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06 yTBepxXIeHAN
ITopaaka KoHCYILTHPOBAHHS 0 BONPOCAM, CBA3AHHBIM ¢ NPOBEACHHEM
JOKJIMHAYECKHX HCC/Ie0BaAHMI GHOMENHUMHCKNX KI€TOYHbIX NPOAYKTOB,
KJIHHHYECKHX HCC/eA0BaHAl OHOMEeHIMHCKHX KJIETOYHBIX IPOXYKTOB,
GHOMeIHIHHCKOI IKCNEPTH3bI (HOMEAMIHHCKHEX KACTOYHBIX MPOXYKTOB,
roCyJapcTBEeHHOM perHcrpanni GHOMeTHITHHCKHX KJIeTOYHLIX MPOAYKTOB

B coorBercTBHE ¢ YacTBIO 2 cratbu 11 PexepanpHOro 3akoHa ot 23 HIOHA
2016 r. Ne 180-®3 «O GuOMEIMUMHCKHX KIETOYHEIX mnpopykrax» (Cobpanne
3aKoHonaTenscTBa Poccuiickoit ®eneparun, 2016, Ne 26, cr. 3849) m HOMIyHKTOM
5.2.207"" Tonoxenws o MunucTepeTBe 3apaBooxpanenus Poccuiickoit ®@enepanus,
yTBep:KJeHHOro  nocraHoBneHMeM IIpaButenscTBa  Poccmiickoit  @epepanuu
ot 19 mons 2012 r. Ne 608 (Cobpanue 3akoHomaTenscTBa Poccuiickoit deneparui,
2012, Ne 26, ct. 3526; 2013, Ne 16, cT. 1970; Ne 20, ct. 2477; Ne 22, c1. 2812; Ne 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 12, cr. 1296; Ne 26, cr. 3577; Ne 30, cr. 4307;
Ne 37, ct. 4969; 2015, Ne 2, cr. 491; Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2,
cT. 325; Ne 9, cr. 1268; Ne 27, cr. 4497; Ne 28, ct. 4741; Ne 34, ct. 5255;
2016, Ne 49, cr. 6922; 2017, Ne 7, c1. 1066, Ne 33, c1. 5202), i pH KXa3 B Ba:

Vreepauts npriaraeMelii  [lopsmok KOHCYNBTHPOBaHHS IO  BOMpPOCaM,
CBA33HHEIM C MIPOBENEHHEM IOKJIMHHYECKHX HCCIIEIOBaHUM GHOMEIHLMHCKUX
KJIETOYHBIX [POAYKTOB, KIHHAIECKHX HCCIENOBaHNH GHOMEIMHHMHCKHX KJIETOYHBIX
HpOAyKTOB, GHOMEHIMHCKON 3KCIIepPTH3E! GUOMEIMIMHCKIX KIETOYHBIX [IPOXYKTOB,
FOCYaPCTBEHHOM pErucTpaiy GHOMEMLMHCKHX KIIETOUHBIX IPOJyKTOB,

Bpuo Munnctpa W.H. Karpamansu
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IIpunoxenue
K NpHuKa3sy MuHuCTepcTBa 3ApaBOOXPaHEHHA
Poccuiickoii Peneparyu
oT «23» aBrycta 2017 r. Ne 5420

Mopagox
KOHCYJILTHPOBAHHS 10 BONIPOCAM, CBA3aHHLIM ¢ MPoBeAeHAEM JOKIHHAYECKUX
HCCNeA0BAHNI GHOMEeAHIHHCKHX KJIETOYHBIX NPOIYKTOB, KIHHHYECKHX
Hec1e10BaAnii GHOMeTNIIMHCKHX KJIETOYHBIX NPOIyKTOB, GHOMEXHIMHCKO#H
JKCNepPTH3bI GHOMEIHIHHCKAX KJIETOYHBIX MPOIYKTOB, FOCYAaPCTBEHHOI
perncrpanud OHOMeJHIHHCKHX KJIETOYHBIX NPOIYKTOB

1. Hacroamuii ITopsanok onpezenser IpaBuiia OCYLIECTBICHHS (eaepaibHEIM
rocyJapCTBEHHHIM . OIOJDKETHEIM  YUpeXXIeHHEM, HaxONAUIUMCA B  BEACHUH
MunucrepcTsa 3apaBooxpaHeHHs Poccuiickodt Qenepauun u obecredHBaromuM
HCIONHEHWE  ToMHoMo4nit MuHuMcTepcTBa — 34paBooXpaHeHHs  Poccmiickoit
Qenepanuy no Belade pa3pellicHHH Ha IpoBelecHME KIMHUYECKHX HCCIIeHOBaHHH
OHOMEIUIMHCKAX KJIETOYHBIX IPOAYKTOB U (MIM) rOCyAapCTBEHHOH perdcTpaluH
GHOMEIMLIMHCKUX KIETOYHBIX NPOAYKTOB (Zajee — OKCIEpPTHOE YydpexaeHue),
KOHCYNBTHPOBaHHS IO BONPOCAM, CBS3aHHBIM C NPOBENEHUEM MNOKIMHHYECKHX
HCCNENOBaHUH  OMOMEIMIIMHCKHX  KIeTOYHBIX  INPOAYKTOB,  KJIMHHYECKHX
HCCIEIOBaHUH  OHOMEIUIIMHCKUX KIETOYHBIX MPOAYKTOB, OHOMEIMIMHCKOM
SKCIEPTH3Bl  OMOMEJHMIMHCKMX  KIETOYHBIX  MNpPOXYKTOB, TOCYAapCTBEHHOI
perucTpanuu OHOMETHITMHCKHX KIETOYHBIX  MPOXYKTOB (manee -
KOHCYJIbTHPOBaHHe).

2.B coorBerctBuM ¢ HactoAmmM [lopsiikoM OSKCHEpTHOE ydpexaeHue
OCYLIECTBIIIET  KOHCYAbTHpOBaHHE  ClEJylOIquX  CyObekToB  obpaiueHus
61OMETMIIMHCKUX KJICTOYHEIX TIPOXYKTOB:

1) opranu3zanuwu, ocymecTBIAomei TpoBeieHHE JIOKJIAHAYECKOTO
HCCIIeJOBaHN OHOMEAUIMHCKOTO KJICTOYHOTO MPOAYKTA, O BONMPOCaM IPOBE/CHHUS
JOKIMHHYECKOTO  HCCIE/OBaHAA OHOMEIOMIMHCKOrO  KJIETOYHOTO  IIPOIYKTa
(6uonoruueckoro, MHKpPOOHOJIOTHYECKOTO, HMMYHOJIOTHIECKOT0,
TOKCHKOJIOTHYECKOTO, (hapMaKoJIOTHIECKOTO, QH3HIECKOro, XHMHYECKOrO H APYTHX
UCCIIEAOBaHNH) Ha MOJENMPYEMBIX B OpraHHW3Me JKMBOTHBIX JMOO BHE >KMBOTO
OpraHm3Ma MAaTOJOTHYECKHX MpPOIEccaX, MPOTEeKaloMHUX B OpraHW3Me 4eloBeKa, H
(WIM) TATONOTHYECKMX COCTONHHMSX 4YeNoBeka, NpH KOTOPBIX MperonaraeTcs
NPUMEHATh pa3padaThiBaeMEBlil OMOMEAMIIMHCKHIA KIIETOUHBIH MPOAYKT, a TaKkKe Ha
MOJIENISIX, IMO3BOJSIONMIMX BBIABHTH CHEHUGHYECKU MEXaHU3M JAeHCTBHS TaKoro
NpoJyKTa, ero 3pHeKTHBHOCTh H O€30MacHOCTS;
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2) opraH{3aIuH, OCYLIECTBIISIONMEH OpraHU3al|io POBENEHHs KINHUYECKOTO
HCCIeN0BaHNs GHOMENHIIMHCKOrO KJIETOYHOTO MPOAYKTA, MO BOIPOCaM MPOBENEHUS
KIIHHUYIECKOTO HCCIIEIOBAaHUA OHOMEIUIHHCKOTO KIETOYHOTO MNPOAYKTa, B TOM
qucie H3YUYCHHUS podHIaKTHIECKHX, JUarHOCTHYECKHX, JieyeOHBbIX,
peabHIINTalHOHHEIX CBOHCTB OHOMEAHIMHCKOTO KJIETOYHOTO IMPOAYKTa B IPOIECCE
€ro TIPUMEHEHHUS JeJIOBEKY B LIeJIAX MOMYYEeHHs JOKA3aTeNbCTB e€ro 0e30NacHOCTH U
9(peKTHBHOCTH, JAHHBIX O MOOOYHBIX JEHCTBUAX TAKOTO MpPOAyKTa U
HeXeTaTeNbHBIX peaKkliiX, CBA3aHHBIX C ero NpHMeHeHHeM, a Takxe o6 sddexre
B3aMMOJEHCTBUA HCCIIeyeMOoro OHOMEIUMIMHCKOIO KIETOYHOTO MpPOAYKTa C
OpYTHMH  OMOMEIWLMHCKHAMH  KJIETOYHBIMH  HPOJAYKTaMH, JieKapCTBEHHEIMH
mpeliapaTaMy ¥ (WJIH) MEAUIMHCKAMY H3EMsMH, THIIEBBIMHA TIPOLYKTaMH;

3) opranmsanuy, oGnajaromieil IpaBaMH Ha pe3yNBTATHI JOKIHHUYECKUX
HCCNeIOBaHME  OHOMEAMLMHCKOTO  KJIETOYHOTO  MpPOAYKTa,  KIMHHYECKHX
HUCCIeROBaHNN GHOMEIUITMHCKOTO KACTOUHOTO NPOAYKTA M (HIM) Ha TEXHOIOIHIO
HPOH3BOACTBA GHOMEIUIMHCKOTO KIIETOYHOrO NPOLYKTa, [0 BOIPOCaM IIPOBEIEHH
GHOMeTMIMHCKOH 3KCIIEPTH3bI GHOMEIUIMHCKOTO KJIE€TOUHOT0 PONYKTa B YacTH:

a) JKCIepTU3bl KadecTBa OHOMETHIIMHCKOTO KIETOYHOro TNpPOAYKTa, B TOM
qHcie SKCHEPTH3B COCTaBa o0pa3loB GMOMEIHIMHCKOTO KJIETOYHOTO NPOXYKTAa M
METOJOB KOHTPOJISI €r0 KaueCTBa;

6) SKCIepTH3Bl JOKYMEHTOB IS IIONy4YeHHs pa3pelieHHs Ha I[pOBeAcHHE
KJIMHIYECKOTO MCCNeA0BaHUS GHOMEIUIIMHCKOTO KIIETOYHOTO IIPOAYKTa;

B) DKCTIEPTU3B! SPPEeKTUBHOCTH CHOMEIMIIMHCKOrO KJIETOWHOTO NPOAYKTa;

r ) OKCIIEPTU3bl OTHOILUCHUS ox(pmaemoifl MmOoNB3BI K BO3MOXHOMY DPHCKY
IpUMeHeHHs OHOMeIUIIMHCKOTO KIIETOYHOro IPOYKTa;

4) Biajenplia PETUCTPALMOHHOTO  YAOCTOBEPEHHd OHOMEAHLIHHCKOrO
KJIETOYHOrO HPOAYKTa IO BONPOCaM IIPOBEIEHUs OHOMEIMIHHCKONW 3KCIepTH3bI
GUOMETULMHCKOTO KIIETOYHOTO NpPOAYKTA MpH TOATBEPXKICHHH TOCYAapCTBEHHON
perucTpaiuid GHOMEAHLIMHCKOrO KJIETOYHOTO INPOAYKTa, BHECEHHS H3MEHEHHil B
JOKYMEHTBI, COJepXallliecs B PETHCTPAHMOHHOM IOChe Ha 3aperuCTpUpOBaHHBIH
OHOMEMILIMHCKHI KIIETOYHBIHN TIPOAYKT.

3. KoHCynpTHpOBaHHE OCYILECTBIAETCS SKCHEPTHBIM YUPEXAEHHEM IO
3anpocy cybobekTa obpauieHHs OMOMEIMILMHCKMX KIETOYHBIX MPOAYKTOB (naiee —
3ampoc), KOTOpbIH MOkeT ObITh HampasieH (NpeICTaBleH) B 3KCIEpTHOE
YUYpEXKACHHE B IHCBMEHHOH (opMe HIM B 3JIEKTPOHHOH ¢(opMe MOCPEACTBOM
obOpameHuss d9epe3  OQHUUMANBHBIH  CaliT  3KCHEPTHOIO  YYpeXAeHHS B
HH(OPMaLHOHHO-TEIEKOMMYHHKaLHOHHOM cetn «HTEepHET».

4. TToAroToBKa OTBETa Ha 3aMpOC U HANpaBJleHHE €r0 Ha OYMaXKHOM HOCHTENe
WM B 3NEKTPOHHOM QopMe cyOnekTy obpamienuss GHOMERMIMHCKHX KISTOYHBIX
NPOAYKTOB OCYILUECTBIMIOTCS ¢ COONIO/IeHHeM OrpaHH4eHHH, yCTaHOBJIEHHEIX



3aKoHOAaTeNECTBOM  Poccuiickoif ®DexepanMd o0  NEPCOHANBHBIX  AaHHBIX,
KOMMEPYECKO, ToCyapCTBEHHOH M MHOW OXpaHJAEMOM 3aKOHOM TaliHe, B CPOK, He
NIpeBBIIAIOIINH AecsTH paboumx JHel co AHSA NMOCTYIUICHHA 3alpoca B 9KCIIEPTHOE
YUYpEKICHHUE.

5. PyxoBomuTenb OSKCIEPTHOTO YUpeXAEHHs (JMLO, €ro 3aMmelnaroliee)
ompefieNAeT HUCIONHUTENS, OTBETCTBEHHOr0 3a  IIOATOTOBKY M HanpaBleHHE
(npencraBiieHus) OTBeTa CyOBEKTY oOpauleHHs OHOMEIUIMHCKOIO K/IETOYHOIO
IIpOAYyKTa, K3 YMCJia 3KCOEPTOB HE BKIIOYEHHBIX B COCTAB KOMHCCHM OKCIIEPTOB,
OcyH.IECTBJ'ISIIOIJ.Ieﬁ 6PIOM€J.'[I/II.[PIHCKyIO 3KCIICPTU3Y GHOMSHHHHHCKOI‘O KJIC€TOYHOTO
MpoAyKTa, B OTHOIICHMH KOTOpOTO HampaBieH (MpeACTaBlieH) 3ampoc (namee —
OTBETCTBEHHBIH HCIIOHUTEID).

6. OTBeTCTBEHHBIH MCIIOJNHUTENb PAaCCMATPUBAET MOCTYMMBIIMH 3ampoc H
IpHIaraeMble K HeMy JOKyMEHTHI (TIIpH HAJIMYHH), TOATOTABIUBAET MIPOEKT OTBETA H
IIPeNCTaBsieT ero Ha PacCMOTPeHHE M MOANMCAHHEe PYKOBOIUTENIO SKCIEPTHOIO
y4apexaeHus (JIUILY, ero 3aMeIaiIeMy).

7. B cinydae ecnu JIHI0, HalpaBuBliee (IpeACTaBHBIIEE) 3aNpoc, HE ABNAETCS
Cy6'beKTOM oﬁpameHym GI/IOMeI[I/IHPIHCKPIX KJIE€TOYHBIX IIPOAYKTOB, yKa3aHHBIM B
TyHKTe 2 Hacrosiero [lopsajka, WK coepxaHne 3anpoca He 3aTparuBaeT BONPOCOB
KOHCYJIbTUPOBAHHs, JMIly, HalpaBHUBIIeMy (IIpeICTaBHBIIEMY) TaKo#l 3ampoc, B
TCUCHHEC MOCCATH paﬁotmx ,Z[Heﬁ CO [HA MNOCTYIUICHHS 3ampoca B 3KCIIEPTHOE
yUpexaAeHne coo6maeTc5{ o HEBO3MO>XXHOCTH peaocTaBlICHUs OTBETa B
COOTBETCTBHH ¢ HacTosAmUM [lopsakoM U 0 MOATrOTOBKE U HPEICTaBIEHHH OTBETa B
COOTBETCTBUM C 3aKOHOAaTeNsCcTBOM Poccmiickoift @enepaumu o Iopsike
paccMoTpenus obparuenus rpaxnaH Poccuiickoit ®enepanun.

8. UudopMarus 0 colepKaHHH 3alPOCOB U OTBETOB Ha HUX €XKEKBAPTaJIBLHO,
He Mo30Hee AECATOro 4HCIa MecAla, CIENYIOUIEro 3a OTYETHBIM KBapTalioM,
pa3MeliaeTcs Ha OMHIMATEHOM caiiTe 3KCIIEPTHOTO YUpesKAeHHs B HHPOPMaLlHOHHO-
TEJIEKOMMYHHKAllMOHHOW ceTH «MHTepHeT» C cOOJNIONEHHeM OrpaHHYEHHiA,
YCTaHOBIIEHHEIX 3aKOHOJATeNbCTBOM Poccuiickolt ®enepauyd 0 HepPCOHANBHBIX
JIaHHBIX, KOMMEPUYECKOM, TOCYJapCTBEHHO! M HHOH OXpaHAEMOIi 3aKOHOM TalHe.

9. OKCIIepTHOE YYpeXJIEHHE eXEeKBApTaJlbHO, HE TMO3[HEe NecATOro 4ucia
MecsIla, CIEeAYIOMIETo 3a OTYETHBIM KBAapTAlOM, NpEACTaBiIsieT B MHHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoit denepaiuu B 31eKTpoHHOH hopMe HHopMaLuio o
KONHM4YeCTBEe IIOCTYNUBILUX 3alIpOCOB U Pe3yIbTaTaX UX PACCMOTPEHHS.

10. Komvst oTBETa HA 3ampoCc M IPEACTaBIeHHBle CyOBEKTOM obpalneHus
6PI()M€I[I/IIII/IHCKI/IX KJICTOYHBIX MPOAYKTOB HAOKYMEHTBI XpaHATCA B SKCICPTHOM
yUpesKAeHUH B TeUeHHe Cpoka obpanieHus OMOMEANLMHCKOTO KJIETOYHOTO NPOLYKTa,
HO He MeHee 15 JieT ¢ jaaThl HampasieHus cyObeKTy oOpaieHus GHOMeIUIHUHCKIX
KJIETOYHEIX MIPOSYKTOB OTBETA Ha 3a1poc.
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