa30py B cdepe 3apaBoOXpaHEHHS, O0SM3aHBI OCYINIECTBIATH IIPHEM, YYET,
00paboTKy, aHanu3 W XpaHEHUE MOCTYNAIOUIMX B HX aJpec OT CyOBeKTOB
ofOpamieHuss  OMOMEJMIIMHCKMX  KJIETOYHBIX  TPOAYKTOB W  OPraHoB
rocyAapCTBEHHOM BIaCTH cOOOIEHUH O MOOOUHBIX JEeHCTBUAX, HeXXelaTeIbHbIX
peaKkiysaX, Cephe3HBIX  HEXeJaTeNbHBIX  peakUWsx, HeNnpeIBHICHHBIX
HEXKEJIATEIBHBIX PEaKUUsx IPH INPHUMEHEHHH OHOMEIMIIMHCKHX KJIETOYHBIX
OPOAYKTOB, 00 OCOOEHHOCTAX UX B3aUMOJEHCTBHS C JIeKapPCTBEHHBIMHU
npenapataMu, MEAUIMHCKUMU U3ACTUSAMHE, MHUIIEBBIMHA MPOXYKTaMH, IPYTHMH
OMOMEIUIIMHCKUMU  KJIETOYHBIMH  MPOAYKTaMH, 00  HHIUBUIYaTbHOR
HENepeHOCUMOCTH, a Takxke 00 uHBIX (aktax ©u  0OCTOSTENbCTBAX,
NIPECTaBIAIOUMX YIPO3y KU3HU WIH 3[0POBBIO YelloBeKa MO0 BIMAIONIMX Ha
U3MEHEHHE OTHOUICHUS 0KUaeMOM I0JIb3bl K BO3SMOXXHOMY PHUCKY MPUMEHEHUS

6HOMBJIHIIHHCKHX KIJIIETOYHBIX IIPOAYKTOB.
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5. Ilpu BoiABIeHMHM UWHPOpPMAIMM, TPEAYCMOTPEHHON dYacThio 4
HacTosIIed  cTaThbd,  BIAQAENBIBl  PETHUCTPAlHOHHBIX  YAOCTOBEPEHUH
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIYyKTOB, FOPUIUYECKHE JIUIA, HA UM KOTOPBIX
BBIJAHBl  pa3pelleHHs Ha TPOBeJeHHE  KIMHWYECKHX  HCCIIEIOBaHUM
OMOMEUIIMHCKUX KIETOYHBIX MPOAYKTOB, IMOO YIIOJTHOMOUYEHHBIE UMH JPYyTHE
IOpUIMYecKie JIMia o0s3aHbl NMPHHATH MEpHI, HallpaBJIEHHbIE HA yCTpaHEeHHE
HETaTUBHBIX IOCIEJCTBUAN TMpPUMEHEHHs] TaKUX OMOMEIUIIMHCKUX KJIETOYHBIX
IPOAYKTOB, HpeIyNpeXJeHHe IPUYUHEHUs] Bpela >KWU3HH WIH 3I0POBBIO
YelloBeKa, 3allUTy TAalUUeHTOB OT TIpPUMEHEHUsS TaKux OHOMETUIHHCKUX
KJIETOYHBIX MPOJYKTOB, Ha JOMOJHUTENBHBINA cOOp JaHHBIX 00 3(deKTHBHOCTH
1 0 6e30MaCHOCTH TaKUX OMOMETUIIMHCKUX KJIETOYHBIX MTPOAYKTOB.

Cratpsi 42. IlpuoctaHoB/ieHHe NPpHMeHEHHS OHOMEIHIIMHCKOIO
KJIETOYHOr0 MPOAYKTa

1. ®enepanbHblii OpraH HMCHOJHUTENBHON BIIACTH, OCYIIECTBIISIOIIHIMA
(GYHKIUM [0 KOHTPOJIO U Haa30py B cdepe 37paBoOXpaHEHHs, NPUHAMAET B
HOpsiIKe, YCTAHOBJIEHHOM  YIOJTHOMOYEHHBIM  (elepaJibHBIM  OpraHOM
UCITOJIHUTENIGHOM  BIIACTH, pEILICHHE O IIPUOCTAHOBICHUHM IIPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOIyKTa:

1) npu nonydenuu uHGOpMaIMU O MOOOYHBIX ASHCTBHAX, HE YKa3aHHBIX
B HMHCTPYKIMH IIO IPUMEHEHUIO OMOMEIUIIMHCKOIO KJIETOYHOIO MpPOAYKTa,
CEPBE3HBIX HEXeNAaTeNIbHBIX pPeakUHsaX M HENpeABUIACHHBIX HeXellaTeIbHbIX

peaKuuix, 00 0CcOOEHHOCTAX B3aUMOJEHUCTBUSA 6I/IOMCIII/IHI/IHCKOFO KJIICTOYHOI'O
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NpoAyKTa C JIEKAPCTBEHHBIMU IMperapartaMd, MEIUIUHCKUMH H3ACTHIMH,
NHUILEBBIMM  HPOAYKTAMM, JAPYTUMH  OMOMEIMLUHCKAMH  KJIETOYHBIMU
HOPOAYKTaMH, KOTOpbIE€ MOTYT IPEICTAaBIATH YIpO3y XH3HU HIH 3HOPOBBIO
YeloBeKa, a TakkKe O HECOOTBETCTBUM MJaHHBIX 00 3¢GheKTHBHOCTH
OHOMEIUIIHCKOT0 KIETOYHOI0 MPOAYKTa U 0 0€30IaCHOCTH OHOMEIUITHHCKOTO
KJIETOYHOrO NpPOAYKTa JaHHBIM, COAEpXallMMCS B HMHCTPYKIMH II0 €ro
PUMEHEHUIO;

2) NpH HEUCIIONHEHUW WM HEeHaJyleXallleM HCIOTHeHWH BIIaelblaMu
PETUCTPAIIMOHHBIX YAOCTOBEPEHUM OMOMEIMIIMHCKUX KIETOYHBIX IPOIYKTOB,
IOPUAVYECKUMH JIMLAMH, Ha UM KOTOPBIX BBIAHBI pa3pelleHus Ha poBeIeHUE
KJIMHUYECKUX HCCIENOBaHUN OMOMEIMIMHCKUX KJIETOYHBIX IPOIYKTOB, HIIK
YIOJHOMOYEHHBIMH MMM JApPYTUMHU IOPUAWYECKUMH JIMIIAMHU O0sS3aHHOCTEH,
yCTaHOBJICHHBIX YacTsAMH 4 1 5 ctateu 41 HacTosuero PenepabHOrO 3aKOHA;

3) B cily4ae BBIHECEHMs 3aK/IIOYEHUS O HEJOCTOBEPHOCTH Pe3yJIbTaTOB
KJIMHUYECKOr0 HCCIEIOBaHUs OHOMEOMIIMHCKOIO KIETOYHOTO IPOAYKTa,
KOTOpPOE OCHOBAaHO Ha pe3y/bTaTax IPOBEPKU MEIULUHCKOW OpraHH3aliH,
MNPOBOJUBIICH YKa3aHHOE KIMHHYECKOE HCCIIENI0BaHHE C HapyIIeHHEM ITPaBHI
HajjexKaled MpakTHKA 10 pabore ¢ OHOMEIMLMHCKUMH KIETOYHBIMHU
IpONYKTaMu, JMOO B Cllyyae HEBBIOJHEHUS MpEINHUCaHus [0 WTOraM
OCYyIECTBICHUS BBIOOPOYHOTO  KOHTPOJS  KauecTBa OHOMETUIIMHCKOTO

KJII€TOYHOI'O ITpOAYKTa.
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2. DenepanbHBId OpraH HUCIOJHUTENBHONW BJIACTH, OCYIIECTBIISFOLIUII
GYHKUHMM IO KOHTPOJIIO U HAA30py B cepe 3ApaBOOXpaHEHUs, 110 pe3ybTaraM
MOHUTOpHHTa 0e30macHOCTH OHOMENMIMHCKHX  KIETOYHBIX IPOJYKTOB
pa3MelniaeT Ha CBoeM OQHIMATLHOM caiite B ceTH «VHTepHeT» HHPOPMAIHIO O
OPUHATOM pELICHHH O IPHOCTAHOBJIEHUH IPUMEHEHUs OWOMeIULIMHCKOIO
KJIETOYHOTO MpOAYKTa U (MJHM) CBSA3aHHOM C HHM PELICHHH O BO3MOYXHOM
BO300HOBJIEHUH NIPUMEHEHUS OMOMETUIIMHCKOT O KJIETOYHOTO IPOAYKTA.

Crates 43. Ilopsnok BBo3a B Poccuiickyro ®@enepanuio n BbIB03a

n3 Poccniickoii @enepanun 6MoMeAHIHHCKHX
KJIETOYHbIX POAYKTOB

1.BBo3 B Poccuiickyio ®enepauuio OHOMEIUIIMHCKHAX KIETOYHBIX
HIPOAYKTOB OCYILECTBJISIETCS. B IOpSAKE, YCTaHOBIEHHOM IIpaBHTEnsCTBOM
Poccuiickoit Penepanyiy, B COOTBETCTBUH C MEXIAyHAapOAHBIMHU JOTOBOPaMH H
aKTamH, COCTaB/IOIIMMH TpaBO EBpa3uiicKOoro 3>KOHOMHMYECKOTO COH03a
(manee — mpaBo EADC), u (unm) 3akoHopatenscTBoM Poccuiickoit Denepanuu o
TaMO>KE€HHOM JIeJIe.

2. Bozumsble B Poccmiickyro @eneparuo OMOMEIUIIMHCKHE KJIETOYHBIE
IPOAYKTEl  JOJDKHBI OBITh BKIIOYEHBl B  TOCYJapCTBEHHBIH  peecTp
OMOMEIUIMHCKUX KIETOYHBIX MTPOAYKTOB.

3.B Poccuiickyro ®enpepamuio IomycKaercsi BBO3 OHOMEIMLIHHCKHX

KJICTOYHBIX IIPOAYKTOB, Ka4€CTBO KOTOPBIX IIOATBEPXKIACHO CepTI/I(I)I/IKaTOM

TIPOU3BOJUTEIIA 6HOM€21HHI/IHCKOFO KJI€TOYHOIrO IIPOAYKTa, YyAOCTOBEPAIOIIUM
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COOTBETCTBME€  BBO3UMBIX  OHOMEOMIMHCKHUX  KJIETOYHBIX  IPOJYKTOB
TpeGOBaHMSIM HOPMATUBHON JOKyMEHTAlMH Ha OMOMEIWLMHCKUN KIETOYHBIN
IIPOIYKT.

4.Beo3 B  Poccmiickyro  @efepanui0o  KOHKPETHOW — MapTUH
HE3aperuCTPUPOBAHHOTO OMOMEUIIMHCKOTO KJIETOYHOTO MPOJyKTa,
npeaHa3HAYeHHOr0 AJI €ro roCyJapCTBEHHOM perucTpaluud (B TOM 4ucie JUIs
NpoBeACHU OMOMEINIIMHCKON 3KCIIEPTU3l, TOKIMHUYECKUX UCCIICIOBAHUN M
KIMHAYECKHX HCCIeAOBaHMM) WM AN OKa3aHU MEIUIMHCKON MOMOIIH
KOHKPETHOMY TMAlMEeHTy II0 S>KU3HEHHBIM IIOKa3aHWsM, [OIyCKaeTcs MpHU
HaJIM4HAA pa3pelIeHus YIOJTHOMOYEHHOIO ¢denepanpHOTO oprasa
UCIIOJIHUTEIHHOW BJIACTH IO 3asBICHMSM JIMIL, yKa3aHHBIX B cratee 44
Hactosimiero MenepanpHOro 3akoHa. PaccMOoTpeHHe Takoro 3asiBIE€HUS U
NPUHATHE peIleHUs O BblJaue pa3pellleHus Ha BBO3 OHOMEIUIMHCKUX
KJIETOYHBIX MPOIYKTOB JIMOO 00 OTKaze B BbIJAYe YKa3aHHOTO pa3pelleHHs
OCYIIECTBIISIOTCS. HA OCHOBAaHUH NPHJIOKEHHOM K 3asBJICHUIO CIIEIU(pHKAINH Ha
OMOMEIUIMHCKUNA KJIETOYHBIM MPOAYKT B CPOK, HE IPEBBIIAIOUINN eCATH
pabounx IHEW CO AHSA HPUHATUS YIOJHOMOHYEHHBIM (elepalbHbIM OpPraHoM
HCIIOJTHUTEIFHOM BIIACTH TaKoro 3asBieHus. llmara 3a Belmady yka3aHHOTO
pa3pelieHys He B3UMaeTcsl.

5. Ilpu BBO3e B Poccuiickyio @eneparyiio OMOMEIUIIMHCKUX KIETOYHBIX

NpOAYKTOB B TaMOXKeHHble oprabl Poccuiickoii ®Denepaiuu Hapsgy c
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JIOKyMEHTaMH, TpeJCTaBlIeHHe KOTOPHIX mpenycmorpeHo npaBomM EADC u
(mnm) 3akoHOmaTenbcTBOM Poccuiickoit ®enpepanyi 0 TaMOXXEHHOM Jelle,
MPEICTABISIOTCS CIIeIYIOUINe JOKYMEHTHI:

1) ceprudukar NpoU3BOAUTENS OHMOMEAMLHMHCKOIO  KJIETOYHOTO
IIPOAYKTa, YIOCTOBEPSIOIIMI COOTBETCTBHE BBO3UMOTO OWOMEIUIIMHCKOTO
KJIETOYHOr0 TIPOAYKTa TpeOOBaHWUSM HOPMATHBHOM JOKYMEHTalMH Ha
OMOMe TUITMHCKHUI KJIETOYHBINA TIPOAYKT;

2) cnenudukanys Ha OUOMETUIIMHCKUM KIETOYHBIA MPOIYKT;

3) pa3pewieHue YIOJTHOMOYEHHOTO denepanbHOTO oprasa
MCIIOJIHUTEIPHOM BJAaCTH Ha BBO3 KOHKPETHOH MapTHH OHOMEIHIIMHCKOTO
KJIETOYHOTO MPOIyKTa B CIIy4asiX, yKa3aHHBIX B YaCTH 4 HACTOSILEN CTaThH.

6.Beoz B  Poccuiickyto = @epepanuro  QanbcuPUIMPOBAHHBIX
OroMe TUIITHCKUX KJIETOYHBIX MIPOJIyKTOB, HeZ00pOKaIECTBEHHBIX
OMOMETUITMHCKIX KJIETOYHBIX MPOAYKTOB, KOHTpadaKTHEIX OMOMETUIIMHCKUX
KJIETOYHBIX MPOAYKTOB 3allpEIaeTC.

7. BbiB03 OHOMETUIIMHCKHX KJIETOYHBIX IPOJYKTOB u3 Poccuiickoii
®denepanuu OCyIIECTBIAETCS 0€3 NMPUMEHEHUs OrpaHMYeHMI, yCTaHOBIEHHBIX
npaBoM EADC wu (wnmm) 3akoHomartenbcTBoM Poccmiickoit Penepauuu o
BHEIIHETOProBOM JeSTENbHOCTH, €CJIM UHOE HEe YCTaHOBJIEHO MEXyHApPOIHBIMH

noroBopamu Poccutickoit ®enepanumn.
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8. BrlB03 OMOMEOMIIMHCKHUX KJIETOYHBIX IMPOAYKTOB, MpeIHA3HAYECHHBIX
JUIT TYMaHHTApHOM moMoIIy (CONEHCTBHSA) WM MOMOIIM IPH Ype3BbIYAitHBIX
curyauusix, u3 Poccuiickoli ®@eznepanuu OCYLIECTBIAETCS B HOPSAIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoii @exnepanuu.

Crates 44.  HOpmamveckue JIHLA, KOTOPBIM pa3pellieH BBO3
OMOMEIHIIHHCKHX KJIETOYHBIX NPOXYKTOB

BruomeuimHCKHE KJIE€TOYHBIE IMPOIYKThI MOTYT BBO3UTH B Poccuiickyro
®epnepanuio cienyOmue OPUITIECKUE JTUA:

1) mpousBoauTENs OGMOMEAUIIMHCKOTO KJIETOYHOTO NPOAYKTa JUIs Leneit
cOOCTBEHHOTO MPOM3BOICTBA OMOMEUIIMHCKOTO KJIETOYHOIO NNPOIYKTa;

2) opraxum3zanus, oOnafaronias npaBaMy Ha pe3yJbTaThl JOKIMHIIECKIX
ncciaeoBaHUNH  OMOMEOULIMHCKOTO KJIETOYHOrO MPOAYKTa, KIMHHYECKUX
HccienoBaHuil  OMOMEIMLMHCKOrO KJIETOYHOTO TMponykTa u (Wid) Ha
TEXHOJIOTUIO IPOM3BOJACTBA OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, HIN
YIIOTHOMOYEHHOE €10  IOPUAWYECKOe  JIMI0 Ui OCYIIECTBIEHHUS
roCyZIapCTBEHHOM perucTpaliy 6MOMeIUIMHCKOTO KIIETOYHOTO MIPOAYKTa;

3) obpa3zoBaTeNpHBIE OpraHM3allid BBICHIETO0 O0Opa3oBaHWs u  (HIIH)
OpraHM3allid  JONOJHUTENBHOTO  HpodecCHOHANBEHOTO obpa3oBaHu,
y4YacTBYIOIIME B OPraHM3alUH IPOBEJECHUS IOKIMHUYECKHX HCCIEIOBAaHHUN H
(MnM) KIMHWYECKHMX MCCIIEN0BaHMH OMOMENUIMHCKUAX KIIETOYHBIX IHPOAYKTOB
WIH MPOBOMSIINE TaKhe MCCIEeNOBaHMs, a TAKKe HMHbIE OpTaHU3alUM, KOTOPhIE

Y4acTBYIOT B OpraHH3alMH IIPOBEIEHUS NOKIIMHUYECKUX UCCIEIOBAaHUN 1 (I/IJ'II/I)
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KIMHIYECKAX UCCIEIOBAaHUNA OMOMEIUIIMHCKMX KJIETOYHBIX MPOAYKTOB WM B
KOTOPBIX ITPOBOASTCS TaKHe UCCIIEIOBaHUS;

4) MeOuIWHCKUE OpraHU3allid W yKa3aHHBIE B IyHKTaX 1 - 3 Hacrosuiei
CTaThY OpraHM3ALUM M OKa3aHWs MEIUIMHCKON IMOMOIIM KOHKPETHOMY
MalMeHTy [0 JKU3HEHHBIM I[I0OKAa3aHUsSM [P HAJIWYAHA  pa3pelieHus
YIIOJTHOMOYEHHOTO (e/IepalIbHOr0 OpraHa HCITOJIHUTEbHOH BIIACTH, BRIIAHHOTO
B IOpSJKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (heJepaibHbIM OPTraHOM
UCIIOJIHUTENBHON BIIACTH, B ()OpMe 3IIEKTPOHHOTO JIOKYMEHTa, IOIIHCAHHOTO
YCUJICHHOU KBATH(QHULIMPOBAHHOM 3JIE€KTPOHHOM ITOJIITUCKHIO.

Crates 45. BzaumopeiicTBHe (peepajibHOTO OpraHa
HCMOJIHUTEILHOM BJACTH, YIOJJHOMOYEHHOI0 B 00J1acTH
TaMOKEHHOI O /1eJ1a, H YIOJJHOMO4YeHHOro (eepaibHOro
OpPraHa HCIOJHHUTEIbHOMH BJIAaCTH
1. YomHOMO4eHHbIH (elnepanbHblii OpraH HCHOJHUTENBPHOU BIACTH
NpeJOCTaBIsIeT B pacHoOpsDKeHUE (enepaqbHOro OpraHa HMCHOJHUTENBHOM
BJIACTH, YITOJIHOMOYEHHOTO B OOJIaCTH TaMOXXEHHOIO JieNia, TOCYIapCTBEHHBIN
peecTp OMOMEAMUMHCKMX KIETOYHBIX IHPOAYKTOB, a Takke HHPOPMAIUIO
0 BBIJAHHBIX Pa3pelICHUSX Ha BBO3 KOHKPETHOM IapTHH OMOMEIUIIUHCKHUX
KJIETOYHBIX IIPOJYKTOB B CIy4YasiX, YKa3aHHBIX B 4acTu 4 cTtaTthy 43 HACTOSIIEro
DenepabHOIO 3aKOHA.
2. QenepallbHBI OpraH MCIOJHUTENBHOM BIIACTH, YIOJHOMOYEHHBIA B

001acTH TaMOXXEHHOTrO Jieja, MHPOPMHUPYET YHOIHOMOYEHHBIH (enepaibHbli

opraH HCIIOJIHUTEIPHOU BJIAaCTH O BBO3E 6I/IOM6,Z[I/II_II/IHCKI/IX KJIC€TOYHBIX
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npoaykroB B Poccuiickyro Denepalidio U BbIBO3e OMOMEIUIIMHCKUX KIIETOYHBIX
nponyktoB u3 Poccuiickoit ®enepauuu no ¢opMe U B MOpSIKE, KOTOPHIE
ycraHoBieHsl [ IpaBurenscTBoM Poccuiickoit @enepanmm.

Cratps 46. T'ocyaapcTBeHHBIH KOHTPOJIbL B cepe oOpamennst
OHOMEAHLMHCKHX KJIETOYHBIX MPOXYKTOB

1. TocynapcTBeHHBIM KOHTpOJIb B cepe oOpalneHHss OMOMETMIIMHCKUX
KJIETOYHBIX IIPOJTyKTOB OCYILECTBIISIETCS tdheneparbHBIM OpraHoM
HCTIOJTHUTENBHOM BIACTH, OCYIUECTBISIIOIIMM (YHKOWHM 10 KOHTPOJIO W
Hag30py B cdepe 30paBOOXpaHEHHs, W BKIIOYaeT B cels JIMIEH3UOHHBIN
KOHTPOJIb B cepe NPOU3BOJACTBA OMOMEIULUMHCKUX KIETOYHBIX IPOIYKTOB,
rOCYAapCTBEHHBI KOHTPONb 3a JeATeNBHOCTEIO B cdepe obpaineHus
OMOMETUIIMHCKAX KIETOYHBIX IPOLYKTOB, BHIOOPOYHEIN KOHTPOJH KadecTBa
OHMOMETUITMHCKUX KJIETOYHBIX MPOIYKTOB.

2. JInteH3UOHHBIH KOHTPOJb B cepe NMpOM3BOACTBA OHOMETUITMHCKHX
KJIETOYHBIX IPOAYKTOB OCYLIECTBISETCS B cooTBeTcTBUU C DenepaibHbIM
3akoHOM 0T 4 mas 2011 roga Ne 99-@3 «O nuieH3upOBaHUN OTAEIBHBIX BUIOB
e TETbHOCTI.

3. I'ocymapcTBeHHBINM KOHTPOJIb 32 JEeATeNbHOCTHIO B cepe obpaineHus
OMOMEIUIMHCKUAX KJIETOYHBIX IPOAYKTOB OCYILIECTBISETCS B COOTBETCTBHUU C
DenepanbHbBIM 3aKOHOM oT 26 nexaops 2008 roja
Ne 294-03 «O 3zamure npaB MIOPUAMYECKHX JHI W WHIUBHAYATbHBIX

npe,nanHnMaTeneﬁ Ipd  OCYIIECTBICHHH TOCYHAPCTBEHHOI'O  KOHTPOJIA
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(Ham30pa) M MYHHLHMIAIBHOTO KOHTPOIS» C  YYE€TOM OCOOCHHOCTEH,
IPeIyCMOTPEHHBIX HACTOSIIEH CcTaTbedl, W B TMOpPsAKe, YCTAaHOBIEHHOM
ITpaBurenscTBOM Poccuiickoit @enepanuu.

4. TocynapcTBEHHBIH KOHTPOJIb 32 JIEATENIBHOCTRIO B cepe oOpaiieHus
OMOMEIMIIHHCKUX KIETOYHBIX ITPOAYKTOB BKIIIOYAET B CeO:

1) opranuzaumio W TpPOBENEHHE IIPOBEPOK COONMIONEHUS CyOBEKTaMU
oOpameHusi OMOMEIUIMHCKAX  KJIETOYHBIX IPOAYKTOB  YCTaHOBJIEHHBIX
HactosmuM DefepadbHbIM 3aKOHOM U INPUHATHIMA B COOTBETCTBHH C HHM
MHBIMM HOPMATUBHBIMH IpaBOBBIMH akTamMu Poccuiickoii ®enepanuu
TpeOoBaHUH K JOKIMHUYECKUM HCCIIEOBaHUAM, KIMHUYECKUM HCCIIEIOBAHUSM,
IPOM3BOJICTBY, peajiu3allid, XpaHEHHUIO, TpPaHCIOPTUPOBKE, BBO3y B
Poccuiickyro @enepanuio, BeiBo3y U3 Pocculickoin ®denepariuu, NpUMEHEHHUIO,
YHUUYTOXEHHIO OUOMEIUIIMHCKIX KIIETOYHBIX IIPOAYKTOB;

2) opraHu3armo %4 IpOBEJIEHUE MPOBEPOK COOTBETCTBUSA
OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTOB, HAaXOAAINMUXCA B oOOpalieHuw,
MoKas3arenas M KauecTBa, YCTAHOBJIEHHBIM HOPMAaTMBHOW JOKyMEHTallued Ha
OMOMeTMUMHCKUHN KIETOYHBIA MPOIYKT;

3) npuMeHeHHe B IOpsAKe, YCTAHOBIEHHOM 3aKOHOJATEILCTBOM
Poccuiickoii ®Denepanuy, Mep II0 INPECEYSHUIO BBISBICHHBIX HapYIIEHUH
TpeboBaHui HacTosmero PenepalbHOrO 3aKOHA H (WIH) IO YCTPaHEHHIO

NOCEACTBHM TAaKMX HapylmIeHHH, B TOM YHCIEe MPHUHATHE PpEIIEHUS O
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MPHOCTAHOBJIEHHN OOpalieHuss OMOMEIUIMHCKUX KJIETOYHBIX HPOAYKTOB H
BBIAAYY IIpeANHCaHhii 00 YCTpaHEHHWU BBHISABICHHBIX HApyUICHHH, & Takke
HpHUBJIeYeHHE K OTBETCTBEHHOCTH JIULI, COBEPIINBIINX TAKAE HAPYIICHHS.

5. IlpemBapuTelIbHOE COTJIACOBAHHE C OpPraHaMH IPOKYpPaTyphl CPOKOB
IpOBeJeHHs BHEIIAHOBOM MPOBEPKH CyOBEKTOB oOparieHus OMOMEAULIMHCKUX
KJIETOYHEIX [TPOAYKTOB, & TaKXe MpeIBapUTENIbHOE YBEAOMIICHHE FOPUANIECKIX
JML, WHIABHIYAIBHBIX TpeANpHHAMATENed O Havalle NPOBENEHHS TaKoh
npoBepku He TpeOyercd. Oprabl NpPOKypaTypbl HHGOPMHUPYIOTCS O
IIPOBE/IEHHH BHEIUIAHOBOM NMpPOBEpPKH CyOBEKTOB oOparieHns OMOMeIUIUHCKUX
KJIETOYHBIX MPOAYKTOB ITyTEM HAalpaBlI€HHUs COOTBETCTBYIOIIMX IOKyMEHTOB B
TeueHHe Tpex pabounx AHEH co THSA OKOHYaHMS TaKOH IIPOBEPKU.

6. BbIOOpOYHBIN KOHTPOJHh KauecTBa OHOMEIUIIMHCKHX KIETOYHBIX
IPOAYKTOB OCYIIECTBISIETCA B IOPSJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM
(eneparbHEIM OPraHOM HCIIOIHATENPHON BIIACTH, U BKIIIOYAeT B ceOs:

1) obpaboTKy cBeleHHUil, B 00S3aTENIbHOM MOPSKE IPEIOCTaBISEMBIX
cyOpekTamMu oOpanieHuss OMOMEIUIIMHCKUX KIIETOYHBIX MPOOYKTOB, O CEpHUsiX,
napTusxX OWOMENUIIMHCKHMX  KJIETOYHBIX IIPOJYKTOB, IIOCTYHAIOIIUX B
obparmmenue B Poccuiickoit ®enepanum;

2) orbop 00pa3noB OHMOMEIUIIMHCKUX KIETOYHBIX IPOAYKTOB ¥

cyObekToB oOOpamieHuss OMOMEIMIMHCKMX KIETOYHBIX IPOLYKTOB B IIENAX
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IpOBEICHH MCHBITAHUH Ha HX COOTBETCTBUE TpPeOOBaHHSAM HOPMATHBHOM
JOKyMEHTalUX Ha OMOMEIUIIMHCKUYM KIIETOUYHBIM MPOIYKT;

3) mpuHATHE TO pe3yJbTaTaM NPOBEJeHHBIX HCIBITAHUN pENIeHHUS O
JanpHeleM oOpaleHud COOTBETCTBYIOIIEr0 OMOMEIUIIMHCKOTO KIETOYHOTO
HpPOJTyKTa;

4) nmnpuHatHe ¢enepadbHBIM OpPraHOM  HCIIOJHHUTENIFHOH  BIIACTH,
OCYIIECTBIIOIIUM  (YHKIHM [0 KOHTPONIO W  Ham30py B  cdepe
3[[PAaBOOXPAHEHUSA, peIIeHHs O IiepeBoje OMOMETUIIMHCKOTO KIETOYHOIO
IPOAYyKTa Ha TOCEPUHHBIA BHIOOPOYHBIM KOHTPONIb KayecTBa B Cllydae
IIOBTOPHOTO  BBIABICHHS HECOOTBETCTBHA KayecTBa OHMOMEIULHMHCKOTO
KJIETOYHOTO IMpPOAYKTa TpeOOBaHMWSM HOPMATUBHON JOKyMEHTAllMH Ha
OMOMeTUIIMHCKUH KIJIETOYHBIA NMPOAYKT U (IpU HEOOXOAMMOCTH) O IPOBEIEHUHU
NpOBEpPKH CyOBeKTa oOpalieHuss OMOMETUIIMHCKHUX KIIETOYHBIX IPOIYKTOB.
Pacxompl, cBsi3aHHBIE C MPOBEICHHUEM ITOCEPUITHOTO BBHIOOPOYHOIO KOHTPOJSL
KagecTBa  OMOMEIUIMHCKOTO  KJIETOYHOTO  TNPOAYKTa,  OIUIQUMBAIOTCS
NPOM3BOAUTENEM OMOMEIHUIIMHCKOTO KJIETOYHOIO MpOoAyKTa JMOO0 BialenbleM
PETHCTPallMOHHOTO YAOCTOBEPEHHSI OMOMEAUIIMHCKOTO KIIETOYHOTO MPOAYKTa.

7. JloiokHOCTHBIE ML (heepalbHOr0 opraHa MCIIOJIHHTEILHOM BIIACTH,
OCYIIECTBJAIOIIEr0 (QYHKIMH 10 KOHTPOMIO M Haa3opy B  cdepe
3[paBOOXPAHEHUs, B  TOpSAKe, YCTAaHOBIEHHOM  3aKOHOZATEIHCTBOM

Poccuiickoit eneparum:
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1) Ha OCHOBaHMU MOTHBHPOBAHHBIX ITUCEMEHHBIX 3aIIPOCOB MOJIYYalOT OT
cyObpekToB oOpaimieHuss OHOMEIMIMHCKUX KIETOYHBIX INPOAYKTOB CBEICHUS,
HeoOXOMUMBbIe [UIS MPHUHATHS pELIeHW [0 BOMpOcaM, OTHECEHHBIM K
KOMITETeHIIMH OpraHa rocyIapcTBeHHOTO KOHTPOJIS;

2) GecTIpenATCTBEHHO IO HPEeIbSIBICHHH CIYy)XeOHOrO YAOCTOBEpEHUS U
KONAK IpHKaza (paclmopspKeHHs) O Ha3HAYCHWHM TPOBEPKH ITOCEIIAlOT
UCTIONB3yeMble  cyObekTamm  oOpamieHuss OHOMEIUIMHCKHX  KJIETOYHBIX
IPOAYKTOB TEPPUTOPHUH, 3[aHWsA, IIOMEIIEHUS K COOPYXEHHS B IeJIX
IPOBEACHMS MEPOTIPHSTHI T10 KOHTPOIIO;

3) mpoBoasaT 0T60P 00pa3loB OMOMEIUIMHCKAX KIETOYHBIX IPOAYKTOB,
IpeqHa3sHaYeHHBIX Ui peajii3aliil U peaju3yeMbIX CyObheKTaMM OOpallleHHs
OMOMEIUIMHCKUX KJIETOYHBIX MPOMYKTOB, JUIA TPOBEPKH HX KavecTsa,
TIPOBEIEHHS UCCIIEOBAHMM, HCIIBITAHWNA B COOTBETCTBHH C TPaBHIaMU OTOOpa
00pa3IoB, YCTAaHOBIIEHHBIMH YIIOJHOMOYEHHBIM (efepabHBIM  OpraHOM
HCIIOJIHUTEIIbHOM BIIACTH;

4) BeigatloT cyOBekTam ofpaieHus OHOMENUIIMHCKHMX  KJIETOYHBIX
IPOIYKTOB IPEAIUCAHMUS O MIPEKpaIlleHuN HapyIIeHHH TpeOGOBaHUi HACTOSIIETO
@epepanpHOro 3akoHa U 00 YCTpaHEHHH BBISBICHHBIX HapYIIEHHH yKa3aHHBIX

TpeOoBaHUH.
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Crarbs 47. (OTBeTCTBEHHOCTH 32 HapyllleHHE 3aKOHOAATEIbCTBA
Poccuiickoii ®eaepanun 06 oGpameHun
OMOMeHIIHHCKHUX KJIeTOYHBIX NPOAYKTOB

Hapymenne 3akoHonatenbcTBa Poccutickoit @enepanuu 06 oOpaleHnn
OMOMENUIIMHCKUX KJIETOYHBIX IPOAYKTOB BI€YEeT 3a CO0OM HACTyIUICHUE
OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOJATENCTBOM Poccuiickoit
®denepanun.

Cratps 48. Bo3memeHue Bpeja, IPHYHHEHHOI0 5KU3HH U 340POBbIO

rpakaaH BcjeACTBHe IPUMEHEeHHsI OHOMeIHIIHHCKHX
KJIETOYHBIX NPOAYKTOB

1. IlpouzBomuTens OMOMENMIIMHCKOTO KJIETOYHOTO TpOAyKTa o00s3aH
BO3MECTHTH BpeHd, IPHUYMHEHHBIA >XW3HHW, 3J0POBBIO TIpaXkJaH BCIIEJCTBHE
NpUMEHEeH!s OMOMEJMIIMHCKOIO KIETOYHOrO IPOAYKTa, €CId JOKa3aHo
HaJIMIKe OJHOTO U3 CIEAYIOIIHUX 00CTOSTENbCTB!

1) GHOMEIMITMHCKIM KIETOYHBIA MPOAYKT IPUMEHSIICS 110 HA3HAYESHHUIO B
COOTBETCTBHMH C HHCTPYKIMEH O NpUMeHEHUI0 OHOMEIUIITHCKOrO KIETOYHOTO
MPOIYKTa U MPUYHUHON Bpela XHU3HH, 3M0POBBIO MPaX/laH SBUJIOCH IIPUMEHEHHE
HeT0OpOKaueCTBEHHOT0 OMOMEUITMHCKOTO KIIETOYHOT'O MPOIYKTa;

2) NIpUYMHON Bpela XU3HH, 3[0POBBIO I'PaXk[laH SBUJIACh HEIOCTOBEPHAs
uHQOpMaIys,  Ccoaep)Kamascss B HHCIPYKIMH 1O  NPUMEHEHHUIO
OMOMEIUIIMHCKOTO KIETOYHOIO MPOAyKTa.

2. Opranuszanys, B KOTOpOi NpUMeHseTCs OMOMETUIIMHCKUI KIE€TOYHBIHA

IIPpOAYKT, o0s13aHa BO3MECTHUTH BpeEn, HpI/I‘-II/IHeHHHﬁ KU3HH, 3TO0POBBIO I'paXXaaH
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BCJIEJICTBHE IPUMEHEHHS OHOMEIUIIMHCKOTO KJIETOYHOIO TIPOAYKTa, €CJIH
NOKa3aHO, 4YTO NPUYMHOM Bpema KW3HHU, 3J0POBBIO TpaXKIaH SBHIOCH
IpUMeHeHHe OHWOMEIMIMHCKOTO KJIETOYHOTO IIPOAYKTa C HapyIleHHEM
MHCTPYKLHH IO €r0 MPUMEHEHUIO.

3. Boamemenne Bpena, NPUUMHEHHOTO JKHM3HU, 3J0POBBIO TpaxKaaH
BCIEJCTBHE  IPUMEHEHHUS  OHOMEOMLMHCKOTO  KIETOYHOIO  IPOMIYKTa,
OCYIIECTBIAETCA B COOTBETCTBHHU C  3aKOHOJAATelbCcTBOM  Poccuiickoit
Oenepanyu.

Cratps 49. Tlopsiaok BeTynjleHHs B CHJIYy HACTOSIIIErO
®enepanbHOro 3aK0HA

1. Hacrosimumit ®epepanbHbIii 3aKOH BCTyMaeT B CHIy C 1 saHBapd
2017 roga, 3a MCKIIOYEHUEM ITOJIOKEHHUM, NI KOTOPBIX HACTOSIIEeH craThei
YCTaHOBJIEH MHOU CPOK BCTYIUICHHUS UX B CHUILY.

2. Yactp 2 u myHKT 2 "yacTH S5 cTtatbd 35 Hacrosimero ®enepaisHOro

3aKOHa BcTynaroT B cuiy ¢ 1 suBaps 2018 ropa.

B.Ilytun

Mocksa, Kpemib
23 nrona 2016 rona
Ne 180-D3



