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O6 yTBEep)KICHHH
TIlopsaKa KOHCYJILTHPOBAHHS MO BONIPOCAM, CBSI3AHHBIM C NPOBeeHHEM
JOKJIHHAYECKHX HCC/Ie10BaHHi GHOMEIHUMHCKHX K/I€TOYHBIX NPOAYKTOB,
KJIHHHYECKHX HCCJeJ0BaHHil OMOMeIHIIHHCKHX KJI€TOYHBIX NPOAYKTOB,
GHOMeIHIHHCKOM IKCIMEePTH3bl OHOMEIHIMHCKHX KI€TOYHbIX NPOAYKTOB,
rocyJapcTBeHHOH PerHcTPannH GHOMENUIHHCKHX KJIETOYHBIX NPOAYKTOB

B COOTBETCTBHH C 4acThio 2 cTathu 11 ®enepanbHOro 3akoHa OT 23 HMIOHA
2016 r. No 180-®3 «O GHOMENWIMHCKHX KIETOUHBIX Ipoxykrax» (ColOpaHne
3aKoHonaTenscTBa Poccuiickoii @enepaumu, 2016, Ne 26, cr. 3849) 1 MOAIYHKTOM
5.2.207" TTonoxenuss o MuHHCTepcTBe 3ApaBooxpaHenus Poccuiickoit Denepalny,
YTBEPXKEHHOr0  IOCTaHOBNeHHeM  IIpaBHTENECTBA Poccmiickoii  ®enepanuu
ot 19 mons 2012 r. Ne 608 (Cobpanue 3akoHOAaTenscTBa Poccutickoi denepariuy,
2012, Ne 26, c1. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, cr. 2812; Ne 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, cr. 4307,
Ne 37, c1. 4969; 2015, Ne 2, ct. 491; Ne 12, cr. 1763; Ne 23, cr. 3333; 2016, Ne 2,
cr. 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), 1 p MK a3 B B 210!

VrBepauth npwiaraeMbii IIopsmok  KOHCYNETHPOBAHHS IO BONPOCaM,
CBA3aHHBIM C IIPOBEJCHHEM JOKIMHHYECKHX HCCIeOBaHHH OMOMeqULIMHCKHUX
KJIETOUHbIX [POLYKTOB, KIMHHYIECKHX HCCIE/IOBAHHH OMOMETUIMHCKUX KIICTOYHBIX
TIPOAYKTOB, GHOMEIUIIMHCKON 3KCIIEPTH3BI OUOMEAMLIMHCKUX KJIETOYHBIX ITPOAYKTOB,
TOCYAapCTBEHHON PErucTpanyy GHOMEUIMHCKHX KIETOTHBIX IIPOLKTOB.

Bpuo Munuctpa W.H. Karpamanusx




IIpunoxenue
K IIprKa3sy MuHHCTEpCTBa 3/IpaBOOXpaHEHHS
Poccuiickoit ®eneparuu
oT «23» aBrycta 2017 r. Ne 542H

Iopsaaox
KOHCYJILTHPOBAHHA 10 BONPOCAM, CBA3aHHBIM C NIPOBEAeHHEM AOKIMHHYECKHX
HccieJOBaHHH OHMOMEHIIMHCKHX KJIETOYHBIX MPOAYKTOB, KJIHHHYECKHX
Hec/le0BaHHH OHOMEAHIIHHCKHAX KJIETOYHBIX MPOIYKTOB, OHOMEAUMHCKOM
IKCNEPTH3bI OHOMETHIHHCKHX KJIETOYHbIX MPOIYKTOB, FOCYIapPCTBEHHOM
peracrpanui OHOMeAHIHHCKHX KJIETOYHbIX NPOIYKTOB

1. Hactosmuii Tlopsinok ompexnensieT mpaBuiia oCcyliecTBICHHS (peaepaabHbIM
TOCYAApCTBEHHBIM . OIODKETHBIM  YUpPEXJCHHEM, HaXOAAIIMMCS B  BEICHHUH
MunucrepctBa 3apaBooxpaHeHuss Poccuiickoii @emepanyu W 00eCEYHBAIOIIHM
HCIOJIHEHWE  TOJHOMOYHH  MuHHCTepcTBa  3ApaBoOXpaHeHHss  Poccuiickoit
Denepanyy MO BbAaYe pa3pelleHUi Ha MPOBeJeHHE KIMHUYECKMX HCCIIEeOBaHMIA
OMOMEIUIIMHCKHUX KIIETOYHBIX NPOAYKTOB M (WIHM) TrOCYHApCTBEHHOM PETHUCTpPALMH
GMOMEIMIMHCKIX KIETOUHBIX IIPOAYKTOB (Hajee — 3KCIIEPTHOE YYpEXICHHUE),
KOHCYJIBbTHPOBaHUsI II0 BONPOCAaM, CBSI3aHHBIM C NPOBEAEHHUEM NNOKIMHHYECKUX
UCCIIEIOBaHUM  OMOMEIUIIMHCKUX  KJIETOYHBIX  IPOAYKTOB,  KJIMHHYECKHX
WCCNIeIOBaHUH  OHMOMEIMIUHCKMX  KJIETOYHBIX TMPOAYKTOB, OHOMEIHIIMHCKOM
OKCHEepTU3bl  OHOMENMIMHCKHX  KJIETOYHBIX  INPOAYKTOB, TOCYIapCTBEHHOI
perucTpanuu OHOMETUITMHCKUX KJIETOYHBIX IPOAYKTOB (manee -
KOHCYJIbTUPOBAaHUeE).

2.B cootBercTBUM ¢ HacrosumM [lopsaKoM SKCHEPTHOE YyUpeXIAeHHE
OCyILIECTBISIET  KOHCYJIbTHPOBaHHE  CIENyIOIIUX  CyOBeKTOB  oOpaleHus
OHOMEIUIMHCKUX KJIETOYHBIX ITPOAYKTOB:

1) opranuzanuu, OCYLIECTBIISIIOIIEN IpOBeICHHE JOKITHHIYECKOTO
UCCIIel0BaHUs GHOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa, IO BOMPOCaM MPOBEICHHUS
JOKJIMHUYECKOI0  HMCCIEIOBAaHUS  OMOMEOUUMHCKOTO  KJIETOYHOTO  IPOIYKTa
(6uonoruyeckoro, MHUKpPOOHOIOrHYECKOrO, MMMYHOJIOTHYECKOTO,
TOKCHKOJIOTHYECKOI0, (papMaKOJIOrH4€CKOro, GU3MIeCKOro, XUMHUIE€CKOro U IPyTrux
WCCIIEIOBaHUH) Ha MOJEIHMPYEMBIX B OpraHHW3Me )XMBOTHBIX JIMOO BHE )XHBOTO
OpraHu3Ma NaTOJOTHYECKUX MpoLeccax, MPOTEKAIOIMX B OpraHU3ME 4eNOBEKa, M
(WnKM) TATONOTMYECKHMX COCTOSHHUSX 4YeJOBeKa, MNpHU KOTOpPBIX MpeAroaraercs
MPUMEHATh pa3pabaTbiBaeMblii OMOMEIUIIMHCKUAN KJIETOYHBIA MPOIYKT, a TaKXKe Ha
MOJEJSAX, ITO3BOJSAIONIUX BBIABUTH CIELU(PUYECKUN MeXaHU3M JeHCTBUS TaKOTO
IpoayKTa, ero 3p¢eKTUBHOCTH U 6€30MacHOCTb;
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2) opraHu3aluy, OCYIIECTBISIOMEH OPraHU3aLiIO IPOBEACHUS KIMHAYECKOrO
MCCIIe10BaHusl GHOMETUIIMHCKOrO KJIETOYHOTO MPOJYKTa, TI0 BOIPOCaM MPOBEACHHUS
KIIMHUYECKOTO HCCJICIOBAaHUA OHOMEJMITMHCKOTO KJIETOYHOTO IIPOAYKTa, B TOM
qucIe U3yUYeHHus IpopUIaKTHYECKHX, JMAarHOCTHYECKHX, Ne4eOHBIX,
peabUIIHTAHOHHBIX CBOHCTB GHOMEMIMHCKOrO KIETOYHOTO MPOAYKTA B IIPOLECCE
€ro NMPUMEHEHHUS Y€JIOBEKY B LIEJIAX MONyUYEHHUS TOKA3aTeNBCTB €ro 6€30MacHOCTH U
30GEKTUBHOCTH, MNaHHBEIX O MOOOYHBIX JEHCTBUSX TaKOro INPOAYKTA U
HEXENIaTeJIbHBIX peaKUUsiX, CBI3aHHBIX C €ro NpUMEHEHHeM, a Takke 06 sddexrte
B3aUMOJCHCTBHS HCCIIENYEMOro OHOMEAHIMHCKOrO KJIETOYHOrO MHPOAYKTA ¢
ApYTMMH ~ OHOMEIMIMHCKAMHM  KIETOYHBIMH  MPOIAYKTAMH, JI€KapCTBEHHBIMU
npenaparamu ¥ (WiK) MeJMIMHCKUMY H3IENUIMH, TAIIEBBIMA [IPOLYKTaMH;

3) opranusaumy, oONamarolleil NpaBaMH Ha pe3ybTaThl JOKIHHHYECKHUX
MCCIIEOBAaHUH  OMOMEIMIIMHCKOTO  KJIETOYHOrO  NpPOAYKTa,  KIHHAYECKHUX
HCCIIEOBaHUH OMOMETHUIIMHCKOTO KIETOYHOTO NMPOAYKTa W (HIHM) HAa TEXHOJOTHIO
MPOU3BOJICTBA GHOMENHIMHCKOTrO KJIETOYHOTO MPOAYKTA, M0 BOIIPOCAM NPOBEASHHS
OMOMEIMIMHCKOR SKCTIEPTH3BI GHOMEIHIMHCKOTO KJIETOYHOTO IPOAYKTa B YaCTH:

a) OKCIEPTH3bl KadecTBa OHOMEIULMHCKOTO KIETOYHOTO NPOAYKTa, B TOM
YHCIIe IKCIEPTU3BI COCTaBa OOpasoB GHOMEIUIIMHCKOTO KJIETOYHOrO IPOXYKTa M
METOJIOB KOHTPOJIS €r0 KaueCTBa;

0) aKCIepTH3Bl JOKYMEHTOB IS IIONYYeHHs pa3pellieHHs Ha IpOBeIeHUE
KJIIMHUYECKOr0 MCCIIEN0BaHNs OHOMEANLIIUHCKOTO KIETOYHOTO [IPOJYKTa;

B) 9KCIIEPTHU3bI 3PHEKTUBHOCTH GHOMEJULIUHCKOTO KJIETOYHOTO IPOAYKTa;

I) SKCHEPTHU3Bl OTHOIIEHHS OXHAAeMOM IONB3Bl K BO3MOXHOMY DPHCKY
NPUMEHEHHs OMOMEIULIMHCKOTO KIETOYHOTO IIPOAYKTa;

4) Blagenpla PErHCTPALMOHHOTO  YIAOCTOBEPEHHSA  OHOMEIMITHHCKOIO
KJIETOYHOTO MPOAYKTa IO BONPOCaM IpPOBEINEHHS OHOMEIMIIMHCKOW SKCIEPTH3BI
OHOMENMUMHCKOTO KJIE€TOYHOIO IPOAYKTa INPH MOATBEPKIEHHHM TOCYAapCTBEHHOM
perucTpanui OMOMEIMIMHCKOTO KJIETOYHOIO MpPOJAYKTa, BHECEHMs W3MEHEHHH B
JIOKYMEHTBI, COJEpXAIHEcs B PErMCTPALIOHHOM HOChEe HA 3aperucTpUPOBAHHBIH
OHOMEIMIIMHCKHH KJI€TOYHBIA MPOIYKT.

3. KOHCy/IBTHpOBaHHE  OCYILECTBISETCS 3KCIEPTHBIM  YYPEXKIECHHEM IO
3anpocy cyObekTa oOpalieHHs OHOMEIUIUHCKHX KJIETOYHBIX MPOAYKTOB (jnanee —
3ampoc), KOTOPBIA MOXeT ObITh HampaBieH ([IPeiCTaBlieH) B 3KCIIEPTHOE
yupexIeHue B NHCBMEHHON (opMe HIM B DIEKTPOHHOH (opMe mocpeacTBOM
obpallleHHs  d4epe3  OQWIMANbHBIA  CaliT  3KCIEPTHOrO  y4pexJeHHs B
MH(POPMaIMOHHO-TEIEKOMMYHHUKALIMOHHOM ceTn «HTepHET.

4. IToaroroBKa OTBETa Ha 3aIIpOC U HANpaBJICHHE €r0 HAa OYMa)KHOM HOCHTEIIE
WIA B DJIEKTPOHHOU Qopme cyObeKTy oOpailieHHs OHOMEIUIMHCKHMX KJIETOYHBIX
IPOAYKTOB OCYIIECTBISIOTCS C COOJIOAEHHEM OTrPaHUYEHHM, YCTAHOBIEHHBIX




3aKOHOJATeNbCTBOM  Poccuiickoii  Penmepanuu 0  NEPCOHANBHBIX  JAHHBIX,
KOMMEPYECKOH, rOCYapCTBEHHON W MHOH OXpaHAEMOM 3aKOHOM TallHe, B CPOK, He
NPEBIMIAIOLINK JECATH paboYMX JHEH CO JHA MOCTYIUIEHHS 3alpoca B SKCIEPTHOE
yUpexacHHE.

5. PykoBomurens 3KCmepTHOro yupexaeHus (JIMIO, €ro 3ameliaolee)
OnpejeNsieT UCIONHUTENS, OTBETCTBEHHOTO 3a  IIOATOTOBKY M HAaIpaBJICHHE
(nmpencTaBleHUs) OTBeTa CyOBeKTy oOpalleHHss GHOMEIMIHHCKOTO KJIETOYHOIO
IPOAYKTAa, W3 YKCNa KCIEPTOB HE BKIIOYEHHBIX B COCTAB KOMHCCHH 9KCIIEPTOB,
OCYIIECTRIIAIONIEH OHOMENMLHMHCKYIO 3KCIIEPTHU3Y OMOMEIHLIMHCKOTO KJIETOYHOTO
NPOAYKTa, B OTHOLICHMH KOTOPOTO HamnpaBleH (TIpeACTaBlieH) 3anpoc (nanee —
OTBETCTBEHHBII UCIIONHUTEND).

6. OTBETCTBEHHBIM HCIOJHUTENb DPACCMATPHBAET MOCTYNMBIIMNA 3allpoc H
NpujaraeMele K HEMy JOKYMEHTHI (TIpH HAIWYUH), TIOATOTABIMBAET IIPOEKT OTBETA U
IPEJICTABJIAET €ro Ha PacCMOTPEHHE M IIOANHMCAHHE PYKOBOAUTENIO 3KCIEPTHOIO
YUYPEXIEHHs (JIUIy, €r0 3aMeIaemMy).

7. B ciy4ae eciu JMI0, HanpaBUBINee (TpeACTaBUBIIEE) 3aIIPOC, HE SBIAETCS
CyObexTOM obpaieHuss GHOMEIMIMHCKHX KIETOYHBIX MPOIYKTOB, YKa3aHHBIM B
nyHKTe 2 Hactosiuero Ilopsaaxa, miu cofepikaHue 3ampoca He 3aTparuBaeT BOMPOCOB
KOHCYJIbTUPOBaHUs, JHIYy, HalpaBUBINEMY (IpeJCTaBUBIIEMY) TaKoif 3ampoc, B
TeUCHHe MAecATH pabo4yumx JAHeH CO [MHA MOCTYIUIEHHS 3alpoca B JKCIEPTHOE
ydpexzieHHe cooOlaeTcs ©O HEBOIMOXHOCTH IPEJOCTaBIeHHs OTBETA B
COOTBETCTBUH C HACTOAIIMM [IopaKoM U 0 MOArOTOBKE M MPEINCTABIEHUH OTBETA B
COOTBETCTBUM C 3aKOHOHATenbCTBOM Poccuiickoii ®@epepanuu o mopsiake
paccMoTpenus obpamenus rpaxaad Poccuiickoit ®epeparyu.

8. Muopmanius 0 colepxaHHUH 3allPOCOB M OTBETOB HA HUX €XKEKBapTalbHO,
He IMO3[Hee AECATOro 4YHhCia MeCdAla, CIEAYIOLIEro 3a OTYETHBIM KBapTajioM,
pasMeniaeTcs Ha OQUIMATIBHOM CaliTe IKCIIEPTHOrO yUpeXIeHHsl B HH()OPMAIIMOHHO-
TEJICKOMMYHUKAIMOHHON ceTH «MHTepHeT» C cOONMOAeHHEM OrpaHHYEHUi,
YCTAQHOBJICHHBIX 3aKOHOAATEeNILCTBOM Poccuiickoir Penepaliid 0 MepPCOHAIBHBIX
JaHHBIX, KOMMEPYECKOH, rOCY IapCTBEHHON M MHOM OXpaHAeMOl 3aKOHOM TaiHe.

9. OkcniepTHOE yupe)xXJeHHe eXeKBapTajdbHO, HE MO3JHEee AECATOro Ymcia
Mecsla, CJEIYyIOEro 3a OTYETHBIM KBapTajoM, NpPEACTaBiseT B MHHHCTEPCTBO
3apaBooxpaHeHus Poccuiickol denepauuy B 3JIeKTpOHHO!N (opMe HHYOPMALHIO O
KOJIHYECTBE [IOCTYNUBLIMX 3alIPOCOB U PE3yJIbTaTaX X PACCMOTPEHHSI.

10. Konust oTBeTa Ha 3ampoc M MpeACTaBlIeHHBIE CYOBEKTOM OOpalleHHs
OMOMEIMIIMHCKMX KJIETOYHBIX MPOAYKTOB JOKYMEHTBI XpaHATCS B OKCIEPTHOM
YYpeXIEHHH B TeYEHHE CpoKa oOpaleH:uss GHOMETUIMHCKOTO KJIETOYHOTO MPOAYKTa,
HO He MeHee 15 yer ¢ JaThl HampaBeHUS CYOBeKTy oOpaleHHs GHOMENMIIMHCKUX
KJIETOYHBIX IPOJAYKTOB OTBETA Ha 3aIpoc.




