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R POCCHICKOR SEIEPAINH

OO0 yTBepxkaAeHHH
IMopsaaka npeacTaBieHns 06pa3oB 6HOMEIHIMHCKOrO KJIETOHOro NPoaAyKTa,
KJIETOYHOM JHHHH (KJIETOYHbIX JIHHHIH), MEAHIHHCKHX H3eTHH,
JeKapCTBEHHbIX NMPENapaToB, BelIeCTB, BXOASALIHX B COCTaB OHOMEeHIHHCKOr0
KJIETOYHOTI 0 NMPOAYKTA, NPHMEHseMbIX NPH NPOBEICHHH IKCIEPTH3bI
KavecTBa OHOMEQHIMHCKOro KJ1eTOYHOro NpoaAyKTa, IS IPOBeAeHUS
IKCHEPTH3bI KauecTBa GHOMEIHIHHCKOrO KJIE€TOYHOr0 MPOAyKTA

B COOTBETCTBHH C 4acThIO 2 cTaThH 15 demepansHOTro 3akoHa oT 23 mions 2016 T.
Ne 180-P3 «O 6MOMEIUIMHCKHUX KJIETOUHBIX MpoaykTax» (CoOpaHue 3aKOHOAATENLCTBA
Poccuiickoit ®enepanuu, 2016, Ne 26, ct. 3849) m moamyHKTOM 5.2.207"® TTonoxenus
o Munucrepctee 3apaBooxpaHeHus Poccuiickoi  ®enepaid,  yTBEPXKISHHOIO
nocranosienueM IlpaButensctBa Poccuiickoit Menepanuu oT 19 uronsa 2012 r. Ne 608
(Cobpanue 3axoHoparenscTa Poccuiickoit ®enepanun, 2012, Ne 26, cr. 3526; 2013,
Ne 16, cr. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014,
Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491;
Ne 12, cr. 1763; Ne 23, ct. 3333; 2016, Ne 2, ct. 325; Ne 9, ct. 1268; Ne 27, c1. 4497,
Ne 28, ct. 4741; Ne 34, c1. 5255; Ne 49,ct. 6922; 2017, Ne 7, ct. 1066; Ne 33, cr. 5202;
Ne 37, c1. 5535; Ne 40, ct. 5864), npuka3bIBalo:

Y1BepauTh mpHiaraembiii [Topsmok npencTapieHHs oOpasiioB OHOMEIHULUHCKOTO
KJIETOYHOTO TPOAYKTa, KIETOYHOM JUHUK (KIETOYHBIX JNMHHUHK), MEIUUMHCKUX U3ICIHH,
JIEKAPCTBEHHHIX MpEnapaToB, BELIECTB, BXONAIIMX B COCTaB OHOMERHIUHCKOIrO
KJI€TOYHOrO TpOAYKTa, IIPUMEHSEMBIX TIPH MPOBENEHMH DKCIEPTH3bl KayecTsa
OMOMEIVLMHCKOTO KJIETOYHOrO TPOAYKTa, s IPOBEJCHHS SKCHEPTHU3bl KavecTBa
OUOMEIULIMHCKOrO KJIETOYHOTO MPOIyKTa.

Bpuo Munucrtpa H.A. Xoposa




, VTBEPXJIEH
IprKa3oM MHUHHCTEPCTBA 3[paBOOXPAHEHUS
Poccuiickoit @enepanuu
oT «20» oxTs10ps 2017 r. Ne 841n

IHopsigok
NpeAcTaBjaeHHsA 00pa3LoB OHOMEIHIHHCKOIO KJIETOYHOI0 NPOAYKTa,
KJICTOYHOMH JIHHHH (KJIE€TOYHBIX JIMHHMH), MEAHIIHHCKHX H3/1eJIHi,
JICKAPCTBEHHBIX NPENapaToB, BellecTB, BXOAAUIHX B COCTAB
OHOMeIHIMHCKOr0 KJI€TOYHOI0 NPOAYKTa, NPHMEHsIEMbIX MPH NPOBeAeHHH
IKCNEePTH3bI Ka4eCTBa OHOMEIHIIHHCKOI0 KJIeTOYHOr0 MPOAyKTa, JJIs
NpOBeJeHHs IKCIEPTH3bI KauyecTBa OHOMEJHIHHCKOr0 KJI€TOYHOr0 MPOAYKTa

1. Hacrosmuii [lopsimok ompenenser TmpaBuia IIpeAcTaBlieHHs o00pa3lioB
OHMOMETUITHHCKOTO KJIETOYHOI'O IMPOAYKTa, KJIETOYHOW NUHWHU (KJIETOUHBIX JIMHHH),
MEIUIMHCKUX  HW3ACNIMH, JICKAPCTBEHHBIX IPENapaToB A  MEIULMHCKOIO
[IPUMEHEHHUs, BEIIECTB, BXOIIIMX B COCTaB OHOMEIUIIMHCKOTO KIIETOYHOTO
IPOIYKTa, MPUMEHSIEMBIX IIPH MPOBEICHUN JKCIEPTH3BI KadecTBa OMOMEIUIIUHCKUX
KJIETOYHBIX IMPOAYKTOB, IJI IPOBEICHUS JKCIEPTHU3Bl KadecTBa OHOMEAMIIHHCKOTO
KIETOYHOTO MpPOAYKTa, B TOM UYHCJIE DOKCIIEPTU3Bl COCTaBa  0OpaslOB
OHOMEIUIIMHCKOTO KJIETOYHOTO IIPOyKTa U METOLOB KOHTPOJIS €ro KadecTBa (Aajiee —
IKCIIEPTH3a KauecTBa).

2. [lnsg mpoBeIeHHs IKCIEPTU3bl KauecTBa OpraHu3alys, obnajaromnias IpaBaMH
Ha pe3yJbTaThl JOKIMHHUYECKHUX HCCIENOBaHUN OWOMEOMLUHCKOIO KIETOYHOIO
NPOAYKTa, KIMHUYECKUX HMCCICAOBAHUN OMOMEIUIIMHCKOIO KIETOYHOrO INpOayKTa H
(w1H) Ha TEXHOJIOTHIO IIPOM3BOJCTBA OMOMEAMIIMHCKOIO KIETOYHOIO IPOJYKTa, WIIH
YIIOTHOMOYEHHOE €0 JpYroe HOpHINYECKOe o', BIazenen pPErucTpalliOHHOIO
yIOCTOBEpEHUs] OMOMEAUIIMHCKOIO KIETOYHOI'O npo,zt;yKTa2 (mayee — 3asBUTENH) B
TeYeHHE MIECTHAECATH pabouux JHel co [OHSA IONy4YeHHs OT  (enepanbHOro
rOCYJapCTBEHHOIO  OIO/PKETHOTO  YUPEXAEHHs, HaXOJAIIErocs B BEICHUM
MunucTepcTBa 3apaBooxpanenus Poccuiickoit ®enepanyn (ganee — MHHHCTEPCTBO)

"Yacte 1 cratsu 9 denepansHoro 3akona ot 23 mons 2016 r. Ne 180-D3 «O 61OMeIMIMHCKHEX KIETOYHBIX MPOAYKTAX»
(Cobpanve 3akoHomatenscTBa Poccumiickodi ®epepammu, 2016, Ne 26, cr. 3849) (manee - @enepanbHbIH

3akoH Ne 180-D3).
2 Crarbn 22 u 23 denepanbroro sakona Ne 180-03.
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¥ 00ecleunBaloIIero HKCIONHEHHE IOJHOMOYMM MuHHCTEpCTBA IO  BBIJAYe
paspellleHHll Ha TMpPOBEJCHHE KIMHHYECKMX HCCIIENOBaHHH OHOMEIUIMHCKUX
KJIETOYHBIX INPOAYKTOB M (WJIM) TOCYIApCTBEHHOH perhcTpaluy OHOMEIHIUHCKHMX
KJIETOYHBIX IPOAYKTOB (Hajlee — JKCIIEPTHOE yapexaeHne)’ yBeJOMICHHS O
IOJYYEHHUH COOTBETCTBYIOIIETO 3amaHMs MuHHMCTEpCTBa ([ajlee COOTBETCTBEHHO —
yBeIOMIIEHHE, 3alaHHe) NPENCTaBIsAeT B DKCIEPTHOE YUPEXKIECHHE Ui MPOBENCHUS
SKCIIEPTU3bl KadecTBa 00pasibl OMOMEIUIMHCKOTO KJIETOYHOTO MpPOXYKTa M (W)
UHBIe 00pasIibl, ykazaHHbIe B MyHKTe 1 HacTosmero Iopsaxa.

[Ipu nodydeHHH 0OpasuoB OMOMEIMIMHCKOrO KIETOYHOrO INpOAYKTa U (MIM)
HHBIX 00pa3loB, yKa3aHHBIX B IyHKTe 1 Hactoswmero Ilopsmka, skcmepTHOe
VUpeXIEHHE BBIaeT 3afBUTENIO JOKYMEHT, [OATBEPXKIAIOMMA  IOJy4YeHHe
yKa3aHHBIX 00pasloB, # B CPOK, He NPEBBINIAIOIMN TpeX paboyux AHEH co HHA
IOJTy4eHHs YKa3aHHBIX 06pa3sLoB, yBeaoMiIseT 00 3ToM MHUHHCTEPCTBO Ha OyMaXKHOM
HOCHTEJE WK B (JopMe 3IEKTPOHHOTO JOKYMEHTA M YKa3bIBa€TCs B YBEIOMIICHHUH.

3. IIpencraBnenre 06pa3ioB GHOMEIUIUHCKOTO KJIETOYHOTO MPOAYKTa M (WiIH)
MHBIX 00Opa3loB, yKa3aHHBIX B IyHKTe 1 Hacrosmero Ilopsiaka, ocylecTBiseTcs
3asgBUTENIEM B KOJIAYECTBE, HEOOXOMUMOM JIsi BOCIIPOM3BEIECHUS METONOB KOHTPOJIS
KadecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO IPOLYKTa, KOTOPOE  OIPEHENACTCS
SKCIEPTHBIM YUPEKASHHEM H YKa3bIBA€TCA B YBEIOMJICHUH.

Cpok TOXHOCTH MPEACTaBIAEMBIX 3aABHTENEM Ui NPOBENSHHS OKCIEPTH3BI
KauecTBa O0Opa3soB OHOMEOULMHCKOTO KICTOYHOTO MpOAyKTa M (WIM) HHBIX
00pasloB, YKa3aHHBIX B IyHKTe | HacTosmmero Ilopsaka, HomkeH OBITH HE MeHee
CpOKa MpPOBEJEHHS SKCIEPTH3hl KadecTBa, yKa3aHHOIO B 3a/laHWH, U ONPEICNAETCA
SKCIIEPTHBIM YUPEXIEHHUEM C YIeTOM CBEJIECHHI O CPOKE FOMHOCTH OHOMEIMLIHCKOTO
KJIETOYHOTO MPOAYKTa, COAEpXKAIMMXCS B IPOEKT€ HHCTPYKUUH IO NPHMEHEHHUIO
OMOMEIMIIMHCKOTO KIIETOYHOI'0 IIPOIYKTA.

4. TlpenctapisieMble 3asBUTENEM U IIPOBEACHHS OKCISPTH3bl Ka4ecTBa
o6pasipl  GMOMEIHMIIMHCKOTO KIIETOYHOrO IpPOAYKTa JOIDKHBI COOTBETCTBOBATH
TpeGOBaHMSAM TPOEKTa HOPMATHBHOM JOKYMEHTaUMH Ha GHOMEIMIMHCKMH
KJIETOYHBIN nponyKT4.

IIpescTapiseMble 3asBUTENEM IS IIPOBENEHHs KCTIEPTH3bI KayecTBa 00pasiibl
KIeTOYHOH JUHMM (KJIETOYHBIX JIMHMH), BEIIECTB, BXOAUMX B  COCTaB
GHOMEIUIIMHCKOTO  KJIETOYHOrO IIPOAYKTa, MNPUMEHSAEMBIX TPH MPOBEACHUH
SKCIIEPTU3Hl Ka4€CTBa, JIOIDKHEI COMPOBOXKIATECS JOKYMEHTaMH, MOATBEPXKAAIOIINMH
X Ka9eCTBO (HAIpHMep, JeKIapalys, CepTHYHUKAT, HHbIE TOKyMEHTBI).

3 Crarsa 11 Pepepansroro 3akona Ne 180-@3.
4 Mynkr 12 ctaten 2 ®epepaibHoOro 3akona Ne 180-@3.




B oTHOWIEHMM IIPEACTaBISEMBIX JUISI MPOBEAEHUS JSKCIEPTU3bl Ka4decTBa
06pa3I0B MEIUIMHCKOTO U3/IeJIHA 3asBUTENIEM MPEeCTaBIAeTCs JOKYMEHT (HalpuMep,
JeKnapanus, CepTHQHUKAT, WHbIE OOKYMEHTBI), B KOTOPOM  YKa3bIBaIOTCH
HAaUMEHOBAaHHE MEIULMHCKOTO H3IEJIMs, BXOIAIIET0 B COCTaB OMOMEIUIIMHCKOIO
KJIETOYHOr0 MpOAyKTa, HOMEp M JaTa pPEerucTPallHOHHOIO  YAOCTOBEPEHHS
MEIUIMHCKOTO M3JEINsA, HaUMEHOBaHHE W HOMEp HOPMATHBHOW JOKyMEHTAallUM Ha
MeIULIMHCKOE U3eNHe.

B OTHOWmIEHMM TMPEACTaBISIEMBIX I [POBENEHUS OSKCIEPTHU3Bl KayecTBa
00pa3oB JIEKapCTBEHHOTO Mperapara Uil MEIUIMHCKOIO MPUMEHEHHUs 3asBUTEIEM
HpeJCTaBisgeTcs  JeKiapauusi, B  KOTOPOH  yKa3bIBalOTCH  HAMMEHOBAaHHUE
(MeXIyHApOAHOEe HEMATEeHTOBAaHHOE, WM TPYNIHPOBOYHOE, MIH XHMHYECKOE)
JIEKAPCTBEHHOTO MpernapaTa Uil MEAULUHCKOIO IPUMEHEHHs, BXOMAIIET0 B COCTaB
OMOMEIUIIMHCKOr0 KJIETOYHOTO nponyKTa; HOMEp ¥ Jara perucTPaluoHHOIO
yIOCTOBEPEHHS JIEKAPCTBEHHOTO Ipenapara il MeIULMHCKOIO IIPUMEHEHHMS, HOMEp
HOPMaTUBHOH JOKyMEHTallUd JIeKapCTBEHHOIO IIpernapara i METUIHUHCKOTO
IIPUMEHEHHUS.

5.B cmydae HeTOCTAaTOYHOCTH IPEACTaBIEHHBIX DJKCIIEPTY JKCIIEPTHOIO
ydpexaeHns o0pa3loB OGHOMEIUIHHCKOTO KJISTOYHOTO MIpPOAYKTa U (MIHM) HHBIX
00pas3loB, YKa3aHHBIX B MyHKTe 1 Hacrosmero llopsaxa, mnd nauk 3aKiOYEHHS
AKCIEPT BIPaBe MOCTABHUTH Mepe]] PyKOBOIHUTEIEM SKCIIEPTHOTO YUPEKICHUSA BOIIPOC
O MpEeACTaBIEHMH €My YKa3aHHBIX O0OpaslloB B COOTBETCTBHM C 4YacCTbiO 3
cratbu 12 @enepanpaoro 3akoHa Ne 180-D3.




