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CChLIOK HA HOPMATHBHYIO JOKYMEHTAIHIO

Ne KOTTMM

HA3BAHME IIOAPA3AEJIEHMSI,
MOJYYHUBUIETO KOIIAIO




Muccueii AOK «Toproeiii oM Amnepreny spisercs obecrieueHne POCCHHCKOTO B BHEIIHETO |
PBIHKA MMMYHOOHOJIOTHYECKUMHE JIEKAPCTBEHHLIMU IIperapaTaMH HaJJIe)allero KadecTsa 3a
CUET CTPOTOro cOoOTBETCTBHs! TpeboBanusM [IpaBmn Hayiexanieil JucTpubbIOTOPCKON PAKTHKH |
¥ HOpMaM CAHUTAPHBIX IPaBHUIL |

Hean Kovmanumm:

e 33aBOCBAHHE JOBEPHSL HOTpGGI/ITeHH 3a CYET OpraHv3alydyd KayeCTBCHHBIX IIOCTABOK |
HMMYH06PIOJIOI‘H‘-IE‘/CKPIX JICKapCTBEHHBIX IIpemapaToB, HW3MEPSIEMOro OTCYTCTBHEM |

IpETEH3HIA; !
BBIXOZ HA JIMJUPYIOIME [O3ULHH 10 O0BEMY IIPOJaX WMMYHOOHOIOIHYECKHX

JIEKApCTBEHHBIX IpenapaToB B Poccuu;

e oKoHoMMYECKas 3(P(EKTUBHOCTH JEATEILHOCTH W YCIEIIHOe (DYHKIIMOHMPOBAHUE B |
KayecTBe  HANOroIATENbIIUKa,  paborojaresis,  COLHAIGHO  OTBETCTBEHHOTIO |
HpeUTPHATHS © HHBECTUIMOHHOTO IPOEKTA JUIsl akiiuoHepoB KoMmanuu. ‘ :

Iomurrka KomMuanumu B 00/1acTH KavecTBa HANPABJIeHA HA odecniedeHue yCaOBMIA JIs:

o OpraHU3aUME KAueCTBEHHBIX MOCTABOK HMMMYHOGHOJIOTHYECKUX
TpenapaTos, OTBEYAIOIMM TPEOOBAHMSM © NPABWJI Hajylexkalieil THCTPHOBIOTOPCKOH |
NPaKTHKH, |l

o TApAHTHPOBAHHOTO COXPAHEHMS| MCXOJHOTO  KAyecTBA  MMMYHOGUONOTHYECKHX |
JIEKApCTBEHHBIX MPEMAPaToB, COOTBETCTBYIOMMX TpeGoBanusam DeaepaibHbIX 3aKOHOB H |
JPYTHX HOPMATHBHBIX JOKYMEHTOB B TEYEHHME YCTAHOBJEHHOIO CpPOKa TOJHOCTH, Ha
STamax 3aKymKH, TPAHCIOPTHPOBKH, XPAHCHWA W PCAJM3AllAH, MOCTYNHBUIMX OT
TIPOU3BOMTEIISI/TOCTABITHKA; :

o noctuienHs KoMmanmedl NImuepckux MO3Hmuii mo o6beMaM MpOJaX, aCCOPTHMEHTY |
MMMYHOGHONOTHYECKHX JIeKapCTBEHHBIX TIPENapaToB U €€ KOHKYPEHTOCIOCOOHOCTH Ha |
POCCHHCKOM 1 BHEIIHEM PhIHKAX. |

MonuTnka B 001acTH KaYecTBA Peau3yercs 3a cUeT:

|

e  OCyUIECTBICHHS TIPONECCOB JIMCTPHOBIONME B CTPOroM cOOTBeTCTBHM ¢ «lIpaBmmamu |
Hautexanieit aucrpubsroropekoii npakruxuy (Tlpuxaz M3 PD Ne 2601 ot 29.04.2025
r.), Pemenuem Cosera EBpa3uiickoii sxoHOMUYecKol komuccuu oT 3 HosOps 2016 r. Ne |
80 «O06 yrtBepxnenuu IlpaBun Hajnexamed AUCTPUOBIOTOPCKOM NPAKTHKY B paMKax
EBpasuiickoro  sxoHomuueckoro  cowosa», Canllun 3.3686-21  «Canutapno-
3MUIEMHOJIOTHYECKHE TPeOOBaHUS 110 IlpO(l)HJ‘[aKTKKC HH(pEKIUMOHHBIX OonesHei» ot 28 ‘
ssuBaps 2021 ropa; | :

o  PasButis (apMaLEBTHYECKOH CHCTEMbI KAYeCTBa, pa3paGOTAHHON B COOTBETCTBHH C |
«ITpaBunamu Hajnexameii auctpubbioTopekoii npaktukuy (Ilpuxasz M3 P® Ne 260H ot |
29.04.2025 r.), Pemennem CoBeta EBpazuiickoit DKOHOMHYECKOH KOMUCCHH OT 3 HOSIOPS |
2016 r. Ne 80 «O6 yTBepxuaenuu IlpaBun namnexameit TUCTPUOBIOTOPCKOH MPAKTUKHU B
pamkax EBpasumiickoro skonomuueckoro coroszay, Canllun 3.3686-21 «CanuTtapho-
anuieMHoIornieckre TpeboBanus mo npodunaktiuke UHQEKIHOHHEIX Oone3nei» ot 28
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supaps 2021 ropja, MOCTOSIHHOTO aHAIM3a W IOBBLIINEHHs €€ pPEe3YJIBTATHBHOCTH M |
a(heKTUBHOCTH; ' - I
e QOs3aTenpHoro cobuoeHus TpeOOBaHUN 3aKOHO/ATENLCTBA P® k obopyHoBaHHUIO,
HEOOXOUMOMY JUIsl XpaHEHHs] M TPAHCIOPTUPOBAHMS I/IMM}’HOGPIOJ]OFPI‘IBCKHX‘
JIEKapCTBEHHBIX IPENapaToB; I e
o  Brifopa ¥ OIEHKH MOCTABIIUKOB HMMYHOOHOJIOTHIECKHX JIEKAPCTBEHHBIX TIperapaTos 1
[IOCTABIIUKOB YCIYT MO COOTBETCTBHIO TPEOOBAHUAM HOPMATHBHOMU nmcymemaunn,
CTaOUIBHOMY BBIIIOJTHEHHIO JIOTOBOPHBIX 0653aTeIbCTB; i ‘
e  HenpepbBHOro 00y4EHIMS 1 MOBBIMEHUS KBATUUKALIUH COTPY/IHUKOB; i
[MocrosHHoi paboThl C MPETEH3UAMH, OTKIIOHCHUIMH; ‘
o Pa3paboTky KOPPEKTUPYIOIIMX  TPEIYNPEKAIOIUX MEPOTPUIATHH 110 pesysbTartam
CAMOMHCIIEKI[Mii, BHELIHMX AayIHUTOB, IPETEH3WH, OTKJIOHCHHH W OCYIIECTBIICHHE
KOHTPOJISI 3a YJIYIIIEHUEM IIPOLIECCOB; L gl
e  CorpynHuadecTBe c 3apyOeMHBIMA KOMIIAHHSAMHE 110 nponsBo,ucTByi
UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX TIPEnapaTos. |

Pyxosozcreo AOK «Toprosuiif oM AJuiepren» IPHHAMAET Ha ceOs 00513aTeNBCTBO HEYKIIOHHO
cienosarh Hacrosumeit IlonmTeke B ofyiacté  KadecTa, oOecreuuBarh IMOHMMAHHE H
BEINONIHEHHE [IOJUTHKH BCEMH COTPYIHHKAMHI KOMHaHmI H TPeJ0CTaBIIITh Heo6x0,uHMLIe
PECYpPCHI [UIsl €€ pealu3aluH, ‘
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