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Mockga

OO0 yTBepkIeHNH
Iopsaka npeacTaBjieHus 00pa3noB OHOMEAHIHHCKOrO KJI€TOYHOI0 NPOAYKTa,
KJIETOYHOM JHHHH (KJIETOYHbIX JIMHUI), MEIHIIHHCKHX H3/Ie/THIH,
JeKAPCTBEHHBIX MPENapaToB, BellecTB, BXOASIIHX B COCTAB OHOMETHIHHCKOTO
KJIETOYHOI0 NMPOAYKTA, NPHMeHsSIEMbIX NPH NMPOBEIEHHH KCNEPTH3bI
Ka4YecTBa OMOMEIHIMHCKOTO KJIETOYHOr0 NPOAYKTA, JJisl NPOBEeAeHHA
IKCHEPTH3bI KauecTBa OHOMEANIIHHCKOro KJIETOYHOr0 MPOAYKTa

B COOTBETCTBHH ¢ 4YacThio 2 cTaThi 15 MemepansHOro 3akoxa ot 23 urons 2016 r.
Ne 180-®3 «O 6HOMEULMHCKUX KJIETOYHBIX mpoaykTax» (CobpaHue 3aKOHOAATENLCTBA
Poccuiickoii ®enepaiyu, 2016, Ne 26, c1. 3849) u moamyHKTOM 5.2.207"® Tlonoxenus
o MunucrepcTBe 3apaBooxpaHeHus Poccumiickoit  ®enepalyu, yTBEPXIECHHOIO
nocraHoBienueM IlpasutensctBa Poccuiickoit ®eneparyu ot 19 urons 2012 r. Ne 608
(Cobpanme 3axoHonarenscTsa Poccuiickoit ®enepauny, 2012, Ne 26, cr. 3526; 2013,
Ne 16, ct. 1970; Ne 20, c1. 2477; Ne 22, c1. 2812; Ne 33, ct. 4386; Ne 45, cr. 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, ct. 1763; Ne 23, cT. 3333; 2016, Ne 2, ct. 325; Ne 9, c1. 1268; Ne 27, ct. 4497
Ne 28, cr. 4741; Ne 34, ct. 5255; Ne 49,c1. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202;
Ne 37, c1. 5535; Ne 40, cT. 5864), npukassIBao:

YTBepauTh Npuiaraemsiii ITopsmox HpeacTaBieHHs 00pa3sloB OHOMEIUIMHCKOTO
KJIETOYHOTO MPOAYKTA, KIETOYHOM JUHUK (KICTOYHBIX JHHMI), MEAULMHCKUX H3ICIHH,
JIEKApCTBEHHBIX TPEMapaToB, BELIECTB, BXOMAIMX B COCTaB OMOMEIMUIMHCKOIO
KJIE€TOYHOTO MpOAYKTa, I[PHMEHSAEMBIX TIPH IPOBEJCHMH SKCIEPTH3bl KadecTBa
OHMOMEIUIIMHCKOTO KJIETOYHOrO MNPOAYKTa, JUIsi IPOBEAEHHS OKCIEPTH3bl KayecTBa
OMOMEAUIIMHCKOTO KJIIETOYHOTO ITPOAYKTA.

H.A. Xoposa

Bpuo Munuctpa




, YTBEPXJIEH
IIp¥Ka3oM MuHuCTEpPCTBA 3[paBOOXpaHEHU
Poccuiickoit @enepanuun
oT «20» okts10ps 2017 r. Ne 841H

Iopsanox
NpeAcTaBJIeHHs 00pa3snoB OHOMEIHIIHHCKOI0 KJIE€TOYHOr0 NPoayKTa,
KJIETOYHOH THHHH (KJI€TOYHBIX JIMHHI), MEIHIHHCKHUX M3/1e/IHii,
JIEKAPCTBEHHDIX NPENapaTos, BelllecTB, BXOASIHX B COCTAB
O0MOMeJHIMHCKOro KJIETOYHOr0 NPoAYyKTAa, IPHMEeHAeMbIX NPH NPOBeIeHHH
JKCNEPTH3BI Ka4ecTBa OHOMEIHIHHCKOI0 KJIETOYHOI0 NMPOAYKTAa, AJsl
NpOBeJeHHS IKCIEPTH3bI KayecTBa OMOMEIHIHHCKOTr0 KJI€TOYHOr0 NPoaAyKTa

1. Hacrosmuit  Tlopsimok  ompenenser mpaBuiia TpeACTaBlIeHUs 0Opas3loB
OMOMEIHUIIUHCKOTO KJIETOYHOIO IPOAYKTa, KJIETOYHON NUHHHU (KJIETOYHBIX IJIUHUI),
MEIWLHMHCKAX  W3NCNHN, JIEKQpCTBEHHBIX MNpEnaparoB Ui  METUIMHCKOTO
[IpUMEHEHNS, BEIIECTB, BXOIIIIMX B COCTaB OWOMEAHMIIMHCKOTO KIETOYHOIO
IPOAYKTa, IPUMEHSIEMBIX MPH MPOBEISHHH JKCHEPTHU3Bl KadecTBa OMOMEIUIIMHCKHUX
KJIETOYHBIX MPOAYKTOB, IJIS IPOBENEHUS SKCIIEPTHU3Bl KauecTBa OHOMEIUIIMHCKOTO
KJIETOYHOTO TIPOAYKTa, B TOM 4YHCIEe OKCIEPTU3Bl cocTaBa  00pasioB
OMOMEIUITHHCKOr0 KIETOYHOTO MPOIYKTa U METOIOB KOHTPOJISI €ro KadecTBa (iajee —
IKCIIEPTH3a KadeCcTBa).

2. Jlns mpoBeIeHHs SKCIIEPTH3Bl KauecTBa OpraHM3alius, obyajarommas IpaBaMu
Ha pe3yNbTaThl MJOKIMHUYECKHUX HCCIeOBaHUH OHOMEAMLIUHCKOro KJIETOYHOIO
MPOAYKTa, KIMHUIECKUX HCCIENOBaHUNA OMOMEIUIIMHCKOrO KIETOYHOro NMPOXYKTa H
(vnM) Ha TEXHOJIOTHIO MPOU3BOJACTBa OHMOMEIMIMHCKOTIO KJIETOYHOrO IPOXYKTa, HIH
YIIOTHOMOYEHHOE €l0 JApYroe IOpPHANYECKOEe JIALO', BIafeTel] PerHCTPAIHOHHOTO
yIOCTOBEpEHHUs OMOMEIUIIMHCKOTO KJIETOYHOI'O npoxykTa’ (najgee — 3asABUTENB) B
TeYeHHe IIECTUAECATH pabouux JHeW cOo IHA [NONy4deHHs OT  (enepalbHOIo
roCYIapCTBEHHOrO  OIO/DKETHOTO  YUPEXKIEHHs, HaxOIAIEerocs B  BeICHHH
MunucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanun (najee — MUHHCTEPCTBO)

"Yacts 1 craTen 9 denepansHoro 3akona ot 23 uroHs 2016 r. Ne 180-D3 «O 6HOMEIMIMHCKHX KIETOYHBIX MPOLYKTAX)»
(Cobpanve 3axoHomarenscTBa Poccuiickoif ®emepammu, 2016, Ne 26, cr. 3849) (manee - OelepaibHBIH
3akoH Ne 180-03).

2 Cratbu 22 u 23 ®epepanbroro 3akona Ne 180-03.
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¥ 00ecledrBarolllero HCIOJIHEHHE TIOMHOMO4YMM MMHHCTEpCcTBA 1O  BEIIAYE
paspellieHuii Ha [pOBEACHHE KIMHHYECKMX HCCIEA0BAHMA OHOMENMIMHCKHAX
KJIETOYHBIX HPOAYKTOB W (HIIH) TOCYAApCTBEHHOH perucTpanuy OHOMEIMIMHCKUX
KJIETOYHBIX IIPOAYKTOB (Iajee — OKCIIEPTHOE VUpexIeHHe) YBEIOMICHHSI O
NOJyYEHMH COOTBETCTBYIOIIETO 3aJaHus MuHMCTepCcTBa (Hajlee COOTBETCTBEHHO —
yBEIOMIICHHE, 3a[aHue) MPEACTaBIsAeT B DKCIEPTHOE YUPEIKACHHUE ISl MPOBENCHHS
SKCIIEpTH3bl KauecTBa 0Opa3ibl OMOMEIUIMHCKOTO KJIETOYHOTO NMPOAyKTa ¥ (WIIH)
UHBIE 00pa3ifel, yKa3zaHHBIE B IyHKTe 1 Hactosmero Ilopsaka.

[Ipu monmydyeHuH 00pa3oB OHOMEIMIMHCKOTO KJIETOYHOTO MPOAyKTa U (MIIH)
HHBIX OOpasioB, yKa3aHHBIX B IyHKTe 1 Hacrosmero Ilopsaka, skcneprHOe
yUpEX/JEHHEe BBINAeT 3afBUTENIO JOKYMEHT, IOATBEPXKIAIOMMNA IOIyYCHHE
YKa3aHHBIX OOpasuoB, ¥ B CPOK, He INPEBBILAIOIMA Tpex paboyumx IHeH co JIHA
IOJTyYeHHs yKa3aHHBIX 00pa3LoB, yBeAoMIseT 06 5ToM MUHHCTEPCTBO Ha OyMaXXHOM
HOCHTEJIE WM B OPME BJIEKTPOHHOTO JOKYMEHTA U YKa3bIBAETCSA B YBEJOMIICHUH.

3. INpencTaBnenye o6pa3oB GHOMEINIHHCKOrO KIETOYHOTO MPOIYKTa W (HIIH)
MHBIX OOpasloB, yKa3aHHBIX B ITyHKTe 1 Hacrosmero Ilopsaxa, oCyIlecTBISETCS
3asBUTENIEM B KOJIMYECTBE, HEOOXOAMMOM Ul BOCIIPOM3BEINECHHUS METOIOB KOHTPOJIS
KadecTBA OHMOMEIUIIMHCKOrOo KIETOYHOTO IIPOAYKTa, KOTOpOE OIpeAeiseTcs
SKCIIEPTHBIM YUPEXKICHUEM U YKa3BbIBAETCS B YBEIOMIICHUH.

Cpok TOAHOCTH IIPEeICTAaBIAEMBIX 3aiBHTENEM [Jis TPOBEACHHS OKCIEPTH3EL
KauecTBa OOpa3IioB OHOMEOULMHCKOTO KIETOYHOrO MpOAyKTa M (WIIM) HHBIX
06pasIoB, ykazaHHBIX B IyHKTe 1 Hactosimero Ilopsnka, momokeH OBITH HEe MeHee
CpOKa IIPOBEIEHHs SKCHEePTH3Bl KadecTBa, YKa3aHHOTO B 3a[@HWW, U ONPEENAeTC
SKCIIEPTHBIM YUPEXIEHUEM C YIETOM CBEAECHHUH O CPOKE TOJHOCTH GHOMEMIIHHCKOTO
KJIETOYHOTO MPOAYKTa, COAEPXKAIMXCA B MPOEKTE HHCTPYKUUH IO IMPHMEHECHHIO
OMOMEUIIMHCKOTO KJIETOYHOTO IIPOJYKTA.

4. TIpencTapisieMble 3asBHTENEM [JJd IPOBENEHHS OKCHEPTU3bl KadecTBa
06pasisl  OMOMEIUIMHCKOTO KIETOYHOrO0 MPOJYKTa MOJDKHBI COOTBETCTBOBATH
TpeGOBAaHMAM TIPOEKTa HOPMATHBHOM JOKYyMEHTAIMK Ha GHOMEIMIMHCKHAH
KJIETOYHBIN npo,uyKT4.

IpescTaBnseMble 3asBUTENEM IS IPOBSNEHHS SKCNIEPTU3bL Ka4yecTBa 00pas3lbl
KIETOYHOM JHMHUM (KJIETOYHBIX JIMHWMH), BEIIECTB, BXOMAIMUX B  COCTaB
GHOMEIUIIMHCKOTO KJIETOYHOrO IPOAYKTa, NPUMEHSEMBIX TPH TMPOBEICHUH
SKCIIEPTH3HI KAueCTBa, JOIDKHBI COMPOBOXKAATHCS JOKYMEHTaMM, MOATBEPXKAAIOIMH
X KauecTBO (HAIIPHMep, TeKIapalus, CepTHOHUKAT, HHBIE JOKYMEHTEL).

3 Crarsa 11 ®epepansHoro 3akoHa Ne 180-D3.
4 Mynkr 12 cTaten 2 PeaepansHOTo 3aKk0oHa Ne 180-03.




B oTtHomenun NPeaCTaBIACMBIX JUJIA TPOBEACHUS OKCIIEPTU3bl Ka4deCTBa

06pa3IoB MEAUIUHCKOTO H3ENHUs 3asBUTENIEM IIPEICTaBIIeTCs JOKYMEHT (HallpuMep,
JeKInapamus, CepTAQHUKAT, HWHBIE JOKYMEHTB), B KOTOPOM  YKa3bIBAIOTCSA
HAaUMEHOBaHHWE MEAMLMHCKOIO W3JENHs, BXOIAIIEr0 B COCTaB OMOMEIHMIIMHCKOTO
KIETOYHOr0 TMpOAyKTa, HOMep MW JaTa pPEerucTPalMOHHOIO YAOCTOBEPEHHS
MEIUIMHCKOIO HM3Je/INd, HaMeHOBaHHE W HOMEp HOPMATHUBHON NOKyMEHTAallMd Ha
MEIMIIMHCKOE HU3JeTHe.

B OTHOWIEHHHM TMPEACTABIAEMBIX JUIS TPOBEINCHUS OSKCIEPTH3Bl KavyeCTBa
00pasIoB JIEKAPCTBEHHOTO Mpernapara Uil MEeIUIMHCKOIO NPUMEHEHMs 3asABHTEIIEM
NpENCTaBiseTCs  JeKiapanus, B  KOTOPOH  yKa3plBalOTCs  HAMMEHOBaHHE
(MeXIyHapOJHOE HEIAaTeHTOBAHHOe, WIM TPYIIHPOBOYHOE, HIH XHMMHYECKOE)
JIEKapCTBEHHOTO TpemnapaTa Uil MEeIULIUHCKOro IPHUMEHEHMS, BXOIAIIETO B COCTaB
OMOMEAMIIMHCKOIO KIIETOYHOrO IPOAYKTa, HOMEpP U JaTa perucTpanuoHHOro
yIOCTOBEPEHHUS JIEKAPCTBEHHOTO IpenapaTa IJisi MEAULIUHCKOTO IIPUMEHEHHs, HOMep
HOPMATHBHOM JOKYMEHTAallWd JIEKapCTBEHHOrO IIpernapara Mjisd MEIUIHHCKOIo
IIPUMEHEHH.

5.B cinydae HEZOCTaTOYHOCTH TIPEACTABIECHHBIX 3KCIEPTY 3KCIEPTHOIO
yupexaeHus o0pasuoB OGHOMEIMIMHCKOrO KJIETOYHOTO IPOAYKTa M (WIIHM) HHBIX
00pasoB, yka3aHHBIX B NMyHKTe | Hacrosmero Ilopsjaka, Ui Jaud 3aKIIOYEHHS
DKCIIEPT BIPaBe MOCTABHUTH Mepes PyKOBOJUTEIEM 3KCIEPTHOTO YUPEKIECHUS BOIIPOC
0 TMpeICTaBIeHHH €My YKa3aHHBIX OOpa3lloB B COOTBETCTBMHM C 4YacCThlO 3
ctatbu 12 ®enepansHOro 3akoHa Ne 180-D3.



