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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

"O BMOMEANLIMHCKMX KIETOUHBIX NpoAyKTax" Hara coxparetus: 30.08.2018

UcTouyHunK nybnukaumm
B naHHOM Buae AOKYMeHT onybnmkoBaH He bbir.
lMepBoHa4anbHbIN TEKCT AOKYMEHTa onyGnunkoBaH B U34aHUsX
OdmumanbHbIn HTepHeT-NnopTarn npasoson nHdopmaumu http://www.pravo.gov.ru, 23.06.2016,
"CobpaHue 3akoHogaTtenbctBa PO®", 27.06.2016, N 26 (YacTtb |), cT. 3849,
"Poccuinckas raseta”, N 139, 28.06.2016.
WHdpopmauumio o nybnmkaumm JOKYMEHTOB, CO3AalLWLMX AaHHYO peaakumio, CM. B CipaBke K 3TUM AOKyMeHTaM.

Mprme4yaHue K JOKYMEHTY
Havano gencrteua pegakumm - 14.08.2018.

M3meHeHus1, BHeceHHble denepanbHbiM 3akoHoM oT 03.08.2018 N 323-®3, sctynunu B cuny no ucrtedeHun 10
OHeln nocne gHs odmumansHoro onybnukosaHusa (onybnvkoaH Ha OduumnansHOM MHTEpPHET-NopTane NpaBoBON
nHcpopmaumm http://www.pravo.gov.ru - 03.08.2018).

HasBaHue AokymeHTa
depepanbHbIn 3akoH oT 23.06.2016 N 180-93
(peq. ot 03.08.2018)
"O BMOMEANLMHCKMX KINEeTOYHbIX npoaykTax"”
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

23uoHa120160roga N1180-93

POCCUNCKASA ®EOEPALINA
®EOEPAINbHbIA 3AKOH

O BUOMEOMLUMNHCKNX KNETOYHbIX MPOAYKTAX

MpunHar
MocynapctBeHHoM [ymon
8 nroHsa 2016 roga

OpobpeH
CoseTom depepaumm
15 uioHsa 2016 roga

Cnu1coK N3MEHSIIOLLINX JOKYMEHTOB
(B peq. ®enepansHoro 3akoHa ot 03.08.2018 N 323-93)

CtaTbs 1. MpeameT perynupoBaHus HacToswero ®egepanbHOro 3akoHa

1. Hactoswun ®epepanbHbii 3aKOH perynvpyeT OTHOLUEHMS, BO3HMKAWOWME B CBA3M C pas3paboTkomn,
OOKNUHUYECKUMUN UCCEeSOBaHUSAMUN, KIMNMHUYECKUMU UCCNefoBaHUsIMU, SKCNEePTU30M, rOCygapCTBEHHOW perucTpaumen,
nNpPon3BOACTBOM, KOHTPOSiIeM KayecTBa, peanusauuen, npuMeHeHUEM, XPaHeHWeM, TPaHCMOPTUPOBKOW, BBO3OM B
Poccuiickyto  ®epepauuio, BbiIBO30OM U3 Poccuiickon Penepaunn, YHUUTOXKEHUEM OUOMEOWNLIMHCKUX KIETOYHbIX
NPOAYKTOB, NpeAHa3Ha4YeHHbIX ANS NPOMUNAKTUKK, OUArHOCTUKMA U neyYeHus 3aboneBaHuin UM COCTOSIHMIM NauneHTa,
COXpaHeHMs1 OepeMEeHHOCTM W MeOMUMHCKOM peabunutaumm nauveHTa (ganee - obpauieHune OMOMeAMLMHCKUX
KNETOYHbIX NPOAYKTOB), @ TaKkKe perynvpyeT OTHOLIEHMS, BO3HMKAWOLIME B CBA3M C LOHOPCTBOM ©OMOMOrMyeckoro
MaTepuana B Liensax Nnpom3soactea GOMEeaNLNHCKUX KNETOYHbIX MPOAYKTOB.

2. [eictBre Hactosiero deneparnbHOro 3aKOHa He pacrpoCTPaHSeTCsl Ha OTHOLUEHWUs, BO3HMKawoWMe npu
pa3paboTke M MPOU3BOACTBE IEKAPCTBEHHbLIX CPEACTB W MEAUUMHCKUX W3LEeNnvii, OOHOPCTBE OPraHoB U TKaHEW
yenoseka B LEeNAX WX TpaHchnaHTauuu (nepecanku), OOHOPCTBE KPOBW M €e KOMMOHEHTOB, MpU MCMonb30oBaHWU
MOMOBbLIX KMETOK YeroBeka B LEnAX MNPUMEHEHUs BCriomoraTenbHbIX PernpoayKTMBHbIX TEXHOMOTMUI, a Takke Ha
OTHOLLEHWS, BO3HUKAIOLLIME NPU 0BpaLLleHUN KNeToK U TKaHel YenoBeka B Hay4YHbIX U 06pa3oBaTenbHbIX Lensx.

CrtaTbs 2. OCcHOBHBIE NMOHATUSA, UCMONb3yeMble B HacToswem PeaepanbHOM 3aKOHe
B HacTodLlem <De,u,epaan0M 3aKOHe MUCNOoJb3yKTCA cneayrwme OCHOBHbIE MOHATUA:

1) OMOMEANUMHCKUIA KITETOUHBIN NPOAYKT - KOMIMIIEKC, COCTOSLMN U3 KIETOYHOW JIMHUKN (KNETOYHbLIX JTMHWUA) 1
BCMOMOraTesibHbIX BELWECTB MO0 M3 KNETOYHOM NIMHUN (KNETOYHbIX JIMHUA) 1 BCMOMOraTesbHbIX BELWECTB B COMETAHMM
C npoweawmMmn rocyaapCTBEHHYIO PErncTpaumio NeKapCTBEHHbIMU npenapataMmum ans MeAUUMHCKOro NpUMeHeHus
(nanee - nekapcTBeHHble npenapatbl), W (UnNn) dapmaueBTUYecCKMMM cybCcTaHUMsAMK,  BKIIIOYEHHLIMU B
rocyJapCTBEHHBIN peecTp NEKAPCTBEHHbLIX CPeACTB, U (M) MeAULIMHCKUMN U3OENUSMU;

(B pea. PepepanbHoro 3akoHa ot 03.08.2018 N 323-93)

2) peanusauns GOMeAMLMHCKOro KNeToYHOro NpoaykTa - nepegada GuoMeamUmMHCKOro KNeToyHoro Npoaykra Ha
BO3Me3HOW OCHOBE U (Unn) Ha 6e3B03Me3HO OCHOBE;

3) ayTonormyHbin GMOMEONLNHCKUIA KITETOYHbIN NPOAYKT - BUOMEOULNHCKUIA KITETOYHbIN NPOAYKT, coaepXallmi B
CBOEM COCTaBE KIETOYHYH JNIMHUIO (KNETOYHbIE NMHUM), MOSTYYEHHYO M3 BUoNormyeckoro Marepuana onpeneneHHoro
yenoseka, U NpeAHasHauYeHHbIN 4518 MPUMEHEHUS 3TOMY Ke YENOBEKY;

4) annoreHHbIi BUOMEANLIMHCKUIA KIETOYHBIN NPOAYKT - BMOMEOMUUHCKMIA KNETOYHBIN NPOAYKT, COAEpXallMin B
CBOEM COCTaBe KIIETOYHYHO JIMHUIO (KNETOYHbIE NMHWUM), MOJTYYEeHHY0 M3 BUonornyeckoro Marepuana onpenereHHoro

KoHcynbTanTlNKoC

www.consultant.ru CrtpaHuua 2 ns 41
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

yerioBeka, n I'Ipeﬂ,HaCBHa'-IeHHbIVI ana npumMmeHeHuna apyrum nogam,

5) KOMOWHMPOBAHHLIAN OGUOMEONUMHCKUA KMETOYHbIA NPOAYKT - OWOMEOMUMHCKUMIA  KNETOYHbLIA  MPOOYKT,
COLEepXXaLlMin B CBOEM COCTaBE KMETOYHbIE JIMHWM, MOSNyYEHHbIE U3 OMONOrMYECKOro MaTtepmuana HecKONbKUX NI0AeN, U
npegHasHavYeHHbI 4118 MPUMEHEHUSA OGHOMY U3 HUX;

6) obpasel BGUOMEOMLMHCKOrO KIEeTOYHOro NpoAykta - GUOMEAWLMHCKUA KIEeTOYHbIA MPOAYKT WM ero 4actb,
nornyyeHHble B LENAX M3y4yeHusl ero CBOWCTB, B TOM 4YMCMe AONsl OLEHKM KavyecTBa OMOMEAMUMHCKOrOo KNeTOYHOro
npoaykta u ero 6e3onacHocTy;

7) KNneTo4vHaa nUHuA - ctaHgapTu3oBaHHaA nonynauma KrneTtok oAHOro tmna € BOCNPOU3BOAMMbBLIM KIEeTOYHbIM
COCTaBOM, nMnoJlydeHHada nyteMm Uu3bATUA n3 opraHm3mMma 4ernoBeka ononoru4eckoro MaTtepuana C nocneaylwmm
KynbTUBUPOBAHNEM KINETOK BHE OpraHn3ma 4erioBeka,

8) BcnomoraTenbHble BeLECcTBA - BeELECTBA HEOPraHWYecKoro MMM OPraHMYecKoro  MPOUCXOXAEHUS,
ucnonb3yemble Npu paspaboTke U NPon3BoAcTBe GUOMEAULIMHCKOrO KNEeTOYHOro NPoayKTa;

9) Owonorudeckuii maTtepuan - OWOMOrMYEcKUEe KUOKOCTWU, TKaHW, KMEeTKW, CekpeTbl W NPOAYKTHI
KU3HEeOEeATenbHOCTN 4enoBeka, (U3NOMOrMYeckne W naTonorMyeckue BbIOENEHUS, Ma3kW, COCKOObl, CMbIBbI,
OvoncuiHbIN MaTepuarn;

10) OoHop GuonorMyeckoro Matepuana (ganee Takke - AOHOP) - YerloBeK, KOTOPbI NPU XU3HU NpeaocTaBui
Guonoruyecknii MaTepuan, WM YerioBeK, Y KOTOPOro OuonorMyeckuini martepuan mMofyyYeH Mocre ero cMmepTw,
KOHCTaTMPOBaHHOW B MopsiAKe, YyCTaHOBIEHHOM 3aKkoHogaTenbcTBoM Poccuiickorn denepauuu;

11) poHopctBO 6uKonornyeckoro MaTepuana - Mpouecc MNOCMEPTHOro npefocTaBneHns buonornyeckoro
mMaTepuana (ganee - nocMepTHOe [OOHOPCTBO) WMM MPUXKW3HEHHOro npefocTaBrieHust Guonormyeckoro martepuana
(manee - NpxU3HEHHOE AOHOPCTBO);

12) HopmaTMBHas AOKyMeHTauuMss Ha OMOMEeOUUMHCKUIA  KMeTOYHbIM  MNPOAYKT -  pa3pabaTbiBaembli
npoussoguTeneMm 6MOMEANLMHCKOro KNeTovYHOro npoaykra AOKYMEHT, coaepXallui nepeyeHb nokasaTtenen kavectsa
BuoMeaULMHCKOrO  KIeToYHOro npoaykTa, onpedensemMblx MO pe3ynbTataM COOTBETCTBYIOLLUMX —IKCMEPTM3, W
MHOPMaLMIO O MeTOA4AaX KOHTPOSs KavyecTBa OMOMEANLMHCKOrO KIeTOYHOro NpoayKTa;

13) kayecTBO BGUOMEOMLMHCKOrO KNETOYHOro NPOAYKTa - COOTBETCTBUE BUOMELMLIMHCKOrO KNEeTOYHOro MpPOoAyKTa
TpeboBaHNsAM HOPMAaTMBHOW JOKYMEeHTauuM Ha BUOMeANLNHCKMIN KNETOYHbIA NPOAYKT;

14) Ge3onacHOCTb GMOMEAMUMHCKOrO KIIETOMHOro NpoAdykTa - XapaKTepucTMka GMOMEeOMUMHCKOrO KNEeTOYHOro
MpoAyKTa, OCHOBaHHasi Ha CpaBHUTENIbHOM aHanu3e ero apdeKTUBHOCTM M pUcKa MPUYMHEHWUSI Bpeda >XU3HU U
3[0POBbI0 YeroBeka Npu ero NPUMEHEHNN;

15) adbdpeKTUBHOCTL GUOMEOMUMHCKOrO KIETOYHOro MpOoAyKTa - XapaKTepucTuka CTerneHu MOoSIoXUTENbHOro
BMUSIHUS GUOMEAMLMHCKOrO KreTOYHOro MpoAykTa Ha TevyeHue, MPOAOIHKUTENbHOCTb 3aboneBaHusi UM COCTOSIHUS
n1Mbo Ha X NpegoTBpallleHne, Ha coxpaHeHue 6epeMeHHOCTH, Ha MeQULIMHCKYI0 peabunmTaumio NaumMeHTa;

16) NMPOTOKOJ1 KINMMHN4YEeCKOro nccrnegoBaHuA OMOMEANLIMHCKOro KNEeTO4YHOro npoaykTta - 4OKYMEHT, Ol'lpeﬂeJ'IFHOLLI,I/IIZ
LenuM KIUHUYEeCKOro WccrneaoBaHus OUOMEOULMHCKOro  KIeTOYHOro NpoAYKTa, (bOprI ero opraHmsauum wu
MeTOooJ10rmo npoBeneHund, CtTatuctnu4eckme MetTobl 06p860TKVI pe3ynbTaTtoB UCCregoBaHnA U Mepbl Mo obecneyeHnto
©e30nacHOCTN NaUNEHTOB, y4yacTByHRLWUX B KITMHNYECKOM nccnegosaHnm OMOMEANLMHCKOro KNeTOYHOro npoAaykra,

17) NHPOPMALIMOHHBIN NUCTOK NaLUMeHTa - JOKYMEHT, B KOTOPOM B AOCTYNHOW hopmMe u3noxeHa nHdopmauus o
KNMMHUYECKOM MCCNeAoBaHUM BMOMEOULNHCKOrO KNETOYHOro NpoAyKTa, ero Lensx, nnaHe NpoBeAeHUss U BO3MOXHbIX
puckax, cocTaBe OWOMEOMLMHCKOrO KNeTOYHOro npodykta W COOEPXMTCA MNUCbMEHHOe A0OpoBONbHOE cornacue
naumeHTa Ha y4acTue B KITMHUYECKOM UCCreaoBaHnM GMOMEONLNHCKOrO KIETOYHOro NpoaykTa;

18) perncTtpaumoHHoe yaoocrtoBepeHune OMOMeANLMHCKOro KNeTo4YHOro npoaykra - OOKYMEHT, nomsepm,u,arou.mﬁ
(*)aKT Focyﬂ,apCTBeHHOIZ perncrtpauunm OMOMEANLMHCKOro KNeTo4YHOro npoaykKra,

19) npousBoauTens GMOMEOMLMHCKOrO KNETOYHOro NMpoAyKTa - OpraHusauus, oCyLLecTBRsioLwas Npon3BOACTBO
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GUOMeaNLIMHCKOrO KNETOYHOro NpoayKTa Ha Of4HOW CTaauu, HECKONMBKUX UMK BCEX CTaausAX TEXHOMOMMYEeCcKoro npoLecca
B COOTBETCTBMM C NULIEH3NEN Ha OCYLLECTBMEHWE OesATEeNnbHOCTM MO MNPOU3BOACTBY BMOMEOULIMHCKUX KNeTOYHbIX
NPOAYKTOB;

20) noboyHoe [OeNCTBME - peakuusi opraHuMsMa YenoBeka, CBsi3aHHasi C MPUMEHEHMEM OGMOMEAULIMHCKOro
KIMEeTOYHOTro NpoayKTa B COOTBETCTBUM C MHCTPYKLMEN MO ero NPUMEHEHMUIO;

21) HeXenaTtenbHaa peakuua - He6naronpvaHa;| peakuna opraHn3ma 4ernoBeka, KoTopaa MoXeT ObITb CBsI3aHa C
NPUMEHEHNEM OGMOMEANLIMHCKOro KNeTo4YHOro NpoAyKTa,

22) cepbe3Has HexernaTernbHasi peakumsi - HebraronpusiTHas peakuusi opraHuama 4YernoBeka, Kotopasi CBsidaHa C
npuMmeHeHnem 6I/IOMep,I/ILI,I/IHCKOFO KNeTovyHoro npoaykra B COOTBETCTBUU C I/IHCprKLI,VIeIZ no ero npuMmeHeHuto,
npvBegLlas K CMepTU, BPOXAEHHLIM aHOManusiM UM Nopokam passuTusl NMbo npeacraenstowas cobon yrposy Xu3Hu
yenoBeka, Tpebywouwaa rocnutanu3aumm nubo npuBedwas K BPEMEHHOW yTpaTe TPyAOCMOCOOHOCTM wnn K
WHBANUOHOCTK;

23) HenpegBuaeHHas HexenaTenbHasd peakuus - HebnaronpuaTHas peakuus opraHusMa 4enoBeka, KoTopas
CBfi3aHa C MpUMEHeHMEM OMOMEeOMUMHCKOrO KIeTOYHOro MpoAykTa B COOTBETCTBUM C MPOTOKONOM  KIMMHUYECKOrO
nccnegoBaHnss GMOMEOWLMHCKOrO KeTOYHOro npoAykTa, Opollopori uccnegoBaTens WM UHCTPYKUMEW MO ero
NMPUMEHEHMIO U CYLLHOCTb, TSXKECTb M UCXOA KOTOPOW He COOTBETCTBYIOT MHAOPMaLUMU O BMOMEANLMHCKOM KIETOYHOM
npoaykTe, CoAepX)allencs B ykasaHHbIX AOKYMEHTaXx;

24) danbCcuUULMPOBaHHLIN OMOMEOULMHCKUIA KNETOYHBLIN MNPOAYKT - OUMOMEAWMLMHCKUA KIETOYHbIA MPOAYKT,
npegHamMepeHHO COnpoBOXAaeMblil NOXHOW MHGOPMaLMen o ero coctase 1 (Mnu) NPon3BoauTene;

25) HepobpokayYeCTBEHHbIN BUOMEONLMNHCKUA KNETOYHBIN NPOAYKT - BMOMEAUUMHCKUIA KNETOYHbIA MPOAYKT, He
COOTBETCTBYIOLWUIA TpeboBaHNSAM HOPMATMBHON JOKYMEHTauuM Ha BUOMeANLNHCKMI KNETOYHbIA NPOAYKT;

26) KOHTpadakTHbI OUOMEOMLMHCKANA  KNETOYHbI  MPOOYKT - OUOMEOMUMHCKUA KIETOYHbIA  MPOAYKT,
HaxogsALWMNCS B 00paLleHnn C HapyLLIEHNEM rpaXKaaHCKOro 3akoHO4aTeNbCTBa;

27) [OOKNMHM4YecKkoe  uccnegoBaHMe  GUMOMEOMUMHCKOrO  KNeTOYyHOro  npogykta - Guornorudeckue,
MUKpoBMonornyeckme, UMMYHOOrMYECKMe, TOKCUKOMOrMyeckue, dapmakorormyeckne, uandeckme, XMMUYEcKUe U
Apyrve uccnegoBaHusi 6MOMeOMLMHCKOTO KNEeTOYHOro MpoayKTa B LENsX BbISBNEHUS Chneuuduyeckoro mMexaHusma
OeNCTBMSA Takoro MpoAykTa, TOSyYeHus [okasaTenbCTB ero GesonacHoCTM, kayecTBa U 3h(EKTUBHOCTY,
NpeaLecTByoLIME KIMHUYECKOMY UCCNeaoBaHNio GUOMEANLIMHCKOrO KNETOYHOro NPOAYKTa;

28) KnNUHUYeckoe WccredoBaHWe OMOMEeOWMLIMHCKOrO KIETOYHOro MpoAykTa - U3ydeHue NpodUnakTUYecKux,
AMAarHoCTUYECKNX, NeYebHbIX, peabunUTaUMOHHBIX CBOMCTB BMOMeOULIMHCKOrO KIEeTOYHOro NMpoaykTa B npolecce ero
NPUMEHEHNs1 YENOBEKY B LIENSX MOMyYeHNs JoKasaTenbCTB ero 6e3onacHoCTv 1 3EKTUBHOCTU, AaHHbIX O MOGOYHbIX
OeNCTBUAX TaKoro NpoAyKTa M HexenaTenbHbIX peakuusx, CBA3aHHbIX C ero NpuMMeHeHueMm, a Takke o6 addekte
B3aUMOZENCTBUA MccrieayemMoro G1MomMeanUMHCKOro KNeToYHOro Npodykta ¢ ApyrMMu GUOMEAULMHCKUMU KIETOYHBIMM
NpoayKTamu, NeKapCTBeHHbIMM NpenapaTtaMu U (Mn1) MeauLUHCKUMI U3AENUAMM, MULLEBLIMI NPOAYKTaMU;

29) MHOroLIEHTPOBOE KIMMHMYEcKoe WccrnedoBaHne OGUOMEeOMLIMHCKOrO KINeTOYHOro MpoAyKTa - KIMHUYecKoe
nccrnenoBaHne GUOMEANLIMHCKOrO KNeTOYHOro NpoaykTa, NMpoBOAMMOE B ABYX M Gonee MeauLIMHCKUX opraHM3aumax no
€OVHOMY MPOTOKOMY KIMMHUYECKOro UCCreaoBaHns GUOMEANLIMHCKOrO KNeTOYHOro NPOAYKTa;

30) MexXxayHapogHoe MHOrNoueHTpoBO€ KIMMHUYeCKOoe uccnenoBsaHue OMOMEANLIMHCKOro KINEeTOYHOro npoaykra -
KIMHMYeckoe uccnegoBaHme GMomMegnunHCKOro KneTouYHOro npoaykKra, npoBoanMoe B pasfiMyHbIX CTpaHax no eanHomy
NPOTOKOIY KIMUMHNYEeCKOoro nccrnenoBaHna BMOMEANLIMHCKOrO KNEeTOYHOro npoAaykTa,

31) nocTperncTpauMoHHoe KNMHUYeckoe MccnegoBaHne G1MOMEANLIMHCKOTO KIeTOYHOro npoaykTa - KMMHUYeckoe
nccrnenoBaHne GUOMEOMUMHCKOrO KIIEeTOYHOro npogdykTa, obpalieHne kotoporo B Poccuiickoin  degepauum
OCYLLIECTBNAETCA TMocrne rocydapCTBEHHOW peructpauvu, B LUensx [OOMofHUTENbHOro cbopa [daHHbIX O  ero
6e30MacHOCTM U 3PdEKTUBHOCTU, PacLUMPEHUs MOKa3aHWM K MPUMEHEHMWI0 Takoro GUOMEAMLIMHCKOrO KreTOYHOro
NPOAYKTa, a TaKKe BbIABMNEHUS HeXenaTenbHbIX PeakLmii Ha ero NpUMeHeHMe.

Cratbs 3. an/IHLI,I/II'IbI ocyuwlecTBlneHuUna AeATeNIbHOCTU B ccpepe 06pau4e|-w|;| BUOMeaNLIMHCKUX KIeTOYHbIX npoAaykKToB

KoHcynbTanTlNKoC

www.consultant.ru CrtpaHuua 4 ns 41
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

|_|pI/IHLI,I/II'IaMl/I OoCyLleCTBliIeHNA OeATesibHOCTU B ccbepe o6pau.|,eHV|9| OMOMEANLMNHCKMNX KITETOUYHbIX NnpoayKTOB
ABNAKOTCA:

1) 1O6POBONLHOCTL 1 6€3B03ME3AHOCTb JOHOPCTBA BMONMOrMYeckoro marepvana;
2) cobntogeHne BpavyebHOM TaliHbl U MHOW OXPaHSeMOM 3aKOHOM TalHbl;
3) HegoMYCTMMOCTb KyNnU-NpoAaaxu buonormdeckoro Matepuana;

4) HemonycTMMOCTb CO3daHuMsl 9MOpUOHA 4ernoBeka B LEensX NpPOU3BOACTBa OUOMEOULMHCKUX KNETOYHbIX
NPOAYKTOB;

5) HeaonyCTUMOCTb MCNOJIb30BaHNA ONA pa3pa60TKM, npon3soacTtBa n NpuMeHeHnd BMOMEANLIMHCKMX KNETOYHbIX
NPOAYKTOB BGuornornyeckoro mMaTtepuarna, nojiydeHHoro nytem npepbiBaHnA npouecca pas3Buntud 3M6pVIOHa nnn nnoga
yerioBeka nnn HapyLlleHusa Takoro npouecca,

6) cobntogeHne TpeboBaHU Bronornyeckor 6e3onacHOCTY B LEeNsX 3almThl 300p0BbsS JOHOPOB BMONOrMYecKkoro
maTtepuana, pabOTHMKOB, 3aHATbIX Ha MPOM3BOACTBE OWOMEAULMHCKUX KNETOYHbIX MPOAYKTOB, MeOMLIMHCKMX
paboTHMKOB, MALMEHTOB M OKpY»KatoLLei cpeapl.

CraTtbs 4. [purotoBneHne KNeToYHON NMHUN

1. TlpUroToBneHne KIeToYHOW IIMHUKM, MpedHasHa4YeHHOM ANns Mpou3BOACTBA OMOMEAMUMHCKUMX KIETOYHbIX
NpoadyKToB, BKIOYaeT B cebsa nonydeHne Guonornyeckoro matepuana, ero uccnegoBaHume, BblAeNeHNne U3 Hero KrneTok,
UX KynbTUBMPOBaHUE U MoAndMKaLMIO BHE OpraHM3mMa YenoBeka, NoslydYeHne CTaHgapTU30BaHHOM NOMYNALMN KNETOK U
OLEHKY COOTBETCTBMS MNOMynaumMM KrneTok cneumdukaumm Ha OMOMEeAMUMHCKMIA KNEeTOYHbIA MPOAYKT, coaepKallen
CBeeHus1, yCTaHOBMNEHHbIE CTaTbel 7 HacTosiwero PeaepanbHOro 3akoHa.

2. [Ina npuroToBneHMs1 KIMETOYHOM JIMHUM UCMOJSb3YHTCA MCKMOUUTENBHO KIETKU YerloBeKa WM 4enoBeka, B
OTHOLLEHMN KOTOPOrO KOHCTaTMpOBaHa CMepTb B MOpsAKe, YCTAHOBMEHHOM 3aKOHOOATENbCTBOM Poccuimckon
depepaumu.

3. lMonyyeHne n ncnonb3oBaHve AN NPOU3BOACTBA OMOMEOULMHCKUX KIETOYHbIX MPOAYKTOB OMONOrMyeckoro
MaTepuana HeyCTaHOBJEHHbLIX JML, KOTOpble MO COCTOSIHWIO 340pPOBbSA, BO3PACTy MM MHbIM MPUYMHAM HE MOrIK
COOOLWMTb [aHHble O CBOEN NMYHOCTM, B OTHOLUEHUWN KOTOPbIX BMOCMNEACTBMM KOHCTATMpOBaHa CMepTb B Mopsigke,
YCTaHOBMEHHOM 3akoHogaTensCcTBOM Poccuiickor ®enepauum, 1 Ha MOMEHT nonyyeHuss Gruonornyeckoro matepuana
[JaHHbIE O JIMYHOCTN KOTOPbIX HE YCTAHOBMEHbI, HE AOMYCKalTCA.

Cratbs 5. PaspaboTka 6MoMeAULIMHCKUX KITeTOUYHbIX NMPOAYKTOB

1. PaspaboTka GMOMEOMLMHCKMX KNEeTOYHbIX MNpOoAyKTOB npeAcTaBnseT coboi npouecc cosdaHus
GUOMEMNLMHCKOro KNEeTOYHOro NPOoAYKTa U TEXHONOMM ero NponsBoACTBa.

2. ®uHaHcoBoe obecneveHne pa3paboTKMm BUOMEOMLMHCKMX KNETOYHbIX MPOLAYKTOB MOXET OCYLLECTBMATLCA 3a
cueT:

1) 6roaKeTHBIX accUrHoBaHun defepanbHoro broaxeTa;

2) BrogxeTHbIX accurHoBaHui 6rooxeToB cybbekToB Poccuickon ®egepauun;

3) cpencTB pa3paboTyMKoB BUOMEANLIMHCKMX KITETOYHbBIX NPOAYKTOB;

4) UHBIX NCTOYHMKOB, HEe 3anpeLLeHHbIX 3akoHoaaTenbCcTBOM Poccunckon ®enepaumn.

3. I'IpaBa paapa60Tt-|V|Ka OMOMEANLMHCKOro KIeTo4YHOro NpoAYyKTa OXpaHAKTCA B COOTBETCTBUMN C rpa>KOgaHCKUM
3aKoHOOaTesNIbCTBOM.

CTtaTbs 6. [loknuHU4eckoe uccnegoBaHue 6MOMeAULIMHCKOrO KNeTO4YHOro npoaykra
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

1. JdoknuHnyeckoe uccrnegoBaHne OUOMEAMLIMHCKOrO KNETOYHOro MpoAyKTa MPOBOAMTCA Ha MOAENUPYEMBIX B
OpraHM3me XMBOTHbIX NIMOO BHE >XUBOIO OpraHn3Ma naTonormyecknx npoLeccax, NpoTeKkaLwmnx B OpraHaMe YenoBeka,
M (UnNu) nNaTonorMyecKknx COCTOSIHWAX YenoBeka, MpU KOTOpbIX MpegnonaraeTcd NpUMeEHATb paspabaTbiBaeMbiv
OMOMEANLMHCKUIA KNETOYHbIM MPOAYKT, @ TakkKe Ha MOAEensx, No3BOMSHLWMUX BbIABUTb Cneunuduyecknin MexaHusm
OEencTBus Takoro nNpoaykTa, ero adhpekTMBHOCTbL U 6e30MacHOCTb.

2. Mo pesynbTaTaM NpPOBEAEHHOrO AOKIMHUYECKOrO MCCNegoBaHUs GMOMEAMLIMHCKOrO KIIeTOYMHOro MpoAayKTa
opraHusauusi, kotopasi npoBoAuna AOKIMMHWYECKOe UccriefoBaHne, COCTaBIIsIET OTYET O AOKIIMHUYECKOM UCCreaoBaHun
GYOMEeONUMHCKOTO  KINeTOYHOro  MpOAyKTa, COAepXKaluidi  onucaHue, pesynbTaTbl W aHanuMa  pesynbTaToB
JOKMUHNYECKOro WUCCNEeAoBaHuUsA, a Takke 3aKnioyYeHne O BO3MOXHOCTU MNPOBedeHUs KIUHUYECKOro MccrnegoBaHus
GUOMEANLMHCKOrO KNETOYHOro NPoAyKTa.

3. MNpaBuna npoBefeHVs OOKIMHWYECKMX WUCCRefoBaHUM OMOMEOMUMHCKUX KIEeTOYHbIX MPOAYKTOB, BKIOYas
TpeboBaHns K KBanudukauuu crneumvanucTtoB UK MaTepuanbHO-TEXHUYeckor ©0a3e HayyHblX OpraHu3auun,
obpasoBaTenbHbIX OpraHuM3aumi Bbiclero obpasoBaHus, obpasoBaTerbHbIX OpraHusauMn  AONONHUTENbHOMo
npocpeccuoHanbHOro obpasoBaHWs, WHbIX OpraHuW3auui, yCTaHaBNMUBAKOTCA MpaBUMNaMu Haanexallen npakTUKU Mo
pabote ¢ GMOMEONLMHCKUMW KINETOYHBIMM NPOAYKTaMU, YTBEPXOAEMbIMU ddedeparibHbIM OpraHoM WUCMONHUTENBHOW
BMacTv, OCYyLWEeCTBNAWMM  (QYHKUMM MO  BblpaboTke W peanu3auum  rocygapCTBEHHOW  MOMUTUKM U
HOpPMaTUBHO-NPABOBOMY PEryriMpoBaHnto B cepe 30paBoOXpaHeHus (ganee - ynonHOMOYEHHbIM dedeparnbHbli opraH
WCMNOMHUTENBHOW BriacTw).

4. duHaHcoBoe obecrnedeHne OOKMMHUYECKUX WUCCreAoBaHUN OGUOMEONLMHCKUX KNEeTOYHbIX NPOAYKTOB MOXET
OCYLLECTBJIATbCA 3a CHET:

1) GrooKeTHBIX accurHoBaHu oeaepansbHOro GIaXeTa;

2) BrogKeTHbIX accMrHoBaHui GrogkeToB cybbekToB Poccuickon ®egepauuu;

3) cpeacts pa3paboTyunkoB GUOMEONLIMHCKUX KNETOYHbIX NPOAYKTOB;

4) NHbIX UCTOYHMKOB, HE 3anpeLleHHbIX 3akoHogaTenscTBoM Poccuiickon degepaunn.
CrtaTbs 7. Cneundmkaumsa Ha GUOMe AULIMHCKUIA KNETOYHbIN NPOAYKT

1. Ha kaxgbw pa3paboTaHHbIl OUOMEANLMHCKAA  KNETOYHbIM  MNPOAYKT, MPOLWEAWNA  AOKIMHMYECKOE
nccnegosaHve, paspaboTyMkoM GUMOMEOULMHCKOrO KIEeTOYHOro npoaykTa unvM npou3Boautenem OMoMeamuUmMHCKOro
KNEeTOYHOro MpoAyKTa COoCTaBnsieTcsl cneumdukaums, npeacraensowasi cobon OOKYMEHT, coaepXXallmn cBedeHUst O
TMne (ayTonorMyHblA, annoreHHblI, KOMOMHUPOBAHHbLIN) BUOMELULIMHCKOrO KNEeTOYHOro NpoaykTa, ero KayeCTBEHHOM
COCTaBe M KONMMYECTBEHHOM COCTaBe, BUONMOrMYECKNX N NHbIX XapakTEPUCTMKAX KNETOYHOW NIMHUK (KNETOYHLIX JIMHWUIA) 1
BMoMeaNLMHCKOTO KNETOYHOro NpoaykKTa.

2. ®opma cneumduKkauMm Ha OUOMEAMUMHCKUA KINETOYHBLIA NPOAYKT YTBEPXKAAeTCsl  YNONMHOMOYEHHbIM
deneparnbHbIM OpraHOM UCTONMHUTENBHON BRACTW.

CraTtbs 8. rOCyAachBeHHaﬂ perncrtpauusa BUOMeaNLIMHCKUX KITeTOYHbIX npoAayKToB

1. MNpounsBoacTBo, peanu3auus, NPUMMEHeHWe, XpaHeHue, TpaHCNopTupoBka, BBO3 B Poccuiickyio depepaumio,
BbIBO3 13 Poccuiickon deaepaunm, yHUUTOXEHNE BUOMEOULIMHCKMX KNETOYHbIX NPOAYKTOB OCYLLECTBNATCH, €CMN OHM
3aperucTpupoBaHbl YNoNHOMOYEHHbLIM heieparnbHbiM OpraHoM UCMNOMHUTENLHOM BRacTu.

2. [ocypapCTBEHHON perncTpaumm nognexar:

1) Bce OMomMeauMUMHCKME KIETOYHble MPOAYKThI, BMEpBble MogrnexailiMe BBody B obpalleHue B Poccumnckon
denepaumu;

2) OGuoMegMUMHCKME KMEeTOYHble MpOoAdYKThbl, 3aperucTpuMpoBaHHble paHee, B Clyvyae MW3MEHeHus Tuna
(ayTOnornyHbIn, anmnoreHHbIA, KOMOWHMPOBAHHLIN) GUOMEOULMHCKOTO KMNEeTOYHOro MpoAyKTa, €ro KayecTBEeHHOro
cocTaBa 1 (Mnn) KONMYeCTBEHHOIo CocTaBa (3a UCKIoYeHWeM cocTaBa BCMoMoraTeNbHbIX BellecTB), GUONOormyecknx u
WHbIX XapakKTePUCTUK KNETOYHOW NIMHUM (KNETOYHbIX JIMHWUIA) U GBUOMEANLMHCKOTO KIETOYHOIO NPoAyKTa.
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

3. F'ocypapcTBeHHas peructpauusi GoMeauLIMHCKOrO KIeTOYHOro NpoAyKTa OCYLLECTBISIeTCs Mo pe3ynbTaTam:
1) GUoMeanLMHCKOI aKCnepTU3bl BMoMeaULIMHCKOrO KNeToYHOro NpoayKTa, BKIoYatoLLeii:

a) aKcnepTu3y kayectsa OMOMEOULMHCKOrO KNeTOYHOro MpoaykTa, B TOM YMCIe 3KCMepTm3y cocTaBa o6pasLoB
BMomMeanUMHCKOro KIMeTOYHOro nNpodykTa WU MeTodOB KOHTPONSA ero kadecTBa (ganee - 3KcneptvM3a KayecTsa
OMOMEeANLIMHCKOro KNeToYHOro NpoayKTa);

6) 9KcnepTU3y [OKYMEHTOB [Afsl TMONyYeHUs paspelleHusi Ha MpoBeAeHMe KIMHUYECKOro WCCredoBaHust
GUOMEeNLIMHCKOrO KNETOYHOro NpoayKTa;

B) 9KCNepTunsy Sde)eKTI/IBHOCTI/I OGMOMEaNLIMHCKOrO KNeTo4YHOro NnpoAayKTa,

r) aKCNepTU3y OTHOLLIEHMWS! OXUAAEMOW MOSIb3bl K BO3MOXHOMY PUCKY NMPUMEHeHMs BMoMeanLUMHCKOTO KIETOYHOro
npoaykra;

2) 3TUYECKON QKCNEPTU3bl BO3MOXHOCTU nNpoBeaeHnA KIMHUYEeCKOro wuccregoBaHnA G1MoMeanNLMHCKOro
KNEeTo4YHOro npoAykra (p,anee - 3Tn4ecKkasa SKCI'IepTI/ISa);

3) KNMMHMYECKNX NCcneaoBaHUn BUOMeMLMHCKOrO KNeTOYHOro NpoaykTa.

4. locygapcTBeHHasi perncrpaumst GOMeanNLIMHCKUX KIMETOYHbIX MPOOYKTOB OCYLLECTBAETCSA YNOMHOMOYEHHBLIM
denepanbHbiM OpraHOM UCMOJSTHUTENBHOW BacT B CPOK, HE MPEBLILWAKLWMIA CTa NATUAECATM paboumx OHEN cOo OHSA
NPUHATUSA 3asBNEHNsS O FOCYOAPCTBEHHOW perncrpaumm GMOMEAMUMHCKOro KNeTOYHOro npoaykra, nmbo B CpoK, He
npeBblWaLWni ABYXCOT NATUAECATM pabounx OHEN CO OHS MPUHATUS 3asBfEeHUs O rocyfapCTBEHHOW peructpauunu
OMOMEONLMHCKOrO  KMETOYHOro Mpoaykra, B Cnydae MPUHSATUS  YNOSIHOMOYEHHbIM  cbefeparnbHbiM — OpraHoMm
WCMOMHWTENBHOW BNacTU peLleHnss O MOBTOPHOM MNpOBeAeHMU OMOMELMUUHCKON 3KCnepTusbl OMoMeguunHCKOro
KNeTo4YHOro npogykta u (unu) 3TMYECKOW 3KCMepTu3bl B COOTBETCTBMM CO cTaTben 19 HacTtoswero degepanbHOro
3akoHa. Cpok rocygapCTBEHHOW perncrpauun 6MoMeguUmMHCKOro KNeToYHOro NpodyKTa UCHUCHSETCH CO OHS NMPUHATUSA
YNONMHOMOY€E€HHbIM cpe,qepaanblM OopraHom MUCMOSTHNTENBHOW BMacTU 3asiBIEHUA O FOCy.lJ.apCTBeHHOVI permcrtpauunm
6VIOMeJJ,I/IL|,I/IHCKOF0 KNeTo4yHoro npoaykTa C nNpuUnoXeHmem HGOﬁXO,CI,I/IMbIX OOKYMEeHTOB OO0 [OHA Bblaa4n
PErMCTPaLMOHHOIO YAOCTOBEPEHNS OGUMOMEOMLMHCKOrO KNEeTOYHOro npogykta. Bpemsi npoBefeHust KIMHWYECKOro
nccrieqoBaHusa GUMOMELMLIMHCKOTO KNETOYHOro MPOAyKTa He YyYMTbIBAETCSt MPU UCYUCIIEHUW CPOKa roCyAapCTBEHHOW
pervctpaunm 6MoMeanLMHCKOrO KNETOYHOro NpoaykKTa.

5. He gonyckaeTcs rocygapcTBeHHas permctpaums:
1) pasnunyHbIX GUOMEANLMHCKUX KIETOYHbIX MPOAYKTOB Mo OANHAKOBLIM TOProBbIM HaVMEHOBaHUEM;

2) OAHOro OMOMEANLMHCKOrO KNeToYHOro npoaykTta, BblMyCKkaeMoro npoussoautTenemMm non pas3fimvdHbiMU
TOpProBbiIMM HauMMeHOBaHMAMU U nNpeancTtaBfieHHOro Ha rocyaapCTBeHHY pernctpadmio B BUae AOBYX U bonee
OMOMEANLMHCKMUX KNETOYHbIX NPOAYKTOB.

6. YNonHOMOYEHHbIM eaepanbHbiM OpraHoM WCMOMHWUTENBHOW BMacTM B YCTAHOBMEHHOM WM MOpsiake Mo
3anpocy HPUANYECKMX ML, OCYLLECTBNAIOWNX AeATENbHOCTL NPy o06paLleHU GBUOMEANLIMHCKUX KNETOUYHbIX NPOOYKTOB
(nanee - cybbekTbl 0bpalleHns GUOMEeOUNLMHCKMX KNETOYHbIX NPOAYKTOB), B MUCbMEHHOW UMM 3NEKTPOHHON (hopme
JaloTCA  Pa3bsACHEHUA TONOXEHWIA [OKYMEHTaUMKW, CBSA3aHHOM C TrocydapCTBEHHOW perucrtpauuer, a Takke ¢
AOKIMUHNYECKUMU U KITMHUYECKUMW UCCIiegoBaHNAMN GOMEANLMHCKUX KIeTOYHbIX NMPOAYKTOB.

CrtaTbs 9. NpencraBneHre AOKYMEHTOB AN rocyAapCTBEHHOW perucrpaunn 6MoMeaULIMHCKOTrO KNeToO4YHOro npoayKra

1. Ona rocygapCTBEHHOM pervctpaumm OMoMeaMUMHCKOrO KMETOYHOro Mnpogykra opraHu3auums, obnagatoulas
npaBaMyM Ha pesynbTaTbl AOKIMHUYECKMX MWCCnenoBaHUii OGUMOMEOMLMHCKOrO KIEeTOYHOro MnpoAayKTa, KIMHUYECKUX
nccnenoBaHMn OMOMEAMUMHCKOrO KINEeTOYHOro MpoAykTa M (UNnM) Ha TEXHOSMOrM Npou3BOACTBa OMOMEOMLMHCKOro
KNeTo4YHOro MpoAyKTa, UM YrnoriHOMOYEHHOE el Opyroe lopugudeckoe nuuo (ganee - 3agBuTeNnb) nNpeactaBnseTr B
YNONMHOMOYEHHbIV (beepanbHbIi OpraH MWCMOMHUTENbHOW BMAcTW 3asiBfieHWe O rocyaapCTBEHHOW perncrpauum
BMoOMeaNLIMHCKOrO KINETOYHOro MpoAyKTa U MHble OOKYMEHTbI, U3 KOTOPbIX (hOPMUPYETCS PErMcTpaumoHHOe A0Chbe Ha
OMOMEeaNLMHCKUIA KNETOYHbIM NpoAdyKT. Popma 3asiBNEeHMs U MNOpSOOK MpeAcTaBfeHWsl YKas3aHHbIX 3asiBNEeHus U
[OKYMEHTOB, BKItOYas 3TanHOCTb NpeacTaBnenHns (onst GMoMeanUMHCKMX KIEeTOUHbIX NPOAYKTOB, B OTHOLLEHUN KOTOPbIX
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

HE npoBOAUITUCb KITMHUYECKMe WnccregoBaHnAaA Ha Tepputopun Poccurickon CDep,epau,MVl), yCTaHaBI1MBaOTCA
YNOJTHOMOY€EHHbIM cbep,epaanblM opraHom NCMNONHUTENBbHON BRacTu.

2. PeructpaunoHHoe gocbe Ha BUOMEeANLIMHCKUIA KNETOYHBIN NPOAYKT (hOpMUPYETCS N3 Cneayowmnx JOKYMEHTOB:

1) 3asBNeHne o rocygapCTBEHHOW perncTpauum 6MoMeauLMHCKOTO KNEeTOYHOIo NpoayKTa;

2) konua [OKYMEHTa Ha PYCCKOM $3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpsAKke UM noaTBepXAaloLero
NPaBOMOYHOCTL 3asiBUTENS NOLaBaTb 3asiBNEHME O FOCYAApCTBEHHOW perncrpaumm OGUOMEAMLIMHCKOrO KIeTOYHOro
npoaykta (4OBEPEHHOCTb);

3) cneundmrkaunsa Ha GUOMEANLINMHCKUIA KNETOYHbIN NPOAYKT;

4) NpoeKT HOPMaTUBHOWN AOKYMEHTALMM HAa OMOMEOULMHCKUIA KINETOYHbIN NPOAYKT;

5) NpoeKTbl MakeToB NEPBUYHON YNAKOBKM M BTOPUYHOWN YyNaKOBKM BMOMEONLMHCKOrO KNETOYHOro NpOAyKTa;

6) oT4eT 0 NpoBefEeHHOM AOKIMHUYECKOM UCCrefoBaHUmM BMOMeOULNHCKOrO KIEeTOYHOIo NpoaykKTa;

7) NPOEKT NPOTOKOSA KIMMHUYECKOro nccnegoBaHms GMoOMeaMLMHCKOrO KNeTOYHOro NpoayKTa;

8) NPOEKT pernamMmeHTa npon3BoacTBa OMOMEANLMHCKOro KNeTo4YHOro npoAaykKra;

9) KOMWsi NULEH3UM Ha OCYLUECTBIIEHNE AEeATEeNbHOCTU MO MNPOU3BOACTBY OMOMEOULIMHCKOrO KIETOYHOro
npoayKTa;

10) nHOPMALMOHHbIN NMNCTOK NALUEHTa;

11) wHpOpMauMa O CTpaxoBbiX BbiNnaTax nauMeHTaMm, MNPUBIEYEHHbIM K MPOBEAEHUI  KITMHUYECKOro
nccnenoBaHnst GOMeaNLIMHCKOrO KNeTOYHOro NpoayKTa;

12) oT4yeT O pesynbTaTax MeXAyHapOOHbIX MHOIOLEHTPOBbLIX KITMHWYECKUX WCCneaoBaHun GuoMeauLMHCKOro
KNeTo4YHOro NpoAyKTa, YacTb U3 KOTOPbIX NpoBefeHa B Poccuickon ®epepauuu;

13) NPOEKT WMHCTPYKUMUM MO NPUMEHEHUIO GUOMEAMLMHCKOrO KNeTOYHOro MpoayKTa, codepkallei crepgyoliue
cBedeHus:

a) HavMeHoBaHue GUOMEeaULIMHCKOrO KIETOYHOro NPOAYKTa;
6) TMN BMOMENLMHCKOrO KIEeTOYHOro NpoaykTa (ayToNOrMYHbIN, anioreHHbI, KOMOMHUPOBAHHbIN);

B) KQYeCTBEHHblE N KONMYECTBEHHbIE XapaKTEPUCTUKN KNETOYHON NIMHUN (KNETOYHBbIX NVHUIA), HauMEHOBaHWS U
KONMYeCTBO BCMOMOraTerbHbIX BELLECTB, BXOASALIMX B COCTaB GMOMeNLIMHCKOrO KNEeTOYHOro NPOAYKTa;

r) HaMMEeHOBaHUsI (MeXAyHapoaHble HenaTeHTOBAHHbIE, UMW FPYNMUPOBOYHBIE, UM XMMUYECKUE) N KONMYECTBO
rnekapCTBEHHbIX mpenapaToB U dapmaueBTUYeCcKUX CcybCcTaHLMi, BXOoOsLWMX B COCTaB BMOMeUUMHCKOro KreTo4YHOro
NPOAYKTa;

(B pea. PenepanbHoro 3akoHa ot 03.08.2018 N 323-93)

4) HAaUMEHOBAHMSA MEANLMHCKUX U3OENUIA, BXOAALLMX B COCTAaB BMOMEANLMHCKOrO KNETOYHOMO NPOaYyKTa;

€) NoKasaHus K NPUMEHEHNIO;

) NPOTMBOMNOKAa3aHUs K MPUMEHEHMUIO;

3) peXuM 1 cnocob NpMMeHeHNs1 BUOMEAMNLMHCKOTO KNETOYHOrO NPOAYKTa, MPOAOIIKUTENBHOCTL NIEYEHUS;

1) Mepbl NPegoCTOPOXXHOCTU NPU NPUMEHEHUN GUOMEANLIMHCKOTO KIETOYHOTO NPOAYKTA;

K) YKa3aHune (an HaJ'IW-II/lM) ocobeHHoCTeln aencTenst BUOMEaNLIMHCKOrO KNeTOYHOro npoayKkTta npu nepeomMm ero
NPUMEHEHUNN;
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

"O BMOMEANLIMHCKMX KIETOUHBIX NpoAyKTax" Hara coxparetus: 30.08.2018

1) BO3MOXXHbIE NM0GOYHbIE AeNCTBMSA NPU NPUMEHEHUN BOMELANLIMHCKOIO KIIETOYHOMO NPOAYKTA;

M) co4yeTaeMoCTb C UHbIMKN BgaMun rnevyeHuna, BKI4Yada codeTaeMoCTb C JieKapCTBEHHbIMU npenapatamMmn U (I/IJ'II/I)
MeaUUNHCKUMU n3genmamm, opyrumm OMOMeaANLNHCKMMN KNETOYHbIMMN npoayKTamMu, a Takke nueBbiMn NpoayKTaMu;

H) CPOK FOAHOCTU U yKa3aHMe Ha 3anpeT NpuMMeHeHusi BMoMeaUUMHCKOrO KNEeTOYHOro MpoAykTa Mo UCTeYeHum
CpoOKa rogHoCTy;

0) 0CODEHHOCTM NPUMEHEHMNS Yy AeTel, BEPEMEHHBIX XKEHLLMH W XXEHLLMH B NEPUOL rPYOHOr0 BCKAapMITMBaHUS;
n) AaHHble O CTabUNbHOCTM BUOMEANLIMHCKOrO KNETOYHOro NPOAYKTa;
p) yCnoBusi XxpaHeHMst BMOMENLMHCKOrO KIETOYHOIo NPoaykKTa;

14) peKkBU3NTbI 4OKYMEHTOB, NOATBEPXAAOLWMNX yNnaTy rocygapCTBEHHONM MOLWSMHbI 32 NpoBeAeHNe 3KCnepTusbl
KayecTBa OMOMEOMULMHCKOrO KMETOYHOrO MpoAyKTa, 3KCMEepTM3bl OOKYMEHTOB AN MOMy4YeHUs paspelleHus Ha
npoBedeHUE KIMHUYECKOrO WUCCreaoBaHMs OGUOMEOUUMHCKOrO KMEeTOYMHOro MpoAyKTa W 3TUYECKOW 3SKChepTusbl,
aKkcnepTu3bl 3phEKTUBHOCTU BUOMELMLMHCKOIO KNETOYHOMO NPOAYKTa U 3KCNEepTM3bl OTHOLLEHMWS OXXMAAEMOW MONb3bl K
BO3MOXXHOMY PWUCKY MPUMEHEHUSI OMOMEOMLIMHCKOrO KMeTOYHOro MpoAdykTa, B OTHOLUEHUWM KOTOPOrO MPOBEAEHBI
MeXOyHapOAHble MHOMOLEHTPOBbIE KIMMHMYECKME WCCReaoBaHUs, 4YacTb W3 KOTOpbIX npoBedeHa B Poccuiickoi
depepauuy;

(B pea. PenepanbHoro 3akoHa ot 03.08.2018 N 323-93)

15) DOKyMEHTbI, MpeAcTaBnsieMble B COOTBETCTBUM C YaCThio 2 cTaTbu 18 HacToswero PegepanbHOro 3akoHa.

3. 3agBuTenb BnpaBe npeacTaBUTb MO COOCTBEHHOW WHMUMATMBE [OOKYMEHTbI, MoaTBepXaalowme ynnaTty
rocyJapCTBEHHOM MOLWMMHbI 32 MNPOBEAEHME SKCMepTM3bl KayecTBa OMOMEOUUMHCKOrO KINEeTOYHOro MpOoAyKTa,
3KCMEepPTM3bl JOKYMEHTOB A1 NOMyYEeHNsi pa3peLleHns Ha NpoBeAeHME KIMHUYECKOro UccrneaoBaHms BruoMeamLMHCKOro
KNeToOYHOro NpOoAyKTa U 3TUYECKON IKCMEePTU3bl, IKCNepTu3bl 3pHEKTUBHOCTU BMOMEONLMHCKOTO KNETOYHOro NpoaykKTa
N 3KCNepTu3bl OTHOLUEHMS OXMAaeMOW MNoMfb3bl K BO3MOXHOMY PWUCKY MpUMEHeHMs BGUOMeaMLMHCKOro KneTOYHOro
NPOAyKTa, B OTHOLLUEHWM KOTOPOro NpoBeAeHbl MeXayHapoaHble MHOrOLEHTPOBbLIE KITMHUYECKME NCCreoBaHNns, YacTb
M3 KOTOpbiX npoBegeHa B Poccuiickon ®Pepgepaumn, npu obpalleHun 3a rocygapCTBEHHOM — perncrpauuen
BrMomMeanULMHCKOrO KNeTovyHOro npoaykta. B cnyyae HenpenctaBneHusi ykasaHHbIX [AOKYMEHTOB YMONHOMOYEHHBIN
denepanbHbIn OpraH UCMOMHUTENbHOW BracTu npoBepsieT akT ynnatbl rocyAapCTBEHHOW MOLUMIMHBLI HA8 OCHOBaHWUK
npeacTaBneHHbIX 3asBUTENEM PEKBU3UTOB [JOKYMEHTOB, MOATBEPXAalWuUX ee ynnaTty, C WCMNofb30BaHUEM
uHcopmaumm 06 ynnarte rocyaapCcTBEHHOW MOLNWHBI, cogepxallencsa B focyaapCTBEHHON UH(OPMAaLMOHHOW cucTeme
O rocygapCTBEHHbIX U MyHUUMNANbHbIX NraTexax.

4. He ponyckaeTcsi MCNONb30BaHWE B KOMMEPYECKUX Lenax WMHPOpMauuMm o pesynbTatax LOKIMMHUYECKUX
nccnegoBaHMin BMOMEANUMHCKMX KIMETOYHbIX MPOAYKTOB U KIMMHUYECKUX UCCIEeAoBaHUN OUOMELMLMHCKMX KITETOYHbIX
NpoadyKTOB, MNpPEeACTaBMEHHOW 3adBMTENeM [nsi roCyAapCTBEHHOW perucTtpaumm OUOoMEeLMLUMHCKOro  KNeTOYHOro
npoaykra, 6e3 ero cornacus B TeyeHMe LWECTU NneT C AaTbl roCygapCTBEHHOW peructpaumm OromeamumHCKOro
KneTouHoro npoaykrta B Poccuiickon ®epepauun.

Cratba 10. PeweHue O Bblgaye 3KCNEPTHOMY YuYpeXOAeHW U COBeTy MO 3TUKe 3aAaHUM Ha npoBeAeHue 3IKCcnepTus
6uomMeaMLMHCKOro KrneToYHoro npoaykra

1. B TeuyeHue nstum paboumx [HEN CO [OHA TNPUHATUMS 3asiBIIEHUS O T[OCYAAPCTBEHHOW perucTpaumm
B1MomMeanUMHCKOro KNeTOYHOro Mpoaykra YnorHOMOYEHHbIN defepanbHblil OpraH MUCMONMHUTENbHOW BRacTu npoBoauT
npoBepPKYy MNOJIHOTbl U OOCTOBEPHOCTU CBe,EI,eHVII7I, cogepxawunxca B npencrtaBlieHHbIX 3adaBuUTeneM [OOKyMeHTaX, U
NpUHUMAaET peLleHne O Bbldaye 3agaHns Ha NpoBeaeHune:

1) BGuomMeaunuUMHCKON 3KCMepTu3bl OMOMEAMUMHCKOro KIMeTOYHOro npogyKra B YacTW 9IKCMepTusbl KayecTsa
BMoMeanUMHCKOrO KMNeToYHOro NPOAYyKTa, 3KCMepTU3bl AOKYMEHTOB Afs MOMyYeHWs paspelleHnss Ha npoBedeHune
KNWHUYECKOro mccregoBaHnss OGMOMEAMLMHCKOro KNeToYHOro nNpoAaykTta M 3TUYECKOM 3KCMepTU3bl Ha OCHOBaHWUU
OOKYMEHTOB, yKa3aHHbIX B nyHKTax 1 - 11, 13 yactu 2 ctatbn 9 HacToswero ®egepansHOro 3akoHa;

2) 6MOMeaNLIMHCKON 3KCNepTu3bl GUOMEAMLIMHCKONO KIIETOMHOMO NMpoAyKTa B YacTh IKCMepTu3bl 3EKTUBHOCTH
GUOMEAMLIMHCKOrO KMEeTOYHOro MpOoAyKTa W OKCMEepTU3bl OTHOLUEHWS OXMOAeMOW Momnb3bl K BO3MOMXHOMY PUCKY
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

NPUMEHEHNs OWOMEOMUMHCKOrO KMeTOYHOro MPOAYyKTa, B OTHOLWEHMW KOTOPOro MpOBeAeHbl MexayHapodHble
MHOFOLIEHTPOBbIE KNMHWYECKME WUCCrefoBaHusA, 4YacTb M3 KOTOpbIX npoBedeHa B Poccuiickon ®epepaumun, Ha
OCHOBaHWM JOKYMEHTOB, yKa3aHHbIX B nyHKkTax 1 - 6, 8, 9, 12 n 13 yactn 2 cratbm 9 Hactoswero degeparnbHOroO
3aKoHa.

2. YNONMHOMOYEHHbIN defepanbHbld OpraH WCMOMHUTENBHOW BRacTM yBegOMSISieT B MNUCbMEHHOW dopme
3adaBuUTENA O NPUHATOM pelleHnn, a B Cliydae OTKa3a B OpraHusauunn npoBefeHna 3KCnepTus, yKasaHHbIX B 4acTu 1
HaCTOHLIJ,eI7I CTaTbW, - C yKadaHuem NpuymnH Takoro oTkasa.

3. B cnyyae BbIsIBNeHVSI HEMOJSHOTHI MNM HEAOCTOBEPHOCTU CBEAEHWI, coaepXkalumMxcs B MpeacTaBlieHHbIX
3aaBUTENIEM JOKYMEHTaXx, YNOSIHOMOYEHHbIN (hefeparbHblii OpraH MCMOSTHUTESIbHOW BracTy HanpaenseT 3asBUTENHo
3anpoc 06 YTOYHEHWUN STUX CBEAEHWUIA, KOTOPLIA MOXET BbiTb NepeagaH ynonHOMOYEHHOMY MPEeacTaBUTENIO 3asdBUTENs
NMIMYHO NOA pacrucKy, HanpasreH Mo Mo4yTe 3akasHblM MWCBMOM WNWM nNepedaH B 3MEKTPOHHOW dopme Mo
TenekoMMYHUKaLMOHHBLIM KaHanam cBa3u. B cnydyae HanpaBneHust 4aHHOro 3anpoca no fnoyte 3akasHbiM MUCbMOM OH
cYMTaeTCs Nofy4YeHHbIM Mo UCTeYEeHWUM LIEeCTU OHeN ¢ AaTbl HanpaBeHNs 3akasHoro nucbMa.

4. 3asButenb 06593aH NpeacTaBnTb OTBET Ha 3anpoc YNONHOMOYEHHOrO hefepanbHOro opraHa NCMONHUTENBbHOM
BMNacTW, yKa3aHHbI B YacTu 3 HacTosiWen CTaTbW, B CPOK, HE MpEBbLIWAWMN AeBsHOCTa pabounx AHeW Co AHSA ero
nonyyeHns. Cpok, ykasaHHbIA B YacTh 1 HACTOsLWen cTaTbu, MPUOCTaHaBNMBAETCH CO OHSA HanpasrieHWUs 3asiBUTENo
3anpoca ynofHOMOYEHHOro defeparnbHOro opraHa UCMONHUTENbHOM BNAcTu A0 AHA NOMyYeHMs UM COOTBETCTBYIOLLErO
oTBeTa.

5. OcHoBaHveM [Ons OTKasa B OpraHuM3auuMM 9KCrepTus, MnpeayCMOTPEHHbIX 4YacTblo 1 HacTosel cTaTbM,
ABNAETCA NpeacTaBrneHne HeoOXoAMMbIX [OOKYMEHTOB B HernofiHoM ob6beme, HenpencTaBrneHWe 3asiBUTENEM B
YCTaHOBIEHHbIA CPOK OTBETa Ha yKasaHHbIA B YacTu 3 HACTOSLLEN cTaTbM 3anpoc YroNHOMOYEHHOro dhedepansHoro
opraHa WCMONHWUTENbHOM BractM nNnbo OTCyTCTBME B MpEACTaBlIEHHbIX AOKYMEHTax McYeprblBalolLero nepeyHs
HeobxoauMoW MHGOPMauuM, KoTopasi AOikHa OblTb OTpakeHa B HUX, a Takke OTCyTCTBME WHopMaLuK,
noaTBepXxaatoLei dakT ynnaTbl rocy4apCTBEHHOW MOLLNUHBI 3a NpoBeAeHUe SKCMepTu3bl kayecTsa BMoMeaNLMHCKOro
KNeTOYHOro npoaykTa, I3KCNepTU3bl [AOKYMEHTOB ANS MONyYeHUs paspelleHusl Ha MpOoBeAeHNe  KIMMHUYECKOro
nUccnefoBaHnst GUOMEAMLMHCKOTO KIMEeTOYHOro NpPOAYKTa, 3TUYECKOW SKCMepTu3bl, 3KCnepTusbl 3ddeKTUBHOCTM
GUOMEAMNLMHCKOrO KNeTOYHOro MpoAykTa W 3KCMepTU3bl OTHOLIEHWUS OXMOAeMOW Monb3bl K BO3MOXHOMY PUWCKY
npuMeHeHUst BMOMeOMLUMHCKOTO KIIETOYHOrO MpOAYyKTa, B OTHOLUEHWM KOTOPOro NpoBefdeHbl MeXayHapoaHble
MHOFOLEHTPOBbLIE KMMHUYECKME WCCNEedoBaHusl, YacTb M3 KOTOpbIX npoBegeHa B Poccuiickonn depepaunn, npw
obpallleHnn 3a rocyaapcTBEeHHON perncTpauuneri GuoMeanLMHCKOro KNeTo4YHOro npoaykTa.

Cratbsi 11. ®epepanbHoe rocyfapcTBeHHoe O6lHOMKeTHOe YyupexaeHMe no npoBeAeHUI0 OGUOMeAULMHCKOW 3KCMepTUsbl
6MOMeAULIMHCKUX KINEeTOYHbIX NPOAYKTOB

1. BvomeauumHckas akcnepTnsa OVMOMEAMUMHCKMX KIETOYHbIX MPOAYKTOB npoBoauTcs  dheaepanbHbiM
rocyaapCTBEHHbIM OIOMKETHbIM yypexOdeHUeM, HaxoAslWMMCa B BeAeHWM YNOSIHOMOYEHHOro dedepanbHOro opraHa
UCMONHWUTENbHON BractM u  obecnevyvBalroWMM  WUCMOSIHEHWE MOMHOMOYMIM  3TOro  hefepanbHOro  opraHa
WCMNOMHMTENBHOW BRacTu NO Bblgaye paspelleHuint Ha MpoBeAeHWe KIMHUYECKUX uccrefoBaHuin BGuoMeamumMHCKMX
KNeTOYHbIX NPOAYKTOB WU (MNW) rocydapCTBEHHOW permctpaumm BrOMeauUMHCKMX KNEeTOYHbIX MPOAYKTOB (Aanee -
3KCNepTHOE yypexaeHue).

2. OKcnepTHbIM y4pexxaeHUeM OCYLLIECTBNSETCA KOHCYNbTUPOBaHWE MO BOMpPOCaM, CBA3aHHbIM C MPOBEAEHUEM
OOKIMMHUYECKMX UCCTeAoBaHUA GBUOMEAUNLMHCKMX KIIETOYHbIX NMPOAYKTOB, KMMHUYECKUX NCCreqoBaHuUin B1oMeanLMHCKUX
KNeTOYHbIX MPOAYKTOB, OMOMEAMLMHCKOW 3KCMepTU3bl GUOMEOUUMHCKMX KMEeTOYHbIX MpPOAYKTOB, FOCYAapCTBEHHOMN
peructpauvein GUoOMeaNLMHCKUX KNEeTOYHbIX NPOAYKTOB, B MOPSAKE, YTBEPXKAEHHOM YMNOMHOMOYEHHbIM dheaepanbHbiM
OpraHoM UCMOMHUTENBHOW BNacTu.

Cratbs 12. OpraHmMsauus npoBegeHns 6MOMeAULIMHCKON 3KCNepTU3bl 6MOMEOULIMHCKOTO KIeTOYHOro npoayKra
1. EMOMeﬂ,VILI,I/IHCKaﬂ JKCnepTnsa 6I/IOM€LI,VILI,VIHCKOI'O KNeTo4YHOro npoAaykra npoBogUTCA B iBa dTana:

1) Ha NepBoOM 3Tane npoBOOATCA IKCNepTu3a KadecTBa OMoMeaNLNHCKOro KNeToYHOro npoayKkrta M aKcnepTusa
OOKYMEHTOB A5d nonydvyeHuna paspelleHmna Ha npoeeaneHune KnnmHM4eckoro nccnenoBaHusA OroMeaNUMNHCKOro KNeTo4yHoro
npoayKkTta, 3a WCKIKYeHneM OMOMEANLIMHCKOrO  KNEeTOYHOro npoaykra, B OTHOLWIEHMW KOTOPOro npoBeneHbl
MeXxayHapogHble MHOINoUeHTpOBble KIMMHUYEeCKUe WnuccnenoBaHunda, 4actb U3 KOTOPbLIX npoBedeHa B Poccuinckon
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(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O BMOMEANLIMHCKMX KIETOUHBIX NpoAyKTax" Hara coxparetus: 30.08.2018
depepauuy;

2) Ha BTOpPOM 3Tane npoBoadATcst aKcneptuda 3hEKTUBHOCTU OUOMEOMLIMHCKOrO KMETOYHOrO NpoAyKTa U
3KCnepTM3a OTHOLLEHUSI OXMAAEMOM MOfb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS GUOMELMUMHCKOrO KIeTOYHOro
npoaykta. YkasaHHble 3KCMepTu3bl MPOBOASATCA MO pesynbTaTaM KIMHUYECKMX McCcreaoBaHun BGromeamuuHCKoro
KNeTOYHOro NpoaykTa.

(B pen. PepepanbHoro 3akoHa ot 03.08.2018 N 323-93)

2. BruomegmumMHckaa akcnepTu3a BGMoMeaMUMHCKOTO KIEeTOYHOro npoaykTa MpoBOAWUTCA KOMUCCUEN 3KCMepToB
3KCMEPTHOTO  YYpeXOdeHusl, HasHa4yeHHOW pyKoBOAMTENEM 3TOr0  YYPEXOAEHUs, Ha OCHOBaHMKM  3adaHus
YMOSTHOMOYEHHOTO hefiepanbHOro opraHa MWCMONMHMTENbHOM BacTy Ha MpoBedeHue GUOMEAMLMHCKOW 9KCNepTu3bl
BGUOMEAMLMHCKOrO KMeTo4yHOro npodykta. PykoBoauTenb SKCMEPTHOrO ydypexaeHusa obecrneuvBaeT Hagnexallee
nposegeHne GUOMEOMLIMHCKOM 3KCMepTUsbl BGUOMEAMLIMHCKOrO KNETOYHOro MpoAykTa B COOTBETCTBUM C 3agaHueM
yNonHOMOYeHHOro defeparnbHOro opraHa MCMoHUTENbHOM BRacTu U opraHu3yeT NMOAroTOBKY CBOAHOIO 3aKMHoYeHus
KOMWCCUW 3KCMEPTOB 3KCMEPTHOTO YYpeXaeHUs.

3. B cocTaB KoMMCCUM 3KCNEPTOB MO XOA4aTaWCTBY 3KCrepTa Ha OCHOBaHUW peLLeHUst pYKOBOOAUTENST SKCMEePTHOMo
yupexgeHms MoryT ObiTb BKMOYEHbl B Ka4yeCTBe SKCMEpPTOB WHble nvua, B TOM 4Yucrne He paboTatowime B 3TOM
3KCMEPTHOM YYPEXOAEHUN, ECNU UX CneunarnbHble 3HaHUsi HEOOXOAMMbI AN NPOBeAEeHNs IKCNepTU3bl BUOMeANLMHCKOro
KNeTOYHOro nNpoaykra.

4. MNpwn NpoBedeHUNn BUOMEONLIMHCKOW 3KCNepTU3bl BUOMEONLIMHCKOrO KIEeTOYHOro NPoAyKTa 3KCNepT He MOXeT
Haxo4WUTbCA B KakoW-Mbo 3aBMCMMOCTM OT 3asiBUTENs, NUua, HasHauMBLUEro 3Ty 3KCMEepTU3y, WUNN Apyrux nuu,
3aUHTEPECOBaHHbIX B pe3dyrnbTaTtax bMoMeanLMHCKOM SKCNepTU3bl BUOMEONLIMHCKOrO KNeTOYHOro NpoayKTa.

5. MNpwn npoBegeHMn BMOMEANLMHCKON 3KCMepTM3bl BUOMEANLIMHCKOrO KNEeTOYHOro NPOAyKTa JKCMepT He Brpase
caMoCToATENbHO UucTpeboBaTh y 3adABUTens OOKYMeHTbl K (Mnuv) MaTepuansl, Heobxogumble ANS nNpoBedeHus
akcnepTusbl. B cnyyae HepocTtaToOvHOCTW MpPefoOCTaBEHHbIX 3KCMEPTY AOKYMEHTOB W (Mnv) MaTepuarnoB AN gauu
3aKIIOYEHMs JKCNepT BrpaBe MOCTaBWTb BOMNPOC O MNPeAOoCTaBNeHUW emy HeoOXOAUMbIX OOKYMEHTOB U (1nu)
mMaTepuanoB nepej pykoBoaMTenem 3KCMepTHOro y4pexaeHns, KoTopbin obpallaeTcs ¢ COOTBETCTBYOLUM 3anNpocoM B
YMONHOMOYEHHbIN  hedepanbHbIi  OpraH  MCMOMHUTENbHOW  BnacTv, BblgaBlIMA  3ajaHWe Ha npoBedeHue
OMOMEANLMHCKOM 3KCrepTu3bl BGUMOMEAMLMHCKOrO KEeTOYHOro npoAykra. YMNONMHOMOYEHHbI defeparnbHbli opraH
WCMNOMHMTENBHOW BnacTn B TeyeHue NaTu paboumx AHeW co AHA MOCTYNNeHWs 3anpoca PyKOBOAUTENSA 3KCMEepPTHOro
yupexgeHus HarnpaBnseT B 3MeKTPOHHOW WM MUCbMEHHOW OopMe 3asBMTEN0 3anpoc O MNpeaocTaBneHum
OONOMHUTENBbHBIX JOKYMEHTOB 1 (MNn) MaTepuanos C yBeAOMIIEHWEM O ero nornyyeHnn. 3assuTenb 06si3aH B CPOK, He
NpeBbILALWMA WecTnaecaTn paboumx gHen co AHSA NOMyyeHus 3anpoca YNorHOMOYEHHOro deaepanbHOro opraHa
WCMONHUTENbHON BMAacTW, MpeacTaBWTb 3anpolleHHble OOKYMeHTbl W (unn) Matepuanbl nnbo obocHoBaTb
HEBO3MOXHOCTb WX MpeacTaBneHus. Bpems co gHs oTnpaBneHns 3anpoca U A0 NOMAYYeHUS YNOFIHOMOYEHHbLIM
dedepanbHbIM OpPraHoM MCMONHUTENBHON BNacTu OTBeTa 3asiBUTENs Ha 3anpoC He y4uTbIBAeTCs MpU UCYUCIIEHUU
CpoKa rocyfapcTBEHHOMW pernctpauum buomMeguUmMHCKOro KNeToYHOro Npoaykra.

6. PesynbTaTbl kaxgoro aTana GUOMEAMUMHCKOW 3KCMepTusbl GUMOMEAMUMHCKOro KIeTOYHOro MpoAaykTa
0hOPMIIAIOTCA 3aKIOYEHMEM KOMMWCCUM 3KCTIEPTOB 3KCMEPTHOIO yypexaeHusl. B 3aknioyeHnm KoMuccum 3KCrepToB
SKCMEPTHOTO YUPEXAeHUs YKasblBaloTCA MepeveHb WCCMeaoBaHWi, O6beM MNPOBEAEHHbIX KaXOblM 3KCMNepTOM
nccnenoBaHuin, YCTaHOBMEHHbIE KaXabIM U3 HUX (DaKTbl U CAeNaHHble B pesynbTaTe UccrenoBaHuii BblBOAbl. DKCNepT,
MHEHME KOTOPOro He COoBMafdaeT C PelleHMEM KOMUCCUWU SKCMEePTOB IKCTMEePTHOro yypexaeHusi, BrnpasBe BblipasuTb B
NMMCbMEHHON DOpPME CBOE MHEHWE, KOTOPOE NpUOBLLAETCs K 3aKIMYEHUI0 KOMUCCUIN 3KCMEPTOB.

7. MNpaBuna nposegeHns GMOMEOMLMHCKON 3KCMEepTU3bl OMOMEOULMHCKUX KMETOYHbIX NPOAYKTOB M (DOPMbI
3aKMYeHUn KOMUCCUM IKCNEPTOB IKCMEPTHOMO YYpexaeHus YCTaHaBMnMBalTCH YNONHOMOYEHHbIM defeparnbHbIM
OpraHoM UCMOMHUTENBHOW BNacTu.

8. JKcnepTHOe y4ypexaeHue HeceT OTBETCTBEHHOCTb 3a CoGniodeHWe npasun npoBedeHus GUoMeaULIMHCKON
3KCMepTU3bl BUOMEAMNLIMHCKOrO KNEeTOYHOro NPOAYKTa M 3a KaYeCTBO ee NPoBeAeHNs.

Ctatbsa 13. Tpe6GoBaHusl, npeabsiBAsieMble K 3KCMepTaMm MNpu npoBeAeHUM GUOMEAULIMHCKON IKCnepTUsbl GUOoMeaUMLMHCKUX
KNeTOUYHbIX NPOAYKTOB, NpaBa U 06513aHHOCTU 3KCMEepTOB

1. SKCI'IepTOM no npoBeaeHuto dromeanLUnHCKon 9KCNEPTU3bI OMOMEANLMHCKMX KIETOUHbIX NPOAYKTOB ABNAETCA
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aTTeCToOBaHHbIN pa60THl/IK OKCNEePTHOro y4dpexaeHus, KOTOprVI MMEET BbICLLee MeOULMHCKOoe, (bapmau,eBTquCKoe,
BeTepunHapHoe, OGuonormyeckoe UMM  XMMUYECKOE 06p630BaHMe n nposogunT 6VIOMe£I,VILI,VIHCKYIO 3KCNepTnsy
OMOMEANLMHCKNX KNETOYHbIX NPOAYKTOB B NnopsAaKke UCNosfiIHeEHNA CBOUX OOJMKHOCTHbIX 06s3aHHOCTEN.

2. Tpe6OBava K I'IpOd)eCCMOHa.I'IbHOVI NnoAroToBKE 3KCMEepTOB U CTaXy paGOTbI no cneunanbHOCTN, NOPAOOK
artTectaunmn 3KCcnepToB, NMopAaaok (*)OpMVIpOBaHVIﬂ N OeATeribHOCTU KBaJ'II/Id)VIKaLI,I/IOHHbIX KOMUCCUI yCTaHaBIIMBalOTCA
YNOJTHOMOY€EHHbIM cbep,epaanblM opraHom NCMNONHUTENBbHON BRacTu.

3. ATTecTaumsa 3KCNepTOB Ha NpaBo NpoBeAeHUs BUOMEOULUHCKOW 3KCnepTusbl BUOMEOULIMHCKUX KNEeTOYHbIX
NPOOYKTOB  OCYLLECTBMSETCH  KBANUMUKALMOHHBIMA  KOMUCCUAMM  YNOMHOMOYEHHOro  hbegepanbHOro  opraHa
WCMOSNTHUTENBLHOW BNACTU He peXe YeM OfuH pas3s B NATb NeT.

4. JkcnepT Npy NpoBeaeHn BUOMEeONLIMHCKOM SKCNEPTM3bl BMOMEANLIMHCKNX KNETOYHbIX NPOAYKTOB 00s3aH:

1) nposoanTb UccnegoBaHue npeactaBfieHHbIX eMy 00BEKTOB MUCCeAoBaHNS, OOKYMEHTOB U (I/IJ'IVI) mMmaTtepuanos,
OCyLLEeCTBJIATb OLUEHKY npennaraeMbiXx MeTo40B KOHTPOJIA KaydeCTBa OMOMeANLMHCKOro KIeTo4YHOro npoAyKTa, AaBaTb
3aKrnw4yeHne no nocrtaBJ/ieHHbIM nepeg HUM BOMpoCaM C COOTBETCTBYHLLUM 0DOCHOBaHMEM WUIM 3aKMoveHne o
HEBO3MOXHOCTWU npoBeaeHna wum OrnomeanUnHCKON 9KCNepTu3bl OMOMEeaNUNHCKUX  KNEeTOYHbIX npoayKkToB, ecnu
NnocCTaBlieHHbIe BOMNPOCHI BbIXOAAT 3a npenersbl cneunanbHbIX 3HaHWi JKcnepTa nnbo ecnn obbEKTLI UCCreaoBaHNi,
LOOKYMEHTbI N (I/IJ'IM) mMaTtepuanbl HENPUrogHbl N HeAOCTAaTOYHbI 414 NpoBeaeHNA nccrneaoBaHnin N gayn 3akmoyeHus;

2) obecneunTb Haanexawlee XpaHeHue MpeACTaBieHHbIX OOBEKTOB WCCIEeAOBaHWA, AOKYMEHTOB W (Mnun)
mMaTepuanos.

5. BkcnepT He Bnpase:

1) npoBoauTb OUOMEAWLMHCKYIO 9KCNepTudy OUMOMEAULMHCKMX KAETOYHbIX MpOAYKTOB MO  obpalleHuto
HenocpeacTBEHHO K HEMY IOPUONYECKNX NN PUNYECKMX NNL;

2) CaMOCTOATENIbHO CO6VIpaTb mMmaTtepuanbl and npoBegeHund OroMeanLUNHCKON JKCMNepTun3bl OMOMEeANLMHCKMX
KNEeTO4YHbIX NPOAYKTOB;

3) npoBOANTb KOHCYJlbTauunn B obnactu I'IpOd)eCCMOHaJ'IbHOI;I neATernnbHOCTN BHE CJ'Iy)Ke6HOFO 3aaHn4A;

4) pasrnawaTb CBeAEHUs!, KOTOpble CTann eMy M3BECTHbl B CBA3M C NMPOBeAeHNeM BGMOMEANLMHCKON 9KCNepTm3bl
GYOMeaNUMHCKMX KIEeTOYHbIX MPOAYKTOB, a Takke CBEAEHWUsl, COCTaBMsAoWMe rocyAapCTBEHHYI0, KOMMEPYECKYIO MK
WHYIO OXpPaHAEMYIO 3aKOHOM TalHy.

6. Kaxgblii aKcnepT, BXOASAWMA B COCTaB KOMMCCUMU 3KCTMEPTOB 3KCMEPTHOrO YYPEXOEHWS, KOTOPOW MOPYYEHO
npoBefeHne BMOMeaNLMHCKON 3KCNepTM3bl BMOMEOULIMHCKMX KIIETOUYHBIX NPOOYKTOB, HE3ABUCKMMO W CaMOCTOSITENBHO
MPOBOAUT UCCMeAOBaHusl, OLEHMBAET pesynbTaThbl, NOMyYEeHHbIE UM JIMYHO M APYrMMKU 3KcnepTamu, u dpopmMynupyet
BbIBOZbl OTHOCMTENbHO NOCTaBMNEHHbLIX BOMPOCOB B NpeAeriax CBOUX crieumasibHbIX 3HaHWM.

CrtaTbs 14. 3TUyeckan akcnepTusa

1. OTuyeckas 3KCnepTn3a npoBoguTcCA COBETOM NO J3TUKe, CO34aHHbIM B nNopAgke, YCTaHOBIIEHHOM
YNONMHOMOY€EHHbIM d)e,u,epaanblm opraHom WCNONHUTENBHOW BNacTW, B LENAX Bbldayn 3aknoyeHus ob 3TuyecKom
00O0CHOBAHHOCTW BO3MOXXHOCTU npoeeaeHnAa KnmHNM4eCcKoro nccneagoBaHna OGMOMEANLIMHCKOro KNeTo4YHOro npoAaykKra.

2. Dkcneptamu coBeTa Nno 3TUKe MOryT ObITb NpeacTaBUTENU MEQULMHCKUX OpraHM3auni, Hay4HbIX opraHusaumn,
obpasoBaTenbHbIX OpraHuM3aumi Bbiclero obpasoBaHus, obpasoBaTerbHbIX OpraHusauMn  AONONHUTENbHOMO
npodeccuoHanbHoro obpasoBaHusi, a Takke NpeacTaBUTENM 06LLECTBEHHbIX OpraHu3auuii, penmnrno3HbiX opraHnsauni
N CpeacTB MaccoBon MHdopMaumu. 3TN IKCNEPTbl HE AOMMKHbI HAXOAUTLCA B KaKOM-NMOO 3aBMCMMOCTM OT 3a8BUTENS U
ApYrux Nvu, 3aMHTEpecoBaHHbIX B pe3ynbTaTtax 9TUYeCKOW IKCNepTm3bl.

3. Onnata ycnyr aKcnepToB COBEeTa MO 3TUKE OCYLLEeCTBMNSETCA Ha OCHOBaHUWM OOroBopa, 3aKYeHHOro Mexay
YNONMHOMOYEHHbIM hefeparnbHbiM OpraHoOM UCMONMHUTENBHON BNAacTW, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCNEepPTOM
coBeTa MO 3TUKE, 3a CYET OHKETHLIX aCCUrHOBaHWUN, NPefyCMOTPEHHBIX YNOTHOMOYEHHOMY dhefeparnibHOMY OpraHy
WCMOMHMTENBHOW BNacTW, CO3gaBLUEMY COBET MO 3Tuke, B dedepanbHOM OlogKeTe Ha COOTBETCTBYKOLLUIA rofd Ha
obecrneyeHne ero OeaTenbHOCTU, B pa3Mepax, ycTaHoBMneHHbIX [NpaBntenscTBom Poccuiickon Pegepaumm.
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4. 3JkcnepTbl COBETa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuiickon
depepauymun.

5. CocrtaB coBeTa MO 3TuKe, MosfioXkeHne o6 3TOM coBeTe, nopAAoK ero AOedATtesibHOCTH, Tpe6OBaHVI$-| K
KBaJ'IVI(*)VIKaLI,VIVI n onbITy paGOTbI no SKCHepTHOVI OU€eHKe Hay4HbIX, MEOULUNHCKUX N 3TUHECKUX aCMNEKTOB KIMMHUYECKUX
nccnegoBaHMn BUOMEONLIMHCKUX KINETOYHbIX NPOAYKTOB, NnpeabAaBiAeMble K 3KCnepTtamMm coBeTa Mo 3TUKe, NopAaaokK
opraHun3aumm wn npoeseneHusa 3TMYECKON 9KCNepTu3hbl, Q)OpMa 3aKn4yeHna coBeTa MO J3TUKe YyCTaHaBMBaKOTCA
YNONMHOMOY€E€HHbIM (bep,epaanblM OopraHom ncnonHuTensHon Bnactu. Yucno npep,CTaBMTeneﬁ MeaNLMHCKUX
opransauMVl N Hay4HbIX OpFaHI/I3aLI,Ml71 He MOXeT npesBblllaTb NOJI0OBUHY OT obuero ymcna QKCMNepTOB coBeTa Mo 3TUKe.

6. MHdopmaums o cocTaBe coBeTa Mo 3TUKE, MiaHax ero paboTbl U Tekylwen AesTeNbHOCTU pa3MellaeTcs Ha
odmumansHOM cante YNOSTHOMOYEHHOIO deanepansHoOro opraHa UCMOMHUTENBHON Bnactu B
WMHOPMALMOHHO-TENEKOMMYHUKaLMoHHoN ceTn "UHTepHeT" (ganee - ceTb "VIHTepHeT") B yCTAHOBNEHHOM UM MOPSIaKe.

7. OTnyeckasa aKcnepTusa, COCTaBNEeHUE COBETOM MO 3TUKE 3aKMIOYEHUN O BO3MOXHOCTU WU HEBO3MOXHOCTU
nNpoBeAeHUs KIMHNYECKOro NCccnefoBaHns BMOMeaMLMHCKOro KNeToYHOro NPoAaykTa v HanpasneHne 3TUX 3aKoYeHnn
B YMOSTHOMOYEHHBbIN dhefeparbHbld OpraH WCMNOMHUTENbHOW BNacTU OCYLIECTBMASAIOTCA B CPOK, HE NpeBbliLaoLwmmn
TpuguatM paboumx OHen co OHS NONydYeHUs COBETOM MO 3TMKEe 3afaHus YNONHOMOYEHHOro dhefepanbHOro opraHa
NCMONHUTENBHON BNAacTu U Heo6XoANMbIX LOKYMEHTOB, yka3aHHbIX B nyHkTax 1 - 11, 13 yactu 2 ctatbn 9 HacTosLero
®egepanbHOro 3akoHa.

8. ,ﬂOKyMeHTbI, cogepxalimnecda B permctpaunoHHOM gocbe U NMoCTynuBlUME B COBET MO 3TUKE AndA npoBeneHuda
3TUYecKon 9KCNepTn3bl B Uendax nonydeHna paspelleHna Ha npoBeaeHme  KInnHUYecKoro uccrieqoBaHuda
OMOMEANLMHCKOrO  KIeTOYHOro npoayKkrta, nognexar BO3BpaTty B yI'IOJ'IHOMO‘-IeHHbII7I d)e/J,epaanblVl opraH
MCNONHUTENbHOW BNacTu.

Cratbf 15. OKcnepTy3a KayecTBa 6MOMEAULIMHCKOrO KIEeTOYHOro NpPoAyKTa U 3KcnepTu3a AOKYMEHTOB AJis NONyYeHuUsi pa3peLueHus
Ha npoBeAieHNe KIMHUYEeCKOro nccneaoBaHns 6MOMeANLIMHCKOro KNeToOYHOro npoayKra

1. OkcnepTmsa kayecTBa OMOMEOMUMHCKOrO KMETOYHOro MNpPOAYyKTa, JKCnepTusa AOKYMEHTOB NS MOofyyYeHus
paspelleHnss Ha npoBedeHue KINMHUYECKOro UCCnefoBaHMs OMOMEeOUUMHCKOrO KNeTOYHOro npogykra, COocTaBneHue
KOMUCCUEN 9KCMEepPTOB SKCMEPTHOrO YUYpEeXAeHWUs 3aKMouveHWs O MOATBepXAeHWM KavecTBa OvMoMeaMLMHCKOro
KNeTOYHOro NpPOAyKTa M BO3MOXHOCTM MPOBEOEHUS €ero KIMHWMYECKOro WCCNefoBaHus WM O HemnoATBepXAeHWUM
KayecTBa OGMOMEAULMHCKOrO KNeTOYHOro MpodykTa M HEBO3MOXHOCTM MPOBEAEHWUS €ro KIMHUYECKOro MccrenoBaHus,
HanpaefeHne COOTBETCTBYIOLLErO 3aK/OYEHUss B YMOMHOMOYEHHbIN dhefepanbHbii opraH UCMOMHUTENBbHON BRacTy
OCYLLECTBMAKTCHA B CPOK, HE MPEBbILLAIOLWMIA CTa paboumx AHEN CO AHS NOMYyYEHUs IKCNEPTHBbIM yupexaeHuem 3agaHums
YMOSTHOMOYEHHOro hefepansHOro opraHa WCNOMHUTENBHOW BRactu C NPUIOXEHNWEeM HeoBXOoOUMbIX OOKYMEHTOB,
ykasaHHbIX B nyHkTax 1 - 11, 13 yactn 2 ctaTtbmn 9 HacToswero PeaepanbHOro 3akoHa.

2. B Te4yeHMe wecTngecatn paboumx OHEN CO OHA MOfydeHusi 3asdBUTENEeM OT 3IKCMEepPTHOro Yy4ypexaeHus
YBEAOMIIEHNSA O NOSTYYEHUN yKa3aHHbIM 3KCMEPTHbLIM YYpPEeXaAeHNEM 3aaHnNs YNONTHOMOYEHHOro doeepanbHOro opraHa
UCNOSNTHUTENBHOM BNACTW, YKa3aHHOrO B 4actu 1 HacTosWwen cTaTbMu, 3asgBUTENb NpeacTaBnseT B 9KCNepTHOE
yypexgeHve Onsi  NPOBeOEeHWst 3KCMepTM3bl KayecTBa OMOMEOMUMHCKOrO KMeTOYHOro npoAykta obpasubl
OMOMEaNLMHCKOrO  KNETOYHOrOo MPOAYKTA, KMETOYHOW JMHUWM  (KNETOYHbIX  JIMHUIA), MEeOMUMHCKUX  W3OEnun,
rfiekapCTBEHHbIX MpenapaTtoB, dapMaLeBTUYECKUX CyOCTaHUWMW, BeLLecTB, BXOOAWMX B COCTaB OUOMeEAMLMHCKOro
KINeTOYHOro npoaykTa, NpUMEHsIeEMble NPW NPOBEAEHWM SKCNEPTU3bl KayecTBa BUOMEAMNLIMHCKOrO KIEeTOYHOro NpoayKTa
nyTeM CpaBHEHUSA C HUMMK UCCrefyemMoro GMoMegnLMHCKOrO KNeTOYHOro NpoAyKTa, B KONMM4ecTee, HE0b6XoaMMoMm s
BOCMpOM3BEOEHNA METOAOB KOHTPOMS KavyecTBa BUOMEOMLIMHCKOrO KNeTOYHOro npoaykTa, B nopsaake, YCTaHOBEHHOM
YNONHOMOYEHHbIM heepanbHbIM OpraHOM UCMOMHUTENBbHOW BNACTU.

(B pea. PenepanbHoro 3akoHa ot 03.08.2018 N 323-93)

3. Mpwn nony4eHmn obpasuoB GUOMEOULMHCKOTO KNETOYHOro MPOAYKTa M MHbIX 00pa3uoB, yKasaHHbIX B 4actu 2
HaCTOsLLEN CTaTbM, 3KCNEPTHOE yUpEeXAEHME BblOaET 3asBUTENO0 JOKYMEHT, MOATBEPXKAAOLWNA NONYyYEHNE YKa3aHHbIX
o6pasLoB, U B CPOK, HE MPEBLILLAILLMIA TpeX pabounx AHEN CO OHS NOoMyyYeHus yKkasaHHbIX 00pasuoB, yBegomnseT ob
3TOM YMOJSTHOMOYEHHbIN hegepanbHbI OpraH UCMONTHUTENLHOM BNACTU.

4. B cny4yae, ecnu 3asiBNSIEMbI CPOK XPaHEHUS GUOMELMLMHCKOro KIeTOYHOro npogykTa COCTaBnsieT MeHee
naATHagUaTM CyTOK, 3KCnepTu3a kadectBa OMOMEAMUMHCKOrO KMeTo4yHOro mMpOAyKTa nNPOBOAUTCA B MOpSAKe,
YCTAHOBMEHHOM YMNOSIHOMOYEHHbIM defeparibHbiM  OpraHOM UCMOSMHUTENBHOM BRacTW, KOMUCCUEN 3SKCMepToB

KoHcynbTanTlNKoC

www.consultant.ru CrpaHunua 13 u3 41
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

9KCMEPTHOro yuypexaeHuss B MecCTe MpOM3BOACTBA OMOMELULMHCKOrO KNEeTOYHOro MpoAyKTa C WCMONb30BaHWEM
obopynoBaHMa NPOU3BOAMTENS, NMPU 3TOM 3asiBUTENb B TEYEHUE LUECTUAECATU paboumx AHEeW CO OHsI MofyyYyeHus oT
3KCNEPTHOrO yYpexaeHusi, yka3aHHOro B 4YacTu 1 HacTosilen cTaTbW, YBEAOMIIEHUS O MOSyYEHUU UM 3agaHus
YMONHOMOYEHHOro doeflepanbHOro opraHa WCMOMHUTENbHOW BracTM yBeAOMMSIET 3KCNEPTHOe YyypexaeHue o
FOTOBHOCTM K MPOBEAEHMWI0 3KCNEPTM3bl KavyecTBa OMOMeOMLMHCKOrO KNEeTOYHOro npoaykTa B MecTe Npou3BoAcCTBa
6UOMEANLMHCKOrO KNETOYHOTO NPOAYKTA.

5. YkasaHHble B 4actax 2 u 3 HacTosillenh cTaTbM CPOK ANA npeactaBneHus 3assutenem obpasuos
BMOMEeaNLIMHCKOrO KNETOYHOro NpoaykTa M UHbIX 00pa3sLoB M CPOK YBEAOMITEHUS] SKCNEPTHBLIM yYpexaeHnem o6 3Tom
YMOSTHOMOYEHHOIo hbefeparnbHOro opraHa MCMOSNTHUTENbHOW BRacTU He BKIIYAKTCA B CPOK MPOBEAEHMS 3KCMEpPTUs,
NpPegyCMOTPEHHBIX YacTbio 1 HaCTosLLel cTaTbu.

6. OKcnepTHbIM y4ypexaeHneM w3 obpasuoB KNETOYHOW FMHUWM (KNMETOYHbIX NWHWI), NpeacTaBeHHbIX Ha
3KCNepTn3y kavectBa OMOMEOMUMHCKOrO KMeTOYHOro MpoAyKTa, COCTaBMSETCS KOMMEKUMSA MOCTOSIHHOTO XpaHeHus
06pa3uoB CTaHOAPTU30BaHHbIX KMNETOYHbIX NIMHUIA, hOpMUpPOBaHME, UCMONb30OBaHNE, XPaHEHUE, YYeT N YHUUTOXEHNE
KOTOPOW OCYLLECTBMAIOTCA B MOPSAKE, YCTAHOBMEHHOM YMONMHOMOYEHHbIM dhedeparnbHbiM OpPraHOM MCMOSTHUTENbHON
BMacTu.

7. ,D,OKyMeHTbI, cogepxaiwimecda B permctpaunoHHOM O0Cbe W NOCTYyNnMBLUME B 3KCNEpPTHOE y4dpexaeHue and
npoBefeHna COOTBETCTBYHLUNX 3IKCNepTU3 B UendxX nMnollydYeHnda paspeweHuna Ha npoBeaeHne KInmHU4ecKoro
nccnegoBaHms 6MOMeANLMHCKOrO KNeToYHOro NpoAYyKTa, noAanexart Bo3BpaTy B ynOﬂHOMOHeHHbIVI cbep,epaanblVl opraH
NCMNONHUTENBbHOWN BacTn OHOBPEMEHHO C 3aKIr4eHneM no pesyrsibtatam 3TUX 3KCNnepTunas.

Crtatbsa 16. I'Ionyquue M OLEHKa 3aK/o4veHun no pe3ynbTaTaM 3KCNepTu3, NpoBeAeHHbIX B LUeNnAX BblAa4dun paspelieHnsa Ha
npoBeaeHUe KNMHUYECKOro uccrnegoBaHus 61MoOMeaNLIMHCKOTO KITeTOYHOro npoaykra

1. B cpok, He npeBbllWaOWMIA NATU paboumx OHEW CO AHS MONyYEeHMs1 3aKMOYeHUs] KOMUCCUMU 3KCMepTOB
3KCMEPTHOrO yUpeXaeHusi, ykasaHHoro B Yactu 1 ctatbu 15 HacToswero ®egepanbHOro 3akoHa, U 3akmnoyYeHns CoBeTa
no 3TUKe, yKasaHHOro B YacTu 7 ctaTbu 14 HacTosiwero ®egepanbHOro 3akoHa, YNonHOMOYEHHbIN hefepanbHbIn opraH
WCMOJTHUTENBHOM BIIACTM OCYLLECTBMSIET OUEHKY MOCTYNUBLUMX 3aKIFOYEHUI ANs OnpenerieHusi Mx COOTBETCTBUS
3a[aHuAM Ha nNpoBeAEHME COOTBETCTBYHOLUMX 3IKCMEPTM3 M yBeAOMIISieT 3asaBuTens B MNUCbMEHHOW ¢opme o
npeacTaBneHHbIX No pe3ynbTaTtaM NPoBeAEHHbIX 3KCMEPTM3 3aKMIOYEHUAX.

2. Tpn nonyyYyeHUn 3akNOYEHUS KOMMCCUM IKCMNEPTOB IKCMEPTHOrO yupexaeHWs O NoATBEPXKAEHUW KavecTsa
B1oMeaNLIMHCKOro KNeTOYHOro MPoAyKTa Y BO3MOXHOCTU NPOBEAEHMWS €ro KIMHUYECKOro NCCEeA0BaHNs U 3aKnioYeHns
coBeTa Mo 3TUKE O BO3MOXHOCTU MPOBEAEHUS KMMHUYECKOro MCCneaoBaHns BUomMeamuUMHCKOro KreToYHOro npoaykra
YMOSTHOMOYEHHbIN heaepanbHbI OpraH UCMONMHUTENbLHON BNAacTuM NpUMOCTaHaBNMBaeT NpoBedeHVe rocygapCTBEHHOM
peructpaumm GMOMEAMLMHCKOrO KIETOYHOro MpoAykTa [0 MNofayn 3asBuTeneM B YNOMHOMOYEHHbIN deaeparnbHbIl
opraH MWCNOMHUTENbHOW BNAacTu 3asiBfieHMs O BO30OHOBMEHMW TFOCYAAPCTBEHHOW perucrpaumm GuoMeamuUMHCKOro
KNeTOYHOro Npoaykra.

3. MNpu nonyyYeHMn 3aknoyYeHUs KOMUCCUWN SKCMIEPTOB IKCMEPTHOrO y4YpexaeHus O HEMOATBEPKAEHUM KavecTBa
BuoMeauLMHCKOrO KMeTOYHOro npodykTa U HEBO3MOXHOCTW MpOBEAEHUS ero KIMHUYECKOro WUCCnefoBaHus unu
3aKIIOYeHNs coBeTa MO 3TUKE O HEBO3MOXHOCTM MpOBEAEHUs KIMHWYECKOro uccnegoBaHus 6uMoMeauuUMHCKOro
KNeTo4YHOro npoaykKra YMOSTHOMOYEHHbIN deaepanbHbii opraH WCMOSHUTENbHOW BriacTu MNPUHUMAET peLUeHne o
npekpaLweHMn rocyfapCTBEHHON perucrpaumm GmoMeOmMUMHCKOrO KINeTOYHOro nmpoaykra u ysegomnseTr ob aTom B
NMCbLMEHHOW hopme 3asaBuUTENS.

CrtaTbs 17. PeweHue o Bbiaaye pa3pelleHnsa Ha npoBeAeHWe KnMMHN4YeCcKoro uccrieqoBaHus 6uomMeaMLIMHCKOrO KINeTo4YyHoro npoaykra

1. Ona nony4vyeHus paspelueHuss Ha NpPoBeAEHME KIMHUYECKOrO UccrnenoBaHus OMOMEAULMHCKOro KneTo4YHOro
npoaykra 3asiBUTernb, MOMNyYMBLUMA B COOTBETCTBMM C 4YacTbto 1 ctaTbm 16 HacToswero PenepanbHOro 3akoHa
yBEIOMIIEHNE O BbIHECEHWM MO pes3ynbTaTtaM 3KCMepTu3, ykasaHHblX B MNyHKTe 1 4actm 1 crtatbn 12 HacTosero
defepanbHOro 3akoHa, 3aKMYeHUs KOMUCCUMM 3KCMEPTOB IKCMEPTHOrO Yy4YpexaeHust O NOoATBEPXAEHUM KayecTBa
BMOMeaNLIMHCKOrO KIMETOYHOro NMpoayKTa U BO3MOXHOCTM MPOBEAEHUS €r0 KITMHUYECKOro MCCNEeAoBaHMS U 3aKioYeHus
coBeTa Mo 3TMKe O BO3MOXHOCTU MPOBEAEHUST KIMHUYECKOTO UCCneaoBaHMs BMoMeanLMHCKOro KNeTo4YHOro NpoaykTa,
npeacraBnsaeT B yNOSIHOMOYEHHbIV beepasibHbIi OpraH UCMOMNHUTENBHOW BNacTu:

1) 3adaBlieHMe O Bblaa4vye pas3pelleHnsa Ha npoBegeHune KrnHu4eckoro wccneagoBaHusAa BG1MoMeanLMHCKOro
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KINEeTOYHOTO MPOAYKTa;

2) Gpolutopy uccriegoBaTens, NpPeacTaBnsiolwylo coGON CBOOHOE W3MOXEHWE pPe3ynbTaToB [OKIIMHUYECKOTO
“ccrneaoBaHnsi GUOMEANLIMHCKOTO KIETOYHOro NMpoayKTa M KMMHUYECKOro MCCrneaoBaHns 6UOMeanLIMHCKOrO KNeTOYHOro
npoaykTa;

3) cBegeHnst 06 onbiTe paboThbl MCcnegoBaTernen No COOTBETCTBYIOLMM CrieumarnbHOCTAM U MX onbiTe paboTsbl No
NPOBEAEHMNIO KNMHUYECKMX UCCNEAOBaHNA BUOMEULIMHCKMX KNETOYHbIX MPOAYKTOB;

4) xonuio goroBopa 0653aTenbHOr0 CTPaxoBaHMS XU3HW, 340POBbS MaLMeHTa, y4acTBYHOLLIEro B KIMHUYECKOM
nccnegoBaHMm GUOMEOULIMHCKOTO KIEeTOYHOro MpOAyKTa (Janee - A0roBop 00si3aTeNbHOro CTpaxoBaHWst), KOTOPbIN
3aKkroyYeH B COOTBETCTBUM C TUMOBbIMU MpaBunamum o64a3aTenbHOr0 CTpaxOBaHWUS >KU3HW, 300POBbS MaLMeHTa,
yyacTBylOLEro B  KIMHWYECKOM MCCMedoBaHMM  OGUOMEOMLMHCKOrO  KNEeTOYHOro npoaykTa, yTBepXaaembiMu
MpaBuTtensctBoMm Poccuiickon ®enepauun (ganee - TUNOBbIE NMpaBuna 00A3aTeNbHOrO CTPaxoBaHWs), C yKa3aHWeM
CBeJEHVIN O MpefenbHOW YMCIEHHOCTU MaLMEHTOB, YYacCTBYHOLMX B KIIMHWYECKOM UCCrefoBaHun GroMeguuuHCKOro
KINEeTOYHOro NpoayKTa;

5) cBegeHMs O MEAMUMHCKMX OpraHuM3aumsix, B KOTOPbIX Mpeanoniaraetcs nNpoBeAeHue KIUMHWYECKOro
nuccnenoBaHWs  GMOMEOMUMHCKOrO  KNEeTO4YHOro  npogykta  (MofHoe M COKpallleHHoe  HauMeHOBaHMs,
opraHusauMoHHo-NpaBoBas hopMa, MeCcTO HaxoXAeHUsl, MECTO OCYLLECTBIIEHUS AesTENbHOCTU, TenedoH, Tenedakc,
agpec arneKTPOHHOW MoYTbl, cBedeHuss 06 akkpeauTauuy Ha MpaBo MPOBEAEHUS KIMHUYECKMX UCCreaoBaHuii
GUOMEaNLIMHCKMX KNETOYHBIX MPOAYKTOB KaXdoW MeAVLMHCKOW opraHmM3aumn);

6) cBeaeHna O npeanonaraeMblX CpoKax npoBegeHuda KInMHU4eckoro wuccreanoBaHus 6G1MoMeanLMHCKOro
KNeTOo4YHOro npoaykra;

7) peKkBU3nTbl AOKYMEHTa, MOATBEPXAAOLLEro ynnarty rocyaapCTBEHHOW MOLMUHbBI 3a Bblgayy paspelleHus Ha
npoBefeHne KIMHUYECKOro uccreoBaHns GUoMeauLMHCKOrO KNeToYHOro NpoaykTa.

2. B cpok, He npeBbllWaWNi NATU paboumx OHEN CO AHS MPUHATUSA yKasaHHbIX B YacTu 1 HacTosiwen cratbu
3as8BrieH1s U JOKYMEHTOB, YNONMHOMOYEHHbIN dhefepanbHblid OpraH UCNOSTHUTENBHOM BRacTu:

1) npoBoAUT NPOBEPKY MOJIHOTbI U OOCTOBEPHOCTU cBeaeHun, coaepXxalwunxca B npeacrtaBlieHHbIX 3adaBUTenem
LOOKYyMEeHTaXx;

2) NnpyuHMMaET peLleHne O Bblgave paspeLleHus Ha NpoBeaeHMe KIMHUYECKOro uccreoBaHus GuomeamumuHCKoro
KNeTOYHOro npoaykta nnu ob oTkase B Bblgaye yka3aHHOrO paspeLueHuss;

3) yBegomnsieT B MMCbMEHHOWN hopMe 3asiBUTENS O MPUHSATOM peLleHun (B Criydae NpUHATYS pelleHns ob oTkase
C yKa3aHuneM NpU4YnH Takoro oTkasa);

4) BblAaeT pa3pelleHne Ha nposegeHmne KrnmHn4ecKkoro nccnegoBaHunda OMOMEeANLMHCKOro KIeTo4YHOro npoaykrta B
nopsaake, yCtaHoBf1€HHOM YNOJIHOMOYEHHbIM cbep,epaanblM opraHom WCMNONHUTENbHON BRacTu.

3. B cny4yae BbISIBNEHUS HEMOMHOTbI UMW HEAOCTOBEPHOCTU CBEAEHWUN, copepKaluxcsi B MNpefcTaBfeHHbIX
3asBMTENEM AOKYMEHTax, YNOJIHOMOYEHHbIV dbedeparnbHbIi OpraH UCNOMHUTENBHON BracTy HanpaBnsAeT 3asBUTENHO
3anpoc 06 YTOYHEHWM yKa3aHHbIX cBeAeHWI. [laHHbIN 3anpoc MoXeT ObiTb NepeaaH ynomHOMOYEHHOMY NpeacTaBUTENIO
3asiBATENS NIMYHO MOA PacnuckKy, HampaBfeH Mo NOYTe 3aKa3HbIM NMUCbMOM WK NepefaH B 3NEKTPOHHON dhopme Mo
TeNeKOMMYHUKaLMOHHbIM KaHanam cBs3n. B cnyyae HanpaBneHus 4aHHOro 3anpoca no noyte 3akasHbiM MMCbMOM OH
cunTaeTcs NoNyYeHHbIM MO UCTEYEHMM LWEeCTN AHEN C AaTbl HanpaBreHUs 3akasHoro n1cbMa.

4. 3asBuTenb 06513aH NpPeACTaBUTb OTBET Ha 3anpoc YNoNHOMOYEHHOro doeaeparnbHOro opraHa MUCronHUTeNbHOM
BIACTK, yKa3aHHbI B YacTu 3 HacTosllel cTaTbW, B CPOK, He MpeBbilLaloWMiA AeBsiHOCTa pabounx OHEN CO AHS
nonyyYyeHuss gaHHoro 3anpoca. Cpok, ykasaHHbli B 4acTM 2 HacToAWEW CTaTbW, MNPUOCTaHaBIMBAETCH CO [AHS
HanpaBneHns 3asiBUTEN0 3anpoca YMoSfIHOMOYEHHOro deaepansHoOro opraHa MCMOMHUTENIbHOW Bractu [0 AHA
Nony4YeHns UM OTBeTa Ha AaHHbIN 3anpoc.

5. OcHoBaHusaMM [nst OTKasa B Bblgaye paspewieHna Ha npoBegeHne KIMMHMYeCKOoro wuccrnenoBaHusa
OMOMEANLMHCKOro KINeTo4YHOro npoayKkrta ABnArTCA HenpeactaBiieHne B MOJIHOM obbeme OOKYMEHTOB, YKa3aHHbIX B
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yacTm 1 HacTosiwen cTaTbW, HenpeacTaBneHWe 3asBuUTeNeM B YCTAHOBMNEHHbIM CPOK OTBeTa Ha 3anpoc
YNOSTHOMOYEHHOIO (hefepanbHOro opraHa WUCMOMHUTESNbHOW BacTW, YKasaHHbIA B 4acTu 3 HacTosIlWen cTtaTbu, UNu
HEeCOOTBETCTBME coAepXKaHUA npeacTtaBlieHHbIX 3adaBUTeNeM OOKYMEHTOB TpGﬁOBaHVIHM HacTodALliero CDep,epaanoro
3aKoHa.

CrtaTtbsa 18. AkcnepTusa 3pheKTUBHOCTM OMOMEANLIMHCKOTO KIETOYHOro NpoAyKTa U 3KCnepTu3a OTHOLIEHUA OXuAaeMoMn Nornb3bl K
BO3MOXHOMY PUCKY NPUMEHEHMA BUOMEANLIMHCKOTO KNeTOYHOro npoaykTa

1. OkcnepTtnsa apPekTMBHOCTM OMOMEONLIMHCKOrO KIETOYHOro NpoAdyKTa M 3KCNepTn3a OTHOLLEHMST OXUOAEMOMN
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUa OMOMEOULUHCKOrO KMEeTOYHOro npoaykTa, COCTaBIiEHME KOMWUCCUEN
3KCMEPTOB 3KCNEPTHOrO YYpEeXAEeHWs 3akMiovyeHUn Mo uX pedynbTatam W HanpasfeHue 3TUX 3akiYeHUn B
YNONMHOMOYEHHbIV dhefeparnbHbiii opraH UCMOMHUTENbHOW BRAacTU NPOBOASATCHA B CPOK, HE NpeBbILIALWLMI ABajuaTu
Nt pabounx OHEeW CO OHSI MOSydeHUs 3KCMEPTHLIM yYpeXaeHMeM COOTBETCTBYIOLLErO 33a4aHWUsi YMOJTHOMOYEHHOMO
denepansHOro opraHa UCNOSTHUTENBLHOM BRacTu C JOKYMeHTaMu, yKasaHHbIMKU B nyHKTax 1 - 5, 13 yactn 2 ctaTteu 9
HacTosilero PepepanbHOro 3akoHa, U OTYETOM O MNPOBEAEHHOM KITMHUMYECKOM MWCCriefoBaHUM OMOMeaMLMHCKOro
KNeTo4YHOro NpoaykTa.

2. Ona npoBedeHMs1 yKasaHHbIX B 4YacTu 1 HacTosiLel CTaTbM 3JKCMEPTM3 3adABUTENb NPELCTaBNSET B
YNOMHOMOYEHHbIV dhefieparbHblid OpraH UCNONHUTENbHOW BNACTU:

1) 3asBneHve O BO30GHOBMEHWW FOCYAAPCTBEHHOW permcTpaumv OMOMEeOUUMHCKOrO KMEeTOYHOro npoAykra u
NpoBeAEeHUN yKa3aHHbIX B 4acTu 1 HACTOsILLEN CTaTbn 3KCNepTUS;

2) NpoeKTbl MaKeTOB NMEPBUYHON YNaKOBKM U BTOPUYHOMN YNAKOBKM GUOMEAMLMHCKOrO KIIETOMHOrO MpoayKTa, npu
HeobxoOuMocTM OopaboTaHHble MO pe3ynbTaTtaMm MPOBEOEHHOrO KMMHWUYECKOro WccrnenoBaHus 6GuoMeauuMHCKOro
KMNEeTOYHOro NpoaykKTa;

3) OT4HEeT O nNpoBegeHHOM KITMHNYEeCKOM nccrneanoBaHun OMOMEANLMNHCKOro KNeTOYHOro npoaykKra,

4) NpPOEKT WHCTPYKUUMM MO MNPUMEHEHUI0 OUOMEOMLMHCKOrO KIEeTOYHOro npoAaykra, npu HeobxoaMmocTu
popaboTaHHbIN Mo pe3ynbTaTtam NPOBEAEHHOrO KIMHUYECKOrO UccrneaoBaHnst GoMeanLIMHCKOro KNeTOYHOro NPoayKTa;

5) pekBM3UTbI JOKYMEHTOB, NOATBEPXKAAIOLMX YNNaTy rocy4apCTBEHHOM MOLUMMHbLI 32 NPOBEAEHME IKCMEPTU3bI
3(PEKTMBHOCTU OUOMEAULIMHCKOTO KMETOYHOTO MpoAyKTa W 3KCMepTU3bl OTHOLUEHUS OXMaaemol MNomnb3bl K
BO3MOXHOMY PUCKY MPUMEHeHNUs1 BMOMeaMLMHCKOTO KIETOYMHOro MpOoAyKTa MpWM rocyAapCTBEHHOW pernctpauum
BUOMEMLMHCKOrO KNETOYHOrO NpoaykTa. 3asiBuTenb BrpaBe MPeacTaBUTb NO COBCTBEHHOW MHULMATUMBE YKasaHHble
OOKyMeHTbl. B crnyyae ux HenpencTtaBneHust YMNONMHOMOYEHHbIM dbeaepanbHblii opraH WUCMOMHUTENbHOW BRactu
npoBepsieT akT ynnaTbl FOCYAAPCTBEHHOM MOLWMMHBI Ha OCHOBaHWWM NpeacTaBMiEHHbIX 3asBUTENEeM PEKBU3UTOB
OOKYMEHTOB, MOATBEPXAAOLMX ee ynnaTy, C UCNonb3oBaHNeM UHGOopMaumMm ob ynnarte rocy4apCTBEHHONW MOLUMMWHBI,
cofepxaLeiics B FlocyaapcTBeHHOM UHGOPMALIMOHHON CUCTEME O FOCYAAPCTBEHHBIX M MyHULMMNAMNbHBIX MnaTexax.

3. B cpok, He npeBblwawoWwmn naTM paboynmx OHENW CO AHA MPUHATUSA 3asBIeHWss O BO30OHOBMEHWUU
rocygapCTBEHHON permctpaumm 6GMoMeanLMHCKOrO KIMeTOYHOro NpoAyKTa ¢ AOKYMEHTaMM, yKasaHHbIMU B YacTax 1 un 2
HacTosLEen cTaTbW, YNOTHOMOYEHHbIN bedeparbHbli OpraH UCMOMNHUTESNTbHOW BNAcTu:

1) npoBOAUNT MPOBEPKY MOJIHOTbl U OOCTOBEPHOCTU AaHHbIX, coAepXallunuxca B npeactaBfieHHOM 3adBuUTenem
oT4yeTe O npoBegeHnn KnMHN4YeCKoro nccriegoBaHnA OGMOMEANLMHCKOro KNeTo4HOro NpoAayKTa,

2) NpUMHUMaET pelleHne O BO30OHOBMEHUU TOCYOApPCTBEHHOW pernctpauun GMoMeauuUHCKOro KIeToYHOro
npoaykra v MNpoBefeHUN YKal3aHHbIX B 4acTM 1 HacTosiwen ctaTbu aKcneptus mnm ob oTkasze B BO30OHOBMEHMM
rocygapCTBEHHOM perncTpaunm 6MomMeanLmMHCKOro KNeTo4YHOro NpoaykKTa U NpoOBEAEHUN YKa3aHHbIX 3KCNEPTUS3;

3) yBegomnsieT B MMCbMEHHOWN hopMe 3asiBUTENS O MPUHSATOM peLleHun (B Criydae NpUHATHS pelleHns ob oTkase
- C yKasaHveM NpuyMH Takoro oTkasa).

4. B cnyyae BbISIBNIEHUS] HEMONHOTbI UMM HeOOCTOBEPHOCTW CBEAEHWIA, cofepaluuxXcs B NpeacTaBreHHbIX
3aaBUTENIEM JOKYMEHTaXx, YNOSIHOMOYEHHbIN doeaeparnbHblii OpraH UCMONHUTENIbHOM BracTy HanpaBnseT 3asiBUTENo
3anpoc 06 YyTOYHEHNM YKa3aHHbIX CBeAeHWI. [JaHHbIN 3anpoc MOXET OblTb NepedaH YNoHOMOYEHHOMY NPeACTaBUTESo
3aABUTENS NMUYHO NOA PacrucKy, HanpasreH Mo MoYTe 3akasHbiM MUCBMOM UMK nepefdaH B SMEeKTPOHHOW dopme Mo
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TeNNIeKOMMYHUKALUMOHHbIM KaHanam CBA3WN. B Cny4ae HanpasJieHUd OaHHOro 3arnpoca no noyrte 3akas3HbiM MUMCbMOM OH
cHnTaeTcA nofly4eHHbIM No UCTevYeHnn WecTn OHewn c aaThl HanpaBrieHna 3aka3Horo nmMcbma.

5. 3asBuTenb o0bs3aH NpeacTaBUTb OTBET Ha 3aMnpoc YNONIHOMOYEHHOro deepanbHOro opraHa UCMONHUTENBHO
BIACTUW, yKa3aHHbI B 4acTu 4 HacTosllei cTaTbW, B CPOK, He MpeBbilLaWMiA AeBsiHOCTa paboynx OHEN CO AHS
MonyyYyeHuss gaHHoro 3anpoca. Cpok, ykasaHHbli B 4acTM 3 HacTosAWEW CcTaTbW, MPUOCTaHaBIMBAETCH CO [AHS
HanpaBneHns 3asiBUTEN0 3anpoca YMofIHOMOYEHHOro deaepansHoOro opraHa MCMOMHUTENbHOW Bractu [0 AHA
Nony4YeHns UM OTBeTa Ha AaHHbIN 3anpoc.

6. OcHOoBaHMeM s OTka3a B BO30OHOBMEHMU FOCYSAPCTBEHHOM perncrpauum GuoMeavLMHCKOro KneTo4HOro
NpoAyKTa M NpoBeAeHNN YKa3aHHbIX B YacTu 1 HacTosILEen CTaTbu SKCNEPTM3 ABMSETCS NPeAcTaBieHne LOKYMEHTOB,
yKa3aHHbIX B YacTax 1 1 2 HacTosLEen cTaTby, B HENOTHOM 00beme, HenpeacTaBneHne 3asBuTenemM B YCTAaHOBMEHHbIN
CpOK OTBETa Ha YyKasaHHbIl B 4acTu 4 HaACTodAWEen CcTaTbW 3anpoc YMOMHOMOYEHHOro denepanbHOro opraHa
NCMNOSNHUTENBHOW BNacTh NMbo OTCYTCTBUE B MpeAcTaBfeHHbIX JOKYMEHTaX UCHEPMbIBAKOLLErO NepeyvyHs Heobxoanmon
MHopmaLm1, KoTopasi JOJPKHa ObITb OTpaKeHa B HUX, a Takke OTCYTCTBME WHGOPMaUMW, NOATBEPXKAAOWEN hakT
ynnaTtbl roCy4apCTBEHHOW MOLWWMHBI 33 MpOBedeHMEe 3KCnepTusbl 3pHEKTUBHOCTU OMOMEOMLUHCKOrO KIeTOYHOro
NpoaykTa W 3KCMEepPTU3bl OTHOLUEHUS OXMAAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS OMOMeaUUUHCKOro
KNeToYHOro NpoAyKTa npu rocy4apCTBEHHOW permctpaumm 6UMoMeguLMHCKOro KNeTOYHOro npoaykTa.

7. QkcnepTusa apPeKTUBHOCTU BUOMEMLNHCKOrO KINETOYHOro NPOAyKTa M 3KCMePTU3a OTHOLLEHUS OXMOAEMOW
nonb3bl K BO3MOXHOMY PMWCKY MPUMEHEHUS OWOMEOMLUVHCKOrOo KrNeTo4YHOro MpoAykTa, B OTHOLIEHWM KOTOPOro
npoBegeHbl MeXayHapoAaHble MHOMOLEHTPOBbIE KIMHUYECKME WCCRedoBaHWs, 4YacTb U3 KOTOPbIX MNpoBedeHa B
Poccuiickon ®eagepaLmm, OCyLWECTBASATCS Ha OCHOBAHUN LOKYMEHTOB, yKa3aHHbIX B NyHkTax 1 -6, 8, 9, 12 1 13 yactu
2 ctatbu 9 HacToswero ®efeparnbHOro 3akoHa, B CPOK, yka3aHHbIV B YacTu 1 HacTosLen cTaTbm.

Cratbsa 19. NoBTOpPHOE NpoBeAeHUe GMOMEAULIMHCKOW 3KCNepTu3bl GMOMEAULIMHCKOrO KNeTOYHOro npoaykra u (Mnu) atu4eckom
3KCNepTU3bl

1. B cnyyae Hanuuusi B 3aKMOMEHWM KOMMUCCUM IKCMIEPTOB IKCTMEPTHOTO YYPEXOEHUS WINU COBETA MO 3TUKE
MPOTUBOPEUMBLIX AAHHbLIX, HEOGOCHOBAHHbBIX U (MNN) HEMOMHBLIX BbIBOAOB, harnbcudyvkaLmm BbIBOAOB G1OMELNLIMHCKON
3KCNepTN3bl BUOMEANLMHCKOIO KNETOYHOro NpoaykTa v (M) STUYECKOW SKCNepTU3bl, COKPLITUSE OT YNOMHOMOYEHHOIO
denepanbHOrO  opraHa  WCMOMHUTENbHOW  BRacTX  OCHOBaHWM AN OTBOAA 9KcnepTa  BCNEACTBME  €ro
3aMHTEPECcOBAHHOCTM B pesyribTaTax COOTBETCTBYIOLLEN IKCMEPTU3bl, HANMMYMsA OaHHbIX O MPSIMOM NGO KOCBEHHOM
BMeLlaTeNbCTBE B MPOLIECC COOTBETCTBYHOLLEN IKCMEepPTU3bl N1L, He y4acTBYHOLUMX B ee NMPOBedeHUW, HO OKasaBLUMX
BMUSIHAE Ha MPOLECC W pe3ynbTaTbl ee MPOBeAeHMUs, YNOTHOMOYEHHbIM dhedeparnbHbiM OpraHoM WCMONHUTENBHON
BIACTM HasHavaloTCs MOBTOpHas OuMoMeaMuMHCKasi 3KcrnepTusa OMOMELMUMHCKOrO KreTOYHOro npodykra v (unm)
NMoBTOpHas aTudeckas akcrnepTmaa. OO6bEM NMOBTOPHOM 3KCNEPTU3bl onpeaenseTcs YNnonHOMOYeHHbIM denepanbHbiM
OpraHoM UCMONHUTENbHON BracTy.

2. TMoBTopHas GUOMeaAMUMHCKasi 3KcnepTM3a OMOMeOMLIMHCKOTO KNeTOYHOro MnpodykTa MpOBOAWUTCS B CPOK,
YCTaHOBIEHHbIA YMOHOMOYEHHBIM befeparnbHbiM OpraHOM MWCMOSIHUTENbHON BflacTM U He MpeBbilLaloWmMii cTa
pabounx gHel Co AHSA MONyYeHUst SKCMEePTHBIM YYpexaeHUeM 3aaHns Ha NpoBedeHUe MOBTOPHOW GMOMEANLMHCKON
3KCnepTN3bl BUOMEANLIMHCKOrO KNETOYHOro NpoaykTa, a NOBTOpHas aTUYeckasl aKCnepTnsa - B CPOK, HE MPEBbILLAOLLNIA
nsaTHaguatTM paboymx OHEW co OHS MOrlydeHWs COBETOM MO 3TUKe 3afdaHWsi Ha MpoBedeHUE MOBTOPHOW 3TUYECKON
3KCMNepTU3bI.

3. 3KCI'IeprI KOMUCCUKM SKCNEPTHOIo y4dpexaeHna n YrieHbl coBeTa Nno 3TukKe, B OTHOLLIEHUN KOTOPbIX YCTaHOBI1EHbI
obcToATenbLCTRA, YKa3aHHble B 4acTu 1 HacTosiWen cTaTbu, He [0onycKarTCA K NnpoBeeHUI0 NOBTOPHbIX 3KCNEepTUs.

4. ®duHaHcoBoe obGecneyeHne nNpPoBedeHUA MOBTOPHON OUOMEOULIMHCKON 3KCnepTusbl BUoMeauLIMHCKOro
KNeTOYHOro MpoayKTa OCYLUECTBMNSAETCHA 3a CYEeT CPEeACTB, MONyYeHHbIX 9KCMEPTHBbIM YUYpexaeHuem OT MpUHOCSLLEN
[0X0[, OeATenbHOCTY.

CrtaTbs 20. PeweHue o FocyﬂapCTBEHHOﬁ perucTpauuu 6uomMeaAMLIMHCKOrO KNeTo4YyHoro npoAaykra

1. B cpok, He npeBblWwaWMN NATK paboynx AHEN CO AHS MONyYeHUs 3aKMYeHU KOMUCCUMU 3KCMepToB
3KCMEPTHOro y4pexaeHus no pesynbratam dKCnepTu3bl 3PHEKTUBHOCTN BUOMEAMLMHCKOrO KNEeTOYHOro npoaykra u
3KCNEepPTU3bl OTHOLUEHUS] OXWOAeMOW MOoNb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUst OVMOMEAMUMHCKOro KIeTOYHOro
NPOAyKTa, YNONTHOMOYEHHbIN dheaepanbHbIi OpraH UCMONHUTENbLHOM BNACTU:
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1) OoCyLecTBMSIET OLEHKY MOCTYMUBLUMX 3aKIOYEHUA Mo pesynbTaTtam NpoBedeHUs yKasaHHbIX 3KCMepTUs Ans
onpeaeneHns COOTBETCTBUS 3TUX 3aKMIOYEHUI 3aaHNI0 Ha NPOBEAEHME YKasaHHbIX SKCMepTus;

2) NpUHNMMaET pelleHne o rocyp,apCTBeHHon perncrtpaunmn OVMOMeaNLMHCKOro KIeToYHOro npoaykrta umnm 06
OTKase B rocy,u,apCTBeHHoﬁ perncrtpaunmn OMOMEANLMHCKOro KNeTo4YHOro npoaykKTa,

3) BHOCUT MpW NPUHATUM PELLEHUS O roCyAapCTBEHHOW perncrpauumn BuoMeauumuHCKOro KreTOYHOro npoaykTa
AaHHble O 3aperncTpMpoBaHHOM GMOMEONLIMHCKOM KNEeTOYHOM MpoAyKTe B rOCYAapCTBEHHbIN peecTp BrnomMeanLMHCKNX
KNeTOYHbIX MPOAYKTOB W BbiAaeT 3asBUTENI0 perncrpaumMoHHOe YAOCTOBepeHne OUOMeOUUMHCKOrO KNeTOYHOro
npodykta, ¢opma KOTOPOro yTBepXOaeTcs YMOSHOMOYEHHbIM deaeparibHbiM OpPraHOM WCMONHWUTENbHON BRacTy,
cornacoBaHHble crneuudukaumio Ha OWMOMEAMUMHCKAN  KNETOYHbIN  NPOAYKT, WHCTPYKUMIO MO  NPUMEHEHWIo
BrMomMeanUMHCKOrO KNeTo4YHOro NpoayKTa, HOPpMaTUBHYIO AOKYMEHTaUMI0 Ha BUOMEANLMHCKUIA KNETOYHbIN NPOAYKT Unu
B Crny4vae MNpuHATMSA peleHns o oTkase B rocygapCTBEHHOW peructpauum 6MoMeauuUmMHCKOro KNeToYHOro npoaykra
yBegoMnsieT 06 3TOM B MMCbMEHHON hopMe 3asiBUTENS C ykazaHWeM NPUYUH Takoro oTkasa.

2. OcHOBaHMeM Ans NPUHATUS YNONTHOMOYEHHbIM ddeeparibHbIM OPraHoOM MCMOSTHUTENBHON BNacTy peleHuns ob
OTKasze B TrOCYAapCTBEHHOW perucTtpaumMm OMOMEAMUMHCKOro KNeTOYHOro MpOAYyKTa SBMSIETCS BbIHECEHHOE Mo
pesynbTaTtaMm 3KCNepTu3, ykadaHHbIX B Yactu 1 ctatbn 18 HacTosiwero denepanbHOro 3akoHa, 3akntoveHne KOMUCCum
3KCMEPTOB 3KCMEPTHOIO Y4YPEXAEHUS O TOM, YTO 3(PPEKTUBHOCTL PErMCTPUPYEMOr0o BUOMELULMHCKOIO KIeTO4YHOro
NpoAyKTa He MOATBEPXAEHA MOMYYEHHbIMU OAHHLIMU U PUCK MPUYMHEHMS Bpeda 340POBbI0 YerioBeka BCMeACTBUE
NpYMeHeHNs BUOMELMLIMHCKOIO KIeTOYHOro NpoAyKTa npeBbilaeT 3pdEKTUBHOCTD €0 NPUMEHEHNS.

CTtaTbs 21. PeructpauyMoHHoe yaocToBepeHne 6MomMeaMLIMHCKOroO KNeTo4YHOro npoaykra

1. PeructpaumoHHoe yoocToBepeHne GUOMEANLIMHCKOrO KIETOYHOro NpOAyKTa Ha BMEpBble PErMCTPUpPYEMBbI B
Poccuiickon ®epepaunmn GUomMeguMLUMHCKUIA KNETOYHbIA NPOOYKT BbIAAETCS CO CPOKOM AENCTBUS NSATb NET.

2. lNo wncteveHnn YKa3aHHOro B 4actu 1 HacTtosdwen cratbu CpOKa CpoK nencTeums perncTtpaumnoHHOro
yaooctoBepeHnd OVMOMEeaNLMHCKOrO  KINEeTOYHOro npoaykra npoaneBaeTca Kaxable nNdATb neTt npu  ycrnoBun
noareepXxneHusa ero rocyp,apCTBeHHon pernctpaunn.

3. B cnyyae BHeceHWss B COOTBETCTBMM CO cTatben 23 HacToswero depepanbHOro 3akoHa B OOKYMEHTbI,
cogepxalimecss B pPerncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIi OMOMEAMUMHCKUA  KIEeTOYHbIA  MPOAYKT,
NU3MeHeHWUW, 3aTparvBalolMX CBeOEeHUs, OTPaXeHHble B pPerucTpauvoHHOM yAOCTOBEpeHun OrMomeanuUHCKOro
KNeTOYHOro MPOAYKTa, YMOSIHOMOYEHHbIN hegepanbHbIl  OpraH  WCMOSHUTENbHOW  BnacTM  BbldaeT HOBOE
perucTpauvoHHoe yaocToBepeHne GroMeanLIMHCKOrO KNeTOYHOMo NPOAYKTa C y4eTOM U3MEHEHU.

4. 3a Bblgayy perucTpaLUvoHHOrO YAOCTOBEpPeHMst BMoMeaMLMHCKOTO KIMeTo4YHOro npoAdykTa B3uMmaeTtcs
rocygapcTBeHHas MolnMHa B pasmepe W MNopsiake, KOTopble YCTAHOBMEHblI 3akoHoAaTenbCTBOM Poccuickol
denepaummn o Hanorax v céopax.

5. OpraHusaums, Ha MMS KOTOPOW BblOAHO PErncTpauMoHHOE yOOCTOBEpPEHME OGUOMEOULIMHCKOTO KIETOYHOro
npoayKTa, ABnseTcsa BnagensuemM perncTpaumMoHHOro yaocToBepeHms 6MoMeaNLIMHCKOrO KNeTOYHOro NpoaykTa.

6. B cnyyae yTpaTbl WNU MNOBPEXAEHUS PErncTPauLMOHHOIrO YAOCTOBEPEHUS OMOMEAULIMHCKOTO KIeTOYHOro
npoaykta no NnMCbMeHHOMY 3adABlieHUIO Bnagesnbua permcTtpauMoHHOro ygoctoeepeHuns 6I/IOM6,D,I/ILLI/IHCKOFO KneTo4yHoro
npoaykrta mnn ynonHOMO4YeHHOro nm nuua o Bblgadve ,qy6n|/|KaTa perncTtpaumoHHOro ygoctoeepeHus 6I/IOMeLI,VILI,I/IHCKOFO
KNeTOYHOro MpoAyKTa YMONIHOMOYEHHbIN dhefeparnbHblii OpraH WCMOMHUTENbBHOW BracTM B CPOK, He MpeBbillatoLLni
aecsAtn pabounx OHen Co OHSI NOCTYNINEHNA TaKoro 3asiBMeHusl, BblidaeT AybnmkaT perucTpaLmMoHHOro yaoCTOBEPEHUS
6uoMeaMUMHCKOro KNeTovHoro npoaykta. 3a Beigady Aybnukarta perMcTpaumMoHHOro yaoCTOBEPEHNS BUOMEANLIMHCKOTO
KMeTOYHOro NpoaykTa B CBSA3WU C yTpaToi UNv NOBPEXOEHNEeM AaHHOro PerMcTpauMoHHOrO yoOCTOBEPEHUS B3MMAETCs
rocygapctBeHHas nMowfuHa B pasMmepe W nopsagke, KOTopble YCTaHOBMEHbl 3akoHoAaTenbCcTBOM Poccumnckon
®enepaumm o Hanorax un cbopax.

Cratbs 22. MNoaTBepXxaeHMe rocyfapcTBeHHON perucrpaumm 6MoMeaMLMHCKOrO KIeTOYHOro npoayKTa

1. MNMoaTeepxaeHne rocyaapCTBEHHON perncrpauun BMOMeaMLMHCKOro KreTOYHOro npoaykTa OCYLLEeCTBASeTCS
npv Bblgade perncTpaLMoHHOro yaocToBepeHmst BUOMeMLMHCKOro KNeTOYHOro NpodyKTa B Criydae, yka3aHHOM B YacTu
2 cratbk 21 Hactosiwero dPepepanbHOro 3akoHa, B CPOK, HE MpeBblllalolWni OeBsHOCTa paboymx OHen co AOHS
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NONyYeHUs: YMorIHOMOYEHHbIM defeparnibHbIM  OpraHoM UCMONHUTENIbHON BracTy 3asiBeHUsl O MOATBepPXOeHUM
rocygapcTBEHHON perncTpaumn 6MoMeanLUMHCKOrO KIeTOYHOro MPOAYKTa C ykasaHMEM B HEM PEKBM3WUTOB AOKYMEHTa,
noATBEPXKAAIOLLEro ynnaTy rocy[apCTBEHHOW MOWSMHbI 33 MOATBEPXKAEHWE TOCYAAPCTBEHHON perncTpauum
GUOMeaULIMHCKOrO KNEeTOYHOro NpoaykTa.

2. MNoaTtBepxaeHne rocyaapCTBEHHON permctpaumm 6MomMeauLMHCKOrO KIeTOYHOro NPoAyKTa OCYLLECTBNSAETCS Mo
pesynbTataM 3KCMepTU3bl OTHOLUEHWUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS OMOMeOULUHCKOro
KNEeTOYHOro nNpoAykra, NpoBOAMMOM Ha OCHOBaHMM AaHHbLIX MOHUTOPMHra 6e30nacHoOCT OMOMEONLIMHCKOrO KNeTo4YHOro
npoadykTa, OCYLLECTBMSIEMOro BnagenbLeM pPerncTpaumoHHOro yaoCTOBEPEHUST OUOMELMLMHCKOINO  KNeTOYHOro
npoaykta n degepanbHbIM OPraHOM MCMNONHUTENBHOW BNacTW, OCYLLECTBSIOWMM (PYHKUMM NO KOHTPOMO U Hag3opy B
cthepe 3apaBOOXpaHEHMs!, B COOTBETCTBUM CO cTatben 41 HacTtosiwero denepanbHOro 3aKoHa, a Takke 3KCnepTusbl
KayecTBa OMOMEAMLIMHCKOrO KINEeTOYHOrO NpoAyKTa, NMPOBOAMMOM B Cllydae BHECEHUS M3MEHEHUN B HOPMAaTMBHYHO
OOKyMeHTauMo Ha BMOMEQNUNHCKMI KNETOYHbIA NPOAYKT.

3. K 3asBneHuto 0 NOATBEPXAEHUN FOCYAapCTBEHHOW perncrpauun BuoMeauuUHCKOro KeTOYHOro npoaykTa
npunaratTcs [OKYMEHT, coAepXalumMin pesynbTaTbl MOHWTOpWHra 6e3onacHocT OGMOMEAWLIMHCKOrO KINeTOYHOro
npodykTa, OCyWeCTBNAeMOoro BrnagenbLuemM perucTpauyoHHOro YAOCTOBepeHus OuoMeaMLMHCKOrO  KNeTOYHOro
npogdykra, no dopme, YCTaHOBMEHHOW YMOSTHOMOYEHHbIM dhefeparibHbiM OpraHoM MCMOMHUTENbHOW BNAcTh, U KONUs
AVLEH3NM Ha OCyLLEeCTBMNEeHNe AeaTenbHOCTH NO NPOU3BOACTBY BMOMEANLMHCKNX KNETOYHbIX NPOAYKTOB.

4. HOpMaTI/IBHaﬂ OOKyMeHTauua Ha OMOMEANLMHCKUIA KIEeTOYHbIN NPOAYKT, NPOEKT UHCTPYKUUK MO NMPUMEHEHUIO
OMOMEANLMNHCKOro  KNeTo4YHOro npoayKkrta, nMpOeKTbl MakeToB ﬂepBI/I‘-IHOIZ ynakoBkn w” BTOpVI‘-IHOVI ynakoBKu
OMOMEANLMHCKOro KIeTO4YHOro NpoAYyKTa npunararTca K 3ad4BJIEHNIO O NOATBEPXAEHUN FOcyﬂ,apCTBeHHOVI perncrpauunn
OMOMEANLIMHCKOro KNEeTOYHOro npoayKrta TOJ1IbKO B Clly4ae, eClih B HUX BHOCATCA N3SMEHEHUA.

5. C 3asBneHvemM O MOATBEPXKOEHUU FOCYAAPCTBEHHOM perucrpaumuv GUMoMeaMUMHCKOro KNeToYHOoro npogykra
BnageneL perMcTpauuoHHOro yAoCTOBEPEHUS OGUOMEAMLMHCKOrO KMeTOYHOro NpoAyKkTa BrpaBe MO COOCTBEHHOM
UHMUMaATUBE NPEACTaBUTb [OOKYMEHT, MOATBEPXAaWMA ynnaTy rocygapCTBEHHON MOWMWHLI 3a MOATBEPXAEHWNE
rocyfapCTBEHHOW perMcTpauum GUMOMEOULIMHCKOrO KNEeTOYHOro npogykta. B cnyyae HenpeacTtaBneHust ykasaHHOro
OOKYMEHTa YMOMHOMOYEHHbIN heaepanbHblii OpraH UCMONMHUTENbHOW BRAcTM Ha OCHOBaHUWM MNpeacTaBreHHbIX
BrnagenbLeM perncTpaumMoHHOro YAOCTOBEpPEeHUs GUOMEOULMHCKOrO KMeTOYHOro MpoAyKTa PeKBU3MTOB YKasaHHOro
OOKyMeHTa npoBepsieT akT ynnaTtbl rOCYy4apCTBEHHOW MOWMHBbI C UCMOMb3oBaHMEM WHdopMauum o6 ynnate
rocyaapCTBEHHbIX MOLUMWH, cofepxalleincs B ocyaapCTBEHHON MHMOPMAaUMOHHON CUCTEME O FOCYAAPCTBEHHBLIX W
MYHULMNAnbHbIX NnaTexax.

6. B TedyeHue pecATM paboumx OHEN CO OHS MPUHATUS 3asBNEeHUs O MNOATBEPXKAEHWU rocyaapCTBEHHON
pervctpaumm GMOMELMLMHCKOro KNEeTOYHOro MNpoAykTa W AOKYMEHTOB, YyKasaHHbIX B 4YacTU 3 HacTosiew cTaTtbw,
YNOMHOMOYEHHbIV dhefieparbHblid OpraH UCMONHUTENBHOW BNACTU:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWN, COOEPXALLMXCA B NMPeACTaBMNEHHbIX 3asiBUTENEM
OOKyMEHTaX;

2) HanpaBngaeT B dedepanbHbIi OpraH UCNOMHUTENBHOW BIIACTU, OCYLLECTBASIOWNIA PYHKLUUN MO KOHTPOM U
Hag3opy B cdepe 30paBOOXpaHEeHWs, 3anpoc O MpeacTaBfeHun pe3ynbTaToB  MOHUTOpUHra Ge3onacHoCcTh
OMOMEANLMHCKOro KNeTOYHOro nNpoaykTa, KOTopbl JOMKEH ObiTb MCMOMHEH B TeYeHMe NSATU paboymx QHEN CO AHS ero
nony4yeHus;

3) NpyHMMaeT pelleHne O MpoBeAEeHUU WM 06 OTkase B MPOBEOEHUM 3KCNEPTM3bl OTHOLUEHUS OXMOAEMOW
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS BMOMEOMLMHCKOrO KIEeTOYHOro MPOAYKTa, a TakkKe 3KCMepTu3bl kadecTBa
OMOMEANLIMHCKOro KIeToYHOro NpoaykTa, NPOBOAMMOWN B Cryvyae BHECEHUS U3MEHEHUI B HOPMATMBHYHK AOKYMEHTALMIO
Ha BUOMEONLNHCKNIA KNETOYHbIA NPOAYKT;

4) yBegomnisieT B MUCbMEHHOW (hopme Brnagesnbla PerncTpauMoHHOro YAOCTOBEepeHusl GUoMeavUMHCKOro
KIMEeTOYHOro NPoAyKTa O NPUHATOM peLleHun (B criydae NPUHSTUS pelleHns 06 oTkase B MPOBEAEHUM COOTBETCTBYHOLLEN
3KCMEepPTU3bI C yKazaHWeM NPUYMH Takoro oTkasa).

7. B cnydyae BbIsIBNeHVS1 HEMOMHOTHI MNM HEAOCTOBEPHOCTU CBEAdEHWI, coaepXkalumMxcs B MpeacTaBreHHbIX
BragenbUeM  PermcTpauMoHHOrO  yAOCTOBEPEHUS  OMOMEOMLMHCKOrO  KIIeTOYHOro  MpoayKTa  JAOKYMeHTax,
YMOSTHOMOYEHHBI  (befeparnbHbli  OpraH WCMOMHWUTENbHOM BRacTM  HanpaensieT Bragenbly pPerncTpauMoHHOro
yAOCTOBEepeHUs: GUoOMeaMLMHCKOro KNeToYHOro npodykra 3anpoc 06 YTOYHEHWUM yKasaHHbIX cBeAeHui. [laHHbIiA 3anpoc
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MoXeT ObiTb nepegaH  YMNOMHOMOYEHHOMY MpPeACTaBUTENo  Briadenbla PerucTpauuMoHHOrO  YOOCTOBEPEHUS
GUOMEIMLMHCKOrO KINeTOYHOro npoaykTa fMYHO MO Pacnucky, HanpasreH Mo no4yTe 3akasHbIM NMUCbMOM UMK nepeaaH
B 3MEKTPOHHON chopMe MO TernekoMMYHMKALMOHHBIM KaHarnam cBsi3u. B cnyvae HanpaBneHus gaHHOro 3anpoca no
noyTe 3aka3HbIM MUCbLMOM OH CYMTAETCS MOMYyYEeHHbIM MO MUCTEYEHUU LIEeCTU OHeW ¢ AaTbl HanpaBreHWUsi 3akasHoro
nucbma.

8. Bnageneu perncrpauMoHHOro ygoctoBepeHns GrMoMeamLUmMHCKOro KneTovHoro npodykra obs3aH npeactaBuTb
OTBET Ha 3anpoc YNOMHOMOYEHHOro beepanbHOro opraHa UCMNOMHUTENbHOW BNAacTU, yKa3aHHbIA B YacTu 7 HaCTOsILLEN
cTaTbM, B CPOK, HE NMPEBbILLAIOLLMIA AEeBSHOCTA paboumx OHEN CO OHS MoNyyYeHus gaHHoro 3anpoca. Cpok, yKasaHHbIN B
YacTu 6 HacTOosILLEN CTaTby, MPUOCTAHABMNMBAETCS CO OHA HaNpaBneHus BnagerbLy permcTpaumMoHHOro yaoCcTOBEPEHMS
BrMomMeanLMHCKOrO KNeTOYHOro NMpoAykKTa 3anpoca ynoSTHOMOYEHHOro hefepanbHOr0 opraHa UCMOMNHUTENBHOW BracTu
00 [OHSA MNOMyYeHUss UM OTBETA Ha [aHHbIA 3anpoc M He Y4YUTbIBAeTCs MpU WCHUCIIEHWW CpOKa MNOATBEPXKOEHUS
rocyaapCTBEHHOW perncrpaumm 6MOMeanLMHCKOro KNeTo4HOro NpoayKTa.

9. OcHoBaHMeM Ons oTkasa B NPOBEAEHUN 3KCNEepTU3bl OTHOLUEHUS OXMOAEMON MONb3bl K BO3MOXHOMY PUCKY
nNpUMeHeHs BMOMEONLMHCKOrO KNEeTOYHOro MPOoAyKTa M (Mnun) 3KCnepTu3bl KayecTBa GUMOMEOULMHCKOrO KNeTOYHOro
NnpoayKTa sBNseTcs npefcTaBlieHMe OOKYMEHTOB, yKasdaHHbIX B 4acTax 1, 3 m 4 HacTtoswen ctaTbu, B HEMNOSTHOM
obbeme, HenpeacTaBreHWe B YCTAHOBMEHHbIV CPOK OTBETAa Ha YyKa3aHHbIM B 4YacTW 7 HACTOsLWeW cTaTbu 3anpoc
YMOSTHOMOYEHHOro hefeparnbHOro opraHa UCMONHUTENLHON BractTu NnMbo OTCyTCTBUE B NPEACTaBEeHHbIX JOKYMEeHTax
ncyepnbiBalOLWMX CBEAEHWIN, KOTOpble [OMKHbl OblTb OTpaxeHbl B HWX, a Takke OTCYTCTBME MWHGOpMauuu,
noAaTeBepxaalrolenn ynnaty rocygapCTBEHHOW MOLWUHBI 3@ MOATBEPXAEHWE roCydapCTBEHHOW —peructpauuu
BromMeanLIMHCKOro KNeTo4Horo NpoaykTa.

10. 3kcnepTusa OTHOWIEHUS OXWOAEMON MONb3bl K BO3MOXHOMY PUCKY NPUMEHEeHUs BuomeanLmMHCKOro
KNeTo4YHOro npogykra M (Mnu) aKcneptusa kavectBa OMOMEOUUMHCKOrO KMEeTOYHOro NpOoAyKTa MpOBOASATCA Ha
OCHOBaHWUN JOKYMEHTOB, YKa3aHHbIX B YacTsax 3, 4 U NyHKTe 2 YacTu 6 HACTOsILLEN CTaTbW, B NOPSiAKE, YCTAHOBEHHOM
ctatbamn 15 n 18 HacTosiwero PefeparnbHOro 3aKoHa, C y4eTOM CPoKa, YKasaHHOro B 4acTu 1 HacTosiwen cTaTbu.

11. OcHoBaHueM Ans nNpuHATUS pelleHns ob oTkase B NOATBEPXAEHUWU TOCyAapCTBEHHOW perncTpaumm
B1oMeaULIMHCKOro KIeTo4HOro npoaykra SBNSeTCs BblIHECEHHOE MO pe3ynbTaTaM 3KCNepTus, ykasaHHbIX B 4acTu 2
HacTosLEeN cTaTbW, 3aKNMOYEeHWE KOMWUCCUWM 3IKCMEePTOB IKCMEPTHOrO YUYPEXAEHWS O TOM, YTO Ka4vyecTBO W (Mnu)
3(PeKTMBHOCTb BMOMEANLIMHCKOTO KNETOYHOro MpodykTa He MOATBepXAeHbl MOMyYeHHbIMU AaHHbIMU U (MK) pUCK
MPUYMHEHNs Bpeda 340POBbIO YerioBeka BCNEACTBME MPUMEHEHMs OBUOMeAMUMHCKOrO KINEeTOYHOro npoaykTa
npesblwaeT ero ahHeKTUBHOCTb.

12. B nepuog npoBedeHUs npouedypbl NOATBEPXKAEHWS TOCYAApCTBEHHOW perucTpaumMn GuomMeamumMHCKoro
KNeToYHoro npoaykTa ero obpaieHune B Poccuiickornt denepaumym npogoskaeTcs.

CratbAa 23. BHeceHMe W3MEeHEHWA B [OOKYMEHTbl, cofepXalmecsi B pPerucTtpauMoHHOM [O0Cbe Ha 3aperucTpyMpoBaHHbIN
OGUOMeaNLIMHCKUI KITeTOUYHbIN NPOAYKT

1. B uenax BHeceHUs WU3MEHEHWA B [OOKYMEHTbl, cofepXxalimecsd B pPerucTpalMoHHOM [0Cbe Ha
3aperMcTpupoBaHHbIi - BUOMEOUUVHCKMIA  KNETOYHbLIA  MPOOYKT, Briagenel perucTpaumMoHHOro  YAOCTOBEPEHUS
BMoMeaNLIMHCKOrO KIEeTOYHOro NPOoAyKTa NPeACTaBnsAeT B YMNONMHOMOYEHHbIM deaepanbHblil opraH MCMNONMHUTENBHON
BNacTu 3asiBlieHWe O BHECEHWM Takmx M3MEHEeHMN no (opMe, YCTAHOBIIEHHOMW YMONMHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOSTHUTENBbHOW BNAcTu, N NPUIOXEHHbIE K HEMY U3MEHEHUS B yKa3aHHble JOKYMEHTbI, a TakKe JOKYMEHTbI,
noaTreepxaaroLime HeobxoaMMOCTb BHECEHNST TAKMX UBMEHEHUIA.

2. BrnomepguuuHckas akcnepTnsa OGMOMEOMUMHCKOro KMeTOYHOro npogykta B YacTM 3KCNepTu3bl KayecTBa
OMoMeanUMHCKOrO KMNEeTOYHOro npoAykTa, W (unu) aKkcneptusbl 3HEKTUBHOCTU OMOMEOULMHCKOTO  KIETOYHOro
npogykTa, n (Mnn) aKcnepTusbl OTHOLLEHUSA OXMOAEMOW MOSb3bl K BO3SMOXHOMY PUCKY MPUMEHeHUs BMoMeaguunHCKOro
KNEeTOYHOro npoaykTa NpoBOOUTCS B Cllydae BHECEHUS M3MEHEHWUA B OOKYMEHTbI, coAepXallmecss B permcTpaLMoHHOM
[0Cbe Ha 3aperncTpUpoBaHHbIN BUOMEONLNHCKUIA KNETOYHBIN NPOAYKT, B OTHOLLIEHUU:

1) cBegeHun, YKa3aHHbIX B WHCTPYKUMKW 1O MNPUMEHEHUIO OMOMEANLMHCKOro  KINEeTO4YHOro npoaykra wu

npeaycMOTPEHHbIX NoanyHkTamy "e" - "n" nyHkTa 13 yactu 2 ctatbn 9 HacTosiwero degepanbHOro 3akoHa;

2) MecTa npoun3soacTBa OMOMEeANLIMHCKOro KNeTo4YHOro npoaykra,
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3) nokasaTtenenm KadyectBa WM (MNM) METOAOB KOHTPOMsS KadecTBa OMOMEOMLMHCKOrO KIEeTOYHOro npoaykTa,
cofepXalmxcs B HOpMaTUBHOM JOKYMEHTALMM HA BUOMEONLIMHCKUI KNETOYHbIA NPOaYKT;

4) CpOKa roaHocCTun OMOMEANLMHCKOro KNeTo4HOro npoAaykKra.

3. Bnapeneu peructpaunoHHOro yaoctoBepeHns GomMeanLMHCKOro KNeTouHoro NpoAykTa Hapsay ¢ 3asiBreHvem
N JOKyMEHTaMK, Yka3aHHbIMU B YacTu 1 HACTOsLWen cTaTby, NpeacTaBnseT peKkBM3nTbl JOKYMEHTa, NOATBEPKAAOLWLEro
ynnaTy rocygapCTBEHHOM MOWIMHLI 38 BHECEHWE B [OOKYMEHTbl, cogepXawmecs B pPerncTtpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIi BMOMEANLMHCKUIA KIETOYHBIA NPOAYKT, U3MEHEHMN, Tpebyowmux nposegeHns GrnomeanLMHCKOM
3KCNepTn3bl OGMOMEOMUMHCKOrO KMeTOYHOro MpoAdyKTa, WNWM PeKkBU3WUTbl AOKyMeHTa, MOATBepXaawLwero ynnaTy
rocygapCTBeHHOM TMOLWMWHbLI 38 BHECEHWe B [OKYMEHTbl, cofepxalimecs B pPerncrpauuoHHOM [OCbe Ha
3aperucTpupoBaHHbii  BMOMEAMUUHCKMA  KNETOYHbIM  MPOAYKT, M3MEHeHun, He Tpebywwmx nposedeHus
BruomeanUMHCKON 3KCNepTU3bl BMOMEAMLMHCKOro KIeTOYHOro npoaykta, nubo BnpaBe nNpeacTaBUTb YKasaHHble
OOKYyMEHTbI MO coOCTBEHHOW wuHMUmMatuBe. B cnyyae HenpeacrtaBneHus BnagenbLeM  pPerncTpaumoHHOro
yAOCTOBEPEHNST OMOMEAMLMHCKOrO KIeTOYHOro MpoAdyKTa YyKasaHHbIX LOKYMEHTOB YMOSIHOMOYEHHbIN deaeparnbHbIii
opraH MCMOMHUTENbLHOW BMacTu nposepsieT dakT ynnatbl rocyfapCTBEHHOW MOLWUNUHBI HA OCHOBaHWWM PEKBU3WNTOB
AOKyMeHTa, MOoATBepXaarLwero ee ynnaTy, ¢ ucnons3osaHmem mHdopmauum ob ynnaTte rocy4apCTBEHHbIX MOLUSVH,
cofepxatuencs B f'ocyaapcTBeHHOM MHAOPMALIMOHHON CUCTEME O FOCYAAPCTBEHHbBIX U MYHULMNANbLHBLIX NraTexax.

4. B TeueHne natTn pa6oq|/|x OHen co aHsa NOCTyNnNeHnA yKa3aHHbIX B 4acTu 1 HacTosLEeN cTaTbh 3asBNEeHUsA U
LOOKYMEHTOB yrlOJ'IHOMO‘-IEHHbIVI Cbeﬂ,epaﬂbeIIZ opraH NCMONHNTENbHOW BNacTu:

1) NpoBOANT NPOBEPKY MOSMHOTHI U JOCTOBEPHOCTN CBEOEHWUI, COAEPXKaLLUMXCA B MPEACTaBEHHbIX BriajenbLem
perucTpaumoHHOro Y40CTOBEPEHMS OMOMEANLMHCKOTO KIETOYHOrO NpoayKTa AOKYMEHTaX;

2) NpuMHMMaeT pelleHne O MPOBEAEHUM YKasaHHbIX B YacTW 2 HaCTOSILLEN CTaTby COOTBETCTBYHOLLMX IKCMNEPTU3
GUOMeaULIMHCKOrO KNEeTOYHOro NpoayKkTa Unmn ob oTkase B UX NPOBEAEHUMU;

3) yBemomnsieT B NWUCbMeHHONM dopme Bradenbla PerucTpaunMoHHOro YAOCTOBEPEHUS BvoMeanLUMHCKOro
KMeTOYHOro NpoayKTa O NPUHATOM peLleHun (B criydae NpUHATUSA pelleHnst 06 oTkase B MPOBEAEHUM COOTBETCTBYHOLLEN
9KCMEepPTU3bl C yKa3aHWEM NMPUYMH Takoro oTkasa).

5. B cnydyae BbIsIBNEHWUSI HEMOMHOTHI MMM HEAOCTOBEPHOCTU CBEAEHWI, codepXKalumMxcs B NpeacTaBreHHbIX
BragenbUeM  PerMcTpauMoHHOrO  yAOCTOBEPEHUS  OMOMeOMLMHCKOrO  KIeTOYHOro  MpoayKTa  JAOKyMeHTax,
YMOSTHOMOYEHHBI  befeparnbHbli  OpraH WCTONHWUTENbHOM BRacTM  HanpasnsieT Bragenbly PerncTpauMoHHOro
YAOCTOBEpPEeHMs BUOMeaULIMHCKOTO KIEeTOYHOro NpoayKTa 3anpoc 06 YTOYHEHMN yKa3aHHbIX CBeAeHMWin. [JaHHbIn 3anpoc
MoXeT ObiTb nepegaH YNOMHOMOYEHHOMY MPeAcTaBMTENi0 Bradenbla PerucTpaLuoHHOro  YOOCTOBEPEHUS
BGUOMEAMNLIMHCKOrO KNeToYHOro npoaykTa MMYHO Mo pacnucky, HanpasrneH Nno no4yTe 3akasHbiM NMUCbBMOM UMK nepeaaH
B 3MEKTPOHHONM hopMe Mo TerneKoMMYHMKaLMOHHbIM KaHarnam cBsasu. B cnyyae HanpasneHuss gaHHoro sanpoca no
noyTe 3akasHbIM MUCbMOM OH CYMTaETCH MOMyYeHHbIM MO MUCTeYEeHUU LIecTW OHel ¢ OaTbl HanpaBreHWus 3akasHoro
nucbma.

6. Bnageney pernctpaumoHHOro yaoctoBepeHus GuomMeguLmMHCKOro KNeToyHoro npoaykra obsisaH npeacraBuTb
OTBET Ha 3anpocC YMONHOMOYEHHOro defeparnbHOro opraHa WCMNOMHUTENbHOW BNAacTU B CPOK, HE MpeBbillaloLnii
OeBsiHOCTA paboynx OHeW co AHSA NonydeHus aHHOro 3anpoca. CpoK, yka3aHHbIi B 4acTu 4 HacCTOsILLEN CTaTbM,
MPUOCTaHaBNNBAETCA CO [HA HanpaBfeHus Briagenbly pPerucTpaurMoHHOro YAOCTOBEpPEHUss OMoMeguuUHCKOro
KNeTo4YHOro NpoAyKTa 3anpoca YNnorHOMOYEHHOro dpeepanbHOro opraHa UCMOSNTHUTENbHON BRacTu A0 AHSA NONyYeHUs
UM OTBETA Ha [aHHbIV 3arnpoc N HE YyYUTbIBAETCA NPU UCHUCIIEHNN CPOKA MPUHATUSA PELLEHUS O BHECEHUN U3MEHEHWIA B
OOKYMEHTbI, cofepxalumecs B pernctpaumoHHOM [0Cbe Ha 3apermcTpupoBaHHbI BUOMEOULNHCKUA KNEeTOYHbIN
NpOAYKT.

7. YKasaHHbl€ B 4acTK 2 HACTOSLLEN CTaTbM AKCNEPTU3bl NPOBOAATCS B NOpsSAKe, yCTAHOBEHHOM CcTaTbamMu 15 1
18 HacTosiwero degepanbHOro 3akoHa, C y4eTOM CPOKa, YkasaHHOro B Yactu 10 HacTosiLen cTaTbu.

8. B cpok, He npeBblAWUA NATM pabounMx OHEN CO OHA MOMYYEeHWUs] 3aKIMHOYEHUA KOMWUCCUM 3SKCNEpPTOB
3KCMEPTHOIO y4pexaeHnst no pesynbTaTaM YKasaHHbIX B 4acTuM 2 HACTOsLWEN CTaTbM 3KCNEPTM3 B OTHOLUEHMM
npeanoXXeHHbIX UBMEHEHWUI, YNONIHOMOYEHHbIN dpefepanbHbI OpraH UCNONHUTENbHOW BracTu:

1) OCyLUeCTBNAeT OLUEeHKY MNoCTynmBLUINX 3aKM4YEHNA  KOMUCCUN OKCNEepTOB 3KCNepTHOro y4dpexaeHua aOnsa
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onpepnerneHna nx cooTBeTCcTBmnA 3agaHnUAM Ha nNpoBegeHne COOTBETCTBYOLLNX SKCNEPTUS3;

2) NpUHMMaET pelLleHne o BHeCeHUn N3MEHEHNIN B LOOKYMEeHTbI, coaepXawmeca B permctpaumoHHOM 00Cbe Ha
38p€rMCTpMpOBaHHbIVI OMOMEANLIMHCKNIA KNETOYHbIN NpPOAYKT, Unn 00 oTKa3e BO BHECEHUM TaKUX U3MEHEHWUI;

3) BHOCUT B rOCyAapCTBEHHbI peecTp OMOMEOULMHCKUX KMeTOYHbIX MPOAYKTOB Ha OCHOBAHWM pEeLUEHUs O
BHECEHUN W3MEHEHWUA B [OKYMEHTbI, CoAepXallmecss B PErncTpaumoHHOM [OCbe Ha 3aperMcTpupoBaHHbI
BMOMEONLMHCKUIA KNETOYHbLIN NPOAYKT, HE0OX0ANMbIE U3MEHEHWS;

4) BblgaeT HOBOE PEerncTpaumMoHHOEe YAOCTOBEpPeHMEe OMOMEOMUMHCKOrO KIeTOYHOro npodykta B criyyae
M3MEHEHUS] COAdepXalUMXCA B HEM CBEAEHWI, NpuM 3TOM paHee BblgaHHOE PerucTpaLuoHHOe YOoCToBepeHue
n3bIMaeTcs.

9. OcHoBaHMEM ONS MPUHATMSA YNOMHOMOYEHHBIM befeparnbHbiM OpraHoM pelleHust o6 oTkase BO BHECEHWUU
M3MEHEHUA B [AOKYMEHTbl, COAepXalimecs B PermcTtpauMoHHOM [OOCbe Ha 3aperncTpyvpoBaHHbI BGUOMEOWNLMHCKUIA
KNETOYHbIA MPOAYKT, ABNSAETCA BbIHECEHHOE MO pe3ynbTaTam 3KCNepTu3, yKasaHHbIX B 4acTu 2 HaCTOSLIEN CTaTbM,
3aKIl0YEHNE KOMUCCUWN 3IKCMEPTOB IKCMEPTHOrO YYpeXaeHus O TOM, YTO B Clnydae BHECEHUS TakuxX M3MEHEHWUN
BO3MOXHbI CHUKEHME KadecTBa U (Mnn) apekTUBHOCTM BMOMEOULIMHCKOTO KNETOYHOrO NPOAYKTa U (Mnn) NpeBbileHne
pucka MpUYMHEHWS Bpeda 340POBbI0 YeroBeka BCreACTBUE NPUMEHEHMS BMOMEOULMHCKOTO KNETOYHOro NpoaykTa Hag
€ro ahPeKTUBHOCTbIO.

10. B cnyyae BHeceHMs B AOKYMEHTbl, COAepXaluMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpyvpOBaHHbLIN
BUOMEeaULMHCKMIA KNETOYHbIN NPOAYKT, U3MEHEHWN, YKa3aHHbIX B YacTU 2 HACTOSILLEW CTaTbMW, NPUHATUE pELUEHUsi O
BHECEHUWN TakUX MW3MEHEHWN (BKMNOYash BHECEHWe COOTBETCTBYIOLMX W3MEHEHWA B TOCYOapCTBEHHbIN peecTp
BUoMeaNLMHCKMX KNETOYHbIX NPOAYKTOB) U 06 OTkase B MX BHECEHWM OCYLLECTBISETCA B CPOK, He MpeBbilLaoLwuii
AeBsHoCcTa pabounx OHEen CO AHSA MPUHATMSA YNONHOMOYEHHbIM hefeparnbHbiM OpPraHOM MCMOMHUTENbHOW BRactu
3asBreHNs O BHECEHUMN TakUX N3MEHEHU.

11. TpuHATUE pelleHns O BHECEHUM W3MEHeHU (BKroYasi BHECEHWEe COOTBETCTBYIOLLIMX W3MEHEHUN B
roCyJapCTBEHHbIN peecTp OMOMEOUUMHCKUX KIEeTOYHbIX MPOAYKTOB) unmn o0 OTka3e B WX BHECEHMU B OOKYMEHTbI,
cogepXawmecss B PErmcTpauuMoHHOM [OCbe Ha 3aperncTpupOBaHHbIA OMOMEAMUMHCKAA KIETOYHbIA NPOAYKT, B
OTHOLLUEHMN CBeAEeHWN, He TpeOlylLlmx nNpOBEAEHMS 3KCMEpPTM3, YKa3aHHbIX B 4YacTM 2 HacCTOsLWEWN CTaTby,
OCYLLECTBMSIETCA B CPOK, He MpeBbilaWUiA Tpuauatn pabounx OHEeWn CO OHA MPUHATUS  YMONTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOW BNacTy 3asiBNIEHNS] O BHECEHNN TaKNX M3MEHEHUNA.

12. O6palLeHne BMomMeanLMHCKOrO KNETOYHOro NpoayKTa, NPOM3BEAEHHOrO 40 AaTbl MPUHATUS YIOMHOMOYEHHBIM
denepanbHbiM OpraHoOM UCMONTHUTENBHON BIACTU PELUEHUS O BHECEHUM U3MEHEHWIA B OOKYMEHTbI, cogepKalimecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpypoOBaHHbIA BMOMEANLMHCKUIA KNETOYHbIN MPOAYKT, @ TakKe NPOn3BeLEeHHOro B
TeYeHne cTa BOCbMUOECATU KaneHOapHbIX OHEeN nocrne AaTbl NPUHATUSA YNONMHOMOYEHHbIM befeparnbHbIM OpraHoMm
NCMNOMHMTENBHOW BNacT YKa3aHHOTO peLUeHnst, JOMYCKaeTCcs 40 MCTEYEHMST ero cpoka rogHOCTU.

Cratbf 24. OTMeHa rocypapcTBeHHOW permcTpauum 6MoMegULIMHCKOrO KINeTO4YHOro npoaykra

PelueHne 06 oTMeHe rocydapCTBEHHONW pernctpaumnm GMOMEeAULIMHCKOrO KNETOYHOro MPOAYKTa U UCKITHYEHUM
GUOMEAMLMHCKOrO KNETOYHOro MPOAYKTa M3 roCcyAapCTBEHHOro peecTpa OMOMeOWMUMHCKMX KETOYHbIX NpPOoOyKTOB
NMPUHUMAaETCS YNOTHOMOYEHHbIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOWM BAacTy B Criyyae:

1) npencraBneHna q)e/:l,epaanblm opraHom NCMNONHNTENBbHON BMacTu, OCyLleCTBNnArLWNM d)yHKLI,MI/I NO KOHTPOIIO
n Haasopy B ccbepe 30paBoOXpaHeHna, 3aKIn4eHnAa O pPUCKeE WUInn 006 yrpose 3400pOBbH, XWU3HU YelloBeKa npu
NPUMEHEHUN OVMOMEONLMHCKOro  KIeToYHOro npoAyKTa, npesBbilarowmnx ero Sde)eKTVIBHOCTb, no pesynbTaram
ocyLlecTBiidsemMoro M MOHUTOPUHra ©e3onacHOCTN BUOMENLIMHCKOIO KIETOUYHOro npoAaykra,

2) nogayu snagenbuem permctpauMoHHOro yaooctoBepeHus OMOMeaNLIMHCKOro KNeTo4HOoro npoayKkrta 3adBlneHus
00 oTMeHe rocyp,apCTBeHHon perncrtpauunm OMOMEANLIMHCKOro KNeTo4YHOro npoaykKra,

3) NpUHATUS YNONMHOMOYEHHbIM dbefeparnbHbIM OpraHoM MWCMOMHUTENBHOMW BRactu pelwleHuss o6 oTkase B
NOATBEPXXAEHUM TrOCYAapCTBEHHOW pernctpauMn OMOMEAMLMHCKOrO KMEeTOYHOro MPOAyKTa MO MCTEYEHUM CpoKa
OEeNCTBUSA pErMcTpaLnoHHOro yaocToBepeHnst GoMeanLIMHCKOro KNeTOYHOro NpoayKTa;

KoHcynbTanTlNKoC

www.consultant.ru Crpanunua 22 u3 41
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

4) HenpeOcTaBneHus 3asBuTenem nHopmauum, kKoTopas MOXeT NoBrievb 3a cobon HeOBXOAMMOCTb BHECEHNWS B
perncTpaumoHHOe O0Cbe Ha 3apermcTpupoBaHHbIN BUOMEAULMHCKUMI KNEeTOYHbIA MPOAYKT M3MEHEHWN, yKas3aHHbIX B
Yyactu 2 ctaTtbu 23 HacToswero PenepanbHOro 3akoHa, B Te4eHne Tpuguat paboumx AHen co AHA HACTYMNEeHNs Taknx
M3MEHEHWUN;

5) BbIHECEHUsi CYAOM pelIeHUs O HapylleHuW npaB npaBoobnagaTtens Ha pesynbTaTbl WHTENNeKTyarbHOw
OeATENbHOCTU Npu obpalleHn BUOMEANLMHCKUX KNETOYHbIX NPOOYKTOB.

CtaTbs 25. FocyaapcTBeHHbI peecTp 6MOMEeAULIMHCKUX KNETOYHbIX NPOAYKTOB

1. FocyaapcTBEHHbIN peecTp BMOMEANLMHCKUX KINETOUHbIX MPOAYKTOB BEAETCS YNOMHOMOYEHHBIM heaepanbHbiM
OpraHoOM UCMONHUTENBHON BRacTy.

2. TocynapcTBEHHbI peecTp GUOMEAMLMHCKUX KMEeTOYHbIX MPOAYKTOB COAEPXKMT MnepeveHb GUOMEAMLMHCKUX
KMETOYHbIX NPOAYKTOB, NMPOLUEALLMX FOCYAapCTBEHHYH0 PEFMCTPALIMIO, U CIIEAYIOLLYI0 MHGOPMAaLUIO:

1) HaMMeHoBaHWe BUOMEONLIMHCKOrO KNETOYHOIO NPOaYKTa;

2) TN BMOMEANLMHCKOro KIIETOYHOIo NPoAyKTa (ayTONOMMYHbIN, anfioreHHbIN, KOMOUHNPOBAHHBLIN);

3) HaumeHoBaHMWe BriagenbLa PerMcTpaumoHHOro YAOCTOBEPEHNST BUOMEANLIMHCKOTO KNETOYHOrO NPoAayKTa;
4) HaMeHoBaHWe 1 agpec NPoOU3BOAUTENS OMOMELMLMHCKOIO KNETOYHOrO NPoayKTa;

5) kopoBoe 00603HaYeHME KMETOYHOW NUHMKM (KNETOYHbIX FMHWIA), BXOAdAWenW B cocTaB OGUOMeaULMHCKOro
KNeTOYHOro NpoayKTa;

6) HaumeHoBaHWA (MexayHapoaHble HenaTeHTOBaHHbIe, UMK IPYNMMPOBOYHBIE, UMM XMMUYECKUE) NTEKapCTBEHHbIX
npenapaToBs, apMaueBTU4eCKuX CybCTaHUMNA, BXOAALWMX B cOCTaB BUOMEAMLIMHCKOro KNeTOYHOro npoaykra, Homep
HOPMaTUBHOW AOKYMeHTauuu;

(B pea. PenepanbHoro 3akoHa ot 03.08.2018 N 323-93)

7) HaMMeHOBaHUSI MEeLMUMHCKUX W3Oenuid, BXOASLIMX B cocTaB OWOMEAMLMHCKOro KNeTOYHOro MpOoAayKTa,
HaVMeHOBaHWe 1 HOMEP HOPMaTMBHON JOKYMEHTaLNK;

8) cpok rogHOCTV BMOMEOULIMHCKOTO KNETOYHOIO MPOayKTa;

9) ycnoBus xpaHeHusi BUOMEANLIMHCKOrO KNEeTOYHOro NPoayKTa;

10) nokasaHust n MPOTUBOMNOKA3aHUS K MPUMEHEHNIO BUOMEAMLNHCKOrO KIETOYHOrO NPOAYKTa;
11) no6oyHble AencTBUS BUOMEANLIMHCKOrO KNETOYHOro NPOAYKTa;

12) pata rocygapCTBEHHOM peructpaumMm OGMOMEAMLMHCKOrO KIeTOYHOro NpodykTa M ero perncTpaumoHHbIN
HoMep;

13) narta 3aMeHbl perncTtpaunoHHOro YyaocTtoBepeHudA OMOMEANLMHCKOrO  KNeTOYHOro npoaykra, Adarta
noareepXxneHusa rocy,u,apCTBeHHoﬁ perncrtpauunn OMOMEANLUMHCKOTO  KNETOYHOro npoaykrta, Agata OTMEHbI
FOCYﬂapCTBEHHOVI perncrtpauunmn OMOMEANLMHCKOro KNeTo4YHOro npoaykKra.

3. lNopspok BedeHWs rocynapCTBEHHOro peecTtpa OMOMEAMUMHCKUX KIEeTOYHbIX MPOAYKTOB YTBEpXAaeTcs
YMONHOMOYEHHbIM dheeparbHbIM OpraHOM UCTMONHUTENBHON BacTy.

Cratba 26. OG6GxanoBaHue pelweHUs 06 oOTkase B Bblgaye pas3pelleHusi Ha MnpoBedeHUe KIUHUYEeCKOro uccriefoBaHus
6uomMeaMLMHCKOro KINeTOYHOro NpoAyKkTa Wnu pelleHMsi o6 oTkasze B rocyfapCTBEeHHOW perucrpauum 6uomMeauvLMHCKOro KIeTOYHOro
npogykra

PeweHune YNOJTHOMOY€HHOIo cbep,epaanoro opraHa MCNoNHUTENbLHOM BNacTn ob oTkase B Bblgade pa3peLlieHna
Ha npoBegeHune KInMHn4eckoro uccrieaoBaHus OMOMEANLIMHCKOTO KMNEeTOYHOro npoaykTta unn pewleHune 06 oTkase B
FOCYﬂapCTBEHHOVI perncrpaunn OMOMEANLMHCKOro  KIeTO4YHOro NnpoAyKTa, 3akrnk4veHne KOMUCCUN ISKCnepToB
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3KCMEPTHOIO YYpeXAeHUs UNn 3akrnyYeHne COoBETa MO 3TUKE MOryT ObiTb 0GXanoBaHbl B MOPSAKE, YCTAHOBIIEHHOM
3akoHogaTenbcTBOM Poccuiickon ®epgepaunn.

CrtaTbs 27. UHdopmauums, cBA3aHHaA C OCYLLEeCTBNEHUEM FroCyapCTBEHHOW perucTpauum 6MomMeauLMHCKOro KNeTo4yHoro Nnpoaykra,
MHdOpMaLms 0 3aperMcTpMpoBaHHbIX BUOMEeANLIMHCKUX KINETOYHbIX NPOAYKTaX U 6MOMEeANLIMHCKMX KITETOYHbIX NPOAYKTaX, MCKITHOYEHHbIX
13 rocyapCcTBEHHOro peecTpa 6MOMeAULIMHCKMX KIEeTOYHbIX NPOAYKTOB

1. YnonHoMoueHHbI doeepanbHbli opraH UCMNOMHUTENBHOW BacTu pa3MeLlaeT Ha CBOEM OuumanbHOM cante
B ceTh "IHTepHeT" MHdOopMauuio, CBA3AHHYK C OCYLLECTBIIEHMEM rOCydapCTBEHHOM perncrpauun 6uomeamumMHCKUX
KNEeTOYHbIX NPOAYKTOB, B TOM 4ucrne C npoBefeHMeM OMoMeauuUHCKOW aKcnepTusbl GUMOMEOULMHCKUX KIEeTOYHbIX
NPOAYKTOB N 3TUYECKON 3KCNepTU3bl, MHPOPMaLMIO O 3aperMcTpMpoBaHHbIX BUOMEONLIMHCKUX KNETOYHbIX MPOAYKTaXxX M
BMOMEONLIMHCKUX KMNETOYHbIX MPOAYKTaX, MCKIIOYEHHBLIX U3 FrOCYyAapCTBEHHOrO peecTpa GUOMEOMUMHCKUX KNETOYHbIX
NPOAYKTOB, HE MO3OHEE YEM Yepe3 NATb paboynx OHEN CO OHSA MOSyYeHUs YNONHOMOYEHHbIM doedeparnbHbIM OpraHoM
WCMOMHMTENBHOW BlacTu 3asiBIIEHNSI O TOCy4apCTBEHHON permctpaumm 6UMoMeanLMHCKOro KNeTo4YHOro Npoaykra.

2. Tllopspok pasMelleHns ykasaHHOW B 4Yactu 1 HacToswen craTtbu WHGOpMaumMmM YycTaHaBnMBaeTcs
YNOMHOMOYEHHbIM heepanbHbIM OpraHOM UCMOMNHUTENbHOW BNACTU.

Cratbs 28. OpraHmM3auus NnpoBeAeHUs KIMHMYECKUX uccnegoBaHuin 6MoOMeAULIMHCKUX KITIeTOYHbIX NPOAYKTOB

1. OpraHusaumio nNpoBefeHust KIMHUYECKMX WCCnenoBaHui OUMOMEAMLMHCKMX KIEeTOYHbIX NPOAYKTOB Bnpase
OCYLLECTBNATbL opraHM3auus, obnagaowas npaBaMu Ha pesyrbTaTbl AOKITMHUYECKUX UCCrefoBaHUin GroMeanLMHCKOro
KNeTOYHOro MpoAyKTa, KMUHUYECKUX UCCNEeAoBaHUA BMOMEOMLMHCKOrO KNETOYHOro NpoaykTa v (Unn) Ha TEXHOSoru
npousBoacTBa OMOMEAMLMHCKOrO  KMEeTOYMHOTO  MPOAYKTa, WM YNONMHOMOYEHHOE €K puaMveckoe  nuuo,
obpasoBaTtenbHaa opraHuM3auus Bbicliero obpasoBaHusl, obpasoBaTenbHasi OpraHusaumst  OOMOSHUTENbHOrO
npocheccnoHansHoro obpasoBaHus, Hay4yHasa opraHm3auus.

2. OpraHusaumn, ykasaHHble B 4YacTu 1 HacTosdllen craTbW, MOryT MpuBMAeKaTb K OpraHv3auuMn npoBefeHus
KMUHWYECKNX UccneaoBaHni OMOMEeAMUMHCKMX KIeTOYHbIX MPOAYKTOB MHblE topuaMyeckue nviua HesaBUCUMO OT UX
opraHn3aumoHHo-NpaBoBon opMbl U PopMbI COBCTBEHHOCTH.

3. duHaHcoBOEe obecrneyveHne npoBeageHna KnMHM4YeCckoro ncceregoBaHnA OMOMEANLMHCKOro KNeTo4YHOro npoAayKTa
OCYLLECTBJIAETCA 3a CHET:

1) GrooKeTHBIX accurHoBaHui oeaepansbHOro GIaXeTa;
2) BrogKeTHbIX accMrHoBaHui GrogkeToB cybbekToB Poccuickon ®egepauuu;

3) cpecTB opraHM3auuin, NonyYMBLUNX paspeLleHre Ha opraHM3aumio NpoBeAeHUsT KNMHUYECKOrO UccrnenoBaHus
BMOMEeaNLMHCKOTO KNETOYHOro NpoayKTa;

4) NHBIX NCTOYHMKOB, HEe 3anpeLleHHbIX 3akoHogaTenbCcTBOM Poccunckon ®egepaumn.

4. KnuHnyeckme nccneaoBaHust GUOMEANLMHCKUX KINETOYHbIX MPOAYKTOB NPOBOASATCA HA OCHOBaHWMM paspeLleHns
Ha npoBeAeHue KIMUHUYECKOTro MUcCnegoBaHUsl GMOMeaULIMHCKOrO KNeTOYHOro NpoadykTa, BblAaHHOMO YNoNHOMOYEHHbBIM
denepanbHbIM OpraHoM MCMOSIHMTENbHON BNacTu B MOpsidke, YCTAaHOBIIEHHOM cTaTbaMu 16 u 17 HacTosiLwero
degepanbHOro 3akoHa, U HarnpaeseHbl Ha:

1) yCTaHoOBIeHne GesonacHocTu n (I/I.I'IM) nepeHoOCMMOCTU OMOMEANLNMHCKMUX KNETOYHbIX npoAyKTOB, B TOM 4ucne
BbIsiBNEHNE NOOOYHbIX AENCTBUI npu X NnpuMeHeHnU;

2) ycraHoBneHne 6GesonacHOCTM U 3(PPEKTUBHOCTU OMOMEOUUMHCKUX KMETOYHbIX NPOAYKTOB, B TOM 4ucre
nogbop ontumanbHoro konuyecrtsa (o6bema, macchl, nnowann) GMomMeguLMHCKOro KNEeTOYHOro MpoAdykTa U KypcoB
neyveHns, ANs NaumeHToB C onpeaeneHHbIMy 3aboneBaHAMY;

(B pea. PenepanbHoro 3akoHa ot 03.08.2018 N 323-93)

3) BbISIBNEHME OCOGEHHOCTEN B3aMMOOEWCTBUS OUOMEOMLMHCKUX KMETOYHbIX MPOAYKTOB C FeKapCTBEHHbIMU
npenapatamv, MeauUUHCKAMU UW3AeNuUsiMK, NULLEBLIMUA NPOAYKTAMU, APYrMMU  BGUOMEAMUMHCKUMU  KNETOYHLIMM
npoayKTamu;
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4) n3yyeHne BO3MOXHOCTM PacCLUMPEHVsI NMoKasaHui ANs NPUMEHEHUSI 3apermcTpUpPOBaHHbIX GMOMEANLMHCKMX
KMETOYHbIX NPOOYKTOB.

5. YNonHOMOY€EHHbIN cbe,qepaanblVl opraH MCNONHUTENbLHON BNacTn BeAET B YCTaHOBJ1IEHHOM UM NopdAaKe peecTtp
BblAAHHbIX paapeLueHM|7| Ha nposeaeHne KInnMHN4YeCKnx nccnegoBaHu BUOMEANLMHCKMX KITETOUHbIX NPOAYKTOB.

6. B cnyvyae, ecnu KnuHM4Yeckoe uccregoBaHMe GUOMEeOUUMHCKOro KMeTOYHOro npoAykTa npoBoauTcs Ans
rocyaapCTBEHHOW perncrpaumMm 3Toro NPOoAyKTa, rocyaapCTBEHHas MOLUNMHA 3a MpoBedeHMe 3KCMepTu3bl kadecTsa
BUOMEaUNLIMHCKOTO KIMEeTOYHOrO MpoAyKTa, 3KCMepTM3bl AOKYMEHTOB ANs MONyYeHusl paspelleHus Ha MpoBedeHue
KMMHWYECKOrO WCCIefoBaHNs OGUMOMEAMUMHCKOrO KMEeTOYHOrO MpoAdyKTa M 3TUYECKOW SKCMepTM3bl yhnrayvBaeTcs
OOHOKpaTHO Npu 06paLleHnM 3a rocyaapCTBEHHOW perncTpaumnen 6noMeauUMHCKOro KNeToYHOro npoaykTa.

7. KnuHnyeckoe mccnegoBaHve GUOMEOMLMHCKOrO KIEeTOYHOro NpoAyKkTa NpoBOAUTCS B OOHOW MW HECKOSbKMX
MEeOULMHCKUX OpraHM3aunsxX, akkpeauToBaHHbIX YMONHOMOYEHHbIM hefiepanbHbiM OPraHoM UCTMOMHUTENBHOW BracTu B
nopsigke, ycraHoBneHHom [paButenbctBom Poccuiickon depepaumn, B COOTBETCTBMM C JOrFOBOPOM O MPOBEAEHUU
KITMHUYECKOro  UCCredoBaHnsa OMOMEOMUMHCKOrO KIEeTOYHOro MpOAyKTa, 3akiiovaeMbiM  Mexay opraHusauuven,
nonyYmBLLEN paspeLleHne YNONMHOMOYEHHOro oefepanbHOro opraHa UCMNOMHUTENBHOW BNAacTU Ha NPOBEAEHME TaKoro
nccnenoBaHus, U ykazaHHOM MeAMLMHCKON opraHmn3aumen.

8. [loroBop O MPOBEAEHWM KMUHWUYECKOrO WCCreaoBaHnsi GUMOMEAMLIMHCKOTO KMETOYHOTo MPOAyKTa OOSDKEH
cofepxartb:

1) HaumeHoBaHMs CTOPOH AOroBOpPa;
2) yCrnoBu1st U CPOKM NPOBEAEHNST KITMHUYECKOTO UCCreaoBaHus;

3) onpegeneHne o6LEN CTOMMOCTM MPOrPaMmbl  KITMHUYECKOTO WCCMEAOBaHMS C  yKasaHWeM CyMMbl,
npeaHasHavatoLLencs Ans BbinmaT uccriegoBaTensiM 1 comccnenoBaTtesnsam, HasHa4YaeMblM B COOTBETCTBUN C 4aCTbio 1
ctatbu 29 HacTosiwero PegepansHOro 3aKoHa;

4) onpegeneHne opmbl U Nopsaka NPeacTaBneHns pesynbTaToB KITMHUYECKOro NccrefoBaHus.

9. TlepeyeHb MeAMUMHCKMX OpraHusauui, WMeloWmMX MpaBoO MPOBOAWUTL  KNMHUYECKME WCCrefoBaHuA
BUOMEANLMHCKMX KNETOYHbIX MPOAYKTOB, W pPeecTp BblAaHHbIX paspelleHMn Ha MpoBedeHne  KIMHUYECKMX
nccrnegoBaHuin: BUOMEANLIMHCKMX KMNEeTOYHbIX MPOAYKTOB pas3MeLLaroTcd YnorHOMOYEHHbIM deaeparnbHbiM OpraHoM
NCMNOMHMTENBHOW BNacTn B YCTAHOBIEHHOM UM Nopsigke Ha cBoem odumumnansHom cante B cetn "MHTepHeT".

10. MponsBoacTBO BUOMEANLIMHCKOTO KNETOYHOro NpoAdykTa Afs NPOBEeAEHWS ero KMMHWYECKOro uccneaoBaHus
OCYLLECTBMAETCA C WCMONb30BaHWEM TEXHOMOrMW, OMUCAHHOW B PEerucTpauMoHHOM Jdocbe Ha 6GromeanuMHCKUiA
KNEeTOYHbIN MPOAYKT.

11. KnuHuyeckume wuccrnenoBaHUsi OMOMEOMLMHCKUX KIETOYHbIX MPOAYKTOB MPOBOASTCA B COOTBETCTBUU C
npaBuiamMy Hagnexalwlein KIMHUYEeCKON MpakTUKM OMOMeOULMHCKUX KIEeTOYHbIX MNPOAYKTOB, YTBEPXOEHHbIMM
YMOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOW BacTy.

12. B Poccuiickon ®epepaumm B COOTBETCTBUM C MeXAyHapoaHbIMu foroBopamn Poccuiickon depepaumum, a B
crny4yae OTCYTCTBUS MexayHapogHoro pgoroBopa Poccuiickonn depepaumm - Ha OCHOBE MNpWHLUMMNG B3aMMHOCTU
MpU3HalTCA pe3ynbTaTbl KIMHUYECKUX MCCNEedoBaHMN OMOMEOMUUHCKMX KNEeTOYHbIX MPOOYKTOB, MPOBEAEHHBbIX 3a
npegenamu Poccuiickon Peagepaumm.

CTtaTbs 29. lNMpoBeaeHUe KNMHUYECKOrO UccrnefoBaHUs BuoMeaMLIMHCKOrO KNeToO4YHOro npoaykrta

1. PykoBogutenbs MEeAULUMHCKOM OpraHuMsauun, B KOTOPOW MNPOBOAMTCHA KIMHUYECKOe uccregoBaHue
OMOMEANLMHCKOro KNeTOYHOro MPOAYKTa, HasHayaeT uccregoBaTens, OTBETCTBEHHONO 3a MpPOBEAEHWE TaKoro
nuccnegoBaHus, UMeloLero nevyebHyo cneunanbHOCTb, COOTBETCTBYIOLLYIO Npodumnio 3aboneBaHns Unum COCTOSHUIO,
AN NeYeHust KOTOopbIX MpegHasHavyeH OMOMEeOUUMHCKUIA KNeTOYHbIA MPOAYKT, B OTHOLUEHWM KOTOPOro MpPOBOAUTCS
KNMHUYecKoe nccnegoBaHme, co cTaxeM paboThbl Mo NporpammMaM KIMHUYECKUX UCCedoBaHUA He MeHee YeM NATb neT
(manee - uccrnegoBarenb) U NO €ro NPeasIoKeHNI0 Ha3Ha4YaeT couccrnefoBaTenen U3 ynucrna Bpadyen 3Ton MeanLMHCKOM
opraHusauumu (ganee - couccriegoBaTenm).
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2. WccneposaTenb OCyLLeCTBNAET BbIOOP NaLUMEHTOB, KOTOpble MO MEAVMLMHCKUM ToKasaHusM MOryT ObiTb
npuBMeYeHbl K y4acTuio B KMMHUYECKOM UCCreqoBaHny 6MoMeauLIMHCKOro KNeTo4YHoro npoayKra.

3. Wccnepoeatens M couccriegoBaTteny OOMKHbl OblTb O3HaKOMIEHbl C  pesynbTaTtaMu  OOKIMHUYECKOro
nccrnenoBaHUs GMOMEAULMHCKOrO KMeTOYHOro npodykTa, coAepXaluMMmucs B creuudukaumm Ha GromMeauUMHCKUIA
KNeToYHbIA MpodyKT W Opoluope uccrenoBaTtens, MPOTOKONOM KIMHUYECKOro WccneaoBaHus 6GuomeamumuHCKoro
KMeTOYHOro MpoaykTa, paspaboTaHHbIM OpraHu3auuven, OCyLLECTBMAILIeN OpraHM3auuio MNPoBeOeHUs KNUHUYECKUX
nccnenoBaHuin  BUOMeOUUMHCKUX KMETOYHbIX MPOAYKTOB, MMM WHLIM HOPUAMYECKUM TULOM, MNPUBMEKaeMbIM K
opraHusaumMn npoBeAeHNs KIMHWYECKOro WCCreaoBaHus GUOMEOMLMHCKOrO KNEeTOYHOro MpoAyKTa, W ApYrvmu
mMaTepuanamy Takoro UccneaoBaHus.

4. PykoBogutens MeOWUUHCKOM OpraHuMsauuu, B KOTOPOW MNPOBOOAMTCA  KIUHUYECKOe uccregoBaHue
OMOMEANLIMHCKOro KNeToOYHOro NPOAYKTa, B CPOK, HE NPEBbILALWMN Tpex paboumx OHEW CO AHSA Hadana npoBefeHus
KNMHUYECKOTrO McCrneaoBaHmst BUOMeOMLIMHCKOro KNeTOYHOro NPOoAyKTa, coobLaeT 0 Havane NpoBeAeHNUsT KITMHUYECKOrO
nccrieqoBaHusa GMOMeULMHCKOrO KIEeTOYHOro NpoAyKTa B YMONTHOMOYEHHbIV befepanbHblii opraH UCMOMNHUTENBHOWM
BNacTu, BblAaBLUMI paspeLleHne Ha NpoBeAeHNe KIMHUYECKOro nccnegoBaHus, no ycTaHoBNEeHHON UM doopme.

5. OpraHusaumm, ocyLlecTBNALME OpraHn3aLmio NPOBEAEHUS KITMHNYECKOro uccrneaoBaHusa 6GuomeguumMHCKoro
KNeTo4YHOro npoaykTa, B Clydae HeoOXOAMMOCTM BHECEHWUS M3MEHEHMI B MPOTOKOS KIMHWYECKOro uccriefoBaHust
OMoMeanUMHCKOrO  KMETOYHOro npogykTa coobwarT 06 3TOM B YNONIHOMOYEHHbIV  dbedepanbHbii - OpraH
WCMNOMHMTENBHOW BMNAacTy, BblAaBLUUA paspelleHne Ha NpoBeAEeHUE KNMMHWUYECKOTO MCCeoBaHust, MO YCTaHOBIEHHOW
um chopwme.

6. B CpoOK, He I'IpeBbILLIaIOLLI,I/IIZ TpnauaTtun pa60q|/|x OHen co AOHsA nony4yeHna ykKa3aHHOro B 4actu 5 HacToswen
cTaTbi coobLLeHus, yﬂOﬂHOMOHeHHbIVI cbe,u,epaanblVl opraH MCNONHUTENbHON BNacTu paccmaTtpuBaeT 3TO coobuleHune
B YCTaHOBJIEHHOM WM nNopdAdKe W NpuHMMaeT peweHne O BHeCeHun M3MEHEHNN B NPOTOKOJ1 KITMHNYEeCKOro
nccnegoBaHms OMOMEANLMHCKOro KIeTOYHOro npoayKkrta mnum 00 OTkase BO BHECEHUWN TaKUX M3MEHEHWUN C YKasaHnem
NPUYNH OTKaaa. OcHoBaHusiMM ang NPUHATUA peLlleHnda 06 oTkase BO BHECEHWUM U3MEHEHUI B NPOTOKOJT KINMMHNYECKOro
nccrnegoBaHns GUOMEANLMHCKOrO KNeTo4YyHOro npoaykrta ABnAKTCA NpencraBlieHne cBedeHun, npeayCcMOTPEHHbIX
YyacTblo 5 HacTosien cTtaTbu, B HEMNONMHOM 00beme U (MJ'II/I) Hann4yne pucka npmynHeHmna Bpena 300pOoBblO NaLUMEeHTa,
y4vyacTteyrulero B KIMMMHNM4YeCKOM nccrnengosaHnn, Bcreacrtesme USMeHeHua YCHOBMV'I €ro nposegeHus.

7. KnuHuyeckoe wuccnegoBaHve GUOMEOMUMHCKOTO KNEeTOYHOro MpoAdykTa MOXET ObiTb MPUOCTaHOBMEHO WK
npekpaLleHo, ecnv B NPOLIECCe ero NpoBeeHuss oGHapy)KeHa OMacHOCTb ANs XKU3HU, 3[00p0Bbs NauMeHToB. B criyyae
BO3HVMKHOBEHUS] OMacHOCTU [Ans JKW3HW, 340POBbS MNalUMeHTa, Y4YacTBYHOLLEro B KMUHUYECKOM UCCrenoBaHum
GUoMeaMLMHCKOro KIeToYHOoro npoaykTa, uccnegosartenb M (UNK) couccrnegoBaTteny 06s3aHbl NPoMHGOpMMpPoBaThL 06
3TOM pyKoBOOAWUTENS  MEOMLUMHCKOW oOpraHuMsauumM, B KOTOpPOW MPOBOAMTCA  KIMHMYECKOe  UccredoBaHue
OMOMEAMLMHCKOrO KMETOYHOro Mpoaykrta, W (Mnu) opraHM3aumio, MOJyYMBLUYIO paspelleHne Ha MpoBedeHue
KIMUHUYECKOTro UCCneaoBaHns BUOMEAULIMHCKOrO KNeToYHOro npoaykTa. PelueHve o NpMOCTaHOBREHUM KIMHUYECKOro
uccnegoBaHns GUOMEOMLMHCKOrO KIETOYHOro MpoAyKTa MNpUHMMAaeT PYKOBOAUTENb MELMLIMHCKOW opraHusauuu, B
KOTOpOV NPOBOAWTCS KMUHUYECKOE UccrefoBaHne G1oMeaMLMHCKOrO KIIeTOYHOro nNpoaykTa. PelueHne o npekpalieHnm
TAKoro MccrieqoBaHWs NMPUHUMAaET YNONTHOMOYEHHBI dhefeparnbHbli opraH WUCMOMHUTENbBHOM BMacTM Ha OCHOBaHWM
Co0bLLEeHMS B MUCbMEHHON (DOPME PYKOBOAUTENS MEAULMHCKOW OpraHvM3auuv, B KOTOPOW MPOBOAUTCS KIMHWYECKoe
nccregoBaHne GUOMEAMNLMHCKOrO KNeTOYHOro MPOAYKTa, UMM OpraHnsaumu, noslyymMBLIEN paspelleHne Ha NpoBeaeHne
KIMUHUYECKOro uccrnefoBaHns GUOMeaNLMHCKOrO KNeTOYHOro NpoayKTa.

8. B cpok, He npeBbllalOWuA NATM pabounx AHEeN CO OHS 3aBepLUeHUs, NMPUOCTAHOBMEHWS MUNKU npekpalleHus
KMUHMYECKOro uccrnegoBaHns OMOMEAMUMHCKOrO KeToYHOro npoAdykra, coobuweHne 06 3TOM HanpaBnseTcs
MEOVNLMHCKUMW OpraHv3aumsaMu, B KOTOPbIX MPOBOAUTCA KIWMHWYECKOe uccrnefoBaHue GMOMeaMLMHCKOro KneTovHOro
npoaykTa, B YNOITHOMOYEHHbIN dhefepanbHbI OpraH UCMOSTHUTENLHOW BriacTy NO YCTaHOBNEHHOW UM hopMe.

9. YNOonNHOMOYEHHLIN heaepanbHbIi OpraH UCNOSTHUTENBHOM BNAacTU pa3MellaeT Ha cBOeM odumumnanbHOM canTe
B ceTu "MHTepHeT" coollleHre O 3aBepLUeHUW, NPUOCTAHOBEHNN UMW NMPEKPALLEHNN KITMHUYECKOTO UcCcrefoBaHus
BMoMeanNLMHCKOrO KNEeTOYHOro MpogykTa B CPOK, He MpEeBbIWAKWMIA NaTM pabounx OHEeW CO OHSA ero MnofyyveHusi, B
YCTAHOBMEHHOM UM MOpsiaKe.

10. YnonHomMouYeHHbIN hefepanbHbIi OpraH UCMOSTHUTENBHOW BfacTM B COOTBETCTBUU C YTBEPXKAEHHBIM UM
nopsiaKOM OCYLLIECTBNSAET BeAeHue [focyaapCTBEHHOMO peecTpa uccregoBaTenem, KOTopbI MOANEXUT pasMeLLEHNIO Ha
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odmumanbHOM canTe YNoSTHOMOYEHHOro doedepanbHOro opraHa WCMOMHUTENbHOW Briactm B cetu "MHTepHeT" un
coaepXut paHHble 06 wccneposaTene (amunus, MMHA, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [OOJPKHOCTb,
cneunarnbHOCTb, CTaX p360TbI no nporpaMmmam KrinnHU4eCKnx VICCJ'IeJJ,OBaHI/IIZ, nepeyvyeHb KNMHUYeCKnx I/ICCJ'Iep,OBaHI/IVI (B
TOM Yncne GoMegMUNHCKMX KNETOYHBLIX NPOAYKTOB), B KOTOPbIX OH NPUHMMAr y4acTue B Ka4ecTBe nccriegoBaTens unm
couccrneaoBarerns, U Nepuobl ero y4actums).

11. OTueT 0 pesynbTaTax KIMHUYECKOro MccrenoBaHnst GMOMEONLNMHCKOrO KNEeTOYHOro NpoayKTa COCTaBnsieTCs
opraHusaumen, OCYLLEeCTBNAOLWEN OpraHu3auuio npoBeAEeHMs KITMHUYECKOro uccrnefoBaHns 6GuomeauumHCKOro
KNeToyHoro npoaykTa, M npeactaBnseTcd B YMNOMHOMOYEHHbI beadepanbHbli OpraH WCMNONHUTENBHOW BriacTw,
BblAaBLUMIA pas3pelleHne Ha NpoBedeHne 3TOro UccneaoBaHusi, B CPOK, He NMpeBbIllatoWmMiA TpeX MecsileB CO AHS ero
3aBepLUEHNs, NMPUOCTAHOBMNEHNS WM MPEKpaLleHns, B NOpsiake, YCTAHOBNEHHOM YMOMHOMOYEHHbIM dedeparnbHbIM
OpraHoM UCMOJSTHUTENBHON BNacTu.

12. Mopsigok BbiBo3a M3 Poccuiickon depepaunm Guonormdeckoro matepuana, nory4yeHHoro npu npoBeneHum
KNMMHUYECKOTO UCCrefoBaHUA OUOMEONLMHCKOrO KNETOYHOrO MpOAyKTa, ANs ero U3yyeHus B LEensX [[aHHOro
KNMHUYECKOro UccrnegoBaHus ycTaHaBnmeaeTcs NpasutenscTBom Poccuickon ®egepauun.

Ctatba 30. MexayHapogHoe MHOrOLEHTPOBOE KIMHUYecKoe wuccrieqoBaHMe OUOMeOMLMHCKOrO KIeTOYHOro npoaykra,
nocTperncTpaumMoHHoe KNMHNn4eckoe nccrefoBaHme 6MoMeaMLMHCKOro KNeToYHOro npoaykra

1. MexayHapogHoe MHOTrOLEHTPOBOE KIMHUYECKOe MccrnedoBaHne OMOMeOUUMHCKOrO KMeTOYHOro MpoAykTa B
Poccuiickon ®epepauum mnmn nocTperncTpauuoHHoOe KIIMHUYEeCKoe WccriefoBaHue OuoMeauLUMHCKOrO KIeToYHOro
npoAyKkTa MpPoBOAMTCS Ha OCHOBaHWM pPaspeLleHNsl Ha NMpoBeAeHMe KIMHWYECKOro uccreaoBaHusi GromeamunHCKoro
KNeTOYHOro MpoAykTa, Bbl4AHHOTO YMONIHOMOYEHHbIM bedepanbHblM  OpraHOM  WUCMOMHUTENbHOW BRacTy Mo
pesynbTaTtaM 3KCnepTu3bl KayecTBa GUOMEANLIMHCKOrO KIeTOYHOro NPOoAyKTa, SKCNepTM3bl JOKYMEHTOB ANt NONyYeHUs
paspelleHnss Ha npoBedeHVe MeXAyHapoAHOro MHOFOLEHTPOBOrO KIMMHMYECKOro uccrienoBaHus GromMeauuuHCKOro
KNeTo4YHOro npoAyKTa WIW MOCTPErMcTPauMOHHOIO KIMHUYECKOro UCCnenoBaHus OMOMeauUMHCKOro  KINeTo4YHOro
NPOAYKTa 1 3TUYECKOWN 3KCMEPTU3bI.

2. [Ons nomyyeHusi paspelieHuss Ha MpOBEAeHUE MEXOYHAapOAHOrO  MHOFOLEHTPOBOMO  KIMMHUYECKOTO
nccrnenoBaHua 6GMOMeOULIMHCKOrO KMNeTOYHOro MpOoAyKTa UMM MOCTPErncTPaLMOHHOIO KIMHUYECKOro McCcneqoBaHus
GUOMEAMNLIMHCKOrO KNeTOYHOro MPOAyKTa OpraHusalus, OCYLLECTBMALIAs OpraHM3aLuio NpoBedeHUs KMUHUYECKOro
nccnenoBaHna GMOMEAULIMHCKOTrO KNeTOoYHOro npodykTa (Ooanee B HacTosilel cTaTbe - 3asBUTeNb), NpeacTaBnseT B
YNONTHOMOYEHHBIV heiepanbHbiil opraH UCMONHUTENBHOW BMAcTK criegytoliyne AOKYMEHTb! 1 CBeAEHUS:

1) 3adBlieHMe O Bblaayve pas3peleHna Ha npoBeaeHne MexayHapoaHOro MHOroueHTpOBOro KrnHM4ecKkoro
nccrnegoBaHnsa GMoMeauUMHCKOro KneTovyHOro npoaykrta unm nocTtperncTtpaymMoHHOro KrnHM4Yeckoro uccnenoBsaHuA
6MOMe,D,I/IL|,I/IHCKOFO KNeTo4YHOro npoaykra,

2) peKkBu3NTbl OKYMEHTa, MOATBEPXKAAIOLIEro ynnaTy rocy4apCTBEHHOW MOLUMMHbBI 3@ Bblgady paspelleHus Ha
nposegeHne MexagyHapoaHoro MHOMOUEeHTPOBOro KIMHUYeCKoro wuccneagoBaHuA 6VIOM6,EI.I/ILI,I/IHCKOF0 KneTo4yHoro
npoaykta wunn 3a Bblady pa3pelleHna Ha npoBeneHne nocTtperncTtpaulMoHHOro KriMHU4YecKoro uccrieqoBaHua
OMOMEeaNLMHCKOrO KNEeTOYHOro npogykrta, NMMbo cam 3TOT AOKYyMeHT (Mo cobcTBeHHOM uvHUumaTtuee). B cnydae
HenpeaCcTaBMeHNst 3TOro AOKYMEHTa YNOMTHOMOYEHHBIN dedeparnbHbIi OpraH UCMOMHUTENBHOW BNAcTU HA OCHOBaHWUU
NpeLCTaBMeHHbIX 3asiBUTENEM PEKBM3UTOB 3TOr0 AOKYMEHTa MpoBepsieT PakT ynnaTtbl rocy4apCTBEHHOW MOLUMWHLI C
ncnonb3oBaHMEM UMHGOpMauun 00 ynnaTe rocydapCTBEHHbIX MOLWWH, coaepxawenca B [ocygapCTBEHHOMN
WHOPMaLIMOHHOM CUCTEME O rOCYAAaPCTBEHHBLIX U MyHULMNAMbHLIX NnaTexax;

3) OTYET O AOKMMHUYECKUX UCCreAoBaHUAX GMOMEAMLMHCKOro KNeTO4YHOro npoaykrta un oTt4eT O npoBeeHHbIX
paHee KIMNHNYEeCKnX nccrnegoBaHnAax OMOMEANLMHCKOro KNeTo4YHOro npoAayKTa (I'Ipl/l HaJ'IVI‘-IVIM);

4) npoekT npoToKOona MeXAyHapoOHOr0 MHOrOLEHTPOBOro KIMHWMYECKOro uccrefoBaHus GuomeanumHCKOro
KNeTo4YHOro npoAyKTa WU MOCTPErMcTPauMOHHOIO KIMHUYECKOro UCCnenoBaHns OMOMEeOUUMHCKOrO  KIeTOoYHOro
npoaykTa;

5) 6powutopa nccnegosatens;

6) NHPOPMALIMOHHBIN NMUCTOK NaLMeHTa;
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7) ceegenuns o6 onbiTe paboThl MccrieqoBaTernen No COOTBETCTBYOLWMM CNeunanbHOCTSIM U UX onbiTe paboTbl No
nposeaeHuto KNMMHUYeCKnxX I/ICCJ'IeLI,OBaHI/II7I 6I/IOMep,I/ILWIHCKI/IX KNEeTOYHbIX NPOAYKTOB;

8) cBegeHMA O MeOMUMHCKMX OpraHuM3auusix, B KOTOpbIX Mpeanoniaraetcs nNpoBeAeHVe KIMHWUYECKOro
nccnegoBaHnss  GMOMEOMUMHCKOTO  KNETOYHOro  mpodykrta  (MOfHOe M COKpaleHHOe  HavMeHOBaHuS,
OpraHv3auMoHHO-NpaBoBas popma, MECTO HaxoXOEeHUsI U1 MECTO OCYLLECTBNEHUS AeATenbHOCTU, TenedoH, Tenedakc,
agpec 9nekTPOHHOW MOoYThbl, cBedeHus 00 akkpeguTaumuM Ha npaBo MNPOBEAEHUS KIMHUYECKUX WCCnedoBaHun
BrMomMeanUMHCKNX KNETOYHbIX MPOAYKTOB KaXKO0W MeAULIMHCKON opraHnsaumu);

9) npeanofiaraeMble CPOKM npoBeaeHndA KInMHNYEeCKoro nccnengoBaHund OMOMEANLMHCKOro KNeToO4YHOro npoAayKTa,

10) konusi goroBopa 064A3aTenbHOr0 CTpaxoBaHMWsl, 3aKMOYEHHOTO B COOTBETCTBUM C TMMOBLIMW MpaBuiamm
06s13aTeNbHOrO CTpPaxoBaHWs, C YyKa3aHWMEM NPeAenbHOM YUCIEHHOCTM MAaUMEHTOB, Y4acTBYHOLMX B KIMHUYECKOM
nccnenoBaHnM GUOMeaNLIMHCKOrO KNETOYHOro NPOAYKTa;

11) nHcpopmaums o coctaBe BUOMELMULIMHCKOIO KNETOYHOrO NPOaYKTa;

12) [OOKYMEHT, COCTaBNeHHbI npoussoauTenem GUOMEOMUMHCKOrO KIETOYHOro MpoAyKTa M coaepalluid
CBe/leHNs1 0 Ka4eCTBEHHOM COCTaBe, KONMMYeCTBEHHOM COCTaBe U MHbIe XapakTepUcTUKM BUOMENLIMHCKOTO KNeTOUYHOro
npoaykTa, Npon3BeAeHHOro Ans NpoBeAeHUs KNMHUYECKUX NccrnegoBaHui.

3. B cpok, He npeBblwaowuii NATM pabounx OHeW COo OHSA NpeacTaBreHnst yKkaszaHHbIX B YacTh 2 HacTosiewn
CTaTbW JOKYMEHTOB M CBEAEHUN, YNOITHOMOYEHHLIN hefepanbHbI OpraH UCMONTHUTENLHOM BNACTU:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWN, COOEPXALLMXCA B NMPeACTaBMNEHHbIX 3asiBUTENEM
OOKyMEHTaX;

2) NpVHUMaeT pelleHne O MNPOBEAEHMM 3SKCMepTu3bl KadecTBa OUOMEAMLMHCKOrO KIETOYHOro MNpOAyKTa,
3KCMEepTM3bl [OOKYMEHTOB [Ansl MONyYeHUsl paspelleHns Ha npoBeAeHue MeXOyHapoOHOro MHOFOLEHTPOBOO
KITMHUYECKOro UccrnenoBaHus OUOMELMLMHCKOrO KINeTOYHOro MNpPOAYKTa MM MOCTPErMcTPaLMOHHOMO KIMHUYECKOro
uccnegoBaHms GUOMEOMLMHCKOrO KMEeTOYHOro npoaykTa M 3TUYeCcKoM 3akcnepTusbl Nnbo o6 oTkase B nNpoBedeHMu
yKa3aHHbIX 3KCNepTus;

3) yBegomnsieT B MMCbMEHHOWN hopMe 3asiBUTENS O MPUHSATOM peLleHun (B Criydae NpUHATYS pelleHnst ob oTkase
B NMPOBEAEHNN COOTBETCTBYIOLLEN SKCNEPTU3b! YKa3bIBAET NPUYMHBI TAKOro 0TKasa).

4. B cnyyae BbiSIBNIEHNS HEMOMNHOTbI WM HELOCTOBEPHOCTU CBEAEHWid, cofepalluxcs B MaTtepuanax,
NpeAcTaBlieHHbIX 3asiBUTENEM, YMONHOMOYEHHbIV dpedeparnbHblii  OpraH WCMOMHWUTENBHOW BRacTM  HanpaenseTt
3aABUTENIO 3amnpoc 06 YTOYHEHWUWM YyKasaHHbIX CBeAeHMi. [aHHblii 3anpoc MoXeT ObiTb nepeaaH ynoSIHOMOYEHHOMY
NpeacTaBuTENIO 3asBUTENs NWYHO Mo PacnucKy, HanpasneH Mo fo4vTe 3akasHbiM MUCbMOM WMM nepedaH B
3MEKTPOHHO (hopMe Mo TeNeKoMMYHMKaLMOHHbIM KaHanaM cBsasu. B crnyyae HanpasneHuss AaHHOro 3anpoca no noyre
3aKasHbIM NMUCbMOM OH CUYMTAeTCsl MOMNyYeHHbIM Mo UCTEYEHUM LLECTU AHEN C AaTbl HAanpaBreHUs 3aKa3Horo N1cbMa.

5. 3agBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3anpoc YNOJTHOMOYEHHOro doefeparnibHOro opraHa UCMNOSTHUTENbHON
BNAacTU B CPOK, HE NMPEBbLILAKLWNA AEBAHOCTa pabounx AHEN CO AHS NofydeHus aaHHoro 3anpoca. Cpok, Yka3aHHbI B
yacTu 3 HacTodLen cTaTbl, MPMOCTaHABNMBAETCS CO AHS HaNpaBfeHUs 3asBUTEN0 yKa3aHHOro B YacTu 4 HacTosLLen
cTaTby 3anpoca yrnoriHOMOYEHHOro dheepansHOro opraHa UCMONHUTENBHOM BNacTu 40 OHA NOMy4YeHUs UM OoTBeTa Ha
OaHHbIA 3aMNpoC M He Y4YMTbIBAETCS MPU MCYUCIIEHWMM CpOKa MNPUHATUS YNONHOMOYEHHbIM dheaepanbHbiM OpraHoM
WCMNOMHWTENBHOW BNAcTU pelieHns O MpOBEeAEHUM 3KCNepTu3bl KayecTBa OMOMEOMLMHCKOrO KeTOYHOro MpoaykTa,
3KCMEepPTM3bl [OOKYMEHTOB [ANsl MONyYeHUsl paspelleHns Ha npoBeAeHue MeXOyHapoOHOro MHOFOLEHTPOBOIO
KITMHUYECKOro UccrnenoBaHus OUOMELMLMHCKOrO KINEeTOYHOro MNpPOAYyKTa MMM MOCTPErMcTPaLMOHHOMO KIMHUYECKOro
nccnenoBaHmsa GUuomMeguLMHCKOro KNeTOYHOro NpoaykTa.

6. OcHoBaHVeM OnA OTkasa B MPOBEAEHUM 3KCMEepPTU3bl KauyecTBa OMOMEOMLMHCKOrO KIETOYHOro MpOAyKTa,
9KCMepPTU3bl [OKYMEHTOB [OJ1si MOJSyYEHWUs paspelleHusi Ha MpOBEeAeHUEe MeXOyHapOoOHOro MHOFOLEHTPOBOIO
KMUHUYECKOro MCCneaoBaHuss BGUOMEOMLIMHCKOrO KMeTOYHOro npodykTa WM MOCTPErmcTPaLMOHHOMO KMUHUYECKOro
nccnenoBaHna 6GUOMEeOMLIMHCKOrO KNEeToYHOro MNpodykKTa W 3TUYECKOW JKCMepTu3bl SBMAeTca npeacTaBneHue
[JOKYMEHTOB, MpedyCMOTPEHHbIX YacTblo 2 HacTosiel cTaTbW, B HernonHom obbeme, HenpeacTaBneHue B
YCTaHOBIEHHbIA CPOK OTBETa Ha yKasaHHbIA B YacTu 4 HACTOSLLEN cTaTbM 3anpoc YroNHOMOYEHHOro dhedepanbHoro
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opraHa UCMorHUTENbHOW Briactu nubo OTCYyTCTBUE B NPeACTaBreHHbIX JOKYMEHTaxX CBEAEHWIA, KOTopble AOMmMKHbI ObITb
OTpaXKeHbl B HUX, @ TaKkke OTCYTCTBME MHGOPMaLUMK, NOATBEPXKAALLEN YNnaTy rocy4apCTBEHHOM NOLUMMHbI 3a Bblgayy
paspeLleHnsi Ha NpoBeAeHWe MeXOYHapO4HOr0 MHOTOLEHTPOBOIO KIMMHUYECKOro MccrnenoBaHus GMomeamumuHCKoro
KNeTOYHOro npoAdyKTa WNW paspelleHnss Ha npoBeAeHWe MOCTPErncTPaLuMoHHOrO KIMHUYECKOrO WUCCNeaoBaHus
6UOMEMLMHCKOrO KNETOYHOTO NPOAYKTA.

7. lNMpoBeaeHne akcnepTu3bl kadecTBa BMOMEOMLUHCKOrO KMETOYHOro NpoAdyKTa, JKCNepTusbl OKYMEHTOB ANS
nonyyvyeHuna paspelleHna Ha nposegeHne MexagyHapoaHoro MHOIMoUEeHTPOBOro  KrMHUYeCcKoro uccriegoBaHuda
BMOMEeONLIMHCKOrO KNETOYHOro NpoaykTa UM NoCcTPerncTpaLMoHHOrO KMMHUYECKOro uccrnefoBaHus GnoMeguunHCKoro
KNeToyHoro npoaykta W 3TUYECKOW SKCNnepTusbl W Bblgada paspelleHus Ha npoBefdeHue MeXayHapoaHOro
MHOFOLIEHTPOBOIO KITMHUYECKOrO UCCrnefoBaHusa GUMOMEAMLIMHCKOIO KNETOYHOro NpoAykTa Unn nocTperncTpalmoHHOro
KITMHUYECKOro uccriefoBaHnst bBUOMeaMLMHCKOrO KIeTOYHOro NpoAyKTa OCYLLECTBIIAITCA B COOTBETCTBMM CO CTaTbsIMU
14 - 17 HacTosiwero ®eaepansHOro 3akoHa.

8. PeweHna o6 oTkaze B npoBegeHnn J3KCNeEPTU3bl KadecTBa OVMOMeaNLMHCKOro  KIneTOYHOro npoAaykKTa,
QKCNepTn3bl OOKYMEHTOB OJ14 nNoNny4vYeHua paspeleHnd Ha npoeeneHne MexayHapogHOoro MHOroueHTpoBoro
KITMHNYECKOro UCCcreaoBaHus GUOMEOULMHCKOTO KIeTOYHOro npoaykra Wi nocTperncTtpaumoHHOro KrmnmHm4yeckoro
nccrnegoBaHns GUOMeANLMHCKOrO KNeTo4HOro npoaykra wu 3TMYECKON 9KCNepTn3bl M B BblAade pa3pelleHna Ha
nposegeHne MexagyHapoaHoro MHOIoOUEeHTPOBOro KIMMHUYeCcKoro wuccrneagoBaHuA OMoMeaNUNHCKOrO  KNeToYHOro
npoaykrta mnn noctperncTtpaumoHHOro KrmnHmM4Yeckoro uccrnenoBsaHuA OMOMEeANLMHCKOro KNeTOYHOro npoaykra MoryTt
ObITb 0OXXanoBaHbl B nopsaake, yCraHoBNIEHHOM 3akoHOOAaTeNIbCTBOM Poccuiickom CDeD,ean,MI/I.

Cratbs 31. [paBa nauMeHTa, y4acTBylOLEro B KIMHUYECKOM UccrnegoBaHMM GMoOMeaMLNMHCKOro KIeTO4YHOro npoaykra

1. YyacTme naumMeHTa B KIMHMYECKOM WCCreaoBaHUM OUOMEOMLMHCKOrO KreTOYHOro npoayKTa sABIAETCA
,Cl,OGpOBOJ'IbeIM n noareepXxpgaetca ero nogannucbo UM noanncbro ero 3aKOHHOro nNnpeacTtaBuUTENA Ha VIH(bOpMaU,I/IOHHOM
JINCTKe nauueHTa.

2. TMauneHT nnm ero 3aKOHHbIN NpeacTaBUTENb AOMKEH ObITb MHPOPMMPOBAH B NUCbMEHHOW hopMe:
1) o BuomegMLMHCKOM KIETOYHOM NPOAYKTE;
2) 0 Lenu n npoaormKUTENbHOCTU KIMHUYECKOro UccrnenoBaHnsa GMoMeauLMHCKOTO KNEeTOYHOro NpoaykKTa;

3) o rapaHTUsX KOHMOEHUMANbHOCTU Yy4acTMs B KMMHUYECKOM WCCredoBaHUM GUOMEONLIMHCKOTO KIeTOYHOro
npoaykra;

4) 00 yCcnosuaAx y4acTtnd B KIMMHUYECKOM UCcriegoBaHUn OMOMEANLIMHCKOro KNeTo4YHOro npoAaykKra,

5) 06 oxngaemon adhHeEKTMBHOCTN BUOMELMNLIMHCKOIO KNETOYHOro NPOAYKTa, a Takke O CTEMEHU puUcka, KOTOpoOMY
MOXET MOABEPrHyTbCS MaLMEHT B CBA3U C y4aCcTMEM B KIMHMYECKOM MCCneaoBaHUM OGMOMEOMLMHCKOrO KNeTOYHOro
nNpoaykTa;

6) 0 OeiNcTBMAX MauuMeHTa B crnyYyae HenpeaBuaeHHbIX 3MMEKTOB BNUSHUS OUOMEOMLMHCKOrO KIeTOYHOro
MpoayKTa Ha COCTOsIHME ero 300POBbS;

7) 00 ycnoBuax obs13aTenbHOro CTpaxoBaHUA XXNU3HW U 300pOBbA NauUneHTa.

3. MaumeHT wunn ero 3aKkoHHLIN npegcrasutesnib MMeeT npaBoO OTKa3aTbCA OT y4yacTua B KIIMHUYECKOM
nccrnegosaHnm GUOMeanLMHCKOro KNeTo4yHoro npoaykKTa Ha nodon ctagum nposegeHuna Takoro nccnegoBaHuA.

4. NMpoBefeHne KIMHUYECKOro MccneaoBaHns OMoOMeaULMHCKOrO KNEeTOYHOro NpogykTa C y4yacTMeM B KayecTBe
nauneHToB [eTenl AOMycKaeTcsi TONIbKO C MWUCbMEHHOro [006pOBONBHOIO cornacus ux poautenen. [etu moryT
paccMmaTtpmBaTbCs B KayecTBe MaLMEHTOB Takoro MCCreoBaHWs B Criyvyae, ecnv ero nposefeHue Heobxoaumo ans
neyeHus 3aboneBaHus y paHHoro pebeHka. B aTux crnyyasx Takoe uccnegoBaHMe MOXET OCYLLEeCTBNATbCA Ha
OCHOBaHWUM peLUeHUst KOHCUIMyMa Bpadel, co3gaBaemMoro B cooTBeTcTBuM ¢ PenepanbHbiM 3akoHOM OT 21 Hosi6ps
2011 roga N 323-®3 "O6 ocHoBax oxpaHbl 300pOBbs rpaxaaH B Poccuickon degepaumn”, 0 BO3MOXHOCTU y4acTus
pebeHka B KIMHUYECKOM MWCCMedoBaHMM OMOMEOUUMHCKOTO KMNETOYHOro npogykta W Mnpu YCrnoBWUM, YTO Takomy
uccnegoBaHMIO  MPEeALecTBOBano  MCCnegoBaHWe  OAaHHOrO  OMOMEAMUMHCKOro  KMeTOYHOro  npogykTa  Ha
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COBepLUEeHHO1eTHUX rpaxgaHax, 3a NCKn4yeHnem cny4aeB nposegeHuns KIMMHNYeCKoro ncenenosaHnAa
OoMeaNLMHCKOro KIeTOYHOro npoaykra, npegHa3Ha4eHHOoro ana nedeHmsa 3aboneBaHUn UCKMIOYUTENBHO Yy neten.

5. ﬂOﬂyCKaeTCﬂ npoBeageHne KInMHn4YeCcKoro nccrneaoBaHunsa G1MOMEANLIMHCKOTO KNeTO4YHOro npoayKra € yd4actmem
B KadecTBe nauueHTta nuda, npu3HaHHoOro B yCTaHOBJIEHHOM 3aKOHOM MopsAke HegeecnocobHbIM Unu orpaHmn4eHHo
[eecnocobHbIM, C MUCbMEHHOrO ﬂ,O6pOBOJ’IbHOFO cornacua ero 3akoHHOro npeacrtaBuUTend. PeweHne 0 BO3MOXHOCTU
yqyacTna ykasaHHOro nuua B TakOM KIMMHUYEeCKOM uccrenoBaHUn NpUHUMaeT KOHCUIUMym Bpaqe|7|, B COCTaB KOTOpOro
BXOOAT cneunanncTtbl No I'IpOd.)I/IJ'IIO 3aboneBaHus nayueHTa.

6. 3anpeLuaeTc;| npoeegeHne KInnHM4YeCcKoro nccriegoBaHnA OVMOMeaNLMHCKOro KIeTo4YHOro npoAyKTa C ydactnem
B Ka4yecTBe NnauneHTOB:

1) oeTen-cnpoT mn aeTen, octaBumxcs 6e3 nonevyeHns pogutenen;

2) XeHWWH B nepuon 6epeMeHHOCTU, POAOB, XEHLUMH B Mepuog rpyaHOro BCKapMIMBaHWS, 3a WUCKIOYEHUEM
cryyaeB, ecrniv COOTBETCTBYIOLUIA METo NeYeHns npegHasHayeH Ans 3TUX MNauueHTOB U Npu YCroBUM MPUHATUS BCEX
Heo6X0AMMbIX MEp MO UCKITIOYEHUIO pUCKa NMPUYMHEHNS Bpeda XeHLWyHe B nepuog 6epeMeHHOCTU, POAOoB, KEHLWUHe B
nepuog rpyAHOro BCKapMMBaHus, Nnogy Unm pebeHky;

3) BOEHHOCNyXXaLMX, 3a WCKMIOYEHMEM CllyvaeB MPOBEAEHUS KIIMHUYECKOro mccriefoBaHus GuoMeaunuLmMHCKOro
KNeTo4HOro NpoaykTa, cneumansHO pa3paboTaHHOro A4S NPUMEHEHUS B YCITOBUAX BOEHHbIX AENCTBUIN, YpEe3BblYaMHbIX
CuUTyauun, npodunakTukM u rnedveHnss 3aboneBaHWn W MOPaXEHUW, MONyYeHHbIX B pesynbTate BO3AENCTBUSA
HebnaronpuATHbIX XUMKUYECKUX, Buonornyeckux, paguvaumoHHbiXx dakTopoB. KnuHuyeckoe uccnegoBaHue Takoro
H1omMeaNLIMHCKOro KNeToYHOro NpodyKra MOoXeT MPOBOAMTBLCS C y4acTMeM B KavecTBe MauneHTOB BOEHHOCHYKaLlLmMX, 3a
UCKITIOYEHMEM BOEHHOCHYXaLUMX, MPOXOAALWMX BOEHHYI0 Ccnyx0y no npu3biBy, C cobnogeHvem TpeboBaHui,
YCTaHOBIEHHbIX HacTosLWwmM PegeparnbHbiM 3aKOHOM B OTHOLLEHWMW FPaXKOaHCKMX NnL;

4) COTPYAHUKOB NpaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTGbLIBAKOLLIMX HaKazaHMe B MecTax IULIeHWs cBOGOAbl, a Takke UL, HaxoOsLWMXCA Moh CTpaxewh B
CreAcTBEHHbIX N30MATOpaXx.

Cratbsi 32. O6sizaTenbHOe CTpaxoBaHWe XW3HM, 3A0POBbSA MNaLMEeHTa, Y4YacTBYHOLEro B KIMHUMYECKOM MUccriefoBaHUU
61MOMeaMLIMHCKOrO KNeTOYHOro npoaykTa

1. OpraHuzauusi, nonyyvBlUasl paspelleHVe Ha opraHusauvio NpoBedEeHUsl KIMHWMYECKOro uccrieqoBaHus
GUOMEAMLMHCKOrO KMeTOYHOro npoaykTa, o6si3aHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK MPUYMHEHUs Bpeaa
)KU3HW, 300POBbLI0 MauueHTa B pesynbTate NMpPoBedeHMsl KIMHUYECKOrO UccrenoBaHns GUOMEAMLMHCKOrO KIeTOYHOro
NpoAyKTa 3a CBOW CYET MyTeM 3akroyeHnst oroBopa 0653aTeNlbHOro CTpaxoBaHus.

2. O6bekToM 06s3aTeNbHOr0 CTpaxoBaHWUsA SIBMSETCA WMYLLECTBEHHbI WHTEpec nauueHTa, CBS3aHHbIA C
NPUYMHEHNEM Bpeda >KWU3HW, 300POBbI0 MNauUMeHTa B pe3ynbTaTe MpPOBEAEHUS KIIMHWYECKOro WCCreqoBaHus
GUOMEeQULIMHCKOrO KNEeTOYHOro NpoaykTa.

3. CTpaxoBbIM cry4yaeM Mo AOroBopy 06s83aTenbHOro CTpaxoBaHUs ABMSEeTCA CMepTb NauveHTa Unu yxyaleHue
€ro 3J0pOBbsl, B TOM YMCIe Briekyllee 3a co6ol ycTaHOBMNeHWe UHBaNMAHOCTA, NPY HanU4YnM NPUYNHHO-CIeACTBEHHOA
CBA3M MeXOy HacTyMNSeHnem 3Toro cobbiTUS U y4acTMeM nauueHTa B KMMHUYECKOM MCCriegoBaHuM GMOMeaULIMHCKOTO
KIMEeTOYHOTrO NpoaykKTa.

4. Tpe6OBaHMﬂ O BoO3MelleHnn Bpeaa, NpUYNHEeHHOro Xu3HM wunn 300pPpOBbIKO MauueHTa, NpeabABAKTCA B
Te4dyeHne CpoKoB MCKOBOW AaBHOCTH, YCTAHOBJ1€HHbIX rpa>4aHCKUM 3aKOHO4AaTE 1IbCTBOM.

5. Paamep cTpaxoBow cyMmMbl MO JOroBopy 06593aTernibHOro CTpaxoBaHUs COCTaBNAET ABa MUNMnoHa pybnen.
6. Paamep cTpaxoBol BbinnaTbl MO0 4OroBopy 0653aTeNbHOro CTpaxoBaHUSA COCTaBNSET:

1) B crniy4ae cMepTu nauueHTa ABa MUMnuoHa pybnen Ha Kaxaoro nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM
nccneaoBaHnM GUOMeaMLIMHCKOrO KNETOYHOro NPOAYKTa;
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2) Npu yXyALEeHUN 300P0OBbsS NauneHTa:

a) noerekwem 3a cobon yCTaHOBII€HMEe MHBaNMMOHOCTU I rpynnbl, OOUH MUIJIMOH NATbCOT ThbICAY py6ne|71 Ha
KaXaoro nauneHTa, yd4actBoBaBLUEro B KIMMHNM4YECKOM 1ccnegoBaHnm OMOMEANLMHCKOro KNeTo4HOro NpoAyKTa,

6) noerekwem 3a cobol ycTtaHoBneHMe nHBanmMgHocTu |l rpynnbl, OAMH MUNNNOH pybrei Ha Kaxxgoro naumeHTa,
y4acTBOBaBLLEIO B KNMHWYECKOM UCCrefoBaHNM GMoOMegULMHCKOrO KNeTOYHOro NpoaykTa;

B) noB.riekLem 3a cobom yCTaHOBJ1€HNE NHBarnMaHoOCTun 1 rpynnbl, NATbCOT TbICAY py6nel7| Ha KaXXgoro naumeHTa,
y4yacTBoBaBLUero B KnMMHUW4YeCKOM nccrnegosaHnm OMOMEANLMHCKOro KNeTOYHOro npoAaykra,

r) He noenekwem 3a coGol YCTAHOBMNEHUA WUHBANUAHOCTU UMK MOBMEKLLIEM yBenuyeHue CTerneHu orpaHuyeHus
XU3HEAEeATeNbHOCTU MHBanuaa 6e3 U3MeHEeHWs rpynnbl MHBaNMOHOCTM, He Gornee 4YeM TpucTa ThbicAY pyGner Ha
Ka)Kdoro nauveHTa, y4acTBOBAaBLLENO B KIIMHUYECKOM UCCReAoBaHMN GUOMEAMLMHCKOrO KIIETOMHOrO NpoaykTa, UcXoas
N3 HOPMaTMBOB, OTPaXKaloLLUMX XapakTep U CTeNeHb NPUYMHEHWUS Bpeaa 30O0POBbI, a Takke (PAaKTUYECKU MOHECEHHbIX
NaLMeHTOM PacXo[oB, CBSA3AHHbLIX C MPUYMHEHVWEM Bpeda 300POBbi0, HA MEAWLMHCKYI MOMOLb, npuobpeTteHue
NeKkapcTBEHHbIX NPenapaTtos U MeAULMHCKUX U3AeNiA.

7. ,D,OFOBOp obsi3aTenbHOro CTpaxoBaHNA 3aKr4aeTcA Ha CpoOK, OXBaTbIBaOLLMIA nepunon nposeneHusd
KITMHUYECKOro uccrnenoBaHus 6MoMeanLUMHCKOro KIeTOYHOro npoaykra, U He MeHee 4YeM Ha OAUH rog nocryie OKoH4YaHuA
nposegeHna KInnHn4ecKkoro nccrieqoBaHna OromMeanNLNHCKOro KIeTOYHOro npoAaykKra.

8. Ycnosusa pOoroeBopa 06s3aTenbHOrO CTpaxoBaHWs, B TOM YWCre cTpaxoBble Tapudbl Mo ob6s3aTensHoMy
CTpaxoBaHWIO, MepeyvyeHb HEeOoOXOAMMbLIX [OKYMEHTOB Afisl OCYLUECTBIIEHWS CTpaxoBOW BbinnaTbl, MOPSAOK
YCTaHOBIIEHUSI CTpaxoBaTenemM MHAVBUAYaNbHOTrO MAEHTUMVMKALUMOHHOIO Koda MmaumeHTa, Nopsaok MHOPMUPOBAHMS
cTpaxoBaTenem CTpaxoBLMKa O MPUBMEYEHHbIX K KMMHWYECKOMY WCCrnenoBaHuio GUOMEAMLIMHCKOrO KreTOYHOro
NpoaykTa nauMeHTOB, MOPAAOK YnnaTbl CTPaxoBOW MpeMuu, MOPAOOK peanusauuy onpeaeneHHbIX HacTosALWUM
degepanbHbIM  3aKOHOM W ApyrMMKU  dbedepanbHbIMU  3akoHaMM MpaB M 06GA3aHHOCTEN CTOPOH, HOPMaTWBbI,
oTpaxallumMe XxapakTep W CTerneHb TMOBPEXAeHUs 300pOoBbs MO  [OroBOpY 06S3aTenbHOro CTpaxoBaHWs,
yCcTaHaBN1BaOTCA TUMOBLIMU NpaBuiiaMmn 06513aTeNbHOrO CTPaxoBaHUs.

9. B cnyyvyae npuynHeHna Bpeda XWUM3HUM MNauueHTa, YydacTtBoOBaBLUEro B KIMHMYECKOM uUccrnenoBaHUun
OMOMEANLMHCKOrO  KNeTo4YHOro npoaykra, BI:IFOJJ,OI'IpMOGpeTaTeJ'IFlMI/I no pgoroeopy 06s13aTenbHOro CTpaxoBaHuUA
ABINAKOTCA rpaxgaHe, mMeruime npaso Ha BO3MeELWleHWe Bpeda B Cliydae CMepTu KopMuribua B COOTBETCTBUM C
rpaxgaHCKMM 3akoHOaTesIbCTBOM, MPU OTCYTCTBUU TaKUX TpaxKgaH - poauntenn, Cynpyr (cynpyra), OeTn ymepuiero
nauneHTa, y4actBoBaBLUEro B KInMHN4YeCKOM mnccregoBsaHnn OMOMEANLIMHCKOro KIeTOYHOro npoaykKTa, B Cliy4ae CMepTu
nauyneHTa, ydactsoBaBllero B KIiiMHUW4eCKOM uccrneagosaHumn OMoMeaNLNHCKOro KneTo4YHOro npoaykrta n He nMMmeBLUero
CaMOCTOoATENbHOINo Aoxoaa, - rpaxgaHe, Ha KanBeHUn KOTOPbIX OH Haxogwuncd, B OTHOLLEHUN BO3MELLIEHNA pacxXxoaoB
Ha norpe6eHMe nauyneHTa, y4acrtesoBaBLUero B KInMHM4YECKOM MCCregoBaHumn OMOMEeANLIMHCKOrO KNeTO4YHOro npoaykTra, -
Mgo, noHecllee Takne pacxogbl.

10. CTanOBaﬂ BbiNflata B CYeT BO3MelleHuAa Bpeda, NPUHYNHEHHOro XWM3HW nauueHTa, ydacTBoBaBLUEro B
KIMNHN4YEeCKOM ncenegoBaHnm drnomeanUnHCKOro KNneTo4yHoro NnpoAyKTa, pacnpegenaeTca mexay
Bber,El,OI'IpI/IOGpeTaTeJ'IFlMI/I nponopunoHasnbHO X KONMMYEeCTBY B paBHbIX O0N1AX.

11. Tpu HacTynneHun CTPaxoBOro cnyyas naumMeHT, Yy4acTBOBaBLUMW B KIIMHMYECKOM MCCreaoBaHUm
OMOMEANLMHCKOro KIeTovHOro npoaykTa, BbirogonpuodpeTtaTtenb No AOroBopy 00si3aTeNbHOro CTpaxoBaHUSA BrpaBe
npeabsiBUTb HENOCPEACTBEHHO CTPaxoBLUMKY TpeboBaHMe O BO3MELLEHMM NpUYMHEHHoro Bpega. CTpaxoBasi Bbinnarta
OCYLLECTBNAETCA CTPaxOBLUMKOM B TEeYEHME TpuauaTu AHEN CO OHS NpeacTaBNeHUs HeOoOXOAMMbIX AOKYMEHTOB.
MauneHT, y4yacTBOBaBLUMA B  KIMHWYECKOM MCCNeAoBaHWM  OUOMEOMLMHCKOrO  KINETOYHOro  MpoaykTa, Wnu
BblrogonpuobpeTatens MO JOroBopy o00si3aTenbHOro CcTpaxoBaHWst 00s3aH cooOWwmuTb  CTPaxoBLUMKY — AONS
OCYLLECTBMEHNA CTPaxoBOW BbINfaTbhl WHAMBUAYAlNbHbIA WMOEHTUMUKALMOHHBIA KOA4 nNauueHTa, YCTaHOBMEHHbIN
CTpaxoBaTenemM B COOTBETCTBMU C TUMOBbLIMM NpaBunaMm 06513aTeNbHOr0 CTpaxoBaHUS.

12. [o nonHoro onpegeneHuss pasMepa Moafiexallero BO3MELLEeHUI0 Bpeda CTPaxoBLUMK MO 3asiBIIEHUIO
nauueHTa, y4acTBOBaBLUErO B KIMHWYECKOM MCCReAoBaHMN GUOMEAMLMHCKOrO KIETOYHOrO NPoAyKTa, U 3asiBIIEHUIO
BbirogonpuobpeTaTenss BhpaBe OCYLECTBATb 4YacTb CTPAxOBOW BbINaTbl, COOTBETCTBYIOLWYI (paKTUYeCcKM
onpeaeneHHol YacTu NPUYNHEHHOTO Bpeda.
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13. CtpaxoBas BbiNfiata B COOTBETCTBMM C [OTOBOPOM 00S3aTENIbHOTO CTPAaxOBaHUS OCYLLECTBISETCS
HEe3aBMCUMO OT BbINMaT, NPUUYUTAIOLLIMXCS MO APYrMM BUOAM CTPaxoBaHus.

14. He OOonyckaeTcda y4yactue naumeHta B npoBeaeHUN KIMHUYECKOro uccrieqoBaHua 6G1MoMeanLMHCKOro
KNeTo4YHOro npoAdykrta npun oTCyTCTBMX 4OroBopa obsi3aTenspHOro CTpaxoBaHu4.

15. KoHTponb 3a MUCNOMHEHMEM oOpraHv3aumen, MoNyyYMBLUEN pas3pelleHne Ha npoBedeHMe KITMHUYECKOro
nccnefoBaHnst GUMOMEOMLIMHCKOTO KIMEeTOYHOro MPOAYKTa, YCTAHOBMEHHOW HacTosiwen cratbend 00si3aHHOCTU Mo
CTPaxOBaHWMIO M3HW, 300POBbs NaUMEHTa, Y4acTBYIOLWEro B KIMHUYECKOM uccregoBaHun GuoMeamuUMHCKOro
KNeTOYHOro MPOAYKTa, OCYLUEeCTBMAAETCA YMNOMHOMOYEHHbIM deaeparnbHbiM  OpPraHoM WCMOSIHMTENbHOW BRacTy,
BblAABLUNM paspeLleHne Ha NpoBeAeHNe KNMMHNYECKOro nccneaoBaHns GnoMeanLMHCKOro KneToYHOro NpoayKTa.

CrtaTbs 33. Nony4yeHue 6uonornyeckoro marepuana

1. TlMonyyeHne OGwuonorMyeckoro matepuana oOT [AoHopa Ouonornyeckoro martepuvana [Anns npou3BOACTBa
GUOMEeaNLMHCKMX KNEeTOYHbIX NPOAYKTOB, B TOM YUCIe B LEensxX NpoBeaeHUs OOKMUHMYECKUX UCCNedoBaHui u (Mnu)
KMMHWYECKUX UCCNEdOBaHUIA, U MeguUmMHcKkoe obcrneqoBaHe foHopa G1onorMyeckoro matepuana B Lensix BbiSBNEHUS
NPOTMBOMNOKa3aHW ONs NofydYeHuss OT Hero GMOMOorMyeckoro martepuana MPOBOAATCS B OpraHuM3aumsx, UMerLLmX
NMUEH3NI0 HAa MEOMLIMHCKYIO OeATEeNbHOCTb, HA OCHOBaHMU JOrOBOpa MeXAy TakoW opraHusauuen U npovssoauTenem
BUOMENLIMHCKMX KINETOYHBIX MPOAYKTOB 3a CHET YKa3aHHOrO NpOu3BOAMTENS.

2. I'Ipasmna nony4yeHua ©vonoruyeckoro MaTtepuana gna npon3soactea OMOMEeONUNHCKNX KNETOYHbIX npoayKToB
n nepegaydyn ero npoun3BoguUTENo OMOMEANLIMHCKMX KIETOYHbIX NpoAyKTOB YyCTaHaBMBAKTCA YMNOJITHOMOYEHHbIM
d)e,u,epaanuM opraHom MCNONHUTENbHOW BRacTu.

3. MonyyeHne Guonoruyeckoro mMatepvana Ansi NPoOM3BOACTBA OMOMEOUUMHCKUX KNETOYHbIX MPOAYKTOB Npw
NPWKN3HEHHOM [JOHOPCTBE [AOMNyCKaeTCsi MPW HanuuMu BbIPaXEHHOrO B MUCbMEHHOW (OpMe W BHECEHHOro B
MeOULMHCKY0 [OKYMEHTaUMIO 4OoHopa:

1) wHdopMMpoBaHHOrO O0BPOBOMLHOIO  Cornacusi  COBEPLUEHHONETHEro geecrnocobHoro nuvua nmbo
HECOBEpPLUEHHOMNETHEro nuua, OOBbSBMEHHONO B YCTAHOBMIEHHOM 3aKOHOM MOPSiAKE MOJTHOCTbIO [4eeCrnoCOOHbIM,
npowelero meguuuHckoe obecrnenoBaHune, Ha 6e3Bo3mMe3gHoe nNpeaocTaBrneHne CBoero Bruonormyeckoro marepuana
ans npoussoactea GUOMELMUMHCKOrO KNETOYHOro MpPOAyKkTa, B TOM 4YMCRe B LEnsX NpoBefeHust AOKIMHUYECKMX
nccneaoBaHum U (MNn) KNMHUYECKUX UccnefoBaHum;

2) nHPOPMMPOBAHHOTO A06POBOMBLHOIO COrnacust 0OHOroO M3 POAUTENEN MMM UHOMO 3aKOHHOrO MpeacTaBuTeNs
HecoBepLUEHHONETHEro nuua (3a WCKMYEHNEM HECOBEPLUEHHOMNETHEro nuua, YKasaHHOro B MyHKTe 1 HacTodAen
4yacTu), a Takke nuua, MPU3HAHHOrO B YCTAHOBMEHHOM 3aKOHOM MOpPSAKe HedeecrnocOoOHbIM MMM OrpaHWYEHHO
OeecrnocobHbIM, Ha 6e3Bo3Me3gHOe NpefoCTaBneHNne BUOMNOrMYeckoro mMatepuana gaHHOro nvua Ansi npousBoacTBa
BMomMeanLMHCKOrO KNEeTOYHOro MPOAyKTa, B TOM YMUCie B LIENAX NPOBEAEHUS OOKMIMHUYECKUX MCCeAoBaHWUN U (Mnu)
KNMHUYECKUX uccrnegoBaHun. lMonyyeHne 6Guonormyeckoro martepvana y v, YKasaHHbIX B HACTOSILLEM MyHKTe,
Jonyckaetcs TOMbKO B Cry4vasix, ecnv OUOMEOULMHCKUA KNEeTOYHbIM MNPOAYKT MpefHasHavyeH pAans npuMeHeHUs
UCKITHOYNTENBHO 3TUM NULAM UNN UX POLACTBEHHUKAM - BMOMNOrMYecknM poanTensiM, POAHbIM AeTSAM, POAHbIM BpaTbam
W POaHbIM cecTpam.

4. Jlnyo, ykasaHHoe B nyHKTe 1 4acTu 3 HacToswen cTaTtbl, MOXET B MUCbMEHHOW (bopMe, 3aBEpPEHHOM
pyKkoBOAUTENEM MELMLMHCKON OpraHmsaumm nnbo HoTapuarnbHO, Bbipa3uTb CBOE BOMEU3BbABMEHME O COrflacum unm o
Hecornacum Ha NOCMepTHOE NMpeaocTaBneHne ero BMonorMyeckoro martepuana ans npousBoACcTBa OMOMeaNLMHCKOro
KNeTo4YHOro NpoaykTa.

5. B cnyyae OTCYTCTBUSI BbIP@XEHHOTO MPU KM3HU BOMEW3BSIBIIEHWUS NWUA, yKasaHHOro B nyHkte 1 yactm 3
HacTosLLel CTaTbW, B OTHOLLIEHUM NMOCMEPTHOrO AOHOPCTBA MOofyYeHue Nocrne ero cMepTi Gronormyeckoro matepuana
Ans npov3BoacTBa OMOMEAULIMHCKOrO KIIETOYHOro MpoAyKTa [AOMycKaeTcsa Mpu HanuyuuM MUCbMEHHOTo Ccornacust
cynpyra (cynpyru) ymepLuero, a npu ero (ee) oTCyTCTBUM - OQHOMO U3 POACTBEHHUKOB (4ETU, POAUTENU, YCEIHOBIIEHHbIE,
YCbIHOBUTENMW, poaHble 6paTbsi U POAOHbIE CECTPbl, BHYKW, OefylikM U 6abyliku), 3aBEPEHHOr0 pyKOBOAWTENEM
MEOMLMHCKOM OpraHn3auum Unm yrnorHOMOYEHHbIM UM IULLOM NGO HOTapuarnbHo.

6. MHdopmauusa o Hanvuum BONEU3bABNEHUS NUUA, YKA3aHHOrO B 4acTu 4 HacTosllen cTaTbM, MHbIX Ny B
cny4yae, npegyCMOTPEHHOM YacTbio 5 HaCTOsILEeN cTaTbu, BHOCUTCSA B MEAULIMHCKYIO JOKYMEHTaLMo JOHopa.
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7. MonyyeHune Gronornyeckoro matepuana npy NOCMepPTHOM JOHOPCTBE He AOMyCKaeTCs:

1) ecnn Npu XM3HM NULO, YKasaHHOe B nyHkTe 1 4acTn 3 HacTosien cTaTbW, BbIpasuro B YCTHoW ¢opme B
NPUCYTCTBUN CBUAETENEN CBOE BONEU3BSBIIEHWE O HECOMNacuMM Ha MOCMEPTHOE MNpPefoCTaBNeHUEe GMONOrMyYeckoro
MaTepuana ans npov3BoACTBa BMOMEOVLMHCKOrO KIEeTOYHOro NpoAykTa U AaHHble 06 9TOM BHECEHbl B MEAMLIMHCKYHO
OOKYMEHTaUM0 AaHHOro nvua B Nopsiake, yCTaHOBIIEHHOM YNOSTHOMOYEHHbIM dhegeparnbHbiM OpraHoM UCMOSTHUTENBHOM
BMacCTU;

2) Yy ymepuiero HecoBepLueHHON1eTHero nuua, 3a WUCKIK4YeHneM yKas3aHHOro B MyHKTe 1 vactn 3 HacTtosien
ctaTtbu, unn 'y nuua, npn3HaHHOrNro B yCTaHOBJIEHHOM 3aKOHOM MOpAOKe HeOeecnocobHbIM;

3) Npy OTCYTCTBUM OOHOBPEMEHHO BONEU3LSABMNEHUS, BbIPAXXEHHOTO MPU XKU3HW NULOM, YKa3aHHbIM B MyHKTE 1
yacTu 3 HacTosileil cTaTbW, O COrMacuu Ha MocCMepTHoe npedocTaBrneHne GuonorMyeckoro matepvana Ans
npousBoAcTBa GUOMeANLMHCKOrO KNEeTOYHOro NPoAyKTa, U cornacusi ero cynpyra (cynpyru), a npu ero (ee) oTcyTcTBUM -
OZHOr0 U3 POACTBEHHUKOB, YKa3aHHbIX B YAaCTW 5 HacTosILLelh CTaTby.

8. ®opma MHOpMUpOBaHHOrO AOOPOBONBHOrO cornacus goHopa Guonornyeckoro matepuana nméo ogHoro m3
poouTenen UMM UHOrO 3aKOHHOrO NpeacTaBUTENd Nuua, yKasaHHOro B MyHKTE 2 4acTm 3 HacTosiwen cTaTbu, Ha
6e3Bo3me3gHOe npefocTaBrieHne OMOMNOrM4eckoro Marepuana Ansi NPovM3BOACTBA OUOMEAMLIMHCKOTO KIEeTOYHOro
npoAykTa, B TOM 4YuCle B LENAX NPOBeAEeHUs OOKMMHUYECKUX WUCCMEeLOBaHUM U (MNM) KIMHUYECKUX UCCrefoBaHWum,
dopma nUcbMeHHOro cornacus cynpyra (cynpyrm) nnmbo OgHOro M3 poACTBEHHMKOB, YKa3aHHbIX B 4acTu 5 HacToswen
cTaTbM, yMmepLlero nuvua Ha MOCMepTHOe npefocTaBneHne 6Guonormyeckoro martepuana gns npovsBOACTBa
6VIOMeJJ,I/IL|,I/IHCKOF0 KNeTo4yHOro npoaykra, B TOM 4ucrne B uUendax nposefeHUnAa OOKIMMHUYEeCKNX I/ICCJ'Ie,EI,OBaHVIVI n (I/IJ'II/I)
KIMUHUYECKUX UCCneaoBaHni, YTBEPXKAAKTCA YNONHOMOYEHHbIM ddefeparibHbIM OpraHoM UCMONTHUTENBHOW BriacTy.

Cratbs 34. paBa 1 0693aHHOCTN fOHOPa 6GMONOrMYecKoro matepuarna, ero poautesiel U UHbIX 3aKOHHbIX NpeacTaBUTenen

1. OoHop Guornornyeckoro Martepuana npu MPWXU3HEHHOM [OHOpPCTBe (oOAWH W3 ero poauTenei WUnu KHoM
3aKOHHBI NpeacTaBUTENb) UMEET NPaBo:

1) Ha 3aWmMTy NpaB 1 OXpaHy 340POBbsI AOHOPA;

2) Ha 03HaKOMIeHMe C pesynbTaTaMn MeauLMHCKOro o6crnefoBaHusa A0HOPa;

3) Ha nonydyeHve B [AOCTynHOW cpopme wHopmaumm o OUOMEOULMHCKOM KMEeTOYHOM MpoAaykTe, Ans
npon3BoAcTBa KOTOPOro npenocrtaBnAeTcd ounonornyeckmmn maTtepuan, o nopagke nonyyvyeHua u uncnonb3oBaHUA
Buronornyeckoro Mmatepuana, 0 BO3MOXHbIX NOCNEACTBUSAX N3bATUSA BMonornyeckoro matepuana Aansi 30opoBbs AOHOPA;

4) Ha nonyyeHMe MEeOUUMHCKOW MOMOLLM B pamKax MporpaMMbl FOCyOapCTBEHHbIX rapaHTum GecnnaTHoOro
OKas3aHu4 rpaxgaHam Me.EI.I/ILI.I/IHCKOVI nomMmouin B cnyy4yae BO3HUKHOBEHUA Yy AIOHOPA peaKLLI/IVI n OCJ'IO>KHeHI/Il7I, CBA3aHHbIX C
OOHOPCTBOM;

5) Ha OTka3 B 06O MOMEHT OT npegoctaBlieHnsA Buornornyeckoro maTtepuana.

2. [loHop 6wuonoruyeckoro matepuana (OAWH W3 €ro poauTernen WUNM WHOM 3aKOHHbIM NPeacTaBUTENb) Mpu
NPWXN3HEHHOM AOHOPCTBE 00513aH COOOLWNT:

1) nHpopmaumo 06 N3BeCTHbIX eMy 3a00NeBaHNAX, MEPEHECEHHBIX JOHOPOM U (M) UMEIOLLIMXCS Y AOHOPA;

2) nHcopMaumio 06 ynoTpebneHn JOHOPOM HapKOTUYECKUX CPEACTB, NCUXOTPOMHbLIX BELLEeCTB, NeKapCTBEHHbIX
npenaparos;

3) nHble cBefeHus], nmetLme 3HadeHne ansa obecneveHus 6esonacHoOro JOHOpCTBa buonornyeckoro Mmatepuana,
nepeyvyeHb KOTOPbIX yTBEepXaaeTca ynosIHOMOYEeHHbIM q)e,u,epaanuM opraHomMm MUCMNONHUTENBHON BNacTu.

3. [oHop 6uonormyeckoro MaTepuana npu MNPWKU3HEHHOM [OHOPCTBE 00s3aH nNponTM MeauLMHCKoe
obcnenosaHue. YkasaHHOe MeauumMHCKoe obcrneaoBaHve aBnseTcsa Ansa AoHopa 6ecnnatHbiM. [opsagok MeanuUmMHCKOro
obcrnegoBaHuA  OOHOpa WM MnepedveHb MNpPOTUBOMNOKa3aHuM (abCOMTHBIX M OTHOCUTENbHbBIX) ANs  MOSyYeHus
ounonornyeckoro MaTepuana yreepxagaroTca ynosiHOMOYeHHbIM (bep,epaanblM OopraHom NCMNONMHUTENbHOW BNacTu.
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4. [loHop Guonoruyeckoro martepvana (OAMH W3 €ro poauTENen UM MHOW 3aKOHHbLIA MpeAcTaBUTENb) Mpu
NPWXN3HEHHOM AOHOPCTBE, YMbILLIEHHO CKPbIBLUWUIA UMM UCKA3MBLUUA N3BECTHbIE EMY CBEAEHMWSI O COCTOSHUM 300POBbS
[OHOpa MpW OCYLLECTBMEHMN MM MPUXU3HEHHOrO AOHOPCTBa Guonornyeckoro marepuwana, B pesynbTate yero Obin
NPUYMHEH BPEA >KWU3HW, 300POBbI0 NaALMEHTa, MEeOULUHCKMX PabOTHUKOB, WHbIX WL, HEeceT OTBETCTBEHHOCTb,
YCTaHOBMEHHYIO 3aKoHoAaTenscTBoM Poccuickon deaepaumu.

Cratbs 35. [pousBoacTBO 1M peanusauus 6UOMeANLMHCKUX KIIeTOYHbIX NPOAYKTOB

1. MNpounsBoacTBO OGMOMELMUMHCKOrO KNEeTOYMHOrO MPOAYKTa OCyLUecTBAsieTcs € cobniogeHneM TpeboBaHwui
pernameHTa ero Npov3BOACTBA, KOTOPLIN YTBEPXAAETCA Npou3BoauTENeM BUOMEONLMHCKOrO KIETOYHOro NpoaykTa u
BKItoMaeT B cebs:

1) nepeyeHb UCMNOMb3yEMbIX KNETOYHbIX NIMHWUIA, NEKAapCTBEHHbLIX NpenapaToB, hapMaueBTUYECKMX CyOCTaHLMNA,
MEeOULMHCKUX U3OENUIA U BCOMOraTerbHbIX BELLECTB C yKa3aHMEM KONMYeCTBa Kaxaoro U3 Hux;
(B pea. PepepanbHoro 3akoHa ot 03.08.2018 N 323-93)

2) paHHble 06 mcnonb3yemom 0bopyooBaHUKM, ONMCaHUE TEXHOMOMMYEeCKoro npouecca U MeTogoB KOHTPOMs Ha
BCeX aTanax npoun3BoacTBa GoMeanLIMHCKOrO KNeTOYHOro NpoayKTa.

2. MpaBuna NponsBoacTBa BMOMEANLMHCKUX KNEeTOYHbIX NMPOAYKTOB YCTaHaBNUBAIOTCA NpaBunaMy Haanexatlien
npakTMkM no pabote C 6GUMOMEOUUMHCKAMM  KNETOUYHbIMKM  MPOAYKTaMU, YTBEPXOEHHLIMWU  YMONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONMHUTENLHOW BMACTU.

3. MponsBoaAcTBO He 3aperncTpupoBaHHbIX B Poccuiickon denepaunym GUOMEAMLMHCKUX KNETOYHbIX NPOOYKTOB,
3a WCKIIOYEHMEM cry4YyaeB MpoM3BOACTBA OUMOMEOULMHCKUX KNeTOYHbIX MPOAYKTOB Ans uenen OOKIUHUYECKUX
nccrnenoBaHuin GUOMeaUNLMHCKMX KNETOUYHbLIX MPOOYKTOB U KMUHUYECKMX UCCMEeaoBaHWUn GUOMEOMNLIMHCKUX KNEeTOYHbIX
NPOAYKTOB, HE A0NyCcKaeTcs.

4. 3aperncTpupoBaHHbI  OUOMEAOUUMHCKAIA  KINEeTOYHbI  MPOAYKT OnpedeneHHoro Tuna  (ayTONOrnyHbIN,
ansoreHHbI, KOMOMHMPOBAHHbBIA) MOXET NMPOU3BOANUTLCS C MCMOSb30BaHMEM KIETOYHbIX JIMHWUIA, MPUIOTOBMEHHbIX U3
GuonorMyeckoro Marepuana, nofny4eHHoro oT pasnuyHbIX AOHOpPOB. Mpu cobnogeHnn TpeGoBaHWUi, YCTaHOBMNEHHbIX
npu rocygapCTBEHHOM perucTpauun BGUOMEOULIMHCKOrO  KMeTo4HOro npoAdykra, MOBTOPHAs rocydapCTBeHHas
perucTpaums Takoro 6MoMeanLMHCKOrO KNeToYHOro npoaykTa He TpebyeTcs.

5. 3anpelaeTtcs Nnpon3BOACTBO:
1) banbcnrumpoBaHHbIX BUOMEANLIMHCKMX KITETOUHBLIX NPOAYKTOB;

2) OMOMEAMLMHCKUX KIETOYHbIX MPOAYKTOB C HapylUeHMEM NpaBwuil Hagnexallei npaktukyn no pabote ¢
BGUOMEANLIMHCKUMM KNETOUHLIMM MPOAYKTaMM.

6. lMoaTBepxaeHWe COOTBETCTBUS MNPOM3BELEHHOr0 OMOMEAMLIMHCKOrO KreTOYHOro npoAykrta TpeboBaHusM,
YCTaHOBIEHHBIM MPU €ro rocygapCTBEHHON perMcTpaumm, 1 COOTBETCTBUA MpoLiecca ero npons3soactesa TpeboBaHmam
Hagnexatlen nNpakTukm no pabote ¢ GUOMEONLMHCKMMW KNETOYHLIMW NPOAYKTaMU OCYLLECTBNAETCH YNONMHOMOYEHHbBIM
JMLUOM  npou3BoanTena 6I/IOMep,I/ILWIHCKOFO KNeTo4yHOoro npoaykra, 3a WCKIK4YeHunem 6I/IOM€,EI,I/ILI.I/IHCKI/IX KNeTo4YHbIX
NpoOAYKTOB, Npou3BeaeHHbIX AnA OOKIMMHUYEeCKNX mccne,uoaaHmﬁ N KINUHUYECKUX MCCHe,ElOBaHVIVI 6VIOMe,EI,I/ILI,I/IHCKVIX
KNeTouYHbIX NpoAykToB. TpeboBaHMs K ypOBHIO 06pa3oBaHus 1 kBanudukaumm, nopsaok artectaumm ynosHOMOYEHHOro
nvua npousBogutens GMOMEMUUHCKOrO KIEeTOYHOro npodyKta WM ero MnofiHoMouMs Mo obecneveHnto KayecTBa
OMoMeanUMHCKOrO  KIEeTOYHOro NpoAyKTa, BBOAMMOrO B oOpalleHune, YyCTaHaBMMBAKTCA — YMOSIHOMOYEHHBIM
deaepansbHbIM OpraHoM UCNOSTHUTENBHOM BACTM.

7. I'Ipowssop,menvl OMOMEeANLIMHCKMUX KNETOYHbIX NPOAYKTOB MOryT OCYLLEeCTBIATbL peann3auunto OMOMeaANLIMHCKMX
KNEeTOYHbIX NPOAYKTOB!:

1) gpyrum npousBoguTensM OMOMeOMUMHCKMX KMEeTOYHbLIX MNPOAYKTOB AN Mpou3BoACTBa GMOMEOMLMHCKUX
KNeToYHbIX NPOAYKTOB;

2) Hay4HbIM OpraHm3auunam, 06paSOBaTeJ'IbeIM OopraHunsaumam and nposeeHnA Hay4HbIX nccrnegoBaHum;
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3) opraHuaaumsaM, ocyLLEeCTBRALWNM MeOULIMHCKYI0 OeATeNnbHOCTb.

8. TpaBuna peanu3aumm OVOMEOULMHCKMX KIMETOYHbIX MPOAYKTOB YycTaHaenusatoTcs [MpaBUTENbCTBOM
Poccuinckon denepaumm.

Cratbs 36. MapkupoBka 6MOMEeAULIMHCKUX KITeTOYHbIX NPOAYKTOB

1. MepeyeHb CBEAEHMWI, HAHOCUMbIX Ha MEPBUYHYIO YNAKOBKY, BTOPUYHYH YNaKoBKY GMOMEeONLMHCKMX KNeTOYHbIX
NPOAYKTOB W TPaHCMOPTHYIO Tapy, B KOTOPYK MOMELLEH OMOMeOMUMHCKUAIA KNEeTOYHbIA MPOAYKT, yCTaHaBnvBaeTcs
YMOSTHOMOYEHHBLIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOW BMAcTy.

2. lMepBuyHas ynakoBka W BTOpPUYHAs YMakoBKa ayTOMOrMYHbIX GUOMEOVLMHCKMX KNEeTOYHbIX MPOAYKTOB W
KOMOVHUPOBaHHbLIX  BGMOMEOULMHCKMX — KNeTOYHbIX MPOAYKTOB  MapKUpYlTCA C  WUCMOMb3oBaHMeM MEeTO[OoB
pagnoYacToTHOW MOEHTUMUKALMN MPUHAANEKHOCTU TaKoro GUOMEAMUMHCKOrO KIeTOYHOro MpoAyKTa KOHKPETHOMY
nauueHTy B Nopsiake, yCTaHOBIEHHOM YMNONTHOMOYEHHbIM dheieparnbHbiM OpraHOM UCMONHUTENbHOW BRacTU.

3. Ha nepBuYHyt0 ynakoBKy ¥ BTOPUYHYIO YNaKOBKY BMOMELMLMNHCKMX KNETOYHbLIX NPOAYKTOB, NpeaHa3HayYeHHbIX
ONS OOKNUHUYECKUX WCCReaoBaHUN UMM KNMHUYECKUX WCCreaoBaHWUA, HaHocUTCa Haanucbk: "[Ons OOKNUHUYECKUX
nccnegoBannin" nnu "Ons KNAMHUYECKNX nccneaoBaHuin'”.

CrtaTbs 37. TpaHCNOPTUMPOBKA U XpaHeHUe GMonoruyeckoro marepuana, KNneTok Ansi NPUroToBIIeHUs KNEeTOYHbIX NMUHUM, KNeTOYHbIX
NIVHUIA, NpeAHa3Ha4YeHHbIX AN NPOoM3BOACTBa OMOMeANLIMHCKUX KITETOYHbIX NPOAYKTOB, BMOMeAVNLIMHCKUX KNETO4YHbIX NPOAYKTOB

1.  Buonoruyeckui MaTtepuan, Knetkm aOnda npurotToBrieHNA  KINeTOYHbIX NWHUKA, KNETOYHble  JIMHUK,
npegHa3Ha4vyeHHble AOnAa  nNpou3BOACTBa OMOMEANLMHCKNX  KNETOYHbIX NpPpOAYKTOB, OMOMEANUNHCKME KNEeTOYHble
NPOAYKTbl AOOJIKHblI TpaHCNOPTUPOBATbCA C cobntogeHnem yCTaHaBnMBaeMblX YNOJIHOMOYEHHbIM cbep,epaanblM
opraHom WCMNONHUTENBbHON BRacTu npaBsui TpaHCNOPTUPOBKA.

2. bwonornyecknn MaTtepuan, Knetkm aOnda npuroTtToBrieHNA  KINeTOYHbIX NWHUKA, KNETOYHble  JIMHUK,
npegHa3Ha4vyeHHble AOnAa  nNpou3BOACTBa OMOMEANLMHCKNX  KNEeTOYHbIX NpPOAYKTOB, OMOMEANUNHCKME KNEeTOYHble
NPOAYKTbl OOJKHblI XPpaHUTbCA B YCIOBUAX 6robaHkoB, obecneymBatoLLIMX COXpaHeHune unx ©GMONorMyecknx CBOWCTB U
npegoTepalarmx nx VIH(bI/ILI,I/IpOBaHI/Ie N 3arpAa3HeHune.

3. TpeboBaHusi K opraHusaumm u [peatenbHocTM GuobaHKoB, a Takke npaBuna XpaHeHus GMonornyeckoro
MaTepuana, KneTok Ang NpuUroToBMeHUst KNEeTOYHbIX MNHWUIA, KNETOYHbIX MUHUA, NpeHa3HavYeHHbIX Ans NPOu3BOACTBa
BMoMeaNLIMHCKUX KNETOYHbIX MPOAYKTOB, BUOMEANLIMHCKMX KITETOYHbIX NPOAYKTOB YyCTaHABNMBAOTCS YMNOSTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOSNTHUTENLHOM BNACTU.

Ctatbsa 38. YHuuYTOXEeHMe HeBOCTpeGoBaHHOro Guonoruvyeckoro Martepuana, HeBOCTPeOOBaHHbLIX KINETOK ANSA NPUroTOBreHUs
KIETOYHbIX FWHUWA, HEBOCTPEOOBaHHLIX KNETOYHbIX JIMHUWA, NpeAHa3Ha4YeHHbIX ANs NPOM3BOACTBA OWOMEOULIMHCKMX KIEeTOYHbIX
NpPoAYKTOB, HeBOCTPE60BaHHbIX GMOMEAULIMHCKUX KNETOYHbIX NPOAYKTOB

1. HeBocTpeboBaHHbIN GUOMNOrMYECKUA MaTeprarn, HEBOCTPEGOBaHHLIE KIETKU AN NMPUrOTOBMAEHUS KMETOYHbIX
NMUHWIA, HeBOCTPeBOBaHHbIE KINETOYHbIE NMUHWUM, NpedHa3HaYeHHble AN NPOW3BOACTBA GUOMEOMLMHCKUX KIETOYHbIX
NPOAYKTOB, HEBOCTpeGOBaHHble GMOMEAMUMHCKME KNeTouHble MpoAyKTbl MNOANEXaT YHUUTOXEHUI B Nopsiake,
YCTaHOBIEHHOM 3aKOHOATENbCTBOM B chepe oxpaHbl 3[0pOBbS.

2. danbcnduumpoBaHHble OMOMEOULMHCKNE KNETOYHbIE MPOAYKTLI UMM HedobpoKadYecTBEHHbIE BOMegNUNHCKME
KneTouYHble MNPOAYKTbl MOAMnexaT u3bATUIO M3 obpalleHus no peleHuno depepaneHOro opraHa WUCMOMHUTENbHOW
BnacTn, ocyuwlectensowero QyHKUMM MO KOHTPOM W Haasopy B cdepe 3gpaBooxpaHeHus. [locnegytolee
YHUYTOXEHWEe  panbcumumpoBaHHbiX  OMOMEOUUMHCKUX — KIMETOYHbIX MNPOAYKTOB  WNW  HeaobpoKayeCTBEHHbIX
BMOMEONLMHCKUX KNETOYHBLIX MPOAYKTOB OCYLLECTBMSETCS Ha OCHOBaHMM pelleHusl Briagenbua ObnomeguuuHCKoro
KNeTo4HOro npopykrta u (Mnu) pewwennst degepanbHOro opraHa UCMONTHUTENbHON BRacTu, OCYLLEeCTBRsWEro pyHKumnm
MO KOHTPOSIO 1 HAA30py B chepe 34paBOOXpPaHEHS, UK peLLEeHNs] cyaa.

3. KoHTpacdhakTHble BuomeanuMHCKME KNeToYHble NPoayKThl NOANEXaT U3bATUIO N3 0BpaLLeHNs U YHUUTOXEHUIO
no peLueHunto cyaa.

4. Mopsagok YHUYTOXEHUS danbcnnunpoBaHHbIX OroMeanLMHCKMNX KIETOYHbIX NpoaYKTOB,
HeJoOpOKaYeCTBEHHLIX OMOMEAMLUMHCKMX KIETOYHbIX MPOAYKTOB M KOHTpadaKTHbIX OMOMEAMUMHCKMX KIEeTOYHbIX
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NpoayKkToB ycTaHaBnumBaeTca [NpaButenscTBom Poccuiickon degepaumm.

5. Pacxogbl, cBsi3aHHblE C YHUYTOXEHNEM d)aJ'IbCM(*)I/ILI,I/IpOBaHHbIX OMOMEANLIMHCKMX KNETOYHbIX NPOAYKTOB,
He,D,O6pOKa‘-IeCTBeHHbIX OMOMEANLMHCKMX KIETOYHbIX npoayKkToB U KOHTpaCbaKTHbIX OMOMEANLMHCKMX KIETOYHbIX
NPOAYKTOB, BO3MELLAOTCA UX BlnagesibuamMmun.

6. Bnageneu OuomMeOuUMHCKOTO KNETOYHOro MpoAykTa [OIDKeH npeactaBuTb B dpedepanbHbin  opraH
NCMNOMHUTENBHOW BRacTu, OCYLLECTBASIOWMN OYHKLMKX NO KOHTPOSO U HaA30py B cdepe 30paBOOXPaHEHNS], AOKYMEHT,
noaTBepXaalwWwmun  akT  YHUYTOXEHUS OMOMEAMUMHCKOrO KMeTOYHOro NpodyKkTa, WM  €ero  3aBepeHHyl B
YCTaHOBfIEHHOM MOpPsAKe KOMUIo.

7. ®epepanbHbIA OpraH UCNOMHUTENBHOM BNACTU, OCYLLECTBISIOWNIA OYHKLMM MO KOHTPOIO 1 Hag3opy B cdepe
3[paBOOXpPAHEHUS], MPUHSIBLUUIA peLleHne 006 YHUYTOXEHUU BUOMEOMLIMHCKOrO KMETOYHOro MpOAyKTa, OCYLLEeCTBNSET
KOHTPOJb 32 UCMNOJNTHEHNEM YKa3aHHOMO PELLUEHUS.

Cratbs 39. Oco6eHHOCTM OKa3aHUA MegULIMHCKOW NMOMOLLM C MPUMEHEeHUEM BMOMeaNLIMHCKUX KNETOYHbIX NPOAYKTOB

1. MeOWUMHCKYIO MOMOLIb C MPUMEHEHUMEM OUOMEAMLMHCKUX KIETOYHbIX NPOAYKTOB MOryT OKasblBaTb
MeAMUMHCKMEe paboTHMKM, npoluedwve obyyeHue Mo OOMNONHUTENbHOW MPOodeccUoHanbHoM nporpamme (nporpamve
MOBbILLEHMS KBanuduKaumm) no BOMpocaM MNPUMEHEHUS OWOMELUUMHCKMX KIETOYHbIX MpoayKToB. [pumepHble
JOMoNHUTENbHbIe NpodeccuoHanbHble  NporpaMmbl  (Mporpammbl  MOBLILEHWUS  KBanudukaumMm) no  Bornpocam
NPUMEHEHUS GUOMEONLMHCKUX KNETOYHbIX MPOAYKTOB YTBEPXKAAKTCA YMNOSIHOMOYEHHBIM heaepanbHbiM  OpraHoM
NCMOMHUTENLHOW BMNacTy.

2. CamocTosiTenbHoe NpUMeHeH1e NaumMeHToOM BUOMEONLIMHCKUX KIETOYHbIX NPOOYKTOB He A0MNYyCKaeTCs.

3. buomeguuMHCKME KNETOYHble MNPOAYKTbl, B COCTAB KOTOPbIX BXOAAT KMETOYHbIE JIMHWM, MOSyYEHHble U3
BGuonornyeckoro Matepuarna fdoHopa Ouorormyeckoro martepuvana, MMeKLWero MpoTUBOMOKa3aHUs, BKIOYEHHbIE B
nepeyeHb MNPOTMBOMOKa3aHWN (aBCONMIOTHBIX M OTHOCUTENbHLIX) AN MONyYeHWs Guorornyeckoro Matepuana ans
npounsBoacTea GMOMEONLMHCKUX KNETOYHbIX MPOAYKTOB, MOTYT ObiTb MPUMEHEHbI AN NeYeHMs TONbKO CaMoro AoHopa
a3Toro Gmuonormnyeckoro marepuana (ayTonormyHoe npMMeHeHme).

CrtaTbs 40. UHdpopmaumsa o GuoMeaMLIMHCKMX KNETO4YHbIX NpoAyKTax

1. WHpopmauma o0 OMOMEAMUMHCKMX  KMETOYHbIX  NPOoAyKTax [OIDKHa  COAepXaTbCs  TOMbKO B
crneuManuM3mpoBaHHbIX M3O0aHUAX, B TOM 4MCrie MOHorpadumsix, CnpaBOYHMKAX, HayvHbIX CTaTbsaX, AOKMagax Ha
KOHrpeccax, KOHepeHLMsX, CUMNO3MyMax, Hay4HbIX COBeTax, Ha CrneLmanM3MpoBaHHbIX canTax B cetu "MIHTepHeT", a
Takke B WHCTPYKUMUSIX MO MPUMEHEHUIO OUOMEOMLMHCKMX KINETOYHbIX MPOAYKTOB W APYrMX WMHAOPMAaLMOHHBLIX
MaTepuanax, npegHasHauYeHHbIX Ang MeaULNHCKNX paboTHUKOB.

2. [onyckaetca ucnonb3oBaHWe noObIX MaTepuanbHbIX HOCUTENEW, MO3BONSAILWMX XpaHUTb, nepedaBaTb U
ncnonb3oBaTb NHGOOPMaLMIO O BUOMELULMHCKMX KNETOYHBLIX NPOAYKTax 6e3 uckaxeHui.

Cratbsl 41. MOHUTOPUHI 6e30NacHOCTU BMOMENLIMHCKMX KINETOYHbIX NPOAYKTOB

1. BrnomeguunHckMe KneTodHble NPOAYKTHI, Haxogswmecs B obpaiweHun B Poccuiickon ®enepauumn, noanexar
MOHUTOPUHTY 6€e30MacHOCTM B LIENsX BbISBNEHWS BO3MOXHbIX HEraTMBHbLIX MOCMEACTBUA WX NMPUMEHEHUSs, KOTOPbIV
npoBoanTcs dedeparnbHbiM OpraHoOM UCMOSTHUTENbHOW BNACTW, OCYLLECTBNALWNM DYHKLMU MO KOHTPOMO 1 Hag30py B
cchepe 30paBOOXpaAHEHMS], B YCTAHOBIIEHHOM MM MOPSIAKE HA OCHOBAHMM COOOLLEHUI, NPEeAYCMOTPEHHbIX YacTaMmn 2 n 3
HacTosILLEN CTaTbW.

2. Cyb6bekTbl obpalleHns GoMeaULIMHCKMX KNeTOYHbIX NMPOAYKTOB 06si3aHbl HanpaBnsATh COOGLLEHUS O NOBOYHbIX
DeNCTBUSAX, HeXemnaTemnbHbIX peakUuusX, cepbesHblX HeXemnaTemnbHbIX peakuusx, HenpeaBuAeHHbIX HexenaTernbHbIX
peakumsix npu MNpUMEHeHUM OUOMEOULMHCKUX KMNEeTOYHbIX MNPOAYyKTOB, 06 WHAOMBUAOYanbHON HenepeHoCUMOCTH,
oTCcyTCTBUM 3DPEKTUBHOCTM OUOMEAMLMHCKUX KMNETOYHbIX MNPoAyKTOB, 06 OCOBEHHOCTAX WX B3aMMOAEWNCTBUA C
NeKkapcTBEHHbIMWU npenapartamu, MeauUMHCKAMKW W3AenuaMM, NULLEeBbIMM NpoayKTaMu, APYrumMu 6GUoMeauLIMHCKUMM
KNeToYHbIMM MpoAyKTamu, a Takke 06 WMHbIX (hakTax U ob6CToATEeNnbCTBaX, MPEACTaBASIOWMUX Yrpo3y XKU3HWU WK
300pOBbI0 YeroBeka Npu NPUMEHEHUM GUOMEOULMHCKMX KIETOYHbIX MPOAYKTOB M BbISIBNEHHbIX Ha BCeX aTanax
obpalleHns GroMeanLMHCKMUX KNEeTOYHbIX NpoaykToB B Poccuiickoin ®egepaumm.
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3. OpraHunsaumu, okasblBawolUMe MeOULMHCKYI0 MOMOLWb 6epeMeHHbIM, poXeHuuam, poaunbHMLaM WU
HOBOPOXAEHHBLIM, 06A3aHbl HanpPaBnATL COOGLLEHNS 060 BCEX CryYasax poXaeHWs AeTel ¢ BPOXKOAEHHbIMU aHOManMsMm
U1 NopoKamun pasBUTUS B Criyyae, ecrnv B OTHOLLEHUM OOHOro U3 poauTenei Takux AeTel paHee npu MeauLMHCKOM
BMeLLaTeNbCTBE NPUMEHSNUCE BoMeANLIMHCKUE KNETOYHbIEe NPOAYKTHI.

4. Bnagenblbl perucTpaumMoHHbIX Y0CTOBEPEeHNUI BUOMEONLIMHCKUX KINETOYHbIX NPOOYKTOB, lopuanyeckue nuua,
Ha VMMS1 KOTOPbIX BblOaHbl paspeLleHVst Ha MpoBeAeHUe KMUHUYECKUX WCCrenoBaHuin BGUOMEOULMHCKMX KNeTOYHbIX
npoayKkToB, nMGO YMONHOMOYEHHbIE MMMW ApYyrue lopuaoudeckue nuua B pamMkax obecrnedyeHust Ge3onacHoOCTy
GUOMEAMNLIMHCKUX KNETOYHbIX NPOAYKTOB B NOpsAKe, yCTaHOBNEHHOM dbeaeparnbHbiM 0praHoM UCMOMHUTENBHON BRacTtu,
OCYLLECTBMAOLMM (DYHKLMM MO KOHTPOSO U Hafsopy B cdhepe 3[4paBooxpaHeHusl, 06s3aHbl OCYLLECTBNATL MpUeM,
yyeT, 00paboTKy, aHanM3 W XpaHeHuMe MOoCTynawwWmx B WX aapec OT CyGbekToB obpalleHusi GUOMEAMLMHCKUX
KNeTOYHbIX MPOAYKTOB M OpraHoB roCyAapCTBEHHOW BMacTU COODLIEHMI O MOBOYHBLIX AEUCTBUSIX, HexenaTerbHbIX
peaKkUuax, CepbesHblX HexenaTenbHbIX peakuuax, HenpeaBuOEHHbIX HeXenaTernbHbIX peakuusix Mpyu NpUMEHEHUN
BGUOMEAMNLMHCKUX KMNETOYHbIX MPOAYKTOB, 06 0COBEHHOCTAX WX B3aMMOAEWCTBUA C NEKapCTBEHHbIMK npenapaTamu,
MEAMLMHCKUMM M3OenNUsSMK, MULLEBLIMU NpoAyKTaMu, ApYrMMU BMOMeaMUMHCKAMM KNeTOYHbIMWM MpoAykTamu, o6
UHOMBMAYAnNbHON HEMEPEHOCHMOCTH, a Takke 06 MHbIX hakTax U 0BCTOATENbCTBAX, NPEACTaBMSAOWMNX YIPO3Y KU3HU
WUV 300POBblO YenoBeka NMO0 BRUSIIOWMX Ha W3MEHEHME OTHOLUEHMSI OXMOaemol MoSib3bl K BO3MOXHOMY PUWCKY
NpUMeHeHUs BUOMEANLMHCKUX KINETOYHbIX NPOOYKTOB.

5. Tlpu BbIAIBNEHUM UHOPMaUUKW, NPegyCMOTPEHHOMW YacTblo 4 HacTosWeWn CcTaTbW, Bragenblbl
PErMCTPaLMOHHBIX YOOCTOBEPEHUA OMOMEOULMHCKMX KINETOYHbLIX MPOAYKTOB, HOpUAMYECKME NULA, HA UMSI KOTOPbIX
BblJaHbl paspelleHnss Ha NPoBeAEHME KIMHUYECKUX WUCCNeaoBaHWiA OUOMEOMLMHCKUX KIETOYHbIX MPOAYKTOB, NnbO
YMNOSITHOMOYEHHbIE MMW OpYyrve opugudeckme nuua obsa3aHbl MPUHATD Mepbl, HanpaBfieHHble Ha YCTpaHeHue
HeraTMBHbIX MOCNEACTBUN NPUMEHEHNSA Taknx BUOMEOULNHCKUX KNETOYHbIX MPOAYKTOB, NpeaynpexaeHne NpuYnHeHus
Bpeda XM3HU WM 300POBbIK YenoBeka, 3alluTy MauWEHTOB OT MNPUMEHEHUS Takux OMOMEAMLMHCKMX KIEeTOYHbIX
NPOAYKTOB, Ha [OOMOSNHUTENbHLIN COOp AaHHbIX 00 3hdekTUBHOCTM M O Oe30MacHOCTU Takux OUOMEANLIMHCKUX
KNeTOYHbIX MPOOYKTOB.

CraTtbs 42. [lpnoctaHoBnNeHne NPUMMeHEeHUA 6MOMeaNLIMHCKOrO KIeTOYHOro npoaykKTa

1. ®epepanbHbl OpraH UCMOMHUTENBHOW BNacTU, OCYLLECTBASAOLWMA OYHKLMU MO KOHTPONIO U Haa3opy B cdepe
30paBOOXPaHEHUs, MNPUHMMAeT B MNOpsOKe, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM  dedeparnbHbIM  OpraHoMm
WCMNOMHMTENBHOW BNacTu, peLleHne 0 NPUOCTaHOBIIEHNM NPUMEHEHNS BUOMEANLIMHCKOIO KIETOYHOro NpoayKTa:

1) npu nonydeHun wuHdopmaumm O NOBOYHLIX AEWCTBUSIX, HE YKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHMIO
BMoMeaNLIMHCKOrO KNEeTOYHOro NpoAyKTa, Cepbe3HbIX HeXenaTemnbHbIX peakuusax U HenpeaBUOEHHbIX HeXenaTenbHbIX
peakumusix, 00 OCOBGEHHOCTAX B3auMOOEWNCTBUA OMOMEOULMHCKOTO KIEeTOYHOrO MNpOAyKTa C  JeKapCTBEHHbIMU
npenapatamy, MeEOUUMHCKUMW W3OENUAMW, MNULLEBBIMWA NPOAYKTamMu, ApyrMMyv OMOMEOUUMHCKUMU  KNETOYHBbIMU
NpoayKTamu, KOTopble MOTryT NPEeACTaBMAsATb YrPO3y XKU3HWN NN 300POBbI0 YESOBEKA, a Takke O HECOOTBETCTBUM AaHHbIX
06 addheKkTMBHOCTN BUOMEOULMHCKOrO KNETOYHOro npoAykta M O 6GesonacHoCcTM OMOMEAMLMHCKOrO KneTo4YHOro
npoaykTa AaHHbIM, COAEPXKaLLMMCH B UHCTPYKLUKU MO €ro NPUMEHEHNIO;

2) Npyv HEWcrnorHeHWU WNM HeHaanexallem WCMONHEHUW BnagenblamMy perucTpaLvoHHbIX YOOCTOBEpPEHUi
BGUOMEANLMHCKUX KNETOYHbIX MNPOOYKTOB, HOPUAMYECKUMU NULAMU, HA WMA KOTOPbIX BbldaHbl paspelleHus Ha
npoBedeHne KIMHUYECKUX WCCMeaoBaHUn BMOMEeOMLUMHCKMX KMEeTOYHbIX MPOAYKTOB, UMM YNOMHOMOYEHHLIMU UMK
APYTIMU I0PUANYECKUMU NULAMK 06GA3aHHOCTEN, YCTAHOBIEHHBIX YacTaMu 4 u 5 cTaTtbk 41 HacToswero ®egepansbHoro
3aKoHa;

3) B cClny4Yae BblHECEHUA 3aKnw4veHunA O HeOOoCTOBEpPHOCTU pe3ynbTaToB KIMMHUYECKOro wmccregoBaHuaA
OMOMEANLIMHCKOro KNeTo4YHOoro npoayKra, KOTopoe OCHOBaHO Ha pe3ynbTaTaX MpOBEpPKU MeONLMHCKOM opraHusauuu,
I'IpOBO,El,I/IBLLIeIZ YKa3aHHOe KIMMHU4YeCKOoe uccnenosaHme C HapylleHuem npasun Hagnexallen NPaKkTukKn no pa60Te C
OMOMEANLMHCKMMUN KINETOYHbIMU npoayKTamu, nnbo B Clny4ae HeBbINOJIHEHUA nNpeanncaHna no nToramMm ocyLwecTtBlieHNnA
Bbl60p0‘-IHOFO KOHTPOJA Ka4ecTBa OMOMeANLMHCKOro KNEeTOYHOro npoAayKTa.

2. ®epepanbHbIn OpraH UCMOMHUTENbBHOW BNACTU, OCYLLIECTBASIOLWNA OYHKUUN NO KOHTPOSO U Haa3opy B cdepe
3[paBOOXpaHeHUs], NO pe3ynbTaTam MOHUTOpMHra 6e3onacHOCTU BMOMEUUNHCKMX KNETOYHbIX NPOOYKTOB pasMeluaeT
Ha cBoeM oduumansHoM cante B cetn "VIHTepHeT" uHOopMauuio O MPUHATOM pPELUEHMUM O MNPUOCTAHOBIIEHUMU
NPYMEHEHNs OMOMEOUUMHCKOTO KIEeTOYHOro npogykta u  (MnvM) CBSA3aHHOM C  HMM  pELUEHMM O BO3MOXHOM
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"O BMOMEANLIMHCKMX KIETOUHBIX NpoAyKTax" Hara coxparetus: 30.08.2018

BO300OHOBIEHUN NPUMEHeHUA BMOMEANLIMHCKOrO KINEeTO4YHOro npoaykra.

Crtatbsa 43. MNopspok BBo3a B Poccuiickyro ®Pepepauuio u BbiBo3a u3s Poccuiickonn Pepepaumm GMOMeAULIMHCKUX KNMETOYHbIX
npoayKToB

1. Beo3 B Poccuickyito ®epepaumio GMoMeanLIMHCKUX KNETOYHbIX MPOAYKTOB OCYLLECTBNSETCH B MOPSIAKE,
ycTaHoBneHHom [lpaButensctBom Poccuiickon defepauun, B COOTBETCTBUM C MEXAYHAPOAHLIMWU [OroBopaMu U
akTamMu, COCTaBMsloWMMM NpaBo EBpasunckoro 3koHoMmMyeckoro coto3a (danee - npaBo EABC), u  (4nm)
3akoHoaartenbcTBoM Poccuiickon degepaumm o TaMOXEeHHOM aere.

2. Beoaumble B Poccuiickyto degepaumio 6MoMeauLMHCKNE KNeToYHble MPOAYKTbl AOMMKHbI ObiTb BKMOYEHbI B
rocyaapCTBEHHBI peecTp BMoMeaNLUMHCKMX KNEeTOYHbIX NPOOYKTOB.

3. B Poccuiickyto depepauunio gonyckaeTcs BBO3 OGMOMEOMUMHCKMX KMETOYHbIX MPOAYKTOB, KA4eCTBO KOTOPbIX
noaTBEPXKAEHO CcepTudUMKaToM npom3BoauTens OUOMEOMLMHCKOrO KNEeTOYHOro MNpPOAYKTa, YAOCTOBEPSHOLLUM
COOTBETCTBME BBO3MMbIX OMOMEAMLIMHCKUX KIETOYHbLIX MPOAYKTOB TpebOoBaHUSIM HOPMATMBHOW [OKYMEHTauun Ha
BMoMeaNLIMHCKUI KNETOYHBIN NPOOYKT.

4. Beo3 B Poccunckyto Pegepaumio KOHKpETHOM NapTum He3aperncTtpMpoBaHHOro 6MoMeanUUHCKOro KIeToYHOro
npoaykTa, npegHasHa4yeHHoOro Ans ero rocygapCTBEHHOM pernctpauum (B TOM  4Yucne And  npoBeaeHus
BuomMeauLMHCKON 3KCNepTM3bl, AOKIMMHUYECKUX WCCNEedOBaHWA M KIMHUYECKUX MWCCreaoBaHui) unu Ans okasaHus
MeOWLMHCKON MOMOLLN KOHKPETHOMY NauWEHTY NO XMU3HEHHbIM NOKasaHUsM, JOMycKaeTCs MpyU Hanuuum paspelueHus
YNOMHOMOYEHHOro befiepanbHOro opraHa WMCMONHUTENbHOW BNAcTU MO 3asBNEHUSAM NWL, yKasaHHbIX B cTaTbe 44
HacToswero ®egepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asiBneHus 1 NPUHATUE PeLLEHNs O Bbi4aye paspeLueHnst Ha
BBO3 OMOMEONLIMHCKMX KINETOYHbIX NPOAYKTOB NGO 06 OTKase B Bblgaye yKa3aHHOro pa3peLUeHust OCYLLECTBSTCS Ha
OCHOBaHWWN MPUMOXEHHON K 3asiBMEeHu0 cneuudukaumm Ha OUOMEOMLMHCKUN KNETOYHbIM MPOAYKT B CPOK, He
NpeBbILIAaLWMA AecAaTU paboumx AHEN CO OHS NMPUHATUS YNONHOMOYEHHbIM hefeparnbHbiM OpraHoM UCTONHUTENbHOM
BNacTu Takoro 3assrieHus. [naTta 3a Bblgayy ykasaHHOro paspeLleHus He B3umaeTcsl.

5. Mpu BBO3e B Poccunckyio Penepaunio GUOMEONLMHCKMX KNETOYHbLIX NPOAYKTOB B TaMOXEHHble OpraHbl
Poccuiickon ®egepauun Hapsgy C OOKYMeHTamu, npeacTaBreHne KoTopbiX npegycmoTtpeHo npasom EA3C un (unwu)
3akoHogaTenbcTBOM Poccuinckon egepaumm o TaMOXeHHOM Aerne, NpeacTaBnsiTcsa cneaywme JOKYMEHTb:

1) ceptudmkat npomsBoauTens OUOMEAMLIMHCKOrO KMeTOYHOro MpoaykTa, YOAOCTOBEpPSLWNUA COOTBETCTBME
BBO3MMOro GMOMEOULIMHCKOrO KNETOYHOro npoaykta TpeboBaHUsSIM HOPMAaTUBHOW OOKYMEHTauuM Ha GMoMeanLMHCKNI
KNeTOYHbIA NPOAYKT;

2) cneuundmkaums Ha OMOMEOULIMHCKUIA KIETOYHbIN NPOAYKT;

3) paspeLueHue ynonHOMOYEHHOro doeaepanbHOro opraHa UCNONHUTENBHOW BMACTU HA BBO3 KOHKPETHOW napTum
BMoOMeaNLIMHCKOrO KNETOYHOrO NpoAyKTa B Cy4vasXx, yKasaHHbIX B YacTu 4 HACTOsILLEN CTaTb.

6. BBo3z B Poccunckyto ®Pegepaumio  anbcnmUMpoBaHHbIX OUMOMEOULNHCKMX KIMETOYHbLIX MPOAYKTOB,
He,D,O6pOKa'~IeCTBeHHbIX 6I/IOMe.EI.I/ILI.I/IHCKI/IX KNEeTO4YHbIX MNPOAYKTOB, KOHTpaCbaKTHbIX 6I/IOMe.EI.I/ILI.I/IHCKI/IX KNeTOYHbIX
NpoAyKTOB 3anpeLLaeTcs.

7. BbiBO3 BMOMeauUMHCKUX KNeToYHbIX NPOAYyKTOB 13 Poccuickon ®enepauun ocyulectBnaeTca 6e3 npumMmeHeHns
OrPaHWYEHUN, YyCTaHOBMEHHbIX npaBom EA3C wu (unu) 3akoHogatenbcTBoM Poccunickon degepaumm o
BHELLHETOProBOWN AeATENbHOCTU, ECIIM MHOE HE YCTAHOBMEHO MeXAyHapoaHbIMU gorosopamu Poccuiickon degepaumm.

8. BblIBO3 GUOMEONLIMHCKUX KNETOYHBLIX MPOAYKTOB, NPeAHa3HauYeHHbIX 411 'YMaHUTapHOW NOMOLLM (COOENCTBUS)
U NOMOLLM MPUM Ype3BblYalHbIX cuTyaumsx, u3 Poccuinckon degepaumm ocyLecTBnseTca B NOpsSaKe, YCTaHOBIEHHOM
MpaButenbcTBoM Poccuickon Gegepaumn.

CTtaTbs 44. IOpuquecme nuua, KOTopbiM pa3pellueH BBO3 6UoMeaULMHCKMX KNeTOYHbIX npoAayKToB

BrvomenuuuHckue KneToyHble NMpoayKTbl MOTyT BBO3UTb B Poccuiickyio ®degepauuio crieqyoline opuanyeckue
nvua:
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1) npousBoauTenb OVOMEAMUMHCKOrO KreTo4YHOro MnpoAykTa [ans  ueneri cobCTBEHHOro Mpou3BOACTBa
GUOMEeaULIMHCKOrO KNETOYHOro NpoaykTa;

2) opraHusauusi, obnagarwllas npasamMuM Ha pesynbTaTbl OOKMMHWUYECKUX WCCnegoBaHuii G1oMeauLIMHCKOro
KMEeTOYHOro MPOAYKTa, KIMMHUYECKUX MUCCRedoBaHMii BMOMeaULMHCKOTO KNeTOYHOro npodykTa v (Unm) Ha TeXHOMOruo
NpousBoACTBa OUOMEOMULMHCKOrO KMeTOYHOro MPOAYKTa, WIKU  YrONMHOMOYEHHOEe €elo  lopuauMdeckoe nuuo  ans
OCYLLECTBMNEHMUS rOCYAapCTBEHHON perncTpaumm GUOMEaNLIMHCKOrO KNETOYHOMo NPOAYKTa;

3) obpasoBaTenbHble oOpraHu3auuMu BbICLIErO O0Opa3oBaHWs W (MNWM) oOpraHu3auuMu  OOMNOSNHUTENbHOro
npodgeccrmoHanbHoro obpasoBaHusi, y4acTBytoLLME B OpraHM3auumM NpoBedeHNs JOKIMHUYECKMX UCCNEeAoBaHUA 1 (Unu)
KIMUHUYECKUX UCCneaoBaHUn BUOMEANLIMHCKUX KNETOYHbIX NPOAYKTOB UMW NPOBOASLLME TakKUe UCCreaoBaHus, a Takke
WHble OpraHM3auMu, KOTOpble Y4acTBYHT B OpraHu3auuM nNpoOBEeAEHMSsT OOKIMHUYECKUX WCCNEedoBaHWA W (Mnn)
KMUHWYECKUX WCCNefoBaHWN  OGMOMEOMLMHCKUX  KMeTOYHbIX MNPOAYKTOB MMM B KOTOPbIX MNPOBOAATCS  Takue
nccneaoBaHus;

4) MeanUMHCKME OpraHu3auum n ykasaHHble B MyHKTax 1 - 3 HacTosiwen cTaTbM OpraHu3auumn Onsi oKasaHus
Me,EI.I/ILI.I/IHCKOVI nomMmoLumn KOHKpETHOMY nauyneHTty no XU3HEHHbIM NMOKa3aHNAM npu Hannymnmn paspelieHuns
YNONTHOMOYEeHHOro (be,qepaanoro OopraHa UCMNONHUTENBbHOMN Bnactn, BblAaHHOIoO B nNopdaKke, YCTaHOBJIEHHOM
YNOMHOMOYEHHbIM  dpeepanbHbiM — OpraHoOM  MUCMOMHUTENBHOW BRactn, B OpMe 3NEKTPOHHOro [OKyMEHTa,
NOAMUCAHHOIO YCUIEHHON KBanNnMUUUPOBaHHON 31IEKTPOHHON NOAMUCHIO.

Cratbs 45. BzaumopgencTBue chegepanbHOro opraHa UCMoOSIHUTENLHON BNacTU, YNOMTHOMOYEHHOro B o6nacTyM TaMmoOXeHHOro gena, v
ynonHoMo4eHHoro ceaepanbHOro opraHa UCMONHUTENLHOW BNacTu

1. YNonHoMmoYeHHbI edepanbHbIi OpraH  WCMOMHUTENbHOW BMAacTM MpefocTaBnseT B pacrnopsikeHue
denepanbHOro opraHa UCNOMIHUTENBHON BNACTU, YNOTHOMOYEHHOro B 0611acTM TaMOXEHHOro Aena, rocyaapCTBEHHbIN
peecTp OMOMEOMUMHCKMX KNEeTOYHbIX MPOAYKTOB, a Takke WHAOPMauUMi0 O BbiaHHbIX paspelleHusXx Ha BBO3
KOHKPETHOW NapTun BUOMeLMLNHCKMX KNETOYHbLIX NMPOAYKTOB B Cry4asix, yKasaHHbIX B 4acTu 4 ctatbu 43 HacTosLwero
depnepanbHOro 3akoHa.

2. ®epeparnbHbll  opraH WCMOMHUTENbLHON BMAcTW, YNOMHOMOYEHHbIM B 006MacTM TaMOXEeHHOro fena,
MHOPMUPYET YNONHOMOYEHHBIN beaeparnbHbli OpraH UCMOSMHUTENBHOWM BNacTh 0 BBO3e OMOMEOULMHCKUX KNETOYHbIX
npogykToB B Poccuiickyto ®egepaunto 1 BbiBO3e BUOMEANLIMHCKMX KIETOYHbIX NPOoAyKToB M3 Poccuiickon ®eagepaunm
no cpopme 1 B nopsiike, KoTopble ycTaHoBneHb! MNpasuTtenscteom Poccuiickon ®epepauuu.

CTtaTbs 46. locyaapcTBeHHbIM KOHTPONb B cdepe o6palieHuss 6uoMeaMLIMHCKUX KIIeTOUHbIX NPOAYKTOB

1. F'ocygapCcTBEHHBIN KOHTPOSb B chepe obpalleHns GUOMEeANLIMHCKNX KNETOYHbIX MPOOYKTOB OCYLLECTBISETCS
deaepansbHbIM OpraHoM MCMOMHUTENbHOW BNACTW, OCYLLECTBASAOWMM (OYHKUMM MO KOHTPOSO M HaA3opy B cdepe
3[paBOOXpPaHEHNs], N BKMOYaeT B cebs NULEH3NOHHBIN KOHTPONb B cdepe Npon3BOACTBa BUOMEOUNLIMHCKUX KNETOYHbIX
NPOAYKTOB, FOCYOApCTBEHHbIA KOHTPOSb 3a [AedATenbHOCTbi0 B cdhepe obpalieHns OMOMEAMLMHCKUX KIEeTOYHbIX
NPOAYKTOB, BbIDOPOYHbLIN KOHTPOSb KavyecTBa GUOMEONLMHCKUX KNETOYHbIX NPOOYKTOB.

2. JINLUEH3MOHHBIN KOHTPOIb B cchepe npom3BoacTBa GMOMEANLMHCKMX KNETOYHbIX NPOAYKTOB OCYLLECTBIISIETCS B
cootBeTcTBUM C DepepanbHbiM 3akoHOM oT 4 Mast 2011 roga N 99-®3 "O nuueH3nMpoBaHMM OTAEMbHbIX BUOOB
pesTenbHocTn".

3. l'ocynoapCTBEHHbIV KOHTPOSb 32 AeATENbHOCTLIO B cdhepe obpalleHns GMoMeaMLNHCKMX KITETOYHbBIX MPOAYKTOB
OCYLLeCTBsIETCS B COOTBETCTBUM ¢ PepnepanbHbiM 3akoHOM OT 26 gekabpsa 2008 roga N 294-03 "O sawmte npas
OPUONYECKUX NUL, U MHAMBUAYAlNbHbLIX NpeanpuHMMartenen npu  OCYLLEeCTBNEHUN TOCYSAapPCTBEHHONO KOHTPOIS
(Hag3opa) M MyHMUMNAnNbHOTO KOHTPOMs" C y4eToM OCOBEeHHOCTEW, NMPedyCMOTPEHHbIX HacTosILen cTaTber, U B
nopsiake, ycraHosneHHom lNMpasutenscteoM Poccunckon ®enepaumn.

4. l'ocynapCTBEHHbBINA KOHTPOSIb 3a AeATENbHOCThIO B cdhepe obpalleHns OMOMeaNLMHCKNX KNETOYHbIX NPOAYKTOB
BKMOYaeT B cebsi:

1) opraHusauuo M NpoBeAeHUE NPOBEPOK cobntogeHus cybbekTamu obpalleHus GoMegUUUHCKMX KNEeTOYHbIX
NMPOAYKTOB YCTaHOBMNEHHbIX HacToswmMm PenepanbHblM 3aKOHOM W MPUHATBIMU B COOTBETCTBMM C HUM MHBIMU
HOpMaTUBHLIMM MNpaBoBbIMU akTamu Poccuiickon ®Pepepauumn TpebOOBaHWA K OOKIMHUYECKUMM UCCeOoBaHMAM,
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KMUHUYECKUM WCCNEedoBaHUSIM, MPOM3BOACTBY, peanusauuM, XpaHeHWto, TPaHCMopTUPOBKe, BBO3Yy B Poccuiickyto
denepaunto, BbIBO3y u3 Poccuiickoin depepauun, NPUMEHEHUIO, YHUYTOXEHUIO OGUOMEOULMHCKMX KNETOYHbIX
NpoaOyKTOB;

2) opraH/3aumio 1 NpoBeaeHNE NPOBEPOK COOTBETCTBUS BMOMEONLMHCKMX KNETOYHbIX NMPOAYKTOB, HAX0OSLLMXCS
B obpalleHun, nokasaTensM KayecTBa, YCTAHOBMEHHbIM HOPMAaTMBHOW [OOKyMeHTauuein Ha OGuMoMeanLUHCKUI
KMETOYHbIV NPOaYKT;

3) npumeHeHWe B nopsiake, YCTaHOBINEHHOM 3akoHofaTenscTBoM Poccuiickon denepaunm, mep no npeceveHuto
BbISIBIEHHbIX HapyLleHnin TpeboBaHWi HacTosiwero ®efepanbHOro 3akoHa 1 (Mnu) No YCTpaHeHWIo NOCNeaCTBUA Taknx
HapylweHW, B TOM YuCrNe MPUHATME pPELUEHUS O MNPUOCTAHOBIEHUM OOpalleHVst BGUOMEAMLMHCKUX KIETOYHbIX
MPOAYKTOB W Bblgayy npeanucaHuin o6 yCTpaHEeHUWM BbISIBMIEHHbIX HapyleHWid, a Takke MpuBreYeHne K
OTBETCTBEHHOCTM WL, COBEPLLUMBLLMX TaKUe HapyLUEHWs!.

5. lNpenBapuTenbHoe cornacoBaHWe C OpraHamMu MpOoKypaTypbl CPOKOB MpPOBeAEHMS BHEMNnaHOBOW MPOBEpPKU
cybbektoB obpalweHns OMOMeAMUMHCKMX KMeTOYHbIX MPOAYKTOB, a Tawkke npedBapuTenbHoe yBeOoMIeHune
IOpUAMYECKMX MWL, WHAOMBUMAYamNbHbIX MpearnpuHUMaTtenen O Hadvane npoBedeHUs Takow MpoBepkn He TpebyeTtcs.
OpraHbl  MpoKypaTypbl  UHMOPMUPYIOTCS O NPOBEdEHWM BHENMaHOBOW MpoBepkM cybbekTtoB obpalleHus
BUOMeaULIMHCKMX KIETOYHbIX MPOAYKTOB NyTeM HanpaBfieHUs COOTBETCTBYIOLLMX JOKYMEHTOB B TeYeHue Tpex paboumx
OHEeN COo OHS1 OKOHYaHWUS TakoW NPOBEPKU.

6. BbIOOPOYHBIA KOHTPOSb KavecTBa OUMOMELMULMHCKMX KMETOYHbIX MPOAYKTOB OCYLUECTBMSIETCS B Mopsiake,
YCTaHOBJIEHHOM YNOMHOMOY€EHHbIM bejepanbHbIM OpraHoM UCMONHUTENBHOWM BNacTu, 1 BKIoYaeT B cebs:

1) o06paboTky cBegeHun, B o0Os3aTenbHOM MOpsSAKe MNpPeAocTaBnseMblx cybbekTamu  obpalleHus
BMOMEONLMHCKNX KIETOYHbIX NMPOAYKTOB, O CepusiX, NapTUsX BUOMEANLIMHCKMX KNETOYHbIX NPOAYKTOB, NMOCTYNaloLWMX B
obpauleHne B Poccuiickon depgepaumu;

2) otbop o06pa3uoB OMOMEOUUMHCKUX KINETOYHbLIX MNPOAYKTOB Yy CyObekToB obpaleHus OuoMeamLMHCKMX
KNeTOYHbIX MNPOAYKTOB B LENsX MPOBEAEHUS WCMbITAHWA Ha WX COOTBETCTBME TpebOoBaHUSIM HOPMAaTUBHOM
[JOKyYMeHTauunmM Ha GoMeanNUNHCKIIA KNEeTOYHbIN NPOAYKT;

3) npuHATMEe NO  pe3dynbTataM nNpoBeAeHHbIX ncnbiTaHWn peweHna o JanbHenwem o6pau.|,eH|/||/|
COOTBETCTBYHOLLEro OMOMEANLMHCKOro KNeTo4YHOro npoaykKra;

4) npuHaTWe depepanbHbIM OPraHOM MCMOMHUTENbHOW BNAcTW, OCYLUECTBASAWUM (YHKUMM MO KOHTPOM M
Haa3opy B chepe 34paBoOOXpPaHEHUs], peLleHns O nepeBofe BMOMeaNLIMHCKOro KNeTOYHOro NPOAYKTa Ha NOCEePUNHBIN
BbIGOPOYHBIA KOHTPOMb KayecTBa B Cry4Yae MOBTOPHOrO BbISIBNEHWS HECOOTBETCTBMSA KayecTBa OMOMeAMLMHCKOro
KNeTOYHOro npoaykta TpeboBaHWAM HOPMAaTMBHOW AOKyMEHTauuMu Ha OMOMELMUMHCKMIA KNEeTOYHbIN MpOoAyKT U (npw
HeobXoaMMOCTW) O NpOoBeAEeHUN NPOBepPKM cybbekTa obpalleHns BMoMeanUMHCKUX KNEeTOYHbIX NPoAyKToB. Pacxoapl,
CBSi3aHHbIE C NPOBEeAEHMEM MOCEPUNHOIO BbIGOPOYHOro KOHTPOMS KayecTBa GMOMEOULMHCKOrO KNeTovYHOro npoaykra,
onnaynBaloTca npoussoguTeneM OUOMEAMLMHCKOro KNeToyHOro npogykrta nvbo Bnagenbuem perncrpaloHHOro
yOocToBepeHUs BMomMeauLMHCKOrO KNeTOYHOro NpoaykTa.

7. JomkHOCTHble nuua dedepanbHOro opraHa WCMNOMHUTENBbHOW BRAacTW, OCYLLECTBAAOLWEro QyHKUMU MO
KOHTPOSIIO M HaA30py B cdpepe 3OpaBOOXpaHEHUS, B Mnopsgke, YCTaHOBfIEHHOM 3akoHogaTenbCTBOM Poccumnckon
depepauymu:

1) Ha OCHOBaHWM MOTMBMPOBAHHBLIX MWCbMEHHLIX 3anMpoCoB MOMy4yalT OT CyGbekToB obpalleHus
GUOMEAMNLMHCKUX KIETOYHBIX MPOAYKTOB CBeAEHUS, HeobXoamMMble ANs NPUHSATUS PELLIEHMI Mo BONpOcaM, OTHECEHHbLIM
K KOMMNETEeHLMN opraHa rocyapCTBEHHOrO KOHTPOJS;

2) GGCI'IpeI'IHTCTBeHHO no npeabAaBneHnn cny>|<e6Horo yOOCTOBEPEHNA N KONMUM NpuKasa (pacnomeeHMﬂ) o
Ha3Ha4YeHNN NpPoOBEPKN NOocCeLwarT UCNosib3yeMble Cy6'beKTaMI/I 06paLLl,eHl/Iﬂ OMOMEANLMHCKUX KNETOYHbIX npoayKTOB
Tepputopun, 3gaHud, noMeLeHna n CoOopyxXeHnd B Lendax nposeaeHuns MepOI'IpVIFITVIIZ MO KOHTPOIJO;

3) npoBoasaT otbop obpasuos BUOMEAMLIMHCKMUX KNETOYHbIX MPOAYKTOB, MpedHasHavyeHHbIX Ans peanusaumun u
peanusyembix cybbektamy o00palleHuss OMOMELMUMHCKUX KIeTOYHbIX MPOAYKTOB, ANs MPOBEPKM MX KayecTsa,
NpoBeLEeHUs WCCMeAOBaHWN, WCMbITAHUA B COOTBETCTBMM C MpaBunamum oTbopa o06pasuoB, YCTaHOBIMEHHbLIMU
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®epnepanbHbIf 3akoH OT 23.06.2016 N 180-3
(pea. ot 03.08.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O 6MoOMeaNUMHCKUX KIETOUHbIX NpoaykTax” fata coxpaHerus: 30.08.2018

YMOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOSTHUTENBbHOW BMACTK;

4) BblgalT cybbekTam obpalieHuss BMOMeOMUMHCKMX KNEeTOYHbIX NPOAYKTOB MPEeAnucaHns O npekpalieHum
HapyweHuin TpeboBaHui HacToswero ®egepanbHOro 3akoHa U 06 YCTpaHEHUM BbISIBEHHbIX HapYLUEHWIA YKa3aHHbIX
TpeboBaHWN.

Ctatba 47. OTBeTCTBEHHOCTb 3a HapyllueHue 3akoHopatenbcTBa Poccuiickon ®degepauum o6 obpalleHMM OGuomMeaULIMHCKUX
KITETOYHbIX NPOAYKTOB

HapyweHnue 3akoHogaTensctsa Poccuiickon ®egepaunn 06 obpalleHnn buoMeauUmMHCKUX KNETOYHbIX NPOAYKTOB
BrneyeT 3a cobon HacTynneHve OTBETCTBEHHOCTM B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuiickon ®epepauun.

Cratba 48. Bo3melweHue Bpeaa, NMPUYMHEHHOrO XW3HM W 300POBLIO TFpaxaaH BcreacTBUE MPUMEHEHUA OGuoMeaULMHCKUX
KIeTOYHbIX NPOAYKTOB

1. MNpoussoanTens GUOMEOULIMHCKOTO KMEeTOYHOro MpPOoAyKTa o6s3aH BO3MECTUTb Bpen, MPUYUMHEHHBIA XKU3HW,
300POBbLI0 rpaxkgaH BCMeacTBue npUMEHeHUss BGUOMEOMLMHCKOrO KMNeToYHOro NpoAdyKTa, €Cnv [0KasaHo Hanuuve
OZHOro 13 creayoLMX 06CTOATENbCTE:

1) ©GMOMeOMUMHCKAN KNeTOYHbIA NPoOyKT MPUMEHSSICS MO HasHaYeHWio B COOTBETCTBUU C WMHCTPYKUMEN MO
NpUMEHeHNIo BMOMEeaMLMHCKOTO KIeTOYHOro npoaykTa M MpWYMHON Bpeda KU3HW, 340POBbI0 rpaxdaH SBUIIOCh
npumeHeHe HegobpokayecTBEHHOro B1OMEeaNLIMHCKOrO KNeTOYHOro NPoAYKTa;

2) NMpWYMHON Bpeda XM3HW, 3[00POBbI0 IpaXdaH sBUNach HedocToBepHasi MHdopMmauusl, cogepkallasica B
WHCTPYKLMW MO NpUMEHeHMI0 GUOMEANLMHCKOrO KIETOYHOMo NPoAyKTa.

2. OpraHusauusi, B KOTOPON NPUMEHSIeTC BMOMEOMUMHCKUIA KNEeTOYHbIM NPOAYKT, obs3aHa BO3MECTUTL Bpe[,
MPUYUHEHHBIA XXM3HW, 300POBbLI0 rpaXkdaH BCrneacTBUE MpUMeEHeHUS OGMOMEAMLMHCKOrO KNeTOYHOro npoAyKTa, ecnu
[0OKasaHo, YTO MPUYMHOW Bpeda XW3HW, 340POBbI0 rpaxaaH SABWMOCb NpYMeHeHne OGUOMEeAULMHCKOro KNeTo4HOro
npoAdyKTa C HapyLleHNneM MHCTPYKLUMU MO ero NpYMeHeHUto.

3. Bo3melleHne Bpeaa, NPUYMHEHHOTO XU3HW, 300POBLIO rpaxaaH BcrieacteMe NpUMeHeHuss GruomeguumnHCKoro
KNeTo4YHOro NpoAyKTa, OCYLLECTBISETCA B COOTBETCTBMM C 3akoHoAaTeNbCTBOM Poccuiickon ®eaepaunn.

CraTtbs 49. Nopsanok BCTynneHus B cuny Hactosiwero ®egepanbHOro 3akoHa

1. Hactosawwmin ®epepanbHbiii 3akoH BCTynaet B cuny ¢ 1 sHBapsa 2017 roga, 3a UCKMOYEeHWEM NOMOXeHWH, Ans
KOTOPbIX HACTOsILLEN CTaTbeN YCTAHOBIIEH MHOW CPOK BCTYMJIEHUS UX B CUITY.

2. YacTtb 2 1 nyHKT 2 yactn 5 ctaTtbm 35 HacTosiwero degepanbHOro 3akoHa BCTynakT B cuny ¢ 1 sHeaps 2018

roga.
MpeangeHT
Poccuiickon denepaunmn
B.MNYTNH
Mocksa, Kpemnb
23 noHsa 2016 roga
N 180-93
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