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B cootBerctBUM co craTheii 12 QenepanbHOro 3akoHa ot 23 wmions 2016 r.
Ne 180-03  «O  OuOMEAMLIMHCKMX  KJIETOYHBIX npoxykrax»  (CoOpaHue
3aKoHoJatenbcTBa Poccniickoit ®epepanun, 2016, Ne 26, cr. 3849)mpu ka3 bl Balo:

YTBepOuTh:

IlpaBuna mpoBenenns GHOMEIMUMHCKOM —OKCIIEPTH3HI  GHOMETHIIMHCKHX
KJIIE€TOYHBIX IIPOAYKTOB COTNAcHO Mpuitoxkenuo Ne 1;

¢opMy 3aKmOYEHHS KOMHCCHH SKCHEPTOB (efepaibHOro roCyaapCTBEHHOTO
OI0JUKETHOTO  YYPEXIEHHA 110 TPOBENCHHI0  OGHOMETUIHHCKOM 3KCHEPTHU3BI
OHOME/IMIIMHCKUX KIIETOYHBIX TNPOAYKTOB MO pe3ylbTaTam OKCIIEPTU3BI KayecTBa
OMOMEIMIMHCKOTO KJIETOYHOTO MPOAYKTa, B TOM THCIIE 9KCHEPTH3BI COCTaBa 0OPa3OB
OMOMEMIIMHCKOr0 KJIETOYHOTO MpPOAYKTA H METOJIOB KOHTpOIII €ro KaydecTBa,
1 SKCIIEPTU3BI IOKYMEHTOB ISl MIOJIyY€H s paspelleHns Ha NPOBeIeHHEe KIMHHYECKOTO
MCCNIEOBAHUS OHOMENUIMHCKOTO KIETOYHOTO HPOXYKTAa B LENSIX roCyapCTBEHHOI
PerucTpaIy OMOMEULMHCKOTO KIETOYHOTO IPOJYKTA COTIACHO TIPHIOKEHHI0 No 2;

GopMy 3aKmOYeHHs KOMUCCHH OKCIEPTOB (elepalbHOro roCy1apCTBEHHOIO
OIOIDKETHOTO ~ YUpeXJIeHHS 110 TPOBENCHHIO OHOMEIUIMHCKOMN SKCITEPTH3BI
OMOMEIMLMHCKNX  KIETOYHBIX  NIPOAYKTOB 1O  pe3yJbTaTam SKCIIEePTU3BI
3 (PEeKTUBHOCTH GHOMENULHHCKOrO KJIETOYHOTO NMPOAYKTA U 9KCIIEPTU3Bl OTHOILIEHUS
OXXKMJIACMOH TMOJIB3BI K BO3MOKHOMY PpHCKY IPUMEHEHHS GHOMEIMIMHCKOTO
KJIETOYHOIO NPOAYKTa B LENAX TOCYyNapCTBEHHOW perucTpalmyd OGHOMEIUIITHCKOrO
KJIETOYHOIO NMPOAYKTa COTJIACHO MPHUIIOKeHUIo No 3;
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dopMy 3aKIIOUEHHS] KOMUCCHM 3KCIIEPTOB (elepalibHOTO TOCYAapCTBEHHOIO
OIO/KETHOTO  YYPEXIEHMA 10 IPOBEICHHIO OHOMEIMIIMHCKOM  3KCHEPTU3HI
OMOMEIUIMHCKIX KIETOYHBIX MPOXYKTOB IO PE3yNbTaraM 3KCIEPTU3bl OTHOIIEHUS
OXHJIA€MOM IOJB3bl K BO3MOXXHOMY pUCKY IpHMEHEHHS OHOMEIUIIUHCKOrO
KJICTOYHOTO MPOJYKTa, a TaKKe IKCIEPTH3bl KaueCTBa OMOMEIUIIMHCKOTO KJIETOYHOIO
IIPOAYKTa, B TOM YHCJIe SKCIIEPTU3BI COCTaBa 00pa3iioB OMOMEAMIIMHCKOTO KIIETOYHOTO
MPONyKTa M METOJOB KOHTPOJIA €ro KadyecTBa, IMPOBOJMMON B ClIydyae BHECEHHUS
M3MEHEHUH B HOPMATUBHYIO [OKYMEHTALMI0 Ha OHOMEIVIMHCKUN KJIETOYHBIH
NPOAYKT, TPU MOATBEPKIACHHUH TI'OCYHAPCTBEHHONM pPETUCTpAllMM OHOMEIUIHHCKOTO
KJIETOYHOTO IMPOAYKTa COTJIaCHO NpujokeHuro Ne 4;

(hopMy 3aKITIOUEHHS KOMHCCHH 9KCHEPTOB (elepalbHOrO roCyIapCTBEHHOIO
OFOKETHOTO  YYPEXAEHHMs IO  IIPOBEINCHUI0  OHOMEIMLMHCKOW  3KCIIEPTU3hI
OMOMEINVLMHCKUX KIETOYHBIX IIPOAYKTOB IO pe3yibTaTaM BKCIIEPTH3BI KauyecTBa
OHOMEINLIMHCKOTO KIETOYHOTO MPOAYKTa, B TOM HYHCIIe IKCIIEPTH3bI COCTaBa 0OpasIoB
OMOMEIMIMHCKOTO KIETOYHOro NPOJYKTa H METOJOB KOHTPOIISL €ro KayecTsa, u (UiIn)
SKCHEPTU3bl 3PPEKTUBHOCTH OGHOMEIUIIMHCKOTO KIETOYHOr0 NPOAYKTa, M (WIH)
OKCIIEPTU3bl OTHOIICHUS OXHUIAAEMOM IIONb3Bl K BO3MOXKHOMY DPHCKY NPHUMEHEHHS
OMOMEIMLMHCKOIO KJIETOYHOTO HMPOJAYKTA IIPH BHECEHHWM M3MEHEHMI B JIOKYMEHTH,
CoZepXXalIUECs B PETUCTPALMOHHOM AOChE Ha 3apPETUCTPUPOBAHHBIA OHOMENUIIMHCKUI
KJIETOYHBIM MPOAYKT COITIaCHO MPUJIOKEHHIO Ne 5,

Munuctp B.A. CkBoprosa
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IIpunoxenue Ne 1
K IIpyUKa3y MUHHCTEPCTBA 31paBOOXPAHEHHS
Poccurickoit @enepanun
OT «34 » Q,@)( 2017 r. Negﬂi_

IIpaBuna
nposeAeHns OHOMeIMIHHCKOM IKCIePTH3bI
OHOMENHIMHCKHX KJIETOYHbIX POAYKTOB

1. Obmue 1onoxeHns

1. Hactosmue IlpaBuiia ycTaHaBIUBaIOT OPSAOK MPOBEIEHMS OHOMEUIIHHCKOM
SKCHEPTU3bl  OMOMEIUIIMHCKMX  KJIETOYHBIX  IPOAYKTOB B benepalbHOM
roCyIapCTBEHHOM OIOKETHOM YYpEKIESHUH, HaXoJIeMcs B BeIeHUH MUHHCTEpCTBA
3apaBooxpaHeHus  Poccmiickot  ®epmepanum  (manee —  MMHHCTEPCTBO) W
obecrnevnBaroIieM UCIONHEHHE MONHOMOYNM MuHHCTEepCcTBa MO BBIZave paspelreHuit
Ha MPOBEJCHUE KIIMHUYECKUX UCCIeNOBaHNM OMOMEIMUIMHCKIX KIETOYHBIX MPOAYKTOB
U (MIH) TOCYJapCTBEHHOH perucTpauuy OHOMEIUIMHCKHAX KIETOYHBIX INPOIYKTOB
(nayee — 3KCHIEpTHOE YUPEXKICHHE).

2. broMenuuUHCKas S3KCHepPTU3a OHOMEOUIMHCKUX KJIETOYHBIX MPOIYKTOB
OCHOBBIBAE€TCS Ha IPHUHIMIIAX 3aKOHHOCTH, COONIOJEHUs IIpaB U CBOOOJ YeloBeKa U
rpakJlaHuHa, MpaB IOPUAMYECKOrO JIMIA, HE3aBUCUMOCTH 3KCIEpTa, 00BEKTUBHOCTH,
BCECTOPOHHOCTM M IIOJHOTHl MCCIENOBAaHUN, MNPOBOAUMBIX C HCIIOIb30BaHHEM
COBPEMEHHBIX JOCTIDKEHMM HAyKM M TEXHUKH, OTBETCTBEHHOCTH SKCIIEPTHOTO
YYpPEXNEHU U DKCIEepTOB 3a cobmojeHue Hacroammx IlpaBuia M 3a KadecTBO
IpOBeJeHHA ONOMEIUIIMHCKOH DKCIIEPTH3EI OMOMEUIIMHCKOTO KJIETOYHOTO IPOAYKTA.

3. buoMenMIMHCKas JKCIEepTH3a OHOMEOUIHHCKOrO KIIETOYHOTO MpPOIyKTa
IIpOBOlII/ITCH KOMHCCHEH 3KCIEePTOB O3KCIHEPTHOTO YUYPESXKAEHUS, Ha3HAYECHHOH
PYKOBOJWTENEM STOr0 YUYpeXACHHs, Ha OCHOBaHHM 3ajaHuMs MHUHHCTEpCTBA Ha
NpoBeAcHHE OHOMETUITMHCKON SKCIIEPTU3bl OMOMEIHITMHCKOTO KIETOYHOIO MPOIYKTa.

PykoBomutens  SKCHEpTHOTO  YUpeXAEHWS  oOecreyuBaeT  HaJIexalee
IpoBeIeHre OMOMEIUITMHCKON SKCIIepTH3hl GMOMETUIIHHCKOTO KIIETOYHOTO IIPOAYKTA B
COOTBETCTBMM C 3ajaHueM MuHHCTepcTBa M OpraHu3yeT IIOATOTOBKY CBOJHOTO
3aKTFOYEHUS] KOMHCCUH DKCIIEPTOB 3KCIIEPTHOIO YUPEKICHUS.

4.B coctaB KOMHCCUHU 3KCIEPTOB IO XOAATAHCTBY SKCIEpTa Ha OCHOBAHUM
pellleHNs] PYKOBOAUTEINS SKCIIEPTHOIO YUPEXKIAEHUS MOTYT OBITh BKIIFOUEHBI B KAYECTBE
5KCIIEPTOB MHBIE JIUIIA, B TOM YHCJE HE pa0oTaronye B 3TOM 3KCIIEPTHOM YUYPEXKIeHUH,
€CId WX CHelUalbHBIE 3HaHUsA HEOoOXOOUMBl [UIsl TNPOBENIEHHS OKCIIEPTH3BI
OMOMEAMIIMHCKOTO KIETOUHOTO MPOIYKTA.

5.1lpu npoBeneHMHM  OUOMEIOULHHCKOH  OSKCHEPTH3bl  OHOMEIMIIMHCKOTO
KJIETOYHOIO0 MPOJYKTA IKCIEPT HE MOXKET HAaxXOAMTHCA B KAKOM-ITMOO 3aBHCHUMOCTH OT
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sasBuTens (OpraHm3anyy, obiajaiolledl mpaBaMy Ha Ppe3yNbTaThl JOKIMHHUIECKUX
HCCIIeI0BAHMI OGMOMEIUIMHCKOTO KIE€TOYHOTO MPOIYyKTa, KITMHHIECKHX MCCIeJ0BaHUH
OGUOMEIMIIMHCKOTO KJIETOYHOro IpoAyKTa M (WIM) Ha TEXHOJOTMIO IPOU3BOJICTBA
OHOMEIUIIMHCKOTO  KJIETOYHOrO  MPOIYKTa,  YNOJHOMOYEHHOro e  Jpyroro
IOpUIIMYECKOr0  JIMI@A, BIAAENblla pPErHCTPAaLHOHHOIO yIOCTOBEPEHUS), JIMIIA,
Ha3HAYMBILIETo 3Ty SKCIEPTU3Y, WIH APYTHX JIKI, 3aMHTEPECOBAHHBIX B PE3yibTaTax
GHOMETULIMHCKON 3KCIIEPTU3BI OMOMEIMUIMHCKOTO KIIETOYHOrO IIPOJYKTA.

B cinyuae ecid SKCHEPTY H3BECTHBI OOCTOSTENBCTBA, IPENATCTBYIOLIME €ro
TIPUBIEYEHUIO K TMPOBEIEHUIO OHOMEIMUMHCKON SKCIIEPTH3EI, SKCIEPT cooOmaer 00
yKa3aHHOM 0GCTOSTENBCTBE PyKOBOUTEIO SKCIEPTHOTO YIPEXKICHHUS.

6. Ilepen HayanoM NpOBeIeHUs OGHOMEMIIUHCKON SKCIIePTH3BI OHOMEIUIIMHCKHIX
KJIETOYHBIX IPOAYKTOB IPOBOAUTCA OpraHMU3alMOHHOE 3aceJaHMe KOMHCCHU
3KCIIEPTOB, KOTOpoe 0(opMIIIeTCs IPOTOKOIOM, HOAINCEIBAEMBIM BCEMH €€ YICHAMH
KOMMCCHH 9KCIIEPTOB, U HA KOTOPOM 3KCHEPTHL:

1) M36UparoT M3 CBOEro COCTapa NpeCeNaTeNss KOMUCCHH 3KCIEPTOB U e
OTBETCTBEHHOTO CeKpeTaps;

2) onpenelsioT HOPSI0K paboThl KOMUCCUH 9KCIIEPTOB M NPUHATHS €10 peleHMH;

3) ompeneNArOT OCHOBHBIE HAIpaBleHHs pabOThl SKCIEPTOB, a TAKXKE MOPANOK U
YCIOBHUS OpraHU3aIMi PaboThl 9KCIIEPTOB;

4) yTBepXKAAI0T KajleHOapHBIH MiIaH paboThl KOMHUCCHH JKCIEPTOB HCXONS U3
CpOKa MPOBEIEHHs SKCIIEPTH3BI OHOMEUIIMHCKOTO KIETOYHOI0 POyKTa.

7. Ilpencenarenb KOMUCCHH SKCIIEPTOB!

1) npoBomAT 3acefaHUs KOMMCCHH OJKCNEPTOB M IIOAIMCBIBAET IPOTOKOJIBL
NIAHHBIX 3acelaHnM;

2) KOHTPOIMPYET BBHIIOIHEHHWE SKCIEPTaMH, BXOAAIIUMH B COCTAaB KOMHCCHUH,
miaHa paboThl KOMHCCHH SKCIEPTOB M IPMHUMAET peHIeHHs O BHECCHMU B HETO
M3MEHEHUH MCXOs U3 CPOKa MPOBENESHIS SKCIEPTH3bl OMOMEMUUHCKOTO KIETOYHOIO
IPOJYKTa;

3) dopmupyeT, Npi HEOOXOIUMOCTH, SKCIIEPTHBIE TPYIIIEl B COCTABE KOMUCCHH
3KCIEPTOB I10 OCHOBHBIM HAIIPaBICHUSIM IKCIEPTU3HI OMOMEQULIMHCKOTO KJIETOYHOI'O
IpOAYKTa;

4) npeACTaBIAET PYKOBOJUTENO SKCIEPTHOIO YHUPEKICHHUSA yTBEPKICHHBIC Ha
3aceIaHUsAX KOMHCCHM JKCIEPTOB MpeIoKeHHs o0 M3MEHEHHH ee COCTaBa, IOpsiKa
pabOTHl KOMUCCHY SKCIIEPTOB Y NPMHATHS €0 PEICHUH.

8. OTBETCTBEHHBLIN CEKpeTaph KOMUCCUU IKCIIEPTOB:

1) opraumsyer mpoBeleHHWE 3aceaHHMi KOMHCCUM OSKCHEPTOB H odopmIsieT
NPOTOKOJIBI JIaHHBIX 3aCeJaHui;

2) HOArOTaBIMBAET UL PACCMOTPEHHs Ha 3acelaHusX KOMMCCHH OKCIEpTOB
MOCTYNHUBIIKE NPEIOKEHUs 00 M3MEHEHHHU ee COCTaBa, MopsjKa paboThl KOMUCCHH
9KCIEPTOB U MPHHATHUS €10 PelIeHHUH;
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3) 060061maeT MHEHHA H BBIBOJBI OKCIEPTOB IO PE3yJIETaTaM OSKCIEPTU3BI
6HOMEIULITHCKOM DKCIEPTH3bl M 00eCIevMBAalOT MOATOTOBKY 3aKIIOYEHH KOMHCCHH
SKCHEPTOB.

9. DKCnepT NpH IPOBEJCHUH GHOMEIUIMHCKOH SKCIIEPTH3B OHOMEUIIMHCKOTO
KJIETOYHOTO MPOAYKTa 00sA3aH:

1) mpOBOAMTEL HcCieNOBaHHE IIPEe[CTABNEHHBIX €My OOBEKTOB MCCIIEIOBAHMS,
JNOKYMEHTOB M (WJIM) MaTepyaloB, OCYHIECTBIITh OLEHKY INpEeAnaraéMplX METOIOB
KOHTpOI KayecTBa GHOMEIUIHHCKOTO KIETOYHOTO MPOJYKTa, AaBaTh 3aKIKOYEHUE TI0
[OCTABICHHBIM IIepe]l HMM BOIIPOCaM C COOTBETCTBYIOIIMM OOOCHOBaHHEM WA
3aKJIIOUYEHHEe O HEeBO3MOXKHOCTH IPOBENEHUS UM OMOMENVLIMHCKOM 3KCIePTH3BI
OMOMETUIIMHCKOI0 KJIETOYHOIO MPOAYKTa, €CIH IIOCTAaBJIEHHEIE BOMPOCH BBIXOIMAT 32
Ipenenbl CIENUaNbHBIX 3HAHWH OSKclepra, NHOO ecid OOBEKTHl HCCIeOBaHHMH,
JOKYMEHTHl ¥ (WJIM) MaTepHalbl HENpPUIOOHBl WM HEJOCTaTOYHBI I NMPOBEACHUS
UCCIIE0OBaHMUN 1 Ja4YH 3aKIIOYCHHUS,

2) obecrieynTh  HAJUIEKAlllee  XpaHEHHEe  NpPEICTaBeHHbIX  OOBEKTOB
HcClIeIOBAHMMA, IOKyMEHTOB | (MJIH) MaTepHUasoB;

3) cOOBGUINTE PYKOBOAMTENIO SKCIEPTHOTO YYpEXKAEHHs 00 00CTOSTeNbCTBAX,
TIPENSTCTBYIOMMX €ro NPHUBICYEHUIO K NPOBEIEHHIO SKCIEPTHU3bl OHOMEIMIMHCKOTO
KIETOYHOr0 IpOAYKTa 1ub60 He MO3BOJLIOMMX 00ecleduTh COOMOoNeHue ee
IPUHIIMIIOB, YKA3aHHBIX B MyHKTe 2 HacTosmwmx [IpaBumn.

10. Dxcnepr He BIIpaBe:

1) npoBowTE GHOMEIUIIMHCKYIO SKCHEPTH3y OHOMEIMIMHCKUX KIETOYHBIX
IIPOAYKTOB 110 OOpPAIIEHAI0 HEMOCPENACTBEHHO K HEMY IOPUIMYECKIX HIIH QU3HYECKHX
JIALL

2) caMOCTOSTENIBHO COOMpaTh MaTepHalbl I MPOBENCHUS OMoOMe TUITHHCKOM
SKCIIEPTH3bl OMOMEIUIIMHCKAX KIETOYHBIX MPOIYKTOB;

3) IPOBOAUTL KOHCYJIbTAIIMU B 001IaCTH MPOdECCHOHANBHOU ACATENTBHOCTH BHE
CITy>keOHOTO 3a1aHu;

4) pasrnamarh CBeJIeHHUs, KOTOPLIE CTAllM €MY M3BECTHBI B CBS3H C NPOBEJCHHEM
OMOMEIUIIMHCKON DKCIIEPTH3hl OMOMEIMIMHCKMX KIETOYHBIX IPOJYKTOB, a TaKKe
CBEJICHUS, COCTABJIIOIIME TOCYIaPCTBEHHYIO, KOMMEPYECKYIO WM HHYIO OXpaHAEMYIO
3aKOHOM TauHYy.

11.Tlpy  npoBefeHMH OHOMEAUWIMHCKOH  3KCIEPTH3bl  OHOMEIUIMHCKOIO
KJIETOYHOTO MPOJAYKTa 3KCIEepPT He BIpaBe CaMOCTOATENBHO MCTpeOoBaTh y 3asBUTENA
HOKYMEHTH 1 (WIHM) MaTepuanbl, HeOGXOAWMBIe Ul INPOBENEHMs SKCIepTusel. B
Cllydae HEJOCTAaTOYHOCTH IPENOCTABICHHBIX OKCHEPTy JIOKYMEHTOB U  (WIH)
MaTepuanoB JUIs Jadd 3aKIIOYeHHs OJKCIepT BIpaBe IOCTaBUTH BONPOC O
IPeOCTAaBIEHAM €My HeOOXOAMMBIX JOKyMEHTOB M (MiM) MaTepuanoB TIiepen
PYKOBOIMTENEM IKCTIEPTHOIO yUPEKIEHHS, KOTOPBIA 00paIlaeTcsi ¢ COOTBETCTBYIOLINM
3a1pocoM B MUHHCTEPCTBO. MUHUCTEPCTBO B TeUeHHME MATH pabouux JHEH co JHs
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[OCTYIUIEHHsS 3ampoca PYKOBOJIUTEJNS OKCIEPTHOTO YYPEKNEHHs HalpaBIAeT B
SJIEKTPOHHOM WM ITUCBMEHHOH (opMe 3asgBUTENIO 3alpoCc O IMpPeJOCTABICHUNA
JOTIOTHUATENBHBIX JOKYMEHTOB U (HJIM) MATEPHANIOB ¢ YBEZIOMICHHEM O €T0 I0IyICHHH.
3asgBuTeNb 00sS3aH B CPOK, He NPEBBILAIONIMM IMECTUAECATA pabovuuX HHEH co JHS
oTydeHus 3anpoca MUHNACTEPCTBA, NPEACTABUTE 3alPOIIEHHBIE TOKYMEHTE 1 (umm)
MaTepHuasl Tu00 000CHOBATh HEBO3MOXXHOCTh UX TIPEICTABIICHHS.

IIpu HemnpeACTAaBICHMM 3adBUTENEM 3aNPOIUCHHBIX JOKYMCHTOB U (unm)
MATEpHANOB JKCIepTH3a OHOMEJMIMHCKOTO KIETOYHOro MpoIyKTa MPOBOAMTCA IO
MMEOIIMMCS B PACTIOPSIKEHHM DKCIEpTa O0BeKTaM MCCIeNoBaHMsA, NOKyMEHTaM H
(wnin) MaTepualiaM.

12. Kaxxaplii 5KCIEpT, BXOAAINMA B COCTAaB KOMHCCHH OKCIEPTOB, KOTOpOH
[I0pY4EeHO TPOBeJeHHe OMOMEIMIMHCKON SKCIEPTH3B OMOMEIULMHCKUX KICTOIHBIX
IPOIYKTOB, HE3aBUCHMO M CaMOCTOATENBHO MPOBOJMT MCCIENOBAHNS, OLCHUBACT
pe3yNLTAThl, IIOTy4YeHHBIE MM JIUYHO ¥ APYTHMHU 3KCIIEPTaMH, 1 bopMyHpyeT BHIBOMBI
OTHOCHUTEIHHO TNOCTABJIEHHBIX BOIPOCOB B TIpeleiax CBOMX CIHENMANbHbIX 3HAHWH.
BpiBogpl  OKCIEpTa  JOJDKHBEI  OBITE  OJHO3HAYHBIMK, IIOHATHBIMH,  HaydHO
000CHOBaHHBIMH.

DKCITepT, MHEHHE KOTOPOrO HE COBNAJ@eT ¢ PeIICHUeM KOMMCCHU IKCNEpTOB
SKCIIEPTHOTO YUpEX/eHWs, BIpaBe BHIPA3UTh B MUCBMEHHOH ¢opMe CBOe MHEHHE,
KOTOpO€ MpuodmaeTcs K 3aK/II0YEHII0 KOMUCCHH 3KCTIEPTOB.

13. JIoKyMeHTEI, MOCTYIHBIIAE B 3KCIIEPTHOE YYPSKIACHHME NJIi MpOBEACHUA
GHOMEIUIMHCKONR SKCIIEPTH3bl OHOMEIULIMHCKOrO KIETOYHOTO NPOAYKTa, MHOMIekKatr
BO3BpAaTy B MUHHCTEPCTBO OJHOBPEMEHHO C HaIpaBICHHEM 3aKIIOYCHHS KOMHUCCHH
SKCIIEPTOB 3KCIIEPTHOTO YUYPEXIEHHUS 110 Pe3yNnbTaTaM SKCIEPTU3HI OMOMEIULIMHCKOIO
KJIETOYHOIO IIPOAYKTA.

14.B cny4ae Hauu4us B 3aKIIOYEHHH KOMHCCHU 3KCIIEPTOB SKCHEPTHOIO
yYpesk/ieHns NPOTHBOPEYHBEIX JJAHHBIX, HEOOOCHOBAHHEIX U (W) HEMOJHBIX BHIBOZIOB,
danbcuduKalid  BHIBOAOB OUOMEIUIIMHCKONM  SKCIEPTHU3bl  OMOMEIULIHHCKOTO
KIIETOYHOTO MPOAYKTa, COKPBITHI OT MUHMCTepCTBA OCHOBAHUH N OTBOJA SKCIEpTa
BCJIE[ICTBME €0 3aMHTEPECOBAHHOCTH B Pe3yNbTaTaX SKCTEPTH3bl OHOMEAHUHMHCKOTrO
KJIETOUHOT0 MPOJyKTa, HANHYKS JAaHHEIX O IPAMOM MO0 KOCBEHHOM BMEINATENBCTBE B
IIpOIeCcC SKCIEPTH3bI GHOMEAUIMHCKOTO KI€TOYHOTO HPOJYKTA JIMLL, HE yaCTBYIOIIMX
B ee HpOBEJICHNH, HO OKa3aBIINX BIMSAHKME HA MPOLECC M Pe3ylNbTaThl €€ IPOBENCHH,
MUHHCTEPCTBOM ~ Ha3Ha4aeTcs IOBTOpHas  OHOMeIMIMHCKAas IKCIepTU3a
OMOMEIHIIUHCKOTO KIIETOYHOI'O MPOJTYKTa.

[ToBTOpHAas OMOMEIMIMHCKAs JKCHEpTU3a OMOMEIUUMHCKOrO  KJIETOHOro
IpOLYKTa TPOBOAUTCA OJKCIIEPTHBIM YYPEeKIEeHHEeM B  CPOK, YCTaHOBJIEHHBI
MUHUCTEPCTBOM B 33/1aHUU Ha IPOBEJICHHUE TAKOH SKCIEPTH3EL.

DKCnepThl KOMMCCHH — 9KCIIEPTHOTO  YHUPEXKJEHHsS, B OTHOIICHMU KOTOPBIX
YCTaHOBNEHBl 0OCTOATENbCTRA, YKasaHHbIE B ab3ale nepBoM HACTOSIIETO MyHKTA, HE




JOITYCKAarOTCsl K IIPOBEACHUIO HOBTOpHOﬁ IKCIIEPTU3LI 6I/IOMGI[I/IHI/IHCKOFO KJICTOYHOI'O

IIpOJaYyKTa.

I1. TTopsanok nmpoBeAeHUs] OMOMEOULIMHCKON SKCIIEPTH3bI OMOMETUIITHCKOTO
KJIETOYHOT'0 MPOAYKTA IIPU OCYIECTBICHUH I0CYIApCTBEHHOM perucTpanum
OMOMEINIIMHCKOTO KIETOYHOTO MPOIyKTa

15.1lpu ocymecTBIeHMH TIOCYJAPCTBEHHON perucTpanuu OUOMEIUIIMHCKOrO
KIETOYHOI0 MpOAyKTa OMOMEIWIIMHCKas JKclepTu3a OMOMEIMIIMHCKOro KJIETOYHOTO
MIPOAYKTa NPOBOJMUTCS B JIBa 3Tana:

1) Ha mepBoM »sTame MPOBOAATCS OJKCIEPTH3a KadecTBa OMOMETUIIMHCKOTO
KJI€TOYHOIO IPOAYKTA, B TOM YHUCJIE€ SKCIIEPTH3a COCTaBa 00pasloB OMOMETUIUHCKOTO
KJIETOYHOrO IIPOJyKTa M METONOB KOHTpONS €ro KadecTBa (Jajee — SKCIepTH3a
KauyecTBa OMOMEIUIIMHCKOTO KJIETOYHOIo NPOIYyKTa), U 3KCIEPTH3a JOKYMEHTOB AJA
IIOJIyYeHHsT  pa3pellieHHs] Ha  IPOBEEHHWE  KIMHUYECKOTOo  HCCleOBaHMA
OMOMEIUIMHCKOTO KJIETOYHOIO0 NPOAYKTa, 3a MCKIIOYEeHHEeM OHOMETUIIMHCKOTO
KJIETOYHOIr0 IMpPOAyKTa, B OTHOIIEHWH KOTOPOIO TPOBEAEHBI MEXIyHapoJHbIE
MHOTOLIEHTPOBBIE KIMHHYECKHE MCCIEeN0BaHusA, 4YacTh U3 KOTOPHIX TNpOBEJEHA B
Poccuiickoit @enepanuy;

2) Ha BTOpOM OJTalle MPOBONATCS SKCIEPTH3a a(b(péKTHBHOCTH MPUMEHEHUS
OMOMEIUIIMHCKOTO KJIETOYHOIO IPOAYKTa K SKCIepTH3a OTHOILIEHUS OXHUAaeMOoMn
MOJIB3BI K BO3MOXXHOMY PHCKY HNpHUMEHEHHsS OMOMEIUIIMHCKOTO KJIETOYHOT'O IMPOIYyKTa.
VYka3zaHHEIe 3KCIEPTU3Bl IPOBOAATCS MO pe3ynbTaTaM KIWHUYECKUX HCCIeIOBaHUN
OMOMEeNIIMHCKOTO KJIETOYHOIO MPOAYKTA.

16. OkcnepTr3a KauecTBa OMOMEIUIIMHCKOT0 KJIETOYHOTO MPOAYKTa, SKCIepTH3a
JIOKYMEHTOB JUIsl IOJY4EHUs pa3pelleHs] Ha IPOBEeiCHUE KIMHUYECKOTO UCCIIEIOBaHMUS
OMOMEIUIMHCKOrO0 KIETOYHOr0 MNpPOAYKTa K COCTaBJieHHE KOMMCCHEHl 3KCIepTOB
AKCIIEPTHOIO YUPEKISHUs 3aKirodeHus 1o ¢opme cornacHo mTpmiokenwro Ne 2 k
HacCTOAIEMY NPUKa3y MPOBOIUTCSA B CPOK, HE NPEBBIIAIONIMN cTa paboyux IJHEH, CO
JIHS TIOJy4eHHUs DKCIEPTHHIM YUYpEKJEHUEM 3afaHusi MUHHUCTEPCTBA C MPUIIOKEHHEM
JIOKYMEHTOB, YKa3aHHbBIX B NyHKTax 1-11, 13 gactu 2 crateu 9 ®enepanbHOro 3akoHa
oT 23 urons 2016 r. Ne 180-P3 «O 6unoMeIUIIMHCKAX KIETOYHBIX npoz[yKTax»1 (manee —
OenepanbHbiil 3ak0H 0T 23 nroHA 2016 1. Ne 180-D3).

17. B TeueHue mecTueCATH paboyux JHEU CO HHS IMOJY4YEHUs 3asBUTENEM OT
9KCHEPTHOIO YUYPEXKJEHUS YBEAOMJIECHUS O I[IONyYeHUH YKa3aHHBIM SKCIEPTHHIM
ydpexaeHueM 3aganusd MuHuUCTepCTBa, yKa3aHHOro B IyHKTe 16 nactrosmux Ilpasui,
3asBUTENb MPEACTaBAAET B OJKCIEPTHOE YUpeXKIAeHHE sl TPOBENCHUS SKCIEPTHU3bI
KadyecTBa OHWOMEIMIMHCKOTO KJIETOYHOTO NpoaykTa oOpa3npl OHOMEIHIIMHCKOIO

! Co0Opanue 3akoHoaarenbeTRa Poccuiickoit @enepaumy, 2016, Ne 26, cr. 3849)
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KJIETOYHOIO IIPOAYKTA, KJIETOYHON JTHMHMHM (KIETOUHBIX JUHUI), MEIULIMHCKUX U3MeIul,
JIEKapCTBEHHBIX MPENaparoB IJI MEIULMHCKOrO IMPUMEHEHMs, BEIECTB, BXOIAIIUX B
cocraB OMOMEIHIIMHCKOTO KJIETOYHOIO MNPOAYKTa, NPUMEHSEMBIE IPH IPOBEICHUH
OKCHEPTU3Bl KadecTBa OMOMENUIMHCKOIO KJIETOYHOIO NMPOAYKTAa IyTEM CPaBHEHHUS C
HHUMH HCCIelyeMOro OMOMEIMIIMHCKOIO KJIETOYHOIO IIPOJAYKTa, B KOJHUYECTBE,
HeOOXOOMMOM JJIsi BOCTIPOM3BEICHUSI METOJOB KOHTPOJA KauecTBa OMOMENMLIMHCKOTO
KJIETOYHOTO IPOAYKTa B YCTAHOBIEHHOM nopsike’.

18. Tlpu monydeHrnn 00pa31ioB OMOMEIUIIMHCKOTO KJIETOYHOTO MIPOAYKTa U HHEIX
00pasiioB, YKa3aHHBIX B IyHKTe 17 Hactosmumx IlpaBui, skcnepTHOe yYpexieHHe
BBIJIAET 3aBHUTENIO JOKYMEHT, TIOATBEPKAAFOIIMH ITOydeHHe yKa3aHHBIX 00pasLoB, U
B CPOK, HE TpeBbIIAIOIMI Tpex paboumx [HEH CO JHA TONydYeHMs YyKa3aHHBIX
00pastios, yBenomisieT 00 3ToM MHHHCTEPCTBO.

19. Vkazanusle B nyHKkTax 17 u 18 nacrosmmx IIpaBun cpok A npencraBiaeHus
3asgBHUTENEM 00pa3loB GHOMEIUIIMHCKOrO KJIETOYHOrO MPOAYKTa U MHBIX 00pasnoB H
CPOK yBENOMJIGHHMS OKCIEPTHbIM YyupexxacHHMeM o0 3TtoM Munucrepcrsa He
BKIIOYAIOTCA B CPOK TNPOBENEHHs] DOKCIEPTHU3, NPEIyCMOTPEHHBIX IIyHKTOM 16
HacTosmux IIpasuin.

20. B citydae, eciii 3asiBJIsSIeMbIi CPOK XpaHEHKs OMOMEIULIMHCKOIO KJIETOYHOIO
IPOXYKTa  COCTaBisgeT MeHee  IMTHAALaTH  CyTOK, OJKCIEpTH3a  KadyecTBa
OMOMEIMIIMHCKOTO KJIETOYHOIO MpPOAYKTa IPOBOAHTCS B IIOPAAKE, YCTaHOBJIEHHOM
MUHHCTEPCTBOM, KOMHCCHEH JKCIIEPTOB 3KCIIEPTHOIO YUYPEXIEHUS B MeECTe
IPOU3BOJCTBA OHMOMEIWLMHCKOIO  KJIETOYHOIO IPOAYKTa €  MCIOJIb30BaHHEM
06OPYIOBaHUS IPOM3BOLUTENS, IPH ITOM 3asBUTENb B T€YEHHE MIECTUAECATH pabodnx
JHEH Co JHS MOJyYeHHs OT IKCIIEPTHOIO YYpPEeXAECHUS YBEIOMIIEHUS O ITOJIyYECHHUH UM
3aaHid MUHHCTEPCTBA YBEAOMIIAET OJKCIEPTHOE YYpPEXKIECHHE O TOTOBHOCTH K
IPOBEICHUIO SKCIEPTU3bl Ka4eCTBa OMOMENMIIMHCKOrO KJIETOYHOrO MPOAYyKTa B MECTE
IPOM3BOJICTBA GMOMEAULIUHCKOIO KJIETOYHOT'O TpOJTyKTa’.

21. Oxcneptuza 3Q(PEeKTUBHOCTH OMOMEAMLMHCKOIO KIIETOYHOIO IPORYKTa H
SKCIIEpTH3a OTHOILUEHMS OXHUAAEMOW IONB3bl K BO3MOXHOMY PHCKY TNPHMEHEHMS
OMOMEIMIMHCKOTO KJIETOYHOTO IIPOAYKTA, COCTAaBIEHUE KOMMCCHEH JKCIIEPTOB
SKCIIEPTHOTO YYPEXICHUs 3akII0UeHHs 1Mo (opMe COrnacHo npunoxeHuio Ne 3 x
HACTOAINEMY TIIpHKa3y, W HalpaBleHWe JaHHOTO 3aKIIO4eHUss B MHMHHUCTEPCTBO
IPOBOJATCS B CPOK, HE IIPEBBIIIAIOIMA JABAAUATH AT paboyMx [HeW co JHA
TIONIyYeHHs] SKCIEPTHBIM YUpeXJEeHUEeM 3aaaHuss MUHHCTEPCTBA € JOKyMEHTaMH,
yKasaHHBIMHA B myHKTax 1 - 5, 13 gactu 2 crateu 9 ®efepajbHOro 3aKoHa OT 23 UIOHS
2016 r. No 180-®3, m oT4eTOM O MPOBEACHHOM KIMHHUYECKOM MCCIIEIOBaHUU
OMOMEIUITUHCKOTO KJIETOYHOIO IPOAYKTa.

2 Yaere 2 craThn 15 MenepanbHoro 3axoHa ot 23 mons 2016 r. Ne 180-D3.
3 Yacts 4 cTathy 15 @enepanbhoro 3akoHa ot 23 mious 2016 r. Ne 180-D3.
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Jlns mpoBeJeHHs yKa3aHHBIX B ab3alle IepBOM HACTOSIIEro IMyHKTa SKCHepTH3
3asBUTENH NpeAcTaBiseT B MEHHCTEPCTBO JOKYMEHTHI U CBEICHUS, yKa3aHHbIC B 4aCTH
2 cratbu 18 DeepanbHOro 3aK0Ha OT 23 MIOHS 2016 r. Ne 180-®3.

Jlis mpoBeneHus 9KCIEPTH3bl dPGEKTHBHOCTH OMOMEIHIIMHCKOTO KIETOYHOTO
IPOAYKTa M OKCIEPTHU3bl OTHOIIEHHUSA OXUIAcMOHM IOJB3BI K BO3MOXKHOMY PHCKY
IpUMeHeHUsT GMOMEMIMHCKOT0 KIETOYHOTO TPOAYKTa, B OTHOMICHMH KOTOPOTO
TIPOBEIEHB! MEX/IYHAPOIHbIE MHOTOLIEHTPOBBIC KIIMHWYECKHE UCCIEN0BaHNS, 1aCTh U3
KOTOpEIX IMpoBereHa B Poccuiickon (I)enepaunu4, K 3amaHMio MuHHCTEpCTBA
TIPUIIAraloTcs TOKYMEHTH], YKa3aHHble B IyHKTaX 1-6, 8,9, 12 u 13 vactu 2 cratbu 9
DefiepanbHOro 3akoHa oT 23 mons 2016 r. Ne 180-03.

I11. TTopsmoK IIPoBEAEHs SKCIePTH3EI OTHOIIEHMS 0XKUaeMOH TIOJIB3bI K
BO3MOYKHOMY PHUCKY ITPHMEHEHHs OMOMEIMIIHHCKOr0 KIETOYHOr0 MPOAYKTa, a TakKe
3KCIIEPTH3BI KauecTBa OMOMEIUIIMHCKOTO KJICTOYHOI0 MPOIYKTa, IIPOBOJIMIMOH B Cllydae
BHeCeHMs M3MeHEeHHI B HOPMATUBHYIO JIOKYMEHTALMIO Ha OHOMEIMIUHCKHI
KJIETOYHBIH MPOYKT, TP IIOATBEPXKICHNM FOCY IapCTBEHHON PETHCTPaliK
OMOMEIUIIMHCKOTO KIETOYHOIO MPOIYKTa

22. DkcmepTr3a OTHOIIEHHMsS OXMAAEMOM IONB3bl K BO3MOXHOMY PHUCKY
IpAMeHeHHs GHMOMEJUIMHCKOTO KIETOYHOrO MPOJYKTa, @ TAKKe IKCIEPTH3A KauecTBa
6HOMETHITUHCKOTO KIETOYHOTO MPOJIYKTa, IPOBOIMMAs B CIlydae BHECCHUS H3MCHEHHH
B HOPMATMBHYIO NOKyMEHTALMI0 Ha OMOMENMUMHCKUA KICTOYHBIH TNPORYKT, H
COCTaBIIeHYE KOMHCCHEH 3KCIIEPTOB SKCIEPTHOTO YUPEeXKASHHs 3aKIMO9enus 10 popMe
cornacHo mpuioxeHdro Ne 4 K HacTOSIEMY NpPHKasy OCYMIECTBISIFOTCS B CPOK, HE
NpeBHIIIAIOMKN  ceMUIecATH pabounx HHEH Co JHA MONy9IeHHsS SKCIEpPTHBEIM
yupeskIeHHeM 3a1aHi MUHICTepCTBa C IPHIOXKEHHEM CIEIYIOWHNX NOKYMEHTOR:!

1) IOKyMeHT,  cojepXallui  pe3ynbTaTbl ~ MOHMTOpHHIA 6e301acHOCTH -
OGHOMEIUIIMHCKOTO  KJIETOYHOTO  IPONYKTa,  OCYUISCTBIIIEMOIO  BIIAACNbLEM
PErHCTPAIMOHHOr0  yHOCTOBEpeHUs OHOMEIUUMHCKOIO. KIETOYHOTO IPOAYKTA, II0
$hopMe, YCTAHOBICHHOH YIONHOMOYEHHBIM (elepalbHBIM OpraHoM MCTIOJIHUTEILHON
BIIACTH ;

2) Komusi JIMIEH3WM Ha OCYIIECTBIIEHHe JCATENHOCTH IO NPOU3BOACTBY
OUOMEIMIIMHCKAX KIETOYHBIX IPOJTYKTOB,;

3) 3anpoc B (QejiepalbHblil OpraH MCNOJHHUTEIPHON BIIACTH, OCYILECTBIIAIOIIHM
QYHKIMM 1O KOHTPONIO M HaA30py B cdepe 3/paBOOXPAHEHHMs, O MPEICTaBICHUH
pe3yJbTaToB MOHUTOPHHIA 6€301MaCHOCTH OHOMEUIMHCKOTO KIETOYHOTO MPOJyKTA.

B ciyyae BHECeHMs H3MEHEHHMH B HOPMATHBHYIO JIOKYMEHTAalMIO Ha
OMOMEIMIIMHCKUI KJIETOYHBIM TMPOIYKT JUId INPOBEJCHHs DSKCHEPTU3hl KaviecTsa
OUOMETUIIMHCKOrO TPOAYKTa B JOIOJNHEHUWE K MCePeUMCICHHBIM JIOKyMCHTaM K
3agaHuo MUHHCTEPCTBA npuIaraoTes’:

4 Yacte | craThn 9 PesepanbHoro 3akona ot 23 mons 2016 1. Ne 180-03.
S Yacte 3 cratbi 22 denepanbHoro 3akoHa ot 23 wons 2016 r. Ne 180-D3.
© Yactu 2 u 4 crateu 22 dejlepanbHoro 3akoHa ot 23 wons 2016 r. Ne 180-03.



1) HopMaTHBHAas TOKyMEHTAIMs Ha OMOMeIMLMHCKIH KIeTOYHBIN POIyKT;

2) MpOeKT HMHCTPYKIMM 110 HPUMEHEeHHI0 OHOMEIMUMHCKOTO  KJIETOYHOro
MPOIYKTa;

3) npoeKkThl MaxKeTOB IEPBUYHOX YHNAKOBKM W  BTOPUYHOM  YNaKOBKU
OMOMEIUIITHCKOTO KJIETOYHOTO MPOIYKTa.

23. DkcnepTu3a OTHOHICHUS OXHJAeMOH TONB3bl K BO3MOXHOMY PHCKY
MpUMeHEHMs] OMOMEIUIMHCKOTO KIETOYHOro IPOAYKTa M (UJM) SKCIIepTHU3a KauecTBa
GMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTa HPOBOJISATICA B IOPSJAKE, YCTaHOBIEHHOM
crathsamu 15 n 18 degepansHoro 3akona ot 23 uronst 2016 1. Ne 180-037

24. llpencraBiieHue 3asgBuTeNeM o00pa3nioB OHOMEIUIMHCKOIO  KJIETOYHOIO
MpOJNyKTa [OJ TPOBEJEHUS SKCIEPTU3Bl KadecTBa OMOMEIMLIMHCKOTO KIJIETOYHOI'O
mpoxykra (NIpM BHECEHMM M3MEHEHWH B HOPMAaTHBHYIO JOKyMEHTAalMIO Ha
OMOMEIUIMHCKUN KJIETOYHBIN NPOIYKT) OCYILECTBIAETCS B COOTBETCTBUM C IIyHKTaMH
17-19 nacrosamux [pasui.

IlpencraBnenue 3asgBuTeNeM 00pa3lOB OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTA
JUI TPOBEIEHMs SKCIEPTH3bl KauyecTBa OMOMEIMIIMHCKOIO KIETOYHOTO MPOIYyKTa B
MecTe IpPOW3BOJACTBA OMOMENUIMHCKOrO KJIETOYHOTO IPOAYKTa C MCIIOIb30BaHHEM
00OpyHOBaHMS NPOU3BOAUTENS OCYIIECTBISIETCS B COOTBETCTBMH C ITYHKTOM 20
HacTostmx [IpaBui.

IV. Ilopanok npoBeaeHHs 3KCIEPTH3HI KauecTBa O0MOMEIMIIMHCKOTO KJIETOYHOIO
TPOAYKTa, ¥ (MJIN) SKCIEePTHU3H 3P HeKTUBHOCTH OHOMEIUIIMHCKOIO KJIETOYHOTO
IIPOAYKTa, U (WUIIN) 3KCIEPTU3BI OTHOIEHHUS OKUIAeMOH TIOJB3BI K BOSMOXKHOMY PUCKY
IpUMeHeHUs1 OMOMEAUIIMTHCKOTO KIIETOYHOrO MPOIyKTa MPH BHECEHUH H3MEHEHUI B
JOKYMEHTBI, COAEPXKalIUecs B PETUCTPALIMOHHOM JI0Che Ha 3aperuCTPpUPOBAHHBIA
OMOMETUITTHCKUH KIeTOYHBIH MPOIYKT

25. DkcnepTh3a KadecTBa OMOMEIUMITMHCKOTO KJIETOYHOTO MPOIyKTa, W (WIH)
skcriepTr3a 3P(EeKTUBHOCTH OHOMEIUIIMHCKOTO KIIETOYHOTO IIPOAYyKTa, M (MIIH)
DKCTIEpTH3a OTHOIICHMS OXXHUJAEMOHM MONB3bI K BO3MOXXHOMY PHUCKY NPHUMEHEHHUSI
OMOMEIMUMHCKOIO0 KIETOYHOIO IIPOAYKTa M COCTaBJICHHE KOMHCCHEH SKCIEepTOB
SKCIIEPTHOTO YYPESXIEHHUs 3aKioueHus 1o ¢opMe COrjlacHO MNpmiIoxkeHHo Ne 5
K HacToslleMy IpHKa3zy OCYIIECTBIAIOTCS B CPOK, He IPEBHIIAIONINN BOCBMHUACCITH
pabounx OHeH co JHA MOJIyueHHS SKCIEPTHBIM YUpeXJeHHeM 3aiannsd MUHUCTEpCTBa
C TPHUIOXEHUEM JOKYMEHTOB, IIOATBEPKIAIOIIUX HEoOXOOMMOCTh  BHECCHUS
3asIBICHHEIX H3MEHEHHIA .

26. DxcnepTu3a KayecTsa O0MOMEIULUHMHCKOTO KIETOYHOIO MPOIYyKTa POBOAUTCS
B CIlyyae BHECEHUS M3MEHEHHH B JOKYMEHTHI, COJIEpKallhecss B PErHCTPaliOHHOM
JOCE€ Ha 3aperHCTPUPOBAHHEIN OMOMEIUIIMHCKUI KIETOYHBIM IIPOAYKT, KacaroIIHecs
MeCTa TIPOM3BOJCTBA OMOMEAMIMHCKOTO KJIETOYHOI'o MPOAYKTa W (MJIHM) mokasaTeneit
KayecTBa W (UNTH) METOJOB KOHTPOJIA KadyecTBAa OWOMEIMIIMHCKOTO KJIETOYHOIO

"Yacte 10 ctaThn 22 denepanbHOro 3akona or 23 moHs 2016 r. Ne 180-03.
#Yactb 1 cTaThy 23 DenepanbHoOro 3akona ot 23 mona 2016 1. Ne 180-D3.
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NpOMYKTa, COAEPXKAIMXCs B HOPMAaTHBHOM JIOKYMEHTalUH Ha OuOMeTMIIMHCKUAN
o 9
KJIETOYHBIN DPOIYKT .
27. Dkcneprusa 3(QGEeKTHBHOCTH OMOMEIULUMHCKOrO KIIETOYHOTO MNPOAYKTA H

SKCIIEpPTH3a OTHOLICHMsS OXUJAEMOM MOJb3bl K BO3MOXKHOMY PHCKY NPUMEHEHMs
6HOMeIUIIAHCKOT0 KIETOYHOTO IPOAYKTa IIPOBOATCA B CIIydae BHECEHHsI H3MECHEHUH B
JIOKYMEHTBI, COfieprKalliecs B PETUCTPALMOHHOM AO0ChE, Kacaommecs :

1) nokazanuii K pEMEHEHHI0 6OMEIUIIMHCKOrO KIIETOYHOIO MPOJIYKTa;

2) IPOTHBOIIOKA3aHMI K IPUMEHEHHIO OMOMETUIIHCKOTrO KIIETOYHOI0 MPOLYKTa,

3) pexxuMa ¥ crocoba MpuMeHeHHs OMOMEINIMHCKOro KIETOYHOTO NPOAYKTa,
IPOIOJDKUTENILHOCTH JIEYEHNS,

4) ykasagus (Mp¥ HANMYuK) OCOGEHHOCTeH JeHCTBHMS —OMOMEIMIMHCKOTO
KJIETOYHOTO IPOIYKTa IIPU NIEPBOM €r0 NPUMEHEHNH;

5) coueTaeMOCTH ¢ WHBIMH BHJAMH JIEYeHHs, BKIIOYas COYETaEMOCTh C
JIeKapCTBEHHBIMM ~ MpeNapaTaMH Ul MEJHUMHCKOTO  NPHMEHEHUS | (wn)
MeTUIIMHCKAMY U3JeHAMH, JPYTUMEA OHMOMEIUIMHCKUMY KICTOYHBIMY IIPOAYKTaMH, &
TaKKe MUIIEBRIMUA IPOAYKTaMHU,

6) ocoOeHHOCTel TIpUMeHeHUs y fAeTed, OepeMEHHBIX JKCHIIMH U JXEHIIMH B
HIEPHMOJI IPYJHOTO BCKAPMIIUBAHHSL.

28. DKclepTH3a KauecTBa GHOMEIUIIMHCKOTO KJIETOYHOTO IPOIYKTa, SKCIEPTH3a
5 ()EeKTHBHOCTH GHOMEIMIIMHCKOTO KJIETOYHOrO MPOAYKTa H 3KCIEPTH32 OTHOIICHUS
OKMIAEMOM TIONB3BI K BO3MOKHOMY PHCKY IIpHMEHEHHS OHOMEIHIIHHCKOIO
KJIETOYHOTO IIPOAYKTa IIPOBOASTCS B CIydyae BHECEHHS W3MECHEHHH B HOKYMEHTH,
COIEpXAIAeCS B PErHCIPAlMOHHOM  J0Che, Kacalompecs Cpoka —TOJHOCTH
GUOMEIHUIIMHCKOTO KJIETOYHOI'O IPOAYKTa, YKasaHWs Ha 3ampeT NPUMCHEHHA
GUOMEIHUITHHCKOTO KJIETOYHOr0 IPOAYKTA M0 MCTEYEHMM CPOKa TOJHOCTHU, JaHHBIX O
CTaGHIBHOCTH 6HOMETUIIMHCKOTO KIETOYHOTO IPOIyKTa' .

29. DkclepTH3a OTHOLIEHWS OXXHIAeMOM TOJB3bI K BO3MOXHOMY pHUCKY
NpUMeHeHHs GHOMEIMIMHCKOro KIETOYHOrO MPOIYKTa MPOBOIMTCA B CIIydae BHECCHUS
U3MEHEHNH B JIOKYMEHTHI, COJAepKalliecs B PETMCTPAlMOHHOM JIOChE, KacaroIIUecs
Mep TPeJOCTOPOXHOCTH IIPHM NPHMEHEHAN OHOMEMIIMHCKOTO KJIETOYHOro NPOIYyKTa,
BO3MOXXHBIX TOOOYHBIX IeMCTBUH IpH HNPUMEHEHHH OMOMEIMIMHCKOIO KJIETOYHOTO
HpoILyKTa.12

30. IlpencraBneHme 3asBUTENIeM OOpasnoB OMOMEIMIMHCKOIO KIETOYHOTO
IPOAYKTA JJisl TPOBEACHHSA OKCIEPTH3bl KauecTBa OUOMEIMIMHCKONO KIETOYHOro
NPOJyKTa OCYIIECTBIACTCS B COOTBETCTBUM C IyHKTamMu 17-19 Hactosmmx IpaBwui.

? [TynkThl 2 1 3 wactu 2 ctathy 23 deiepanbHoro 3akoHa 0T 23 UIoHs 2016 r. Ne 180-@3.

10 [TOANMYHKTBI «en-«3%», «K», «M», «0» MyHKTa 13 4yacTH 2 crated 9, nyukr 1 yacty 2 crathbn 23 PenepanibHOro 3aKoHa
ot 23 mousn 2016 r. Ne 180-D3. '

" MopryHKT! «H», «N» MyHKTa 13 yacTn 2 crathy 9 MenepanibHOrO 3ak0Ha 0T 23 wonsg 2016 1. Ne 180-P3.

2 MoamyHkTel «M», «i» myHkTa 13 vacTu 2 ctaThu 9 denepanbHoro 3akona ot 23 monn 2016 r. Ne 180-P3.
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HpelICTaBJIeHI/Ie 3as1BHUTECIICM 06pa3u0B OMOMENUITHHCKOTO KJIETOYHOI'O IIpoaAYyKTa
A1 OPOBCACHHUA 3KCHEPTU3bI KadeCTBa OMOMEIHUIIMHCKOTO KJIETOYHOIO NpoAYKTa B
MECTEC IIPOM3BOACTBA 6HOM€III/IIII/IHCKOFO KJICTOYHOI'0 IpOoAYKTa C HCIOJb30BaHHEM
O60py110BaHHH NPOU3BOIUTCIIA OCYHICCTBIIAETCA B COOTBETCTBMM C IIYHKTOM 19
HACTOAIIMKUX HpaBI/IJI.

V. ITopsanok npoBeIeHus SKCIEPTHU3bI KauecTBa OMOMEIMUMHCKOIO KIIETOYHOrO
IPOJTYKTa, SKCTIEPTU3BI JOKYMEHTOB [UIsl IOJIyY€HHs Pa3peLIEHMs Ha IPOBEJCHHAE
MEKIYHAPOIHOTO MHOTOL[EHTPOBOTO KIIHHHYECKOTO UCCIEA0BaHHS OMOMEMLITHCKOTO
KJIETOYHOT'O ITPOJYKTA WU TIOCTPETUCTPAIMOHHOIO KJIMHUYECKOTI O UCCIIEOBaHUs
OMOMEAMIIMHCKOTO KIETOYHOrO MpOoyKTa

31. OkcneprTr3a KayecTBa OMOMEIMLIMHCKOTO KIETOYHOIO IIPOAYKTa, SKCIEPTH3a
JOKYMEHTOB Il TIOJy4eHHsl paspellieHus Ha IpOBEeJCHHE MEXIyHapOJHOIO
MHOTIOIIEHTPOBOTO  KJIMHHMYECKOTO HCCIENOBaHHWA OHOMEAMIIMHCKOIO KIIETOYHOIO
MIPOJyKTa W NOCTPErUCTPaLlMOHHOTO KIIMHUYECKOTO UCCIIeIOBaHUA
OHOMEIUITHHCKOTO KJIETOYHOTO MPOAYKTa M COCTAaBICHHE KOMMCCHEH JKCIEpPTOB
SKCIEPTHOTO YUYPEXICHMA 3aKJIOYeHHMs No (opMe COracHO IpWIokKeHHo Ne 2
K HACTOSIUEMY IIPHKa3y IPOBOJHUTCS B CPOK, He NpPEBBINAIOIMHI cTa pabouyux AHeH
CO JOHA TIONy4YeHHs OKCHEPTHBIM  YYpeXJeHWeM 3afanusa  Munucrepcrsa
C TPWIOXKEHHWEM [OKYMEHTOB, YyKa3aHHbIX B IyHKTax 3-12 vactm 2
crateu 30 ®enepanpHoro 3akoHa ot 23 utoHs 2016 1. Ne 180-03.

32. Ilpencrapnenue 3asBUTENEeM OOpa3slioB OHOMEAMUIMHCKOIO  KJIETOYHOIO
NPOJyKTa IJIs IIPOBEIIEHMS OKCIEpTH3bl KadyecTBa OWOMEIUIHMHCKOIO KJIETOYHOI'O
IPOJYKTa OCYILECTBIISIETCSA B COOTBETCTBHU C IyHKTaMu 17-19 nacrosmux Ilpasui.




[Ipunoxenue Ne 2
K IIpuKka3zy MUHUCTEPCTBA 3APaBOOXPAaHEHHUS
Poccuiickoit ®enepanuu

ot « 31 » &u&a’[w2017 r. No %)

dbopma
«PenepanpHOe TOCYJapCTBEHHOE OIOIKETHOE YUpEXKICHUE
«Hay4HEI# HeHTp SKCIepTH3HI CPEJICTB MEIUIIMHCKOTO IPUMEHEHHUS
MuHuctepcTBa 37jpaBooxpanenus Poccniickon ®enepanyu
YTBEPXIAIO

(damunus, uMs, oTuecTBO (MOCTIEAHEE IPY HATTMYMH) PYKOBOAUTETS,
MIOATHChH, TeYaTh YUPEIKICHHUS)

« » 20 T
3akmroueHne KOMUCCHH SKCIepToB (efiepaibHOro rocyAapCTBEHHOr0 O10PKETHOTO
YUpEXACHUS 110 TIPOBEIEHMI0 OMOMeTUIIMHCKOM SKCIIepTU3bl OMOMEINLIUHCKUX
KJIETOYHBIX IIPOAYKTOB IO pe3ynbTaTaM dSKCIepTH3bl KauecTBa OMOMEIULIUHCKOIO
KJIETOYHOT'O MMPOIYKTa, B TOM YHCie SKCIepTH3bl COCTaBa 00pa3oB OMOMEIUIIMHCKOTO
KJI€TOYHOT0 MPOLYKTa U METOJIOB KOHTPOJIS €ro Ka4ecTBa, U SKCIIEPTU3bl JOKYMEHTOB
JUTSI IOJTy9eHUA pa3penleHus Ha IPoBeIeHUE KIMHUYECKOr0O UCCIeI0BaHMs
OMOMEIUITITHCKOT0 KJIETOYHOT0 NMPOYKTAa B LEJSIX T'OCYAAPCTBEHHOM perucTpanuu
OMOMEAMIIMHCKOTO KIETOYHOIO MPOAYKTa

1. OO611ue moJ0XEHU

1.1. Homep u pata 3agmanusi MuHmHcTepcTBa 31apaBooxXpaHeHus Poccuiickoit
®enepanuu ;

1.2. JaTa moctymienus 3anaHuss MuHHCTepcTBa 3[paBooxpaHeHns Poccuiickoi
Oenepallu B OKCHEPTHOE YUYPEXKIECHHE Y BXOIAIIMA pErucTpallMOHHBIA HOMeEp

>

1.3. HauMeHOBaHHEe M MeCTOHAXOXAeHHE 3asBHTENs (opranusalus, obianaromias
npaBaMH Ha pe3ylbTaThl JOKIMHUYECKMX  MCCIEAOBAaHMN  OHOMEIMIIMHCKOTO
KIETOYHOIO MPOJAYKTa, KIMHUYECKHX HCCleJoBaHMH OHMOMEIULMHCKOTO KJIETOYHOTO
NpoayKTa ¥ (WIKM) Ha TEXHOJOTHIO IPOU3BOJCTBA OMOMEIMIMHCKOIO KIETOYHOTO
IPOJAYKTa, WM YHOJHOMOYEHHOE €l IpYyroe MOpUAMYECKOE JIMIO; OpraHu3aLus,
OCYIIECTBISIONIAs  OpraHM3allMi0  TNPOBEJEHHS  KIMHUYECKOTO  HCCIENOBAHMUS

(MEeXTYHAPOIHOTO MHOT'OLIEHTPOBOT'O KJIIMHUYECKOIO MCCIICIOBAHU )
OMOMETUIIHCKOTO KJIETOYHOTO IPOJIyKTa) ;
1.4. HaumenoBanue O6MOMEeTUIIMHCKOI O KIJIETOYHOTO pOJYyKTa

;
1.5. ToproBoe = HanMeHOBaHME OUOMEOMIMHCKOTO  KJIETOYHOIO  INpPOAYKTa
(yka3bIBaeTCsl, €CJIM NPUCBOECHO) : ;
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1.6. Tun 6HOMEIUUMHCKOr0 KIETOYHOTO MPOAYKTa (ayToNOru4HBIH, aJJIOreHHBbIH,
KOMOMHHPOBAHHBIH ) ;

17. HasuaueHue OMOMEIMIMHCKOTO KIETOYHOrO IIPOAyKTa (HpoQHIIaKTHKa,
JMArHOCTHKA, JTedeHue 3a00JeBaHul MM COCTOSHMH, COXpaHEHUEe OepeMEHHOCTH H
MeIMLMHCKAs peabunuTanys) ;

1.8. Tloxazanus K IIPUMEHEHHIO OMOMEUIMHCKOI0 KJIETOYHOT'O
NPOIYKTa ;

1.9. KauecTBeHHEIM W KOJNHYECTBEHHBIM COCTaB OMOMENUIMHCKOIO KIIETOYHOrOo
TIPOJIYKTa: ;

1.10. CBeieHHSI O CTEPHIGHOCTH OHOMEIMIMHCKOrO KIETOYHOro MpOAyKTa M

HanMudd MHGOEKUHOHHBIX areHTOB B OMOMEIMIMHCKOM KIETOYHOM IPOTYKTE
;

1.11. TlpoekT npPOTOKOJNA KIMHUYECKOTO HCCIEN0BAHUS (MeXIyHapOJHOTO

MHOTOLIEHTPOBOrO  KJIMHMYECKOro HccienoBanus) (Koi, HauMEHOBaHHE, BepCHs)

5

1.12. Ceenmennst 06 5Kcleprax, BKIIOYEHHBIX B COCTaB KOMUCCHH SKCIICPTOB
(pamuust, UMs, OTIECTBO (MOCIICAHEE IPH HAJIMYMHK) CIIEIMATbHOCTD, yIeHas CTelleHb
(3BaHme) (UIpM HAIMYMM), CT@X PpabOTBL, MECTO paboTel W JODKHOCTB)

>

1.13. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEINCHMH, W3JIOKCHHBIX B
3aKJIFOYEHUH, IPENYTIPEXICH:
npejceaaTeNlb KOMUCCUM SKCIIEPTOB -

(BOJDKHOCTB) (bamuust, UM, OTIECTBO (TIOCICHEE NIPH HaJIM4KH) (noxmuck)

OTBETCTBEHHBIN CEKpeTaph

(OIDKHOCTB) (pamumust, MM, OTYECTBO (TIOCITE/IHEE TIPH HATMYHH) (moamnyce)

SKCIEPTHl (I10 KOJNMYECTBY IKCIIEPTOB)

(DOJLKHOCTB) (bamwtust, UMS, OTHECTBO (TOC/IeHEe NPU HAJTMYHH) (noxmnuce)

2. ConiepxaHue NpeICTaBICHHBIX Ha OMOMEIUIMHCKYIO SKCTIEPTU3Y JIOKYMEHTOB
(u3nararorcs OCHOBHBIE MOJIOKEHMS IpeCTaBIEHHBIX JIOKYMEHTOB):

3. Ilepeuenp wucciefoBaHHH, 00beM TIPOBEIEHHBIX KaXIBIM  IKCIEPTOM
JICCIIeIOBAHM, YCTAHOBJIEHHBIE KaX/BIM M3 HUX (aKThl U CHCNaHHbIE B pe3ylbTare
JICCITeIOBAaHUM BBIBOJBL

3.1. DKcrepTH3a KauecTBa OMOMEIUIIMHCKOr0 KIETOYHOr0 NPOYKTa, B TOM THUCIIC
BKCIIEPTH3bl COCTaBa 00pa3sLOB OMOMEIMUMHCKOTO KIETOYHOrO NpOAyKTa ¥ METOOB
KOHTPOJISL €70 Ka4eCTBa:

3.1.1. OueHka JaHHBIX, NPEACTABIEHHBIX 3asBUTENEM O MPOUCXOKACHHUE
KJIeTOUHOM JUHMU (ayTONOrMYHbIE KIETKH, aJIOreHHBIC KIETKW, BUI NOHOPCTBA
(IPMXU3HEHHOE MM [TOCMEPTHOE JIOHOPCTBO) ;




3.1.2. OueHka JaHHEIX, NIPEACTABICHHBIX 3asBUTENEM 00 MCTOYHMKE KIIETOK I
[I0JIyY€HUS KJIETOUHOM JIMHUU ;

3.1.3. Onenka JAHHBIX, IpeICTaBIeHHBIX 3asABUTENIEM o CTENEHU
g ¢epeHINPOBKH KIETOK ;

3.1.4. OueHka MeTOMOB, NPEIJIOXEHHBIX 3asBUTEIEM [ ONpEeNeleHUs THIia
KJIETOYHOM nuHMM (Ha OCHOBe MOP(HOJIOTUYECKON XapaKTEPUCTUKH, IPUMCHEHUS
MapKepoB UG QEpeHIUpoBKY, a TaKKe aHagKu3a IKCIPECCHMHM ICHOB B Ipolecce
KYJIbTUBUPOBaHHS KIETOK) ;

3.1.5.0mneska  JaHHBIX, IIPEJCTaBICHHBIX  3asABUTENEM 00  YCIOBHAX
KyTHTHBMPOBAHUs KJIETOYHOU JIMHIH, a TaK)Ke aHaIu3a MPoNuepaTiBHOM aKTHBHOCTY

;

3.1.6. OueHKa NaHHEIX, PEICTABICHHBIX 3asBUTENIEM O CTaOMIBHOCTH KJIETOYHOU
JMHUKM: TOAJepKaHue HEeoOXOMUMOIo YpoBHS IH(QPEPEHIUPOBKH, XapaKkTepUCTHKA
KapUOTHNIa KJETOK (YHMCJIO, pasMepel, CIPYKTypa XpoOMOCOM) B Ipolecce
KyJIbTUBHPOBAHUS KJIETOK ;

3.1.7. OueHKa HaHHBIX, MPEJCTaBICHHBIX 3asABUTENEM O TOM, IIOJBEPrajiiCh JIU
KJIETKH TeHeTHdecKo# (reHHo-HMiKeHepHoH) Momubukanuy. B ciydae reHeTHYeCKOu
MoAU(UKAIMK KIIETOYHOM JIMHUHE — OLIEHKA JaHHBIX O €€ LEeJsX, Crocobe MoMydeHus
3KCIIPECCUPYIONIEN KOHCTPYKLUHMH ¥ JMHUM KIETOK, O HAIWYMA HEKOHTPOJIHPYeMOU
OMOJIOTMYECKO)I AaKTUBHOCTH BHOCHMOTO B KIETKM TIE€HETHYECKOro Marepuana
(TpaHCreHa), a Take M3MEHEHMH SKCIIPECCHH T'eHOB ¥ BO3HUKHOBEHHMs MyTallUi B
refHoMe KJIETOK KJIETOYHOH JIMHUAA IOl  BIIASHUEM TpaHCTeHa

>
3.1.8. OueHKa Ipe/iCTaBlIeHHBIX 3asBUTeneM 00pa3sHoB OHOMEIUIMHCKOTO
KIETOYHOI0 IIPOXYKTAa ¥ IpPEATIOKEHHBIX METONAOB KOHTPOJS €ro KavecTsa

;
3.1.9. OreHka LeIeBOro NpeAHasHaYeHus KIIETOUHOM JIHHWH ;
3.1.10. OnesKka onucaHud IapaMeTpoB JKU3HECIIOCOOHOCTH KIIETOYHOM JIMHHH,
YCIOBUI U BpEMEHH COXPaHEHHs €€ KM3HECTIOCOOHOCTH (B TOM 4HCIIE IPH XPaHCHUH U
TpaHCTIOPTHPOBKE) ;
3.1.11. OueHKa ONMCAHMA TEXHOJOTHH MOJyYSHUS KIETOYHOM NUHHN (KIETOYHBIX
JIMHKHN), BKJIFOYas BBIICIEHHAE TpeOyeMBIX KIETOK, KyIbTUBMPOBAHUE, XapaKTepU3aLHIO
KJIETOYHOM JIMHNH, TIACTIOPTH3aLMIO (€cIH HeobX0aMMO), co3laHe O6aHKa KIIETOK (eciu
PYIMEHNMO), KOHTPONb MCXOJHOIO CHIPbS, KPUTHYECKUX CTaiuil NPOHU3BOACTBA

;

3.1.12. Ornenka npejcTaBIeHHbIX 3asSBUTEIEM MAaTepHaOB B OTHONIEHHH OaHKOB
KJIETOK (€CJIH IPUMEHUMO) ;

3.1.13. KozoBoe 0003HadYeHNE KIETOYHOHN JIUHUH:

a) KojoBoe 00O03HaUeHHWE KIECTOYHOH JMHHWM, IPHUCBOECHHOE 3asABUTENCM (HpH
HAJTAIHH) ;

6) KozmoBoe 0003HAUCHNE KIETOYHOH JIMHUH, IPUCBOEHHOE IS Lefied KOJTeKLUH
IOCTOSAHHOTO XpaHeHws 00pa3lloB CTaHIAPTH30BAHHBEIX KIETOYHAIX JIMHUH (ecnu
IPUMEHHMO) ;

3.1.14. OQueHka omnucaHHsl TEXHOJOTMYECKOTO TMpouecca IPOU3BOJACTBA
HUOMEIMLIMHCKOIO KJIETOYHOIO MpPOIYKTa, BKJIIOYAs KOHTPOJb KIETOYHOH JUHHH,
KPUTHYECKUX ~ CTaiuii IpPOM3BOACTBA M  TNPOMEXKYTOYHBIX  INPOAYKTOB  (IIpH
HaIUYUH) ;




4

3.1.15. Ouenka BbIOOpa 3asBUTENIEM BCIIOMOIaTENIbHBIX BEUIECTB, MCIOJB3YEMbIX

Ip¥  TPOW3BOACTBE OMOMEIMIMHCKOIO  KIETOYHOIO IPOAYKTa, ©  METOMOB,

IPEUIOKEHHBIX  3asBUTENIEM [JI KOHTPONS 3a BCIOMOIATENbHBIMH BeIECTBAMHU
5

3.1.16. Ouenxka BbIOOpa  3asBUTENEM  JIEKAPCTBEHHBIX  IIPENapaTtoB  JUIA

MEJMIUHCKOr0 IPUMEHEHHs, BXOJSIIMX B COCTaB OMOMEIMIMHCKOIO KJIETOYHOTO
IPOJIyKTa (TP HATHUYHH) ;

3.1.17. Ouenka BrIOOpa 3asiBUTENIEM MEIMUIMHCKUX U3AEIUHM, BXOIIIHUX B COCTaB
OMOMEIMIIMHCKOIO KJIETOYHOTO NMPOAYKTa (TP HAJIM4IHH) ;

3.1.18. Onenka NpeUIOKEHHBIX 3asBUTENEM METOIOB KOHTPOJIS KayecTBa

OMOMEITMLIMTHCKOTO KJIETOYHOTO NpOoyKTa  H 1794 BOCTIPOM3BOJIIMOCTD

;
3.1.19. Ouenka Tmpe[CTaBJICHHBIX 3asgBUTENIEM MAaTepHaNoB I10 BaJuJallMK
AQHAJIMTHYECKHUX METOJOB KOHTPOJIS KauecTBa OMOMEIUIIMHCKOTO KIETOYHOTO IPOJIyKTa

;
3.1.20. Hajnpume WM OTCYTCTBHE  COOTBETCTBHS  MEXIY  pesylbTaTaMu
1abOpaTOpHOrO aHalu3a IpPEACTAaBICHHBIX 3asBUTENEM Ha 3KCIEepTH3y 0o0pasloB
OMOMEIULMHCKOTO KJIETOYHOTO IPOJYKTa U MOKa3aTelIsiMU KauecTBa, BKIFOYECHHEIMU B
HOPMAaTUBHYIO AOKYMEHTAIYIO ;
3.1.21. Onenka /[JaHHBIX, TPEJACTABICHHBIX 3asBUTENleM O CTaOUIBHOCTH
OMOMEIULMHCKOI0 KJIETOYHOTO IIPOJYKTa BO BCeX 3asgBISEMBIX BHAAX IEPBUYHOMN
yIIaKOBKH . ;
3.1.22. OueHka JaHHBIX II0 YCTaHOBICHHIO 3asBUTEIIEM CpPOKOB TOJHOCTH
6HOMEJIULIMHCKOTO KJIETOYHOTO HPOAYKTa BO BCEX 3afdBIAEMBIX BUIAX NEepBUYHON
yaKOBKH :
3.1.23. Ouenxa 060CHOBaHHUS 3asBUTEJIEM YCTAaHABIMBAEMBIX YCIOBUH XpaHEHMS
OHOMEIUIIMHCKOTO KJIETOYHOIO IIPOTyKTa ;
3.1.24. Oueska MaxeTOB IEPBHYHON YIAKOBKH W BTOPHYHOH (HOTpeOHUTENbCKOI)
yIaKOBKH OMOMEIUIMHCKOTO KIETOYHOI0 IPOAYKTa ;
3.2. DkcnepTH3a JOKYMEHTOB [l TIONYYEHHS paspellieHds Ha IpOBEACHHE
KIMHHAYECKOTO WCCIeN0OBaHUA (MEXIYHAPOJHOTO MHOTOICHTPOBOIO KIMHHYECKOIO
UCCIIeI0BaHMs ) GHOMETUIIMHCKOIO KIE€TOYHOT O IPOAYKTa:
3.2.1. Ouenka HayyHOW  OOOCHOBAaHHOCTM  IPOTPaMMbl  AOKIHHHUYECKHX
yicclIe0BaHME OHOMEIUIMHCKOTO KIIETOYHOTO IPOAYKTA ;
3.2.2. Onenka BEIOOpa 3KCIIEPUMEHTAILHON MOIENN UCCIENOBaHMs U (MIIH) TECT-
CUCTEM ;
3.2.3.Ouenka obbeMa  BLIIOJHEHHBIX  JOKIMHHYECKMX  HCCIeJOBaHHUHU
OMOMENULHMHCKOTO  KJIETOYHOr0  TPOAYKTa ¢  IENbI0  YCTaHOBJIECHHS €TI0
bapMaKoIMHaAMUYECKHX, PapMaKoIOTHIECKUX dP(YEKTOB, TOKCUKOTOTHYECKUX CBOUCTB
MeXaHu3Ma JeHCTBUS U NOTEHIMATLHBIX TOOOYHBIX JEICTBUM: ;
3.2.4. Onienka uHTepHpeTallii  pa3pa0OTYMKOM  MOJIyYEHHBIX pe3yJIbTaToOB
IOKJIIMHMYECKMX  ucclempoBanuii  (dhapmakonormueckux, (apMaKOKHMHETUYECKHUX,
TOKCUKOJIOTUYECKMX  MCCIAeOBaHMI) OWOMEIMIIMHCKOTO  KJIETOYHOI'O0  IPOXYKTa

>
3.2.5. OneHKa METO/IOB CTATUCTHYCCKOM 00paboTKM pe3ynbTaTOB AOKIMHHUYECKUX
HuccaeqoBannil OMOMEINIIMHCKOTO KJIIETOYHOTO NPOAYKTa ;




3.2.6. Comepxanre  NPOEKTa  NPOTOKOJA  KIMHUYECKOTO  MCCIICN0BAaHUA
(MeXIyHapoJAHOTO MHOT'OLICHTPOBOIO KIIMHUYIECKOI0 HCCJIENOBaHMS)
OMOMEIUIIMHCKOTO KJIETOYHOTO MTPOAYKTa M ero OLEHKa Ha COOTBETCTBUE 3asBISICMbIM
HedsiM M 3ajayaM KJIMHHYECKOro HCCeloBaHus (MeXAyHapoJHOTO MHOTOIIEHTPOBOIO
KJIMHUYECKOr0 MCCIIEA0BaHNs ) X

3.2.7. OueHka nporpaMMmbl KIMHHYECKUX WCCIEAOBaHMI (MEXIYHApOIHOTO
MHOTOLIEHTPOBOI0  KJIMHAYECKOTO HCCNEI0BaHMA) OHOMEAMIIMHCKOTO KIIETOYHOIO
IIPOYKTA

4. O6mmit BRIBOJ IO pe3yJbTaTaM 3KCIIEPTH3EL:

KauecCTBO 6I/IOM€I[I/IHI/IHCKOI‘ 0 KJICTOYHOI'O IIPOAYKTA .
(nonTBEPKACHO UM HE TIOATBEPIKIEHO)

pe3ybTaThl AOKIUHUMICCKHX I/ICCJ'IGI[OBaHI/Iﬁ 6I/IOMG,HI/IIII/IHCKOI‘O KJII€CTOYHOI'O IIPOAYKTa

b

(MOATBEPKIAOT WIH He TOATBEPKAAIOT Oe30macHoCcTh U 3QPEeKTUBHOCTD)
IIPOTOKOJL KIIMHUYIECKOIO HCCIICAO0OBAHUA (MG)K,Z(}’HapOI[HOFO MHOT'OLICHTPOBOI'O
KIIMHUYECKOI'O I/ICCJ'IeI[OBaHI/ISI) 6I/IOM6I[I/IIII/IHCKOFO KJIETOYHOTO IIPpOAYKTa

(COOTBETCTBYET MIIU HE COOTBETCTBYET)
3asBJIIEMBIM €M M 3aJavaM KIHHHYCCKOI'0 MCCICAOBaAHHA 6I/IOMCJII/II_[I/IHCKOI“O
(MC)KI[YHaPO,I[HOFO MHOTI'OICHTPOBOI'0 KIIMHUYECKOI'O I/ICCJIGI[OBaHHH) KJIETOYHOTIO
MNpOAYKTa, B CBA3H C HUCM NPOBECACHUE KITMHUIECKOT'O MCCICA0OBAHKA 6I/IOMGIII/II_II/IHCKOI‘O
(MG)KI[YHaPOIIHOFO MHOTOLCHTPOBOTO KIMHHYCCKOT'O I/ICCJIGIIOBaHI/ISI) KJICTOYHOTO
npoaYyKTa '

(BO3MOKHO MJIM HEBO3MOJXKHO).
Komruccus 3KCIICPTOB B COCTABE:!
npeaceareilb KOMHCCHH 3KCIICPTOB

(HOJDKHOCTB) (pammnna, ums, oTyecTBO (TIOCTENHEE TIPH Ham/mnle—) (noammce)

OTBETCTBEHHBIN CEKpETaphb

(ROMHKHOCTD) (dammnms, uMst, 0T9eCTBO (MOCIIEIHEee TIPH HATMYUH) (moxnuce)

sKCIEPTHl (110 KOJIMYECTBY KCIIEPTOB)

(BOJKHOCTB) (dbamunus, uMst, OTYECTBO (TIOCIEIHEE IPH HATMYHNH) (nonmuce)

(ROHKHOCTB) (dammtus, UMst, OTYECTBO (MOCIIEIHEE TIPH HATIMYIH) (moarmuIces)

Jlata oQopMIIeHHS 3aKIIOYEHMS «__ » 20 T




IIpunoxxenue Ne 3
K IpYKa3zy MuHUCTEPCTBA 30PaBOOXPaHEHHS
Poccuiickoit @enepanuu
oT «31» auBapsa 2017 r. Ne 30n

dopma

«DenepanbHOE TOCYAAPCTBEHHOE OI0IKETHOE YUPEXKACHHE
«Hay4HBI# LIEHTp 3KCIIEPTH3bI CPELICTB MEAULIMHCKOTO IPUMEHEHSI»
MunucrepcTBa 31paBooxpanenus Poccuiickoi Penepanun

VTBEPXJIAIO

(bamunus, UM, 0TUeCTBO (TIOCNIEAHEE TIPU HAJIMYHM) PYKOBOIUTEIS,
MOJAMNKCEH, TIeYaTh YYPEKICHHMA)

« » 20 1.

3axmoueHre KOMUCCHH SKCIIEPTOB (elepaIbHOT0 rocyJapCTBEHHOro OF0IKETHOTO
YUpEXXJeHN 110 IPOBEeACHIIO OMOMEIMIIMHCKOH 3KCIIEPTU3bl OMOMEAUITUHCKIX
KJIETOYHBIX IPOJYKTOB 110 pe3yJIbTaTaM 3KCIEePTU3HI 3PPEKTHBHOCTU
6MOMEUIIMHCKOTO KJIETOYHOTO NMPOYKTa U SKCHEPTU3hl OTHOIIECHHUS OXUAaEMON
TI0JIB3bI K BO3MOXKHOMY PUCKY ITPMMEHEHHs 6MIOMEeIMIIMHCKOTO KIETOYHOIO IIPOAyKTa
B IIeJISIX TOCYAAPCTBEHHOM perucTpauuy OMOMeIUIMHCKOrO KJI€TOYHOIO IPOAYKTa

1. Obue nonoXeHus.
1.1. Homep m nara 3amanms MunmcrepcTBa 374paBooxpaHeHus Poccuiickoin

@epepanuu ;
1.2. [lata noctyruieHus 3ananus MUHHCTEpPCTBa 3paBOOXpaHeHUs Poccuiickoi
@epepallud B OSKCHEPTHOE YYPEKIECHHE U BXOINAIMN PErMCTPALMOBHBIA HOMED
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1.3. HaumeHoBaHMe ¥ MECTOHAXOXKIEHHE 3asBUTeNs (Opranu3anus, obnagaromas
npaBaMd Ha pe3yibTaThl [OOKIMHUYECKUX HCCIeNOBaHUM OMOMeIMLIHHCKOIo
KJIETOYHOTO NMPOJYKTa, KIMHUYECKUX MCCe0BaHUM OMOMEIMIIMHCKOTO KJIETOYHOIrO
npoxykTa U (MIM) Ha TEXHOJOTWIO IMPOU3BOACTBA OMOMEIMIIMHCKOIO KJIETOYHOI'O
MpONyKTa, WIH  YIOJIHOMOYEHHOE €0  JIpyroe  IOpHAMYECKOEe  JIWIIO)

>

1.4. HanmeHoBanue 6I/IOMGJII/II_II/IHCKOFO KIJIICTOYHOI'O IMPOAYKTa

>

1.5. ToproBoe HavMeHOBaHHE OHOMEIUIMHCKOIO  KJIETOYHOTO  IPOXYKTa
(YyKa3bIBaeTcsl, €CJIH IIPUCBOCHO) ;

1.6. Tum  OMOMEAMUMHCKOTO  KJIETOYHOT0  MOpOAYKTa  (ayTOJIOTWYHBIN,
aJlJIOreHHBIH, KOMOUHMUPOBAHHBIN ) ;
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1.7. HazgaueHne OMOMEOMIMHCKOTO KJIETOYHOTO MpPOAyKTa (IIPoQHIaKTHKA,
OUArHOCTHKA, JIedeHne 3a00JIeBaHuil WM COCTOSIHMH, COXpaHeHUE OEpEMEHHOCTH U
MeAUIHAHCKasd peaObrIATanus) ;

1.8. Iloxasanus K MIPUMEHEHUIO OMoMe AULIMHCKOTO KJIETOYHOTO
MIpOOYKTa ;

1.9. KayecTBEHHBI M KONMYECTBEHHBIH COCTAB GMOMEIUIMHCKOTO KJIETOYHOIO
MIPOAyKTa: ;

1.10. CBefieHrs O CTEpMJIBHOCTH OMOMEIMLMHCKOrO KJIETOYHOIO NPOIyKTa |
Haiuuud MHQEKIMOHHBIX areHToB B OHWOMEIMIMHCKOM KJIETOYHOM IIPOIYKTe

9

1.11. Ceenennst 06 5sKcreprax, BKIIOUEHHBIX B COCTaB KOMHCCHH 3KCIIEPTOB
(bammnst, UM, OoTUeCTBO (TIOCHENHee IIPH HANM4MM)  CHEHHMAIBHOCTh,  YYeHas
crenedb (3BaHme) (UpM HaIU4YMK), CTaX paGOTEl, MeCTO paboThl M JIOJDKHOCTD)
;

1.12. O6 OTBETCTBEHHOCTH 3a IOCTOBEPHOCTb CBEIEHUH, H3JOXEHHHIX B
3aKJIIOYEHNH, IIPEaYIIPEXKACH:
npeAceaaTelb KOMACCUH 3KCIIEPTOB

(DOmKHOCTE) (bamunus, ums, oT4ecTBO (NOCIESAHEE PN HAMYKH) (rommuce)

OTBETCTBEHHBIH ceKpeTaphb

(OOIDKHOCTE) (bammnus, umsl, oTHecTBO (TTOCIEAHEE IPH HATMYNHM) (mogmce)

3KCHEPTH (IO KOJIMYECTBY KCIIEPTOB)

(OOIBKHOCTE) (pamumnus, ums, OTIECTBO (TIOCIEHEE TIPY HANUYIMH) (riommuice)

2. Comepxanue MPEACTABICHHBIX Ha OMOMEIUIIUHCKYIO 3KCIIePTU3Y
IOXYMEHTOB (M3araloTcsi OCHOBHBIE IIOJIOKEHMS MPEACTaBICHHBIX JOKYMEHTOB):

3.ITlepeuerr HcCNENOBaHUM, 00BEM IPOBEAEHHBIX  KaXBIM  3KCIIEPTOM
HCCNEN0BAHMI, YCTAHOBJICHHBIE KXIBIM U3 HUX (DAaKThl M CAENaHHbIE B pe3yJbTaTe
HCCIIEIOBaHUM BBIBOKI:

3.1. Okcneprusa 5 PeKTUBHOCTH OMOMEAUIUHCKOIO KIETOYHOI0 IIPOIyKTa:

3.1.1. Ouenka 0OGOCHOBaHHOCTH CTpaTeruy pa3paboTku OHOMEIULIMHCKOIO
KJIETOYHOT'0 IPOAYKTA, BKIIOYAsd:

a) BeIGOp mokasaHus  (TMOKas3aHWHM) K TNPUMEHEHHIO  OMOMENULIMHCKOrO
KJIETOYHOI0 IPOIYKTa ;

0) oneHka OpOTpaMM  KIMHWYECKHX  HCCIENOBaHHMH  OMOMEIUIHMHCKOrO
KJIETOYHOTO TMpOAYKTa W OOOCHOBaHMS pELIEHUS IOJa4M 3asgBIICHUS O
rOCyJapCTBEHHOW  perucTpallud  OMOMEAMIMHCKOTO  KIETOYHOro  NpOAYyKTa

b

B) COOTBCTCTBUEC NMPOBEACHHBIX KIMHUYCECKUX HUcClleJoOBaHUM 6I/IOMCJII/IHI/IHCKOFO
KJI€TOYHOI'O NPpOAYKTa paBuJiaM Hannemameﬁ KJIMHUYEeCKOM NpaKTHUKA
6I’IOMCJII/IHI/IHCKI/IX KJIICTOYHbBIX NpoOAYKTOB, YTBEPIKACHHDBIM MI/IHI/ICTepCTBOM
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3mpaBooxpaHeHuss Poccuiickoit denepaly B COOTBETCTBUM € 9aCThIO 11 crateu 28
denepalbHOTO 3aKOHA OT 23.07.2016 1. Ne 180-®3 «O 6uMoMeIUIIMHCKUX KICTOYHBIX
npoaykrax» (CoOpaHue 3aKOHOJATENHCTBA Poccuiickoii ®@enepanuu, 2016, Ne 26,
ct. 3849) ;

3.1.2. OrneHka IOJHOTE 00BbeMa BBLIIOJHCHHBIX KIMHHYCCKUX HCCIeI0BaHuN
OUOMEIUIIMHCKOTO  KJIETOYHOrO =~ HpOAyKTa C  IENbl0  YCTAaHOBICHMA  €I0
3¢ HEeKTUBHOCTH:

a) BHIOOp MOMYJSALMHM NAIMEHTOB, NPUHMMABIINX YIacTHe B KIMHMYCCKHX
HCCIENOBAHUAX OMOMEIHILMHCKOIO  KICTOYHOro MpOoIyKTa (memorpadyuaeckas
XapakTepUCTUKa, CTaIys 3a007eBaHus, BKIIOUEHUE B KIMHUYECKOE UCCIEN0BAHNC 15010
JCKIIOUeHNE W3 KIMHUYECKOro MCCIEIOBaHUs JeTedl M  IOKHMIBIX JallIeHTORB)

2

6) NPOJOIDKUTENIBHOCTE  KIMHUYECKOro  MCCIIEI0BaHUA OMOMETUIITHCKOTO
KJIETOYHOI'O IIPOJYKTa ;

B) MHTepIpeTalys pa3pabOTYMKOM IOIYYEHHBIX PpE3YJIBTAaTOB KIMHUIECKUX
JiCCIIeI0OBaHUM OMOMEIUITHCKOIO KIIETOYHOT O IPOAYKTa ;

r) KIMEMYECKas 3HAYMMOCTh 3G PeKTOB OHOMEUIMHCKOrO KIETOUHOro NPOAyXTa

b]

1) METOJBI CTAaTUCTHYECKOMN 00paboTku  pe3yIbTaToB KINHTYECKUX
YCCleIOBaHUN OMOMETUIIMHCKOIO KIIETOYHOT0 NPOXYKTa ;

3.2. DKCIepTH3a OTHOLICHHS OXMIOAeMOM IONB3Bl K BOSMOXHOMY PHCKY
IpUMeHEeHNs: 6MOMETUIIMHCKOTO KIETOYHOTO TIPOAYKTa:

3.2.1. OnieHka TOJNHOTE 00BEMa BBHINOJIHEHHBIX KIMHUYIECKHX HUCCIIeIOBaHUHA
6HOMEIUIIMHCKOTO KIETOYHOT0 IPOIYKTa C IIeTIbl0 YCTaHOBICHHS €ro 0e3011aCHOCTH |
(uny¥) TEpeHOCHMOCTH, B TOM YHCHE BBIABICHUE noOOYHEIX HEHCTBUH IIpH €ro
IpAMEHEHUY, BbIsBJIEHHE 0COGEHHOCTER  B3aMMOIEHCTBHS  OMOMEAMIIMHCKOIO
KJIETOYHOTO HPOAYKTa C JIeKapCTBEHHBIMH IpemapaTaMu JUis MEAHIHHCKOTo
IpYMEHEHUs, MEIUIMHCKAMA W3JCIISIMY, THUIIEBBIMHA  NIPOAYKTaMH, IPYTrUMH
6HOMEIMIMHCKAMHI KIIETOYHBIMHU IPOJTYKTaMU, BKIIIOYas:

a) BHIGOP MOMYJAUMH NAIMEHTOB, NPUHUMABIIMX Y4acThe B KIMHHIECKHX
JCCIEIOBAHUAX OMOMEIUIIMHCKOTO  KJIETOYHOIro  IpPOJyKTa (memorpaguieckas
XapaKTepUCTVKa, CTajus 3a00JeBaHHA, BKIIOYECHHE B KIMHITIECKOC HCCIIeJOBaHHUE
WIM MCKIIOUYEeHHEe W3 KIMHHYECKOro HCCIeJOBaHMsA AeTed M HOXMIBIX [IaLEHTOB)

b

6) MPOJOJDKATEIIBHOCTE  KIIMHUYECKOTO  HMCCIEAOBaHNA OMOMETUIIUTHCKOTO
KJIETOYHOTO NPOLYKTA ;

B) MHTepipeTauys pa3pabOTUMKOM MOJNYYEHHBIX PE3YJIbTATOB KIMHUIECKAX
{CCieIOBaHMI OMOMEIUIIMHCKOTO KIETOYHOTO IPOAYKTa ;

r) KIMHEYecKast 3HAYMMOCTh 3G HeKTOB GHOMEIUIMHCKOTO KIETOYHOT0 NPOIyKTa

2

1) 6e30MacHOCTh HCIONE30BaHus GHOMEMIMHCKOIO KIETOYHOTO IIpOAYyKTa y
0COGBIX TPYNN NAlWeHTOB, ONpEAeNseMbIX 10  BO3pacTy, IOy, ATHUYECKOU
NPUHAUIEKHOCTH, (YHKIMK  OpraHa, THKECTH 32005IeBaHMsl, TIE€HETHYECKOMY
nonumMopdusmy ;
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€) YacTOTa BO3HMKHOBEHUSI CEphe3HBIX HEXEJATeNbHBIX PeaKlyii U B3auMOCBS3b
UX  pasBUTUS C [pUMEHeHHeM OHWOMEIMLMHCKOIO KJIETOYHOTO HpOILYKTa U
IIPOIOJDKHTEIEHOCTHIO JIeUeHHS ;

’K) METOJIBI ~ CTATHCTHYeCKOW  00paboTKM  pe3ynbTaToB  KIMHUYECKHX
UCCJIeOBaHUH OMOMEIUIIMTHCKOTO KJIETOYHOTO IIPORYKTa ;

3.2.2. OneHka COOTHOIIEHHS TIOJb3bl M PUCKA Ha OCHOBAaHWM pe3yJbTATOB
KJIMHAYECKUX UCCIeJOBaHNH OMOMeTMIMHCKOT0 KI€TOYHOrO MPOYKTa:

a) 3¢ PexTUBHOCTh OMOMEIUIMHCKOIO KJIETOYHOIO IPOAYKTA IO 3asgBJISAEMBIM
ITOKa3aHUSIM K IPUMEHEHUIO ;

0) pasBUTHE pHCKA XXM3HU U 3JOPOBBIO MALMEHTa BCIEICTBUE B3aUMOACHCTBUS
OMOMEIUIIMHCKOI0 KIETOYHOTO MpPOAYKTa C APYTAMH OJHOBPEMEHHO Ha3Ha4aeMBIMHU
OMOMEIUIIMHCKUMH KIETOYHBIMU INPOTYKTaMHM, JIEKapCTBEHHBIMM IpenapaTraMy JAjis
MEJIMIIMHCKOTO  NPUMEHEHH, MEJUIMHCKUMHM H3AEIHsAMH WO  [HIIEBBIMU
IPOAYKTaMH ;

B) BO3MOXHBIE ITOOOYHBIE JEHCTBUS IIpM NPUMEHEHMHM OMOMEIUIIMHCKOTO
KJIETOYHOI'O MPOIYKTa ;

I) JOaHHBIE O BO3MOXHOCTH U OCOOSHHOCTH MEIMIIMHCKOTO TNPUMEHEHHS
OMOMETUIIMHCKOTO KJIETOYHOTO IIPOAYKTa O€peMEHHbIMH XEeHIIMHAMM, KEHIIMHAMU B
IIepHo]] TPYAHOr0 BCKAapMIIMBaHUS, AETHMH, B3POCIBIMH, MMEIOIUMH XPOHHYECKHE
3a00JIeBaHUA ;

3.2.3.Onenka coiepxaHuss NpOeKTa HMHCTPYKUMH IO  I[IPUMEHEHHIO
OMOMETUIIMHCKOTO KIETOYHOrO MPOIYKTa B YaCTH: '

a) TOKa3aHMH K TNpHMEHEHHI0O OWOMEIWIIMHCKOTO KJIETOYHOIO IPOAYKTa

>

0) TIPOTHBOIIOKAa3aHui K MPUMEHEHHI0 OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIyKTa

;
B) peXuMa W crocoba mpuMeHeHHsS OMOMEIMIMHCKOTO KIJIETOYHOro ITPOJyKTa,
IIPOJIOJKUTENEHOCTH JICYEHHUS ;
I') Mep HPeIOCTOPOXXHOCTH IpH NPUMEHEHHH OMOMETUIIMHCKOIO KJIETOYHOIO
IPOYKTa ;
I) ykazaHus (npy Hanmauu) ocobeHHocTell nelicTBUS  OHOMEIUIIMHCKOIO
KJI€TOYHOTO MPOIYKTA IIPH MEPBOM €0 NPUMEHEHUH ;
€) BOBMOXHBIX ITOOOYHBIX JeHCTBUA TIpH IPUMEHEHUHM OHOMETULUHHCKOIO
KJIETOYHOTO NMPOJYKTa ;
’K) COYETaeMOCTH C WHBIMH BHJAaMH JIEUYEHHS, BKJIIOYas COYETAEMOCTh C
JEKapCTBEeHHBIMM TperapaTaMd ¥ (WIM) MEOULMHCKUMH H3JIeNUsAMH, JpyruMu
OMOMEIUIMHCKUMH KJICTOYHBIMH ITPOAYKTaMH, a TaKXe MUIIEBBIMH IPOIYKTAMH

;
3) cpoKa TOJHOCTH W YyKa3aHMs Ha 3alpeT NpPHUMEHEHHs OUOMEIULMHCKOTO
KJI€TOYHOTO MPOJYKTa 10 UCTEYEHUU CPOKa F'OTHOCTH ;
1) 0COOEHHOCTH TNpUMeHeHUs y JeTed, OepeMeHHBIX XEHIIMH W J>KCHIIWH B
Hepuo/1 TPy THOTO BCKapMIIMBaHuUs
4. O6muii BBIBOJ 10 pe3ybTaTaM dKCTIEPTU3HL:

3¢ PHEeKTUBHOCT OMOMEANIIMHCKOTO KIETOYHOTO ,
(ronTeEpIKACHA WIH HE TIOATBEPKIIeHa)




Oe301acHOCTD 6I/IOMeI[I/IHHHCKOFO KJIETOYHOI'O [IPOAYKTa
(noaTBEp;KIEHA WK HE MOATBEP)KACHA),
O’KuJlacMas 110J1b3a IIpUMCHCHUA 6I/IOMCILHI_[HHCKOFO KJIETOYHOT'O IIPOAYyKTa

(npeBBIIIAET MITM HE IPEBHIIAET)
BO3MO>KHBIM PUCK IIPUMCHCHUA 6I/IOMGHI/ILII/IHCKOI'O KJI€TOYHOro nmpoAayKra B CBA3H C
ueMm MEIUITNHCKOE IIPpUMCHCHUE 6I/IOMCIII/IIII/IHCKOFO KJIIETOYHOTO IIPOAYKTA

(BO3MOXKHO MY HEBO3MOKHO)

Komuccus IKCIIEPTOB B COCTABE!
IIpeaceaarelb KOMIUCCUH 3KCIIEPTOB

(DOIDKHOCTD) (damunus, nMs, oTuecTBO (OCHEHEE TP HATTMIHH) (noamuce)

OTBETCTBECHHEBIN CEKpETaph

(nomxHOCTD) (dbamummus, uMs, oTyecTBO (HOCTEaHES PH HATMYUK) (roanuce)

3KCIEPTHl (10 KOJMUYECTBY SKCIIEPTOB)

(momxHOCTD) (pamuins, M, OTYECTBO (HOCCAHEE PH HATWYKH) (moarHcek)

(FoWKHOCTE) (damumms, ¥Ms, 0TYECTBO (TIOCITICAHEE TIPH HATTMYHH) (rromnuce)

Hara opopmnenus 3aKimodeHus «_ » 20 ro.




IIpunoxenue Ne 4
K npuka3zy MUHHCTEPCTBA 3APABOOXPAHEHUS

Poccuiickoii @enepannmu
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¥

| dopma

«DenepanpHoe rocy AapCTBEHHOE OI0/KETHOE YUpEKIEHUE
«Hay4HBIi IEHTp 3KCIEPTU3bI CPEACTB MEIUIIMHCKOTO IPUMEHEHM»
MunucrepcTBa 31paBooxpadenns Poccuiickoit @enepanuu

VTBEPXJIAIO

(dpammnus, ums, oTYECTEO (TIOCIEAHEE NPH HATTUYHK) PYKOBOJIUTENA,
TIOJIMCh, TIEYaTh YUPEKACHUA)

« » 20 r

3akroyeHre KOMUCCHH SKCHEPTOB (peneparsHOro rocyJapCTBEHHOTO OFOKETHOTO
YUpeXKACHUS 110 POBEICHUIO OMOMEINIIMHCKOMN 3KCTIepTH3b OHOMEIULIMHCKUX
KJIETOYHBIX MPOXYKTOB I10 pe3yibTaTaM 3KCIEPTHU3bl OTHOIIECHUS OXKH/1aeMOM
IT0JIB3bI K BO3MOXKHOMY PHUCKY NIPUMEHEHN OMOMEIUIIMHCKOTO KIETOUYHOIO
IPOAYKTA, a TaKXKe SKCIEePTHU3bl KauecTBa OMOMEIUIIMHCKOTO KIETOYHOIO IPOIYyKTa,
B TOM YHCJIE SKCIIEPTU3HI COCTaBa 00pa3lioB OMOMETUIIMHCKOTO KIETOYHOTO
IIPOYKTa ¥ METOIOB KOHTPOJIS €r0 KauecTBa, IPOBOAMMOI B cliyuyae BHECEHUS
M3MEHEHHH B HOPMATUBHYIO JOKyMEHTAIMIO Ha OMOMEeIMIMHCKUM KIIeTOYHBIH
IIPOIYKT, PH MOATBEPKIAEHUM FOCYIapCTBEHHOMN perucTpanii OHOMEIUIIMHCKOTO
KJIETOYHOT'O MPOIyKTa

1. O6u1ue nonoxeHus

1.1. Homep u nata 3amaHus MuHuctepcTBa 3ApaBooxpaHeHUs] Poccuickoit
Denepannu ;

1.2. lata nocTymieHus 3afaHusd MunucTepcersa 3paBooxpadeHus Poccuiickoi
denepait B SKCIEPTHOE YUPEXKICHUE W BXOIMIIMNA PETUCTPALlMOHHBIN HOMeEp
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1.3. HaumeBoBanue u MCCTOHAXOXXKACHHUC 3asABUTCIIA (BH&I{GJ’IGH
PErHCTPaHOHHOIO yAOCTOBCPCHUA 6I/IOMGJII/IHI/IHCKOFO KJICTOYHOT'O IIPOAYKTA HIIH
YIIOJIHOMOYCHHOC UM JH/II_[O) : i ;
1.4. HaumenoBanue 6I/IOM6I[I/IHI/IHCKOF Q) KJICTOYHOI'O HIpOAYKTa

2

1.5. ToproBoe HanMeHOBaHME OHOMEIUIIMHCKOTO KJIETOYHOTO IIPOIyKTa
(YKasplBaeTCs, €CIIH IMPUCBOCHO) ;

1.6. lata roCymapCTBEHHOH perucTpalvd OHOMEIMIIMHCKOTO KJIETOYHOIO
NPOYKTa U €ro perucTPallOHHBIA HOMEp ;




1.7.Tun  OMOMEAMIIMHCKOIO  KJIETOYHOTO  MpoJAyKTa  (ayTOJIOrMYHBIH,
aJUIOTeHHBIA, KOMOMHUPOBaHHBIN ) ;

1.8. KogoBoe 0603HaueHue KIETOYHOM TMHUM (KJIETOUHBIX JIMHUHN), BXOAALIeH B
cocTaB OMOMEIUIMHCKOI0 KJIETOYHOTO NPOAyKTa ;

1.9. Iloxazanus K IIPUMEHEHUIO OUOMETUIIUHCKOTO KJIETOYHOT'0
IPOJIyKTa ;

1.10. KayecTBeHHBIH U KOJIMYECTBEHHBIH COCTaB OMOMEIUIIMHCKOIO KIETOYHOI'O
NpOAYKTA: ;

1.11. CeneHyss 0 CTEpHIIBHOCTH OMOMEIWIIMHCKOTO KJIETOYHOIO IMPOAYKTa H

HaJTHYMM HWHQEKIMOHHBIX areHTOB B OHOMEIWIIMHCKOM KJIETOYHOM DPOAYKTE
;

1.12. Cenenus 06 DSKcmepTax, BKIIOYEHHBIX B COCTaB KOMHCCHH SKCIIEPTOB

(bamunus, uMs, oT4ecTBO (IIOCHEHee NPH HAIWYMM)  CIEeNUalbHOCTh,  y4Y€Has

cTerieHb (3BaHWe) (IpHM HaIWYMU), CTaX paboOThl, MeCTO pabOTBl M JOJDKHOCTD)

;
1.13. O6 OTBETCTBEHHOCTM 3a JOCTOBEPHOCTh CBEJCHUMN, H3JOXECHHBIX B

3aKJIIOYEHUH, IpeIyIpexIeH:

npejceqaTenb KOMICCUN 3KCIIEPTOB

(OJDKHOCTD) (pammmusa, ums, oTyecTBO (TTOCHEAHEE IPH HATUYHH) (nopruce)
OTBETCTBEHHBIN CEKpETaphb

(DOIDKHOCTE) (pamrmisa, M4, oTYeCTBO (TIOCIEAHEE NPY HAJTHYH) (noamuce)
SKCIIepTHl (110 KOJIM4ECTBY SKCIIEPTOB)

(HOTKHOCTE) (pammmmis, ums, oTyecTBO (TIOCKIEAHEE MPH HAJTMUHH) (nonruce)

2. CopepxaHue  HOpeACTaBICHHBIX Ha  OMOMEIHMUMHCKYHO 3KCIEPTHU3Y
JOKYMEHTOB (M3JIararoTcsi OCHOBHBIE MOJIOKEHHS ITPEICTABICHHBIX JOKYMEHTOB):

3. Ilepeuens wuccieoBaHui, 00BEM MPOBEAEHHBIX KAXIBIM JKCIEPTOM
HCCIIeJOBaHN, YCTAaHOBIIEHHBIE KaXbIM M3 HUX (DaKThl U CIeNaHHbIe B pe3yJibTaTe
HUccliefoOBaHnM BbIBOEI:

3.1. DOkcnepTu3a OTHOLICHUS OXWAAEMOM IONB3Bl K BO3MOXKHOMY PHCKY
npuMeHeHNs: OHWOMEIMIIMHCKOTO KIETOYHOIO MNpOoJAyKTa Ha OCHOBAaHMU IaHHBIX
MOHHUTOpUHIa  0e30MacHOCTH OMoMe TUIIMHCKOT'O KJI€TOYHOTO MpOAYKTa,
OCYILECTBIIEMOTO BJAaJEeJIblIEM PETUCTPALIMOHHOTO YIAOCTOBEPEHUS
OMOMETUIIMHCKOTO KJIETOYHOTO MponykTa U DenepanbHoOM ciayx00i 1o Ham30py B
chepe 31paBOOXpaHEHUS:

3.1.1. Yacrora BBIABJIIeHUs TOOOYHEIX ICHCTBMI, HEXeNATeNbHBIX peaklui,
CEPBE3HBIX HEXENaTeNbHbIX pPEeaKLUd, HENPEABUACHHBIX HEXENATeNbHBIX peaKui
npu NpUMEHEHNHU OHOMEITHIIMHCKOTO KJIETOYHOTO MPOAYKTa

;

3.1.2. YactoTa  BBIIBJICHHS  HWHIWBUIYaJbHONH  HEMEPEHOCUMOCTH  IIPH

NpUMEHEHNH OMOMEIUIIMHCKOTO KJIETOYHOT'O MPOAYKTa
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3.1.3. OrcyrcrBue 3 GeKTUBHOCTH OMOMEIUIIMHCKOrO KIJIETOYHOIo INPOAYKTa
>
3.1.4. OcobeBHOCTH B3aMOJIEHCTBHUS OHMOMEIUITHHCKOTO KJIETOYHOI0 MPOAYyKTa
C JIEKApCTBEHHBEIMH IpenapaTaMy A MeIUIUHCKOTO NPUMEHEHHs, MEJULIMHCKAMHU
M3ENUSIMH, THINEBEIMA HPOJAYKTaMH, NPYTHUMH OHOMEIUIMHCKYMMH KIETOYHBIMHU
IIPOIYKTaMHM ;
3.1.5. BrisBinenue MHBIX GaKTOB U OOCTOATENHCTBAX, MPEACTABILIOMUX YIPO3Y
JKU3HM WM 3J0POBBIO YeJIOBeKa MpU NPUMEHEHUH OMOMEIMLMHCKOIO KIETOYHOIO
NpoJayKTa Ha BceX dTanax obpaieHus OMOMEeIMLIMHCKOTO KJIETOYHOIo IpOoLyKTa B
Poccutickoit @eaepaumm .
3.2. DkcnepTH3a KadecTBa OHOMEIMIIMHCKOTO KJIETOUYHOTO IIPOAYKTa, B TOM
qrcle SKCIEepPTH3a cocTaBa 00paslioB OMOMEIMIIMHCKOIO KJIETOYHOI0 IPOAYKTa H
METOJIOB KOHTPOJIS ero KayecTpa (B Cllyyae BHECEHHUS U3MEHEHHH B HOPMAaTUBHYIO
JOKYMEHTAIMIO Ha OMOMEIUIIMHCKUN KIJIETOYHBIA IPOLYKT):
3.2.1. OleHKa TIPEJICTABICHHBIX 3asBUTeNleM O00pa3loB OHOMEAMIMHCKOTO
KJIETOYHOTO NPOAYKTa :
3.2.2. OueHka mNpeICTaBICHHBIX 3asBUTEIEM METOAOB KOHTPOJIS KadecTBa
OMOMEIUIITHCKOTO KIIETOYHOTO IIPOIyKTa
4. O6mwmil BEIBOJ 110 pe3yibTaTaM 3KCIIEPTH3HL:

KadcCTBO 6I/IOMCI[I/II_II/IHCKOF O KJIETOYHOT'O IIPOOYKTa 5
(moaTBEep>KACHO WM He MOATBEP>KACHO)
B(I)Q)eKTI/IBHOCTB 6HOM€I{I/IHI/IHCKOF0 KJI€TOYHOT'O IIPOAYKTA ’
(nonTBep KIeHa WM He IIOATBEPKIEHA)
06e30macHOCTh 6I/IOMelII/IIII/IHCKOFO KJICTOTHOI'O NPpOaYKTa .
(onTBeprkeHA WM He IOATBEPXKASHA),
oXyaacemass Hojib3a NPHMCHCHUA 6I/IOMCIII/IIIPIHCKOFO KJICTOYHOI'0O ITpOAYKTAa

(TIpeBEIIAET MM HE NPEBHIIIACT)
BO3MOXHEBIA  PHCK  NPUMEHEHHS  3aperiCTpPUPOBAaHHOIO  OMOMEIMIIMHCKOIO
KJIETOYHOT'O MPOAYKTAa B CBSI3HU C YEM:
rocyJapCTBEHHass  perucTpamysi  OMOMEIMIMHCKOTO  KIETOYHOIO  IPOAYKTa

(moATBEpKIEHA UIH HE IOATBEPKICHA)

Kommuccus OKCIIEPTOB B COCTABE!
npeaceqaTeiib KOMHCCHUH SKCIIEPTOB

(HOIKHOCTD) (bamunus, ums, oT4ECTBO (FlO0CHEIHEE TPHU HAJIMYKH) (nopnuce)
OTBETCTBEHHBIN CEKpeTaph

(HOMXHOCTD) (damrmis, ums, oT4eCTBO (HOCHEAHEe TP HATMINM) (nmoamuce)
3KCTIEPTH (110 KOJIMYECTBY SKCHIEPTOB)

(IOAFKHOCTD) (bammwing, ums, OTUECTBO (HOCIIeHEE TIPY HATMYHH) (noxmuce)

{1on>kHOCTH) (bamunusg, UMs, OTYECTBO (TIOCTIETHEE MTPYU HAIHYHH ) (rroanuce)

Jara opopmnenns 3aKIFOYEeHU «_ » 20 .




Ilpunoxenne Ne 5
K IpuKa3y MuBMCTepCTBa 3paBOOXpaHEeHU
Poccuniickoit ®enepaiiyu
oT «31» suBaps 2017 r. Ne 30n

dbopma

«®DenepanpHOE rOCy1apCTBEHHOE OI0KETHOE YUpEXKICHHE
«Hay4npIf IEHTp 3KCHEPTH3HI CPEJCTB MEAUIMHCKOTO IIPUMEHEHHUS
MunucrepcTBa 31paBooxpanenus Poccntickoit @eneparium

VTBEPXJIAIO

(dbamMuimis, UM, oTHeCTBO (TIOCTEAHEE IPH HATMYHUH) PYKOBOIMTENS,
NOJANMCH, NIEYATh YUPEHKICHHMS)

« » 20 r.

3aKIIF0YEHHEe KOMUCCHH 3KCIIEPTOB (eleparibHOI0 rocy1apCTBEHHOrO GI0KETHOTO
YUPEXIEHNUA HO NPOBEIECHUIO OMOMEIUIIMTHCKON KCIIEPTH3bl OHOMEIUIIUTHCKIAX
KJIETOYHBIX IIPOYKTOB I10 Pe3yJILTaTaM JKCIIEPTHU3HI KauecTBa OYMOMEIUIIMHCKOTO
KJI€TOYHOI'0 IIPOYKTa, B TOM YHCIIe SKCIEPTU3BI COCTaBa 00pa3oB
OUOMEIUIIMHCKOr0 KIETOYHOIO NIPOJYKTa U METOJI0B KOHTPOJISI €r0 KaYeCcTBa, ’
(umm) skcnepTH3bl 3QHEKTUBHOCTH GHOMEAUIIMHCKOTO KIIETOYHOTO IPOAYKTa, U
(MNIH) 3KCHEPTU3H! OTHOIIEHHUS 0XKUIAeMOM TTOTB3bI K BO3MOXHOMY PHCKY
IpHUMEHEHNs: OMOMEAUIMHCKOIO KIETOYHOTO POAYKTa IIPU BHECEHHY H3MEHEHUN B
JIOKYMEHTEI, COAEPKalIecs B PETUCTPAlMOHHOM JI0ChE Ha 3aperucTpupoBaHHbli
OMOMEeMIIMHCKUH KJIETOYHEIH TIPOIYKT

1. O6mue mooXKeHU.

1.1. Homep m pata 3amaHus MuHuCTEepCTBa 3[ApaBooXpaHeHus Poccuiickoii
®enepauuu ;

1.2. lata moctynnenys 3afanus MUHHCTEpPCTBA 3paBooxXpaHeHus Poccuiickoi
Qenepauyn B IKCIEPTHOE YUPEXKICHHE M BXOMAMMH PErMCTPALIMOHHEIN HOMeEp

;
1.3. HaumeHoBanue u MECTOHAXO0XKIECHHUE 3asBUTEIS (Bnazenery
PErHCTPallMOHHOTO YAOCTOBEpEeHHs OHOMEIUIIMHCKOTO KJIETOYHOIO nponyKTa 150101
YIOJHOMOYEHHOE UM JIHIIO) ;
1.4. HaumeHoBanue O1oMe JUIIMHCKOTO KJICTOYHOI'0 MIPOIyKTa

;
1.5. ToproBoe HanMmeHOBaHUE OWOMEIHIIMHCKOTO KIETOYHOIO MPOAYKTA
(yKa3pIBaeTcs, €CJIM IPUCBOEHO) ;
1.6. lJata rocynapCTBeHHOH perucrpaiuyd OMOMEIMLUMHCKOIO KJIETOYHOTO
NPOXYKTa M €TI0 perucTpalluOHHBIN HOMEp ;
1.7. Tim  OMOMEIMLMHCKOTO  KJIETOYHOTO  MpoaykTa  (ayTONOTMYHBIM,
aJJIOT€HHBIN, KOMOWHUPOBAHHKBIN ) ;
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1.8. Komosoe 0603HauenMe KI€TOYHOM TMHUM (KJIETOYHBIX JIMHUH), BXOAAIIeH B
cocTaB OMOMEeIULMHCKOTO KJIETOYHOT'O IPOAYKTa ;

1.9. TTokazanus K TIPAMEHEHUIO OHOMEIUIIMHCKOTO KJIETOYHOTI'0
PO IyKTa : ;

1.10. KauecTBeHHBII ¥ KOJUYECTBEHHBINA COCTaB OMOMEAULIMHCKOTO KIETOYHOTO
IpOAYKTa: ;

1.11. Cpenennst 0 CTEepHIPHOCTH OUOMEIUIMHCKOTO KJIETOYHOTO HPOAYKTa M

HalIWYAM WHQEKIUOHHBEIX areHTOB B OMOMEIUIHHCKOM KIETOYHOM IIPOAYKTeE
5

1.12. Ceenenus o6 5KcrepTax, BKIOYEHHBIX B COCTAB KOMHMCCHH 3KCIIEPTOB

(pamunus, UM, OTYeCTBO (TOCTENHEe NP HANMYAM)  CNEHMATBLHOCTh,  yYeHas

CTeneHb (3Banue) (IpY HaJM4UM), CTaX paboThl, MeCTO paGoThl M JOKHOCTB)

3

1.13. O0 OTBETCTBEHHOCTH 3a IOCTOBEPHOCTH CBEACHHH, M3JI0)KEHHBIX B
3aKJII0YEHUH, IPEeAYIPEKIECH:
npeacenaTeslb KOMHUCCHH DKCIIEPTOB

(nosxHOCTD) (bamunusg, MM, 0TYECTBO (NIOCTIEHEE NPU HATMYHUH) (moamvce)
OTBETCTBEHHBIN CeKpeTaph

(momKHOCTD) (pamuns, UMs, OTHECTBO (TIOCTIEHEE NIPH HATTHYMH) (noammuce)
SKCNePTH! (110 KOJIMYECTBY SKCHEPTOB)

(1O0MKHOCTD) (dbamunua, ¥Ms, 0TYECTBO (MOCHEAHEE TIPH HAIMYHH) (moanuice)

2. CopepxaHue  IpeACTaBIEHHBIX HAa  OHOMEIWIMHCKYIO OKCIIEPTH3Y
JOKYMEHTOB (M311araloTcsi OCHOBHEIE IIOJOXXEHMS HPENCTABIEHHBIX MIOKYMEHTOR):

3. Ilepeuenp wuccnenoBaHuH, 0OBEM HPOBENEHHBIX KAKABIM SKCHEPTOM
UCCTICIOBAaHNH, YCTaHOBJICHHBIE KaXIbIM U3 HUX (aKTHl U CIeNaHHble B PE3yJbTaTe
HCCJIEIOBAaHMN BBIBOJIEI:

3.1. Okcneptu3a 3¢p(EeKTHBHOCTH OGHOMEIMIMHCKOTO KIETOYHOIO IPOLYKTa U

JKCIICPTHU3a OTHOIUCHUA OXUJAeMOM HOJIB3Bl K BO3MOJKHOMY PpPHCKY HpHMCHCHHA
6PIOM€,I[I/IIII/IHCKOTO KII€TOYHOI'O ITPOAYKTA.
3.1.1. IToxazanusa NPUMCHCHHUIO 6HOM€I[I/II_II/IHCKOFO KJIETOHYHOTO IIPpOIXYyKTa
;

3.1.2. IlpoTuBonokazanuss K NPHMEHEHUIO OMOMETMIMHCKOTO KIJIETOYHOTO

NPOIyKTa ;
3.1.3. Pexum m croco6 npuMeHeHHs! 6HOMEIMIMHCKOTO KIETOYHOTO NpOIyKTa,

IIPpOAOJIPKUTCIIBHOCTH JICUYCHUA .

3.1.4. Yxazanue (IpyM HanMuuM) ocoOeHHOCTed NEHCTBUS OHOMEIHIIMHCKOTO
KAE€TOYHOIO NIPOAYKTA IPU NIEPBOM €ro IPHUMEHEHHU ;

3.1.5. CoueraeMocTh 6I/IOM€I[I/IIII/IHCKOFO KJICTOYHOTO IIpPOoAYKTa C HHBIMH
BHAaMM JICYCHMs, BKIIOYAsA COYECTAEMOCTh C JIEKapCTBCHHBIMU npenaparaMm 4
MEAHUIMHCKOTO [MPHMMCHCHUA H (I/IJ]I/I) MCINUUHCKUMH  U3AOCHUAMHA, JAPYIHUMH
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6HOM€I{HHI/IHCKI/IMI/I KJICTOYHBIMH HNPOAYKTaMH, a TaKKe MNUINEBBIMH HPOJYKTaMH

>
3.1.6. OcobeHHOCTH NpUMeHeHHs] OUOMEIUIIMHCKOTO KJIETOYHOrO IMPOIYKTa Y
AeTel, OepeMEHHBIX XEHIIMH W JXeHIIMH B IEepHOJd TPYyAHOTO BCKApMIIMBAHUS

3.2. OkcmepTH3a  KayecTBa  OMOMEIMIMHCKOIO  KJIETOYHOTO  IPOAYKTA,
3KCTIEPTH3a 3PPEKTUBHOCTH OMOMEIMIMHCKOTO KJIETOUYHOTO MPOAYKTa ¥ SKCIIEPTU3a
OTHOIIEHMI  OXMIAeMOH  MOJB3bl K  BO3MOXHOMY PHCKYy  IpPUMEHEHHS
61OMeMIUHCKOTO KIETOYHOTO MPOAYKTA:

3.2.1. Cpok TOJTHOCTHU OroMe TUITTHCKOTO KJI€TOYHOTO IIPOJyKTa

- ;

3.2.2. VkazaHue Ha 3ampeT IpUMEHEHHS OWOMEIUIIMHCKOr0 KJIETOYHOIO
NPOAYKTa IO UCTEUEHNH CPOKa I'OJHOCTH ;

3.2.3. Jlannple 0 cTabuUNpPHOCTH OHOMEIUIMHCKOIO KJIETOYHOTO IIPOAYKTa

b

3.3. OkcriepTH3a OTHOIUEHHS OXHIAEMOH TONB3BI K BO3MOXHOMY PpHCKY
pUMEHEeHHMs OMOMEIMLIMHCKOIO KJIETOYHOTO MPOYKTa:

3.3.1. Mepsl nmpenoOCTOPOKHOCTH NpH  INPUMEHEHHH  OHOMEOHIIMHCKOIO
KJIETOYHOTO NPOIYKTa ;

3.3.2. Bo3moxxHble NMOOOYHBIE NEeHCTBUSA MpHU MPHUMEHEHUH OHOMEIHIIMHCKOrO
KJIETOYHOTO MPOJYKTa

4. O6muit BEIBOJ 1O pe3ynbTaTaM dKCIEPTH3HL:

KauyecTBO OHOMeIUIMHCKOTO KIETOYHOro MPOayKTa ,
(noATBEPXKIEHO UK HE TIOATBEPIKACHO)

6e30MacHOCTh 6I/IOMG,HI/II_[I/IHCKOFO KJIETOYHOI'O IIPOAYKTA ,
(moaTBEpKIEHA UM HE MOATBEPIKAEHA),

oXHaeMasa I10J1b3a HNpHMEHCHHA 6I/IOMC~I[I/II_II/IHCKOF 0 KIETO4YHOI'o MNpPOoaYyKTa

(npeBpILIAET HJIH HE TPEBBIACT)
BO3MOXHBIN PUCK IPUMCHCHUA 6I/IOM€III/IIII/IHCKOFO KJICTOYHOI'O IIPOAYKTA B CBA3H C
yeM BHECCHUC H3MEHEHUN B JAOKYMCHTBI PETUCTPALITMOHHOI'O JOChC

(BO3MO>KHO WIH HEBO3MOXKHO)
Komuccus IKCIIEPTOB B COCTABE!
npeancenareilb KOMHUCCHUH 3KCIIEPTOB

(nomxXHOCTE) (pamunms, uMs, OTHECTBO (TTOCIIEIHEE TIPH HATHUUMH) (momHch)
OTBETCTBEHHBIN CCKpeTapPh

(HODKHOCTB) (pamus, uMs, OTUECTBO (NOCIEAHEE TIPH HATIMYNM) (oxamnwuce)
9KCIIepThl (IO KOJMYECTBY IKCIEPTOB)

{IOTKHOCTE) (bammmms, UM, oTYeCTBO (HOCTIEAHEE NP HANMYUH) (monnmce)

(1OJDKHOCTE) (dhamunus, MMs1, OTHECTEO (NOCTIEIHEE TPH HATUYNH) (noanuce)

Jlata opopmiienns 3aKnroueHus « _ » 20 ro.



