06 yTBepxaeHuu Mopsapka KOHCY/IbTUPOBAHUSA NO BONMpPOCaM,
CBAI3aHHbLIM C NPOBeAEeHUEM OOKJIMHUYECKUX UCCIIef0BaHUMN
OMOMeaMUMHCKUX KJIeTOUYHbIX NMPOAYKTOB, KJIMHUYECKUX
MccnenoBaHUM GMOMeAULMHCKUX KNIeTOYHbIX NPOAYKTOB,
OMOMeaMUMHCKON 3KCNepTU3bl OMOMe AULMHCKUX KNIeTOYHbIX
NPOAYKTOB, rOCYy4apCTBEHHON perucrpauum 6MomMe oULMHCKUX
KJIETO4YHbIX NPOAYKTOB

Mpuka3 MnHUCTEpPCTBa 3apaBooxpaHeHuns Poccuinckon ®enepauun - Ne 542H - o1 23.08.2017 - [encTByeT C
N3MEHEHNAMM

MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPUKA3
MOCKBA

23 aerycta 2017 r. Ne 542H

06 yTBepxaeHun Mopsifika KOHCYIbTUPOBAHWS MO BONPOCaM, CBS3aHHbIM C NPOBEAEHNEM [OKINHNYECKUX
nccnenoBaHuii BUOMEeAULIMHCKUX KNETOYHBIX NMPOAYKTOB, KJAVHUYECKUX NCCNEN0BaHN 61oOMeANLIMHCKIX
KNETOYHbIX NPOYKTOB, OUOMEANLMHCKON SKCMepTh3bl BUOMEANLIMHCKUX KINETOYHbIX MPOAYKTOB,
rocyaapCTBEHHOW PerncTpaumm 6MoMeanLMHCKUX KAETOYHbIX MPOAYKTOB

3apeructpupoBaH MuHtioctom Poccum 15 Hosbpsa 2017 r.

PerncTpauunoHHbi Ne 48902

B cooTBeTCTBMM C HacTbio 2 cTaTbu 11 ®defepancHOro 3akoHa ot 23 nioHA 2016 r. Ne 180-@3 "O
BroMeanUMHCKUX KNeTouHbIX npoaykTax" (CobpaHue 3akoHodaTenbCcTBa Poccuinckon ®epepaumm, 2016, Ne
26, CT. 3849) 1 noanyHKTOM 5.2.207*! MonoxxeHus o MMHUCTEPCTBE 34paBOOXpPaHeHs POCCMNCKON
depnepaumnm, yTBEPXXAEHHOr0 NoCTaHoBNeHMEM [MpaBuTensCcTBa Poccunckon ®epepauum oT 19 mioHa 2012
r. Ne 608 (CobpaHue 3akoHofaTenscTBa Poccuinckon ®epepaumm, 2012, Ne 26, 1. 3526; 2013, Ne 16, CT.
1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296; Ne 26, CT.
3577; Ne 30, cT. 4307; Ne 37, €T. 4969; 2015, Ne 2, ¢T. 491; Ne 12, cT. 1763; Ne 23, cT. 3333; 2016, Ne 2, CT.
325; Ne 9, cT. 1268; Ne 27, cT. 4497; No 28, cT. 4741; Ne 34, cT. 5255; 2016, Ne 49, cT. 6922; 2017, Ne 7, CT.
1066, Ne 33, cT. 5202), nprKasbliBalo:

YTBEpAUTL Npunaraembii Mopsaaok KOHCYIbTUPOBAHUS NO BONPOCaM, CBSA3aHHbLIM C MPOBeLEHUEM
LOKIMHNYECKUX NCCIef0BaHUN BoMeanLMHCKNX KNETOYHbIX MPOAYKTOB, KIMHUYECKUX NCCIeA0BaHUN
BroMeANLIMHCKNX KNeTOYHbIX MPOAYKTOB, 6BUOMEANLNHCKON 3KCNepTU3bl BUOMEeANLNHCKUX KNETOYHbIX
NPOAYKTOB, FOCYAapCTBEHHON pernctpauumn 6uoMeaULNHCKUX KeTOYHbIX NPOAYKTOB.

Bpno Munuctpa WN.H.KarpamaHsH

MpunoxeHune

K Npvka3y MMHUCTepCTBa 34paBOOXPaHEHNS
Poccuinckon degepaunmn

oT 23 aBrycta 2017 r. Ne 542H

MopsAOK KOHCYIbTUPOBaHWS MO BONPOCaM, CBSI3aHHbIM C MPOBELEHNEM AOKIMHUYECKUX NCCNeLoBaHNNA
BMOMELNUMHCKNX KNETOYHbIX MPOAYKTOB, KIMHUYECKNX UCCE[0BAHUIA BUOMELNLINHCKINX KIETOYHbIX
NPOAYKTOB, 6IOMEANLNHCKON KCNEePTU3bl BMOMEAULIMHCKNX KNETOYHbIX NPOAYKTOB, FOCYLapCTBEHHOM
perncTpaumny buomMeanUNHCKNX KIAETOYHbIX MPOAYKTOB

1. HacToswwi Mopsaok onpenenseT npasusia oCyLLeCTBEeHUS helepalibHbIM rocyAapCTBEHHbIM
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610 0KETHBIM yYpeXXeHNeM, Haxo4ALLMMCA B BeeHnn MrHucTepcTBa 34paBooxpaHeHuns Poccminckon
depepaumm n obecnevnBaoLLM NCNOAHEHWE NOAHOMOYNA MUHNCTEPCTBA 34PaBOOXPaHEHNS POCCMICKOM
®efepaLunm No Bbi4avye paspeLleHnin Ha NnpoBedeHne KINHUYECKUX NccnefoBaHnin 6uoMe aNLNHCKUX
KNETOYHbIX MPOAYKTOB U (UNK) roCyfapCTBEHHON perncTpauun 6uoMeanLNHCKUX KNEeTOYHbLIX MPOAYKTOB
(manee - 3KCNEpPTHOE y4YpeXKeHne), KOHCYIbTUPOBaHMA MO BONPOCaM, CBA3aHHbLIM C NPOBEAEHNEM
LOKJIMHUYECKMX NCCeA0BaHnN BMoMeanLMHCKUX KNETOYHbIX MPOAYKTOB, KIIMHNYECKNX UCCIef0BaHNM
BroMeANLIMHCKNX KNeTOYHbIX MPOAYKTOB, BUOMEANLNHCKON 3KCNepTU3bl BUOMEeANLNHCKUX KNEeTOYHbIX
NPOAYKTOB, FrOCYAapCTBEHHON perncTpaumumn 6MoMegMLNHCKIX KIETOYHbIX NMPOAYKTOB (fanee -
KOHCYJIbTUPOBaHUeE).

2. B coOOTBETCTBMM C HAaCTOALLMM MOpSAAKOM 3KCMEPTHOE yYpexxAeHne 0CyLLeCTBASET KOHCYIbTUPOBaHNe
cnepytowmx cybbekTos obpalleHuns buoMeaNLMHCKUX KNeTO4YHbIX MPOLYKTOB:

1) opraHusaLmm, oCcyLLeCcTBASIOWEN NpoBeeHNne JOKINHNYECKOro nccnefoBaHns GrnomMenLmHCKoOro
KNeTO4YHOro NpoAyKTa, Mo BONpoCcaM npoBeAeHns AOKIMHUYECKOro ncciefosaHmns buomeanumnHCKoro
KNeTOYHOro NPoayKTa (bronormyeckoro, MMKpobronornieckoro, MMMyHOIOrMYECKOro,
TOKCMKONOrM4eckKoro, hapMakoornieckoro, Pu3nyeckoro, XMmM4eckoro u Apyrux nccnefoBaHunn) Ha
MOLENNPYEMBIX B OPraHn3Me XXMBOTHbIX MO0 BHE XXMBOr0 OpPraHnU3Ma naTo0rn4eckux npoueccax,
NPOTEKAOLLMX B OpraHM3Me 4yenoBeka, v (Uim) NaTonorn4eCKnux COCTOSHMAX YeN0BEKa, Mpu KOTOpbIX
npegnosiaraeTca NpuMeHaTb pa3pabaTbiBaeMbll BUOMELNLMHCKUIA KIETOYHbIN MPOAYKT, @ TakXe Ha
MOLEeNsX, NO3BONSIOLLMX BbISBUTb CReLMpnYecKnii MexaHm3mM AEeNCTBUA TaKoro NpoayKTa, ero
3(pHEKTNBHOCTb M 6E30MacHOCTh;

2) opraHu3auny, OCyLLEeCTBAAOLLEN OpraHM3aLnio NPOBEeAEHNS KINHNYECKOr0 NCCef0BaHNA
BroMeANLIMHCKOr0 KIEeTOYHOro NPoAyKTa, No BONPOCaM NPOBEeAEHNS KIMHNYECKOro NCCNe0BaHuUs
BrOMeANLIMHCKOr0 KNeTOYHOM0 MPOAYKTa, B TOM YMC/E N3YHeHNs NPoPUIaKTUYeCKnNX, LNarHOCTUYECKUX,
neyebHblx, peabnnnTaLMoHHbLIX CBONCTB BMOMEANLIMHCKOrO KIETOYHOro NPOoAyKTa B NpoLecce ero
MPUMEHEHUS YesI0BEKY B LIeIAX MOJyYeHUs f0Ka3aTebCTB ero 6e3onacHoCTU 1 3PEKTUBHOCTU, JaHHbIX
0 No60YHbIX AENCTBMAX TAaKOr0 NPOAYKTa N HEXeNaTesbHbIX peakLnax, CBA3aHHbLIX C ero MpUMeHEHNEM, a
Takxe 06 ahhekTe B3aMMOLEeNCTBNA NcceayemMoro broMeanLnHCKOro KNeTo4Horo NpoayKTa ¢ Apyrumu
BroOMeANLIMHCKMMN KNETOYHBIMU NPOAYKTaMW, NEKAPCTBEHHbLIMU NpenapaTaMn 1 (Uam) MeguuLUHCKUMN
n3penusaMu, NULEeBLIMU NPoAyKTaMu;

3) opraHunsauum, obnagaioLien npaBamMu Ha pe3ynbTaThl LOKANHUYECKUX NCCNef0BaHUA BrioMeauLNHCKOrOo
KNETOYHOr0 NPOAYKTA, KINMHUYECKUX NCCNe0BaHNA BMOMEeAULMHCKOrO KNeTOYHOr0 NPOAYKTa 1 (1amn) Ha
TEXHONOrnto NPoM3BOACTBa BUOMEANLIMHCKOrO KIETOYHOM0 MPOYyKTa, N0 BOMPOCaM NpoBeaeHNs
BroMeANLIMHCKON 3KCNePTN3bl BUOMEANLIMHCKOr0 KIETOYHOr0 NPOAYKTa B YacTu:

a) aKCnepTu3bl KayecTsa BMOMENLIMHCKOrO KJIETOYHOr0 NPOAYKTa, B TOM YWUC/ie 3KCNepTuM3bl COCTaBa
o6pa3uoB BMoMeaNLIMHCKOro KNeTOYHOr0 MPOAYKTa U METOLOB KOHTPOJIA €r0 Ka4yecTBa;

6) aKCnepTN3bl LOKYMEHTOB A5 NOJIYYEHWA paspeLleHns Ha NpoBeLeHNe KINHNYECKOro cciefoBaHms
BrMOMeaNLIMHCKOrO KNeTOYHOM0 MPOAYKTa;

B) 3KCMepTM3bl 3QPEKTUBHOCTN BMOMEANLNHCKOrO KNETOYHOIO NPOAYKTa;

) 3KCNepTU3bl OTHOLLEHUS 0XXUAAEMON NOMb3bl K BO3MOXHOMY PUCKY NpUMeHeHNs BromMegnLMHCKOro
KNETOYHOr 0 NPOAYKTa;

4) BnagenbLa perucTpalnoHHOro yooCcToBepeHus GuomMenLMHCKOro KNeTOYHOro NpoAyKTa no Bonpocam
nposefeHns BrIoMeULNHCKOWN 3KCNepTn3bl 6BUOMEeAMLNHCKOr0 KNeTOYHOro NpoAyKTa npu NOATBEPKAEHNM
rocyZLapCTBEHHON perncrpauum bMoMeanLMHCKOr0 KNeTOYHOr0 NPOAYKTa, BHECEHNS N3MEHEHWI B
LOKYMEHTbI, CoflepxKallinecs B perucTpaumoHHOM LOCbe Ha 3aperucTpupoBaHHbIi BruoMeanUnHCKNA
KJIETOYHbIV MPOAYKT.

3. KoHCybTUpoBaHMe OCyLLeCTBASETCA IKCMEPTHLIM y4pexxAeHneM no 3anpocy cybbekTa obpalleHus
BroMeANLMHCKNX KNeTOYHbIX MPOAYKTOB (fafiee - 3anpoc), KOTOPbIA MOXeT 6blTb HanpaseH
(NpencTaBfeH) B 3KCMEPTHOE yYpexXAeHne B MMCbMEHHOW (opMe MK B IN1EKTPOHHON hopMe NocpencTBOM
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obpalleHmns Yepe3 orLManbHbIA CanT 3KCMEPTHOMO YYPEXAEHNA B UHGOPMALIMOHHO-
TesleKOMMYHUWKaLMOHHON ceTn "UIHTepHeT".

4. MoAroToBKa OTBETa Ha 3anpocC 1 HanpasfieHne ero Ha ByMa)xHOM HOCMTEeNe WK B 31EKTPOHHON hopme
cybbekTy 0bpalleHns BruoMeanUMHCKUX KNETOYHbIX MPOAYKTOB OCYLLECTBAAIOTCS C cobnoaeHnem
OrpaHWYeHUn, yCTaHOBNEHHbIX 3aKOHOA4ATENLCTBOM Poccuickon ®efepauv 0 NePCOHasbHbIX AaHHbIX,
KOMMEpPYECKOWN, rocyAapCTBEHHOW N MHOW OXPaHSEMON 3aKOHOM TallHE, B CPOK, HE MPEBbILLAIOLINA AECATH
paboynx OHEN Co AHA NOCTYNAEHWS 3anpoca B IKCMEPTHOE yYpexaeHue.

5. PykoBoamMTeNb 3KCNEPTHOrO y4YpexaeHna (IML0, ero 3aMellatollee) onpegenseT UCNONHUTENS,
OTBETCTBEHHOI0 3a MOArOTOBKY U HanpaBfeHne (NpeacTaBneHns) oTBeTa CybbekTy obpalleHmns
BroMeANLIMHCKOr0 KIETOYHOr0 MPOAYKTa, U3 YMC/1a SKCNEPTOB HE BK/IIOYEHHbIX B COCTaB KOMUCCUU
3KCMEepTOB, OCYLLECTBAALLEN BUOMELNLMHCKYIO 3KCNepTU3y BMoMeanLMHCKOro KeTOYHOIr0 NPOAYKTa, B
OTHOLLEHUW KOTOPOro HanpasneH (MpeacTaBeH) 3anpoc (fanee - 0TBETCTBEHHbIM UCNOHUTEND).

6. OTBETCTBEHHbIV UCMONHUTENb PacCMaTpPMBaET NOCTYMNMBLUMIA 3aMpOC U NpuiaraeMble K HeEMY OOKYMEHTbI
(Mpu Hann4um), NOAroTaBAMBaEeT NPOEKT OTBETA U NPEACTaBAAET ero Ha PacCMOTPEHNE 1 NoANUcaHne
PYKOBOAWNTENIO 3KCMEPTHOr0 y4pexXaeHus (nnuy, ero 3amMeLlaowemy).

7. B cnyvyae ecnn nmuo, HanpasmeLllee (NpeacTaBmBLIEE) 3aMpoc, He aBnseTcsa CybbekToM obpalleHus
BroMe ANLIMHCKNX KNeTOYHbIX MPOAYKTOB, YKa3aHHbLIM B MyHKTE 2 HacTosLwero MNopsaka, uam cogep)xaHue
3anpoca He 3aTparvBaeT BOMPOCOB KOHCY/IbTUPOBaHMWA, NLY, HanpaBuBLLEeMY (NpeLaCcTaBUBLUEMY) TaKoM
3anpoc, B Te4yeHne aecsatu paboynx gHen co AHA NOCTYMIEHNS 3anpoca B IKCNEPTHOE YYpexaeHune
coobLiaeTca 0 HEBO3MOXXHOCTW NPeoCTaB/IEHNS OTBETa B COOTBETCTBMM C HacToAWwMM MNMopsagkom 1 o
NOArOTOBKE W NpefACTaBNeHNN OTBETA B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuinckon ®egepaumm o
nopsake paccmoTpeHmsa obpalieHns rpaxkaaH Poccuinckon Gegepauun.

8. VH(hopmauwms o coaep)xaHum 3anpocoB 1 OTBETOB Ha HUX eXXeKBapTasibHO, HE NO34Hee AeCcATOoro Yucna
MecsLa, CaefytoLlero 3a 0TYeTHLIM KBapTaioM, pa3MeLLaeTcs Ha OMLMaNbHOM CalTe 3KCNepPTHOro
yupexaeHus B MHGMOPMaLMOHHO-TENEKOMMYHMKaLIMOHHOM ceTn "MHTepHeT" ¢ cobntofeHneM OrpaHUYeHni,
YCTaHOBJ/IEHHbIX 3aKOHOA4ATENLCTBOM Poccuinckon ®epepau 0 NePCOHaNbHbIX AaHHbIX, KOMMEPYECKON,
roCyAapCTBEHHOW N MHOW OXPaHAEMOMN 3aKOHOM TalHe.

8. O4yHOE KOHCYIbTUpOBaHMe cybbekTa obpalleHns BMoOMeaNLMHCKMX KNETOYHbIX MPOAYKTOB Mo
MoCTaBNAEHHbIM B 3aMpoce BONpPOCaM NpoBOAUTCS OTBETCTBEHHbLIM UCMOJHUTENEM B LOMNOJHEHNE K OTBETY
3KCMEPTHOro y4peKAeHUS B TEYEHNE NATK paboynx AHEN CO OHA NOCTYMJIEHNS B SKCMEPTHOE yYpeaeHune
3a8BNeHNs 0 NPOBELEHNMN OYHOTO KOHCYbTUPOBAHMS.

MpoBefeHne 0YHOr0 KOHCYIbTMPOBaHNA UKCMPYETCS NOCPeACTBOM ayAmno- Uan BMAEO03anuncK.
(JononHeHo NyHKTOM - MNprka3 MnHUCTepCTBa 34paBooxpaHeHns Poccunckon ®epepaumm ot 07.12.2018 Ne
855H)

9. IKCNepTHOE yyYpexxheHne exxeKBapTaibHO, He No3aHee eCATOro Yyncia mecsua, cnegylolwero 3a
OTYETHbLIM KBapTaaoM, NpeAcTaBaseT B MUHUCTEPCTBO 34paBooxpaHeHms Poccminckon depepauun B
3NEeKTPOHHOW hopMe MHPOPMaALMIO O KOMYeCTBE NOCTYMMBLUMX 3anNpPoCoB, pe3ynbTaTax Ux pacCMOTPEHUS,
KONIMYeCTBe U pe3ynbTaTax NPOBeAEHHbIX O4HbIX KOHCYbTUPOBAHUIA.

10. Konunsa oTBeTa Ha 3anpoc 1 npeacTaBneHHble CybbekToM obpalleHns 6MoMeanUNHCKNX KNEeTOYHbIX
NPOAYKTOB AOKYMEHThI XPaHATCS B SKCMEPTHOM YYPEXAEHNN B TEYEHMNE CPOKa obpaLleHmns
BroMeNLIMHCKOr0 KNETOYHOro NPoAyKTa, HO He MeHee 15 neT ¢ faTbl HanpasaeHus cybbekTy obpalueHus
BroMeANLIMHCKNX KNeTOYHbIX MPOAYKTOB OTBETA Ha 3arnpoc.
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