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OO0 yTBepKICHHH
Tlopsaka KOHCYJILTHPOBAHHSA 110 BONPOCAaM, CBSI3AHHBIM C IPOBEACHHEM
JAOKJIHHAYECKHX HCCIEI0BAHNI OHOMeJHIHHCKHX KJIETOYHBIX POAYKTOB,
KJAHHHYECKHX HCCJIe0BaHMi GHOMeIHIIHHCKHUX KJIETOYHbIX NPOAYKTOB,
GHOMeANIMHCKOH KCIEePTH3bl OHOMEIHIHHCKHX KJIETOYHbIX NPOAYKTOB,
rocyJapcTBEHHOl perncTpanun GHOMeINIHHCKHX KJIETOYHbIX NPOAYKTOB

B COOTBETCTBHH C 4acThio 2 cTaThu 11 (DemepanbHOro 3aKoHa OT 23 HIOHA
2016 r. Ne 180-03 «O OGHOMEIMIMHCKMX KJI€TOUHBIX mpomykrax» (Cobpaxne
3aKOHOJaTeNbCTBa Poccuiickoii ®eneparmu, 2016, Ne 26, cr. 3849) ¥ MOIITYHKTOM
5.2.207" TTonoxenuss o MuHHCTepCTBe 3ApaBooxpaHeHus Poccuiickoin Denepanuy,
YTBEPXKIEHHOTO  IIOCTaHOBIEHMEM  [IpaBHTENBCTBA Poccuiickoii  @enepanuu
ot 19 mons 2012 r. Ne 608 (Cobpanne 3akoHomaTenscTBa Poccuiickoi @enepaiui,
2012, Ne 26, ct. 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, cr. 1296; Ne 26, ct. 3577; Ne 30, cr. 4307,
Ne 37, cr. 4969; 2015, Ne 2, ct. 491; Ne 12, c1. 1763; Ne 23, cr. 3333; 2016, Ne 2,
cT. 325; Ne 9, cr. 1268; Ne 27, cr. 4497; Ne 28, cr. 4741; Ne 34, ct. 5255;
2016, Ne 49, ct. 6922; 2017, Ne 7, ct. 1066, Ne 33, cT. 5202),ipuKa3blBalo:

ViBepauth mnpmiaraeMblii IIopsAnok KOHCYNGTHPOBaHWS IO BOIpPOCaM,
CBA3aHHBIM C IIPOBEJCHHEM JOKIMHMYECKHX MCCIIe0BaHUH OHoMeTULIIMHCKHUX
KJIETOYHBIX TPOJAYKTOB, KIMHUYECKHX MCCIENOBAHM OMOMEIMIMHCKHX KICTOYHBIX
TIPOJIYKTOB, GHOMETUIIMHCKON SKCIIEPTH3EI OUOMEIUIIMHCKUX KJIETOYHBIX IPOAYKTOB,
TOCYapCTBEHHOM perucTpanui GHOMEIUIMHCKHEX KIIETOIHBIX HPOJYKTOB.

Bpuo Munucrpa W.H. KarpamansH




IIpunoxenue
K IIprKa3y MuHUCTEepCTBa 3ApaBOOXpaHEHHS
Poccuiickoii ®enepaimm
oT «23» aprycta 2017 r. Ne 542u

Iopsaaox
KOHCY/JILTHPOBAHHS N0 BONPOCAM, CBSI3aHHBIM ¢ NPOBeAeHHEM AOKJIHHUYECKHX
HecJief0BaHui GHOMEHIHMHCKHUX KJIETOYHBIX MPOAYKTOB, KIHHHYECKHX
Hcc/le0BaHui OHOMeAHIMHCKHX KJIEeTOYHBIX NPOAYKTOB, GHOMEIHIIHHCKOM
IKCNEPTH3bLI OHOMEAHIIHHCKHX KJIETOYHBIX POAYKTOB, FOCy1apCTBEHHOM
perncTpanuy OHOMeJHUMHCKHX KJIE€TOYHBIX MPOAYKTOB

1. Hacrosnuii Ilopsnok ompenmenser npaBuia OCYLIECTBICHHS (eaepaibHbIM
rOCYyJapCTBEHHBIM . OIOJ)KETHBIM  YYpeXJAEHHEM, HAXOAAIMUMCS B  BEIECHUU
MunucrepctBa 3apaBooxpanenuss Poccuiickoit ®egepanun U 00eCmeYHBAIOLIHAM
HCIIOJIHEHHE  TMOJIHOMOYMM  MuHucTepcTBa  3AapaBooxpaHeHUss  Poccwuiickoit
Denepanuy MO BBIJAYe pa3pelICHUN Ha MPOBEACHHUE KIMHUYECKMX HCCIeIOBaHuUi
OMOMEIULIMHCKIX KIJIETOYHBIX NPOAYKTOB U (WJIM) TOCYAApCTBEHHOM pErHCTpaluy
GMOMETUIMHCKIX KIEeTOYHBIX HPOIAYKTOB (Hajee — JKCIIEPTHOE Yy4YpexKIEHUE),
KOHCYJNbTHPOBaHUSI [0 BONIPOCAM, CBS3aHHBIM C TPOBEAEHHEM JOKIMHUYECKHX
UCCNIeIOBaHUN  OMOMEIUIMHCKUX  KIETOYHBIX  INPOAYKTOB,  KJIMHHYECKHX
ucclenoBaHuil  OMOMEIUIMHCKMX  KJIETOYHBIX TMPOAYKTOB, OHOMEIUIIMHCKOM
OKCHEpTH3bl  OMOMENUIMHCKHX  KJIETOYHBIX  MNPOAYKTOB, TOCYJIapCTBEHHO
perucTpauyu OUOMETUITUTHCKUX KJIETOYHBIX IPOAYKTOB (manee —
KOHCYJBTUPOBaHUE).

2.B cootBercTBMM ¢ HacTosAuMM [lOpsAIKOM 3KCIIEPTHOE YupeXIeHUE
OCYLIECTBJIIET  KOHCYJNBTHPOBaHHE  CIEAYIOIIMX  CYOBEKTOB  OOpalleHus
OHOMEUIIMHCKUX KJIETOYHBIX IIPOAYKTOB:

1) opranuzaiuu, OCYIIECTBISIONIEH MIpOBeCHUE JOKJIMHAYECKOTO
UccleoBaHus GUOMEUIIMHCKOrO KJIETOYHOrO MPOAYKTA, IO BOMPOCaM MPOBEICHHS
JOKIMHUYECKOTO  HCCIAENOBaHUS  OHMOMETUIIMHCKOIO  KJIETOYHOTO  MPOJYKTa
(6HonoruyecKoro, MHKpPOOHOJIOTUYIECKOTO, UMMYHOJIOTHY€ECKOTO,
TOKCHKOJIOTHYECKOTr0, (papMaKoJIOrH4eCcKOro, PU3n4ecKkoro, XUMUIeCKOro U APYTrux
HCClIeIOBaHUI) Ha MOJIENUPYEMBIX B OpPraHM3ME J>XUBOTHBIX JIMOO BHE >KUBOTO
OpraHu3Ma MaToJIOTHYECKUX MpoLeccax, MPOTEKAIUX B OpraHu3Me 4elioBeKa, U
(W1M) MAaTOJOTMYECKUX COCTOSHUSAX YeNOBEeKa, MPH KOTOPBIX MpeAroiaraeTcs
NPUMEHATh pa3pabaThiBaeMblil OMOMEIUIIMHCKUN KIETOUHBIA MPOAYKT, a TaKXKe Ha
MOJENSX, MO3BOJISIONIMX BBIABUTH CleUU(UUECKU MEXaHW3M JeHCTBHUS TaKOro
IpoAyKTa, ero 3¢ (HeKTUBHOCT B 6€30IacCHOCTb;
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2) opraHM3alyH, OCYLIECTBIAIOIEH OPraHU3alHI0 NPOBEEHHS KINHHYECKOro
MCCIIe/I0BaHks GHOMEIHIIMHCKOTO KJIETOYHOTO IPOAYKTA, MO BOIPOCAM IIPOBEACHHUS
KIMHUYECKOr0 HCCIIENOBaHUs OHOMEIUIMHCKOTO KIETOYHOTO IPOAYKTa, B TOM
qyucie U3yYeHHUS NpopUIaKTHIECKHX, OUArHOCTUYECKHX, Je4eOHBIX,
PeabUIIMTAMOHHBIX CBOACTB GHOMEMIMHCKOTO KJIETOYHOTO MPOAYKTA B IIPOLECCE
€ro MpUMEHEHMSI Y€JIOBEKY B LIENAX IOIyYeHHS TOKa3aTelIbCTB €ro 0€30MacHOCTH U
3 (EKTUBHOCTH, [aHHBIX O TNOGOYHBIX [HeHCTBHMSX TaKOro IPOAYKTa W
HEXENATeNIbHBIX PeaKlMsIX, CBA3AHHBIX C €ro INpHMEHEeHHeM, a Takxke 06 sddexte
B3aHMOJICHCTBUSL  UCCIIEAlYEMOTO OMOMEHIIMHCKOTO KJIETOYHOTO IPOAYKTa C
APYTMMH  OMOMENMIMHCKMMH  KJIETOYHBIMH MPOAYKTAMH, JIeKapCTBEHHBIMU
npernapartamy ¥ (WJIK) MEAHIAHCKUMY H3JENUSIMH, IALIEBBIMH IIPOAYKTaMH;

3) opranuzauuy, o6Nafarolieil NpaBaMH Ha pPe3yabTaThl JOKIHHUYECKHX
MCCIIEIOBaHUA  OHMOMEAMIIMHCKOTO  KJIETOYHOrO  MPOAYKTa,  KIHHHYECKHUX
HCCIIEIOBaHUH OHOMEIHUIHCKOTO KJIETOYHOTO MPOAYKTa M (WIHM) Ha TEXHOJOTHIO
MPOU3BOJICTBA GUOMENUIMHCKOTO KIETOYHOTO MPOAYKTA, 1O BOIPOCAM HPOBEIEHHU
OMOMeTMIMHCKOM 3KCTIEPTH3bI GHOMEHIIMHCKOTO KIETOYHOTO IPOIYKTa B YaCTH:

a) OKCIEpTU3bl KadecTBa OHOMEIULMHCKOTO KIETOYHOrO MPOAYKTa, B TOM
YUCIIe IKCIEPTH3bI COCTaBa 00pasoB GMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTA M
METOJIOB KOHTPOJISI €ro KauecTBa;

0) SKCrepTH3Bl NOKYMEHTOB Ul IIONYYeHHs paspelieHMs Ha MpoBeeHHe
KINHUYIECKOrO UCCIeN0BaHMs OHOMEINIMHCKOTO KIETOYHOT'O IPOAYKTa;

B) 9KCIEPTH3BI 3P PEeKTHBHOCTH GHOMEIUIHHCKOTO KJIETOYHOTO IPOLYKTa;

I) OKCIEPTU3bl OTHONICHHS OXHIAEMOH MOJNB3Bl K BO3MOXHOMY PHCKY
IIPUMEHEHUS OGMOMEAUIITHCKOTO KJIETOYHOrO IIPOIYKTa,;

4) Bnajenblia  PErHCTPALMOHHOTO  YIOCTOBEPEHHS  OHOMEIHIIMHCKOIO
KJIETOYHOTO MPOAYKTa IO BONPOCaM IpPOBEAEHUS OHOMEIUIMHCKOM 3KCIIEPTH3EI
OHOMETUIMHCKOTO KIIETOYHOTO IPOAYKTa IPH IOATBEPKIEHHH TOCYAApCTBEHHOM
perucrpanyyu OHOMEIMIMHCKOTO KJIETOYHOTO MpPOAYKTa, BHECEHHsS H3MEHEHHUil B
JIOKyMEHTBI, COJIEp)Kalliecs B PErMCTPALIOHHOM IOChE Ha 3aperucTpUpOBaHHBIN
OMOMETULIMHCKUH KIIETOYHBIN MPOIYKT.

3. KoHCynbTHpOBaHHE OCYILECTBISETCS OKCHEPTHBEIM YYPEXKAEHHEM IO
3ampocy CyObekTa obOpallieHHs GHOMEIMIIMHCKUX KIIETOYHBIX MPOAYKTOB (Jaiee —
3alpoC), KOTOPBIM MOXET ObITh HampaBieH (IIPEACTaBI€H) B JKCIEPTHOE
YUpeXIeHHEe B IMCEMEHHOM (opMe HIIM B DIEKTPOHHOH (HOpME MOCPEACTBOM
obpaiieHHs  4Yepe3  OQHUUMANBHBIA  caliT  OKCIEPTHOrO  y4YPEXKAEHHS B
MH(OPMALIHOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTu «AHTEepHET».

4. ITonrotoBka OTBeTa Ha 3alpoC U HANpPaBJIeHHE €ro Ha 6yMakHOM HOCHTEIE
WIH B JJIEKTpOHHOU (opMe CcyObekTy oOpailleHHus OHOMENULMHCKHX KIETOYHBIX
IPOAYKTOB OCYILECTBIISIIOTCS C COOJIIOJCHHEM OrpaHWuYeHHUl, YCTaHOBIIEHHBIX



3aKoHOMaTenbcTBOM  Poccuiickoki  Demepanmi 0  NEPCOHANBHBIX — JAHHBIX,
KOMMEPYECKOH, roCyJapCTBEHHON U MHOH OXpaHseMO# 3aKOHOM TallHe, B CPOK, HeE
NPEBBIIAIOIMHA AeCITH pabo4YMX JHEH CO JHSA NMOCTYIUIEHHS 3alpoca B 3KCIIEPTHOE
y4pexaeHHE.

5. PykoBomuTesb 3KCHEPTHOrO yupexaeHus (JIMIO, €ro 3amelalolee)
ONMpPEAECAET WCIONHUTENS, OTBETCTBEHHOIO 3a  IIOATOTOBKY M HAlpaBIEHHUE
(mpeAcTaBneHHs) OTBeTa CYOBEKTY OOpalleHHs OGHOMEIHIHUHCKOTO KJIETOYHOTO
IPOAYKTA, W3 YMCJA SKCIEPTOB HE BKIIOYEHHBIX B COCTAB KOMMCCHH JKCIEPTOB,
OCYIIECTBJIAIOIIEH OGHOMEIMLMHCKYIO SKCIEPTH3y OMOMEIMLIMHCKOTO KJIETOYHOTO
NPOAYKTa, B OTHOIICHMHM KOTOPOIO HampaBjieH (IpeACTaBlieH) 3amnpoc (nanee —
OTBETCTBEHHBIN UCTIOJIHHUTEH ).

6. OTBETCTBEHHBIN MCIOJHHTENb DPAacCMaTpUBaeT MOCTYNHMBIIMH 3ampoc W
NpujaraeMble K HeMy JOKYMEHTHI (TIpH HAJIMYHH), IOATOTABIMBAET MPOEKT OTBETA H
IPE/CTAB/ISIET €ro Ha PacCMOTPEHHE U IOANUCAHHE PYKOBOAUTENIO 3KCIEPTHOIO
yYpEXAeHHUs (JIUIY, €T0 3aMeIAoIIeMy ).

7. B ciy4ae ecnu nuIo, HanpaBHBINee (MPeICTaBUBIIEE) 3aIPOC, HE SBIAETCS
CyObexkTOM oOOpamieHus OHOMEIHIMHCKHX KIETOYHBIX MPOAYKTOB, YKa3aHHBIM B
nyHKTe 2 HacTosero Ilopska, uam copepxaHue 3alpoca He 3aTparuBaeT BOIPOCOB
KOHCYNBTUPOBaHUs, JHUIy, HalpaBMBIIEMYy (IIPEACTABUBIIEMY) TaKod 3ampoc, B
TeUeHHe [eciaTH pabovux JAHeHl cO JHA MOCTYIUIGHHS 3alpoca B IKCIEPTHOE
yYpexmeHHe COODIIAaeTCs O HEBO3MOXHOCTH IPEJOCTABIEHHS OTBETA B
COOTBETCTBHHU C HACTOSALIMM [IopsKOM M O NOATOTOBKE M TIPEINCTABIEHHHM OTBETA B
COOTBETCTBUM C 3aKOHOJATelbCcTBOM Poccuiickoi @expepauuu o MOpsAKe
paccMOTpeHus oOpallenus rpaxaad Poccuiickoit ®enepanyu.

8. Madopmaiys 0 cofepikaHUH 3alIpOCOB ¥ OTBETOB Ha HUX €XKEKBapTalIBHO,
He [MO3[Hee IECATOro 4YHCaa MeCAla, CICAYIOIIEr0 3a OTYETHBIM KBapTajioM,
pasMmeliaeTcs Ha OHIHATBHOM CalfTe 3KCIEPTHOrO YUpeKAeHHs B HH()OPMAIIMOHHO-
TEJICKOMMYHHKallMOHHON ceTH «MHTepHeT» ¢ cOOMOAEeHHEM OrpaHUYEHMIA,
YCTaHOBJICHHBIX 3aKOHOJATeJIbCTBOM Poccuiickoit ®epepaliid 0 MHePCOHANTBHBIX
JAHHBIX, KOMMEPYECKOM, TOCY IapCTBEHHOI U NHOM OXpaHAeMO 3aKOHOM TalHe.

9. OkcnepTHOE yupexIeHHe eXeKBapTaabHO, HE IO3JHee AECATOro Yucia
MECSINA, CIEAYIOMIEro 3a OTYETHBIM KBapTalloM, MpeAcTaBiseT B MHHHCTEPCTBO
3npaBooxpaHeHus Poccuiickont @enepaiyy B 3JeKTPOHHOH (opMe HHPOPMALMIO O
KOJINYECTBE TOCTYNUBIIMX 3aPOCOB M PE3yNbTaTaX UX PACCMOTPEHHSI.

10. Komust oTBeTa Ha 3ampoc M TNpeACTaBleHHBIE CyOBEKTOM OOpalleHus
OMOMEIMIIMHCKUX KIIETOYHBIX IPOAYKTOB JOKYMEHTHI XPaHATCA B JKCIIEPTHOM
YUPEKJEHHH B TEUEHUE CPOKa 0OpalieHUss OMOMETUIIMHCKOTO KJIETOYHOTO IIPOAYKTa,
HO He MeHee 15 JyieT ¢ AaThl HarpaBleHHus CyOBeKTy obOpallleHHs GHOMETUIIMHCKIX
KJIETOYHBIX IIPOJYKTOB OTBETa Ha 3aIpoc.



