06 yTBepxpeHuu Mopsapka npeacraBsieHns obpasuos
OMoMeaMUMHCKOro KAeTOYHOro NPoAyKTa, KJIETOYHON JIMHUMU
(KNeToYHbIX JINHUHA), MEAULUHCKUX U3 EeJIUNA, NNIeKAaPCTBEHHbIX
npenapaToB, Bel,ecTB, BXOAALLUX B COCTaB OMoMe AULMHCKOrOo
KJNIeTOYHOro NpoaykKTa, NpUMeHseMbIX NMPu NpoBeaeHuu
3KCNepTu3bl Ka4yecTBa OMOMEeaAULIMHCKOro KJ1IeTO4YHOIro NPoAyKTa,
ANA NpoBefeHna 3KCnepTusbl KayecTBa OMoMeaULUHCKOro
K/NIeTOYHOro nNpoaykKTra

Mpuka3s * Ne 841H - 01 20.10.2017 - MUHNCTEPCTBO 34paBOOXpaHeHus - lencTeyeT 6e3 n3mMeHeHnn

MWHWCTEPCTBO 3[IPABOOXPAHEHWNSA POCCUNCKOW ®EOEPALIAN

MPUKA3

MockBa

20 okTa6psa 2017 r. Ne 841H

06 yTBepxaeHun Mopsaka npeacrtasneHns obpasuos

Br1oOMeANLIMHCKOrO KNETOYHOr0 NPOAYKTa, KJETOYHON NNHMK

(KNeTOYHbIX INHMI), MEANLNHCKNX N3OSN, NeKapCTBEHHbIX

npenapaToB, BELLECTB, BXOASLNX B COCTaB BOMeLNLIMHCKOr0

KJIETOYHOr 0 NPOAYKTa, NPUMEHSAEMbIX NP NPOBEAEHNN

3KCMepTU3bl KavyecTBa BOMEeANLIMHCKOrO KIETOYHOI0 MPOAYKTa,

AN NPOBeLAEHNS IKCMNEepTUN3bl KayecTBa BromMenLIMHCKOro

KNeTO4YHOro NpoAyKTa

3aperncTpmpoBaH MuHiocTom Poccum 16 cespana 2018 r.

PernctpauuoHHbin Ne 50068

B coOTBETCTBMN C YacTblo 2 cTaTbh 15 PenepanbHOro 3akoHa oT 23 nioHa 2016 r. Ne 180-03 "O
BroMeanMUMHCKUX KNeToYHbIX npoaykTax" (CobpaHue 3akoHogaTenbCcTBa Poccunckon ®epepaumm, 2016, Ne
26, cT. 3849) n nognyHkToM 5.2.207-18 Mono)eHnsa 0 MMHUCTEpCTBE 34paBooXpaHeHns Poccuinckon
depepaummn, yTBepXXLEHHOr0 NocTaHoBNeHMeM [MpaBuTensCcTBa Poccunckon ®epepauum ot 19 mioHa 2012
r. Ne 608 (CobpaHue 3akoHofLaTenbcTBa Poccuinckon depepaumm, 2012, Ne 26, 1. 3526; 2013, Ne 16, CT.
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, cT. 1763; Ne 23, cT. 3333; 2016, Ne 2, CT.
325; Ne 9, cT. 1268; Ne 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, cT. 5535; Ne 40, cT. 5864), nprKasbliBalo:

YTBEpANTL NpuniaraemMbli MNopsanok npeacTtasneHns obpasLos BrioMeANLMHCKOrO KIETOYHOIr0 NPOAYKTa,
KJIETOYHON NNHUW (KNETOYHbIX MHWUIA), MeANLMHCKUX N3NNI, IeKapCTBEHHbIX NpenapaTos, BELLeCTB,
BXOAALLMX B COCTAB BUOMEAULMHCKOrO KNeTOYHOr0 NPOAYKTA, NPUMEHSAEMbIX NPY NPOBELEHUN 3KCMepTU3bl
KavecTBa 6MOMEANLNHCKOro KNeTOYHOro NPoAYyKTa, ANS NPOBEAEHNS 3KCNEPTU3bl KavecTBa
61OMeANLIMHCKOr0 KNIETOYHOr0 NPoAayKTa.

Bpno MuHuctpa H.A.XopoBa

YTBEPXXOEH

npuKasoM MnHuCTepcTBa 34paBOOXPaHEHMS

Poccuiickon ®epepaumm

oT 20 okTa6psa 2017 r. Ne 841H

Mopsook

npeacTtasneHnsa obpasLos GUOMeANLNHCKOro KJAeTOYHOro NPoAYKTa,

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.1wm33



KNETOYHON NNHUN (KNETOYHbIX TNHUIN), MEOULMNHCKNX N3OENNNA,

JIEKapCTBEHHbIX NPenapaToB, BEWECTB, BXOAALLMX B COCTaB

6roMeanLUMHCKOr0o KNETOYHOIr0 NPOAYKTa, NPUMEHSEMbIX NPWU NPOBELEHMNN

3KCMNepTU3bl KavyecTBa BUOMEANLIMHCKOrO KIETOYHOI 0 MPOAYKTa,

AN19 NpOBeeHNs 3KCMepTmM3bl KayecTBa briomeanLMHCKOro

KJIETOYHOr O NPOAYyKTa

1. HacTosiwun Mopagok onpenenseT npaBuia npeacTtasneHns obpasuos boMeanuUMHCKOro KJ1eTo4HOro
NPOAYKTa, KNETOYHOWN NHUN (KJETOYHbIX JIMHUIA), MEONLINHCKNX N3O, IeKapCTBEHHbIX NPenapaTos
AN MeANLUHCKOr0 MPUMEHEHNS, BELLLECTB, BXOAALNX B COCTaB BMOMEANLNHCKOrO KJ1eTOYHOro NpoayKTa,
NpYMeHsAEeMbIX NPV NPOBEAEHNMN IKCMEPTM3bl KayecTBa BOMeaNLIMHCKUX KNETOYHbLIX MPOAYKTOB, 4N4
NPoBeAEHNS IKCNEPTM3bl KavecTBa 6MOMEeANLNHCKOrO KNeTOYHOr0 NPOAYKTa, B TOM YMC/e 3KCMepTu3bl
cocTaBa 06pa3LoB 6MOMeANLNHCKOr0 KAeTOYHOro NpoayKTa 1 METOA0B KOHTPOS €ro KayecTsa (panee -
3KCMepTur3a KavecTsa).

2. Ins npoBeAeHNs 3KCNepTU3bl Ka4ecTBa opraHu3auns, obnagatoLwas npaBamMm Ha pesybTaThbl
LOKIMHNYECKNX NCCefoBaHUn 6roMeanuLMHCKOro KA1eTo4HOr0 NPoAYyKTa, KIMHNUYECKNX UCCneoBaHnii
H6roMeaNLIMHCKOr0o KNETOYHOr0 NPOAYKTa U (111) Ha TEXHOJIOMMO MPON3BOACTBa BUOMEANLIMHCKOrO
KJIETOYHOr 0 NPoAYKTa, Uan YyNoJIHOMOYEHHOE elo pyroe opuanyeckoe nLo, BlageneL
PerncTpaLmoHHOro y40CTOBEPEHNS BMOMEANLMHCKOrO KNETOYHOr0O NPOAYKTa (fanee - 3a8BUTENb) B
TeyeHune wectnaecatn paboymx gHen Co AHA NOJNyYeHUs oT deaepanbHOro rocyapCcTBEHHOro

610 0KETHOM0 YYpeXXAEHNS, HAX0AAWEroca B BeAeHnn MUHUCTepCcTBa 34paBo0OXpaHeHns Poccuninckom
depepaumnmn (ganee - MUHUCTEPCTBO) 1 0becnevnBatoLWEr0 UCMOSHEHME NOJIHOMOYNA MUHUCTEPCTBA MO
Bblaye pa3peLlleHnin Ha NpoBeLeHNE KJIMHNYECKUX NCCneoBaHnn BMOMeANLNHCKNX KIETOYHbIX
NPOAYKTOB U (MS1M) roCyAapCTBEHHOW perncTpauny bMomMeanUnUHCKNX KNEeTOYHbIX NPOAYKTOB (nanee -
3KCMepTHOE y4ypexaeHne) yBeaoMeHNs O NosyYeHnn COOTBETCTBYIOLLEro 3adaHna MnHucTepcTBa (fanee
COOTBETCTBEHHO - yBEAOMJIEHME, 3aflaHne) NpeacTaBaseT B IKCNEPTHOE yyYpexaeHne 4na nposeieHmns
3KCMNepTu3bl KavyecTBa 06pa3ubl BUOMEANLIMHCKOrO KNETOYHOro NPOoAYKTa 1 (1n) uHble obpasLubl,
yKa3aHHble B NyHKTe 1 HacToswero Mopagka.

Yactb 1 cTaTby 9 ®efepanbHOro 3akoHa oT 23 mioHa 2016 r. Ne 180-D3 "O 6roMeANLIMHCKUX KNETOYHbIX
npoaykTax" (CobpaHue 3akoHogaTenbcTBa Poccuinckon Genepauun, 2016, Ne 26, cT. 3849) (nanee -
depepanbHbi 3aKoH Ne 180-93).

CtaTbn 22 1 23 ®epgepanbHOro 3akoHa Ne 180-03.

Cratbsa 11 ®epepanbHOro 3akoHa Ne 180-03.

Mpw nonyyveHnn obpa3uos GOMEAMLIMHCKOrO KNETOYHOIr0 MPOAYKTa U (1K) UHbIX 06pa3L 0B, YKa3aHHbIX B
nyHKTe 1 HacTosAwero MNMopsaka, 3KCNepTHOe yYpexxAeHne BblAaeT 3aaBUTeN0 JOKYMEHT,
NnoATBEpPXXAAOWNIA NoNyYeHNe YKa3aHHbIX 06pa3LioB, 1 B CPOK, HE NpeBblLalowWmi Tpex paboynx gHen co
[HA MoJy4eHnsa yKa3saHHbIx 0bpa3LoB, yBegomnseT 06 3ToM MUHMCTEPCTBO Ha BYMa)KHOM HOCMTENE N B
hopMe 3NEKTPOHHOr0 JOKYMEHTA M YKa3blBAaeTCS B yBELOMIEHUN.

3. MpegactasneHne obpasuos broMeaNLMHCKOro KAeTOYHOI0 NpoAyKTa 1 (Mamn) nHbix 06pa3uoB, YKa3aHHbIX
B NyHKTe 1 HacToswlero Mopsaka, OCyLLECTBASETCA 3as9BUTEIEM B KOIMYECTBE, HeobxoanmMom ans
BOCMNPOM3BEeLEeHNS METOLOB KOHTPOJIA KavyecTBa BUoMeANLMHCKOrO KJ1IeTOYHOro NpoayKTa, KoTopoe
onpeLenseTcs 3KCNepTHbIM yYpexx4eHNEM U YKa3blBaeTCA B YBELOMJIEHUN.

CpoK rogHOCTM NpeacTaB/iIIeMbIX 3a9BUTENIEM A5 MPOBEAEHUS SKCNEPTU3bI KavyecTBa 0bpa3LoB
OroOMeANLIMHCKOr0 KIETOYHOIr0 NpoayKTa 1 (Man) MHbIX 00pa3L0B, YKa3aHHbIX B MyHKTe 1 HacToALLEero
Mopsapgka, fomkeH BbiTb HE MeHee CpOKa MPOBeAEHNS SKCNEPTU3bl Ka4eCTBa, YKa3aHHOro B 3afaHuu, u
onpeLenseTcs 3KCNepTHbIM yYpeXLEHNEM C Y4ETOM CBEAEHUIN O CPOKE rOAHOCTN BMOMEeANLNHCKOr0o
KNETOYHOr0 NPOAYKTA, COAEPXKALLUNXCS B MPOEKTE UHCTPYKLIMM NO NPUMEHEHMNIO BMOMEANLMHCKOrO
KJIETOYHOr O NPoAyKTa.
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4. MNpencTaBnseMble 3a8BUTENIEM A5 NPOBEAEHUS SKCNEPTU3bl KavyecTBa 0bpa3Lbl buoMeauLNHCKOro
KJIETOYHOr0 NPOAYKTa A0/KHbI COOTBETCTBOBATbL TPebOBaHNAM NPOEKTa HOPMATUBHOW AOKYMEHTaLMMW Ha
BroMeaMLMHCKUI KNETOYHbIA MPOAYKT.

MyHKT 12 cTaTbyn 2 ®efepanbHOro 3akoHa Ne 180-03.

MpencraBnsemMbie 3aaBUTeNEM A1 MPOBEAEHMNSA IKCNEPTU3bI Ka4ecTBa 06pa3sLbl KNETOYHOW NNHWK
(KNEeTOYHbIX NUHWIA), BELLECTB, BXOAALLMUX B COCTaB BUOMEAULNHCKOrO KNeTOYHOr 0 NPOAYKTa,
MPUMEHSEMbIX NPY NPOBELEHNN IKCNEPTU3bl Ka4eCTBa, LO/KHbLI COMPOBOXAATLCA LOKYMEHTaMW,
NOATBEPKAAIOLWMMN NX KAYeCTBO (HanpumMep, Aekapauus, CepTUPUKaT, NHbIE JOKYMEHTHI).

B oTHOLWeEHNM NpefCcTaBAseMbIX 418 MPOBELEHUS IKCMepTu3bl KayecTsa 06pa3LLoB MeAULMHCKOr0 U3aenuns
3asBUTeIeM MPeACTaBAfAeTCa LOKYMEHT (Hanpumep, AeKknapauus, cepTudukaT, UHble AOKYMEHTHI), B
KOTOPOM YKa3bIBalOTCSA HaVMEeHOBaHUe MeaNLNHCKOro U3aenns, BXoAsLero B CoctTas buoMegnMuMHCKOro
KNeTOYHOro NpoAyKTa, HOMep U AaTa PerucTpaunoHHOro ya0CTOBEPEHNSA MeANLUHCKOr0 N3nenns,
HauMeHOBaHWe 1 HOMEP HOPMATMBHOWN LOKYMEHTaUUN Ha MeANLIMHCKOE n3aenne.

B oTHOLIEHNW NpeAcTaBAAEMbIX 411 NPOBEAEHUS IKCNEepTN3bl Ka4ecTBa 06pa3L0B IeKapCTBEHHOIO
npenapata 4S8 MeAULUHCKOr0 MPUMEHEHNS 3adBUTeNIeM NPeACTaBASAeTCA AeKnapauns, B KOTOPO
YKa3bIBalOTCS HaVMeHOBaHUe (MeXAyHapoLHOe HenmaTeHTOBaHHOe, UK rPyNnnpPoBOYHOE, UK
XMIMUYECKOe) IEKapCTBEHHOIO NpenapaTa 419 MeANLMHCKOr0 NPYMEHEHUS, BXOASLLEro B COCTaB
B6roMeANLIMHCKOrO KIETOYHOr0 NPoAyKTa, HOMEp 1 AaTa PerucTpaLMoHHOro yaoCTOBEpeHUS
JleKapCTBEHHOro npenapaTa A/ MeANLMHCKOro NPUMEHEHUS, HOMEP HOPMATMBHON LOKYMEHTaLMK
NIeKapCTBEHHOr0 NpenapaTta 418 MeAULNHCKOr0o MPUMEHEHNS.

5. B c/iyqae HeLOCTaTOYHOCTM NPeACTaBeHHbIX 3KCNEPTY 3KCNEepPTHOro yypexaeHnsa obpasLos
BroMeaNLIMHCKOro KNeTOYHOr0 MPOAYKTa U (Man) NHbIX 06pa3LL0B, yKa3aHHbIX B MyHKTe 1 HacToswWwero
Mopsifka, AN fayn 3aKI4YeHUs IKCNepT BrpaBe NoCTaBUTbL Nepes PyKOBOAUTENEM SKCNEPTHOM o
y4YpexXAeHUs BOMpocC 0 NPeAcTaB/ieHNN eMy yKa3aHHbIX 06pa3LoB B COOTBETCTBUM € 4acTbio 5 cTaTbm 12
®epnepanbHOro 3akoHa Ne 180-03.
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