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OO0 yTBepKIACHUH
[lopsaka npeacTaBieHus 00pa3noB GHOMeIMIHHCKOro KJIeTOYHOro NpoayKra,
KJIeTOYHOM JUHHHA (KJeTOYHbIX JHHHI), MEAHUHHCKHX H3aesni,
JIeKapCTBEHHBIX MPeNnapaToB, GpapManeBTHICCKAX cyGcTaHnuii, BelecTs,
BXOSIIIAX B COCTAB GHOMEIHIHHCKOr0 KJIeTOYHOro NPOAYyKTa, NpUMEeHseMbIX
IIpH NPOBeJEHHH IKCIEPTH3bI KaiecTBa GHOMEeINIMHCKOr0 KJIeTOYHOro NpoayKTa,
U151 NPOBeIeHHs] DKCIIePTH3bI KaiecTBa GHoMeINIMHCKOro KJeTOYHOro NpoayKra
¥l IPA3HAHKHA YTPATHBIIHM CHJTY MPHKA3A MHuHHCTEPCTBA 31PaBOOXPaHEHHA
Poccuiicioii ®enepanun ot 20 okTs0ps 2017 r. Ne 8411 «O0 yTBEp:KISHHH
Mopsaka npeacTaBjienys 06pa3uos GHOMEIUIMHCKOro KJIETOYHOro MpoaAyKTa,
KIeTOYHOI JHHUH (KJIeTOYHBIX JHHHIA), MEAHUHHCKHX u31eJIH i, JeKapCTBEeHHBIX
IpenaparoB, BelleCTB, BXOAAIUMX B COCTAB OHOMEAHIHHCKOI0 KJIETOYHOI0
NpoAyKTa, NPHUMeHsieMbIX NPH MPOBEACHUH IKCIEPTH3bI Ka4eCcTBa
61OMeTMIMHCKOr0 KJIETOYHOr0 NPOAYKTa, AJIs MPOBE/ICHHU IKCIEPTH3bI KAaYeCTBA
GHOMeIHIIMHCKOTO KJIETOYHOIr0 NMPOXYKTa»

B COOTBETCTBMM C 4acThio 2 cTaThu 15 QenepanbpHOro 3akoHa OT 23 wroHA
2016 r. Ne 180-®3 «O GHOMEIMIIMHCKMX KJIETOMHEIX MPOXYKTAX» (Cobpanmue
saKoHOAaTeNbcTBa Poccmiickont Denepauny, 2016, Ne 26, ct. 3849; 2018, Ne 32,
ct. 5116) U MOAIYHKTOM 52.207"® Tlonoxenus o MuHUCTEPCTBE 3APABOOXPAaHEHIA
Poccuiickoit ~ Peneparu,  yTBEPKICHHOTO nocraHoBieHreM  IIpaBHTENBCTBA
Poccuiickoit ®enepaiu oT 19 HioHA 2012 r. Ne 608 (CobOpanne 3aKOHOIATEIBCTBA
Poccuiickoit ®enepauun, 2012, Ne 26, ct. 3526; 2013, No 16, ct. 1970; Ne 20, cr. 2477,
Ne 22, cr. 2812; Ne 33, cT. 4386; Ne 45, cr. 5822; 2014, No 12, ct. 1296; Ne 26, cT. 3577,
Ne 30, ct. 4307; Ne 37, cT. 4969; 2013, Ne 2, ct. 491; Ne 12, cT. 1763; Ne 23, ct. 3333;
2016, Ne 2, c1. 325; Ne 9, cT. 1268; No 27, ct. 4497; Ne 28, cT. 4741; Ne 34, ct. 5255;
Ne 49, ct. 6922; 2017, Ne 7, cT. 1066; Ne 33, ct. 5202; Ne 37, cr. 5535; Ne 40, ct. 5864;
Ne 52, cr. 8131; 2018, Ne 13, cr. 1805; Ne 138, cr. 2638; Ne 36, cr. 5634;
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Ne 50, ct. 7774; 2019, Ne 4, ct. 330; Ne 15, ct. 1771, 1778), nipu K a3 bl Balo:

1. Y1BepauTh MpUJIaraeMbli Hop;mox TIpeICTaBICHH 00pazLoB
GHOMEIMIIMHCKOTO KJIETOYHOTO NPOAYKTA, KIETOYHOW JNMHMH (KICTOYHBIX JIMHAR),
MeTMIMHCKIX U3JeNMH, TeKapCTBEHHBIX [IPenapaToB, hapMaieBTHIEeCKuX cyOcTaHUHUH,
BEIECTB, BXOIAIIMX B COCTAB GHOMEIMIMHCKOTO KIETOYHOTO NPOAYKTa, IPUMEHACMBIX
pH TIPOBEJNEHHWH OKCIIEPTH3Bl KadecTBa OHOMEIHMIMHCKOrO KJIETOMHOrO MPOAYyKTa,
IUIS IPOBEJIEHHUS SKCIIEPTH3bI KauecTBa OHOMEAUIIMHCKOTO KIIETOHOTO POJYKTA.

2.TpusHaTh yTpaTHBIIMM CHIy mOpuka3 MUHHCTEPCTBA 31PaBOOXPaHCHHA
Poccuiickoii ®eneparmu ot 20 okrsa6ps 2017 r. Ne 8411 «O6 yTBepXKACHUHN [Topsinka
TIpe/iCTaBlIeHUs 00pa3LoB GHOMEIUIIHHCKOro KIE€TOUHOTO NPOIYKTa, KJIETOYHOU JTHHHUHK
(KTeTOYHBIX JIMHUIT), MEJUIMHCKAX M3JeH, IEKapCTBEHHBIX IPenapaToB, BEIIECTB,
BXONAIIMX B COCTaB OWOMEAMIMHCKOrO KIETOYHOro IPOJYyKTa, NPUMEHAEMBIX
Ipd TPOBEJEHMH OSKCIEPTU3bl KavecTBa OMOMEIUIIMHCKOTO KJIETOYHOro IPOJYKTa,
U1 TIPOBEJEHHs OSKCIEPTU3bl KadecTBa OHOMEIHMIMHCKOTO KICTOMHOro MpOJyKTa»
(3aperucTpupoBad MHHHCTEPCTBOM IOCTHIIMH Poccuiickoit ®Penepamnu 16 despais
2018 r., peructpauuosHbiit Ne 50068).

MuHuctp B.A. CksopLoBa



VTBEPX/IEH

npuKa3oM MuHKCTEpCTBA 3paBOOXPaHCHUS
Poccuiickoit Penepanuu
OT « A6 » _LOHA 2019 1. No 4554

/

Hopsaaox
npejacTaBjieHns 00pa3noB GHOMEIHIHHCKOr0 KJIETOYHOr0 NPOAYKTa,
KJIETOYHOI JHHMH (KJIETOYHBIX JHHHIH), MEAHIIHHCKHUX H31eJIHH,
JIeKapPCTBEHHBIX NPeNnapaTos, papManeBTHIECKUX CyOcTaHIMI,
BellleCTB, BXOAAIIMNX B COCTAB O0HOMEIHIMHCKOr0 KJIETOHOr0 NPOAYKTa,
IpHMEeHsieMbIX NPH NPOBeJeHHH YKCIePTH3bI Ka1ecTBa OHOMEHIHHCKOro
KJI€TOYHOr0 MPOAYKTA, ISl IPOBEACHHA IKCNIEPTH3bI Ka1ecTBa
OHOMEIHIIHHCKOro KJIE€TOYHOro NpoayKTa

1. Hacrosmuumii  Ilopspok ompenendeT IMpaBuia IPEACTABICHUSA o6pa3nos
6HOME/IHIMHCKOT0 KIETOYHOTO HPOIYKTa, KIETOYHON JIMHMK (KIETOYHBIX JIMHHIL),
MEIUIMHCKAX  M3JEIHiA, JIEKapCTBEHHBIX  MpPEnapaTtoB s  MEAULINHCKOrO
NpUMeHeHNs, (apMalleBTHYECKUX CYOCTaHUMH, BEIIECTB, BXOMIIMX B COCTaB
OHOMEQUIIMHCKOTO  KIIETOYHOTO IMpOAyKTa, TMPHUMEHAEMBIX MpH MPOBEJCHHH
SKCIEpPTH3bl KayecTBa GHOMEIMIMHCKAX KICTOYHBIX MPOAYKTOB, AJSA IPOBENCHM:
IKCIIEPTH3hl KadecTBa OHOMEIMIMHCKOrO KICTOYHOTO TNPOAyKTa, B TOM HHCIE
SKCIIEPTH3bI COCTaBa 00pa3loB OHOMENULMHCKOTO KIETOYHOrO MPOAYyKTa H METONOB
KOHTpOJISl €r0 KauecTsa (fjaiee — SKCIIEpTH3a KauecTBa).

2. Jlisi IpOBe/IeHHS KCIIEPTH3bI KauecTBa OpraHu3allis, 00/Ianaromas npaBaMu
Ha pe3yJibTaThl MOKIMHHYECKAX HCCIeA0BaHUH OMOMEIMITMHCKOIO  KJIETOYHOTO
IPOJYKTa, KIMHMYECKHX MCCIENOBAHUH OHOMEIHIMHCKOTO KICTOYHOTO MpOMYyKTa
¥ (HUTH) Ha TEXHONOTHIO POM3BOACTBA OHOMETMIMHCKOTO KIETOMHOTO MPOAYKTA, HIlH
YIIOJIHOMOYEHHOE €10 JPYroe HOpUIMYecKoe JHEIO', BiajeNel] PerduCTPalMOHHOTO
yAOCTOBEpEHUS OMOMEANIIHCKOrO KIIETOYHOTO rIpOJ:[yKTa2 (manee — 3asABHUTEINB)
B TeueHHe IIeCTHAECATH paboumx AHeH CO [HA IOJNYydeHHs OT denepanbHOro
roCyapCTBEHHOTO  OIO/DKETHOTO  YYPEXJEHHd, HAXOJMIIerocs B  BEACHHH

1 4acth 1 cTaten 9 DelepanbHOro 3axoHa oT 23 mons 2016 r. Ne 180-®3 «O 6MOMEINUMHCKUX KICTOYHBIX MPOXYKTaxX»
(CoOpaHue 3aKOHOZATENHLCTBA Poccwmiickoii ®enepauny, 2016, Ne 26, ct. 3849; 2018, Ne 32, cr. 5116) (manee —
®enepanbHblil 3ak0H Ne 180-03).

2 Cratou 22 u 23 DenepanbHoro 3akoHa Ne 180-@3.
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MuHnucTepcTBa 3apaBooxpanenus Poccuiickoii ®enepannu (nanee — MHHHCTEPCTBO)
¥ 00eCleuMBaloIIeEro HCIOJHeHHE MONHOMO4YWii MuHKCTEpCTBA IO  BBIAAYE
paspellleHuii Ha [pPOBENCHHE KIMHUYECKMX HCCIETOBAaHUH OUOMEIUIMHCKHIX
KJIETOYHBIX NPOAYKTOB U (WJIM) TOCYHapCTBEHHOH perucrpanuy OHOMEIULUHCKUX
KJIETOYHBIX IPOAYKTOB (fanee — 3KCIEPTHOE yupexaeHne)’, yBeIOMIICHUS
0 TONYYEHHH COOTBETCTBYIOIIETro 3afaHusd MuHHCTEpPCTBa (fajiee COOTBETCTBEHHO —
yBeOMIICHHE, 3aJaHue) MPEACTABIsSET B JKCIIEPTHOE yUpexXIEeHHe s NMPOBEACHUA
SKCIEpPTH3Bl KayecTBa 00pasubl OHOMEIHMIMHCKOTO KJIETOYHOTO HPOMyKTa M (W)
HHbIE 00paslipl, yKa3aHHbIE B ITyHKTe 1 HacTosmero Ilopsaka.

ITpy nonydeHuu 06pa3snoB GHOMEMIIMHCKOTO KJIETOYHOTO MPOMYKTa U (MilM)
MHBEIX O0OpasioB, yka3aHHBIX B IyHKTe | Hacrosuero Ilopsiika, sKcmepTHOe
yupeXIeHre BbIIaeT 3asBHTETIO JOKYMEHT, [MOATBEP)KAAIOMMN  IIOIy4YeHHUE
yKa3aHHBIX OOpasuoB, ¥ B CPOK, He IpPEBBINAIOIMA Tpex paboumx AHe#H co JHA
TONMydeHHs yKa3aHHbIX 00pa3IoB, yBeAOMIAET 00 3ToM MHUHHCTEPCTBO Ha OyMaKHOM
HOCHUTElE WK B (hOpMe INEKTPOHHOIO JTOKYMEHTA.

3. INpencrapnenne 06pa3oB GHOMEIHIIMHCKOTO KI€TOYHOTO MPOAYKTa U (WIIH)
HHBEIX 00pa3loB, yKa3aHHBIX B IyHKTe 1 Hactosmero Ilopsiaka, ocymecTBiseTcs
3asgBUTEJIEM B KOJIMYECTBE, HEOOXOAUMOM MJIsi BOCIIPOMU3BEACHHMS METOJOB KOHTPOJIA
KayecTBa OHMOMEIMIMHCKOrO KJIETOYHOIO IIPOJAYKTa, KOTOPOE ONpeAesieTcs
SKCIIEPTHBIM YUPEXICHUEM U YKA3bIBAETCS B YBEJIOMIICHHH.

Cpok TOXHOCTH HPEJCTAaBIAEMBIX 3aiBUTENEM [JISI NPOBENCHHUS IKCIEPTU3HI
KadecTBa 00pasloB OGHOMEIULMHCKOTO KIETOYHOTO MNPOAyKTa M (WIM) HHBIX
06pasoB, ykazaHHBIX B IyHKTe 1 Hacrosmero Ilopsnka, HomkeH ObITH HE MEHee
CpOKa TpOBEIEHHUS JKCIIEPTU3Bl KayecTBa, yKA3aHHOIO B 3a[aHMH, M OIPENCTACTCS
SKCIIEPTHBIM YUPEXICHUEM C Y4ETOM CBEJIEHHH O CpOKe TOAHOCTH GHOMEAUIIMHCKOro
KJIETOYHOrO MPOIYKTa, COAEPXKAIMUXCA B IPOEKTe HHCTPYKLUUH II0 IPHUMECHCHHIO
OHOMEIHUIIHHCKOTO KIETOYHOI'O NPOIyKTa.

4. TlpencTapiseMble 3asiBHTENEM JUIA TPOBEACHUS SKCHEPTH3Bl KavdecTBa
obpasmpl GHOMEIUIMHCKOTO KJIETOYHOTO MPOAYKTa JOMDKHBI COOTBETCTBOBATH
TpeGOBaHUAM IPOEKTa HOPMATMBHOW JOKyMEHTAlluM Ha OHOMeTUIIMHCKHH
KJIETOYHBIH l'IpOleKT4.

IIpencTaBisieMble 3asBUTENEM s IPOBEJCHUS SKCIIEPTU3EI Ka1eCTBa o6pa31el
KIETOYHOH JMHUM (KJIETOYHBIX JIMHHMH), BEIECTB, BXOJAIIMX B  COCTaB
OGUOMEIUIIMHCKOTO KJIETOYHOTO MpOAYKTA, MNPHMEHSEMBIX TIIpH IPOBEICHUU
SKCIIEPTH3bl KauecTBa, TODKHBI CONPOBOXAATECS JOKYMEHTaMH, IIOATBEPX/IAI0IIMH
JIX Ka4eCcTBO (HAIpUMep, JeK/Iapanys, CepTU(HKAT, HHBIE TOKYMEHTSI).

3 Cratba 11 denepanbHoro 3akona Ne 180-@3.
* ynkr 12 cratbu 2 OenepanbHoro sakona Ne 180-@3.
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B OTHOlIEHMH TIpEeACTaBIsAEMBIX IJIS TPOBEIEHHS OKCIIEPTH3Bl KAuecTBa
00pa3sIoB MEAULHHCKOTO U3JENHS 3asBUTENEM [IPEICTABISETCA JOKYMEHT (HanpuMep,
JeKiapauus, CepTUQHKAT, HHbIE JOKYMEHTH), B KOTOPOM  YKa3bIBAIOTCA
HaUMEHOBAHHE MEIULIMHCKOTO H3/ENHSA, BXOASIIErO0 B COCTaB OHOMEIMLIMHCKOIO
KJIETOYHOrO0 MpPOAYKTa, HOMEp MU Jara perucTPalMOHHOTO YIOCTOBEPEHHS
MEIUIMHCKOTO M3/ENHs, HAMMEHOBAHME M HOMEP HOPMAaTUBHOU JOKYMEHTALHH Ha
MEIULITHCKOE H3/eIHe.

B orHOWeHMM MpeACTaBIsEMBIX I MPOBEACHHSA 3KCIEPTH3BI KauecTBa
BXOIAIIMX B COCTaB OHOMEOULUHCKOIO KJIETOYHOTO TMpPOAYKTa 00pasloB
JIEKApCTBEHHBIX MpeNnapaTtoB IS MEAULIUHCKOTO MPUMEHEHHs, (hapMalleBTHYECKHUX
cybcTaHUMi 3asBUTENEM INpeACTaBIseTCs MAEKJIapauys, B KOTOPOH YKa3bIBAIOTCS
HaMMEHOBAaHUsl  (MEXIYHapOIHOE HENaTeHTOBAaHHOE, WIM TIPYIIHPOBOYHOE,
UM XUMHYECKOE) JIEKAPCTBEHHBIX CPEACTB, HOMEpa W JaThl PETHCTPAlHOHHBIX
YAOCTOBEPEHHUH JIEKapCTBEHHBIX IMPENaparoB, NaThl BKIIOUYEHHSA (apMalleBTHYECKHUX
cyOCTaHLMH B rOCy/1apCTBEHHBIH peecTp JeKapCTBEHHBIX CPEACTB IS METUIIMHCKOTO
IpUMEHEHHsI, HOMEpa HOPMATHUBHBIX TOKyMEHTallHiA.

5.B cimy4ae HeZOCTaTOYHOCTH IPEACTABICHHBIX 3KCIEPTY SKCIEPTHOTO
yYpeXAeHUs 00pa3sloB OMOMEIULMHCKOrO KJIETOYHOTO TMpPOAYKTa W (MJIH) HHBIX
o0pa3noB, yka3aHHBIX B MNyHKTe | Hacrosmero [lopsgka, A Haud 3aKIIOYEHHS
3KCIEPT BIpPaBe MOCTaBUTh MEPE] PYKOBOJHUTENEM SKCHEPTHOTO YUPEXKIECHHS BOMPOC
O MpeACTaBIeHUM €My YKa3aHHBIX 0Opa3lioB B COOTBETCTBHM C YacCThiO 5 crarhu 12
®enepansHoro 3akoHa Ne 180-®3.



