PELLIEHWE
06 OTKO3e B COrAQCOBAHUM NMepeperncTpaLMm NPeAeAbHbIX OTMYCKHbIX LeH

NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbBIE B NepeYeHb
YKN3HEHHO HEODBXOAMMbBIX U BAYKHEMLLIVIX AEKAPCTBEHHbIX MpernaparoB

B COOTBETCTBMM C MNYHKTOM 9 OCOBEHHOCTEM T[OCYAQPCTBEHHOMO
PEMYAMPOBAHMST  MPEAEAbHbIX  OTMYCKHbIX  LUEeH  MPOU3BOAUTEAEN  HA
AEKAQPCTBEHHbIE  MPENAPAThl, BKAIOYEHHBIE B  MNEpeYeHb  YKU3HEHHO
HEODOXOAMMBIX U BOADKHEMLLMX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHbIX
noctaHoBAeHnem [MNpaeutenbctea Poccumckon ®eapepaumm ot 31.10.2020 Ne
1771 (ponee — OcobeHHocT), PepAepPAAbHAST AHTUMOHOMOABHAST CAYXKOO
PACCMOTPEAO AOKYMEHTbHI, MPEACTABAEHHBIE MMCbMOM MuUH3APOBO Poccum
oT 21.11.2023 Ne 25-7/10960, AAS1 OCYLLECTBAEHMST SKOHOMMYECKOro AHOAM3A
NPEAEABHOW OTMYCKHOW LIEHBI MPOOU3BOAUTEASI HO AEKAPCTBEHHBIV MPENAPAT,
cootBeTcTeytowMn MHH «BakumHa AAS MNPOPUAAKTUKKM  NMOAMOMUEANTOY,
30SIBAEHHOMW K MepeperncTpaumMm  Aep>XKateAemM  UAM  BAOAEAbLEM
PErMCTPALUMOHHOIO YAOCTOBEPEHUS AEKAPCTBEHHOIO npenapara
OrAHY «OHUUPUIMT vm. M.IM. Yymakora PAH» (IHCTUTYT MOAMOMUEAUTQ)»
(Poccwus).

COranacHoO NpeACTABAEHHBIM AOKYMEHTOM U 3AKAKOHEHUIO POC3APOBHOA3OPA
ot 07.11.2023 Ne 01-64465/23 B OTHOLIEHUMN AEKAPCTBEHHOIO MPENAPATA,
cooteeTcTBytowero MHH «BakumHa AAST MPOPUAQKTUKMA MOAMOMUEAUTA», B
DOPME BbINYCKA «PACTBOP AAS Mpuema BHYTPb, 0.2 MA/AO30» YCTAHOBAEHDI
PUCKN BO3HUKHOBEHUSI AEDEKTYPbI B CBSI3M C LEHOOBPA30BAHNEM HA HETO.

B cBs13n € TeM, 4To obecneyeHne MMMYyHOBUOAOTMYECKMUN AEKAPCTBEHHBIMU
NPEnAPATAMM  AAST BOKUMHALMM B PAMKAX  HOUMOHOABHOTO  KOAEHAQPSI
NPOPUAQKTNYECKUX MPUBMBOK, B TOM YUCAE BAKUMHOM AAS MPOPUAAKTUKNA
NOAMOMUEANTA, OCYLLLECTBASIETCS 3A CYET CPEACTB DEAEPAABHOIO BIOAXKETA
NP YBEAMYEHUN MPEAEABHOM OTMYCKHOM LUEHbl HAO HEro HA 3QASIBAEHHbIV
YPOBEHb €ro 3aKyrnka MOXeT noTpeboBATb CYLIECTBEHHOE YBEAUYEHME
COOTBETCTBYHOLLMX BIOAYXKETHDBIX QCCUIHOBAHMMN, NPEAYCMOTPEHHbIX
MuH3apaBy Poccum,

B atom cesa3n PAC Poccum HanpasAeH 3anpoc oT 28.11.2023 Ne TM/99931/23
B aapec MuH3Apaea Poccui O MOATBEPMKAEHUM COXPAHEHMST 3AKYMOK
3QSIBAEHHOIO AEKAPCTBEHHOIO npenapara no Tekyuwen
30PEMMCTPUPOBAHHOW MPEAEAbHOM  OTMNYCKHOWM UeHe WAM B CAyvae
nepeperncTpaunm TaKOW LEHbI O NMOATBEPKAEHMN BOZMOMKHOCTMN YBEANYEHMSI
BIOAXKETHBIX  OCCUIHOBAHUM HA  OCYLLECTBAEHME 3AKYMNOK 3ASIBAEHHOIO
AEKAPCTBEHHOIO MPENAPATA.



[MncbMmom  MuHsapasoM Poccum ot 01.12.2023 Ne  25-7/W/2-22620 Ha
YKO3OHHbBI 3AMNPOC MPEACTABAEHA MHPOPMALMST O HELEeAeCOObpa3HOCTU
nepeperncTpaumMm  30SIBAEHHOW  MPEAEAbHOM  OTMYCKHOM  LUEHbl B
cooTtBeTCTBUMN C OCOBEHHOCTSIMU,

Kpome Toro, aassutenem (mmcbmom OrAHY «OHUUPUIMT mm. M.M. Yymakosa
PAH» (MHCTUTYT noAnommenmTa)» oT 20.10.2023 Ne 2010-3/K) npeACTABAEHDI
CBepAeHUs1 B COOTBETCTBUM C OCOBEHHOCTSIMM O HOAMYMKM MAQHUPYEMOrO
o6beMA BBOAQ 3ASFBAEHHOIO AEKOPCTBEHHOrO MPEenapata B MPAYKAQHCKAN
obopoTr B Poccumckon Pepepauym B MOCAEAyHOLIME 12 mMecsaues npu
TekyLien 30PErMCTPUPOBAHHOM npeAeAbHOM OTMYCKHOM ueHe
MPOM3BOAUTEASI.

B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 12 OcobeHHocTen, PAC Poccum
NPoVHATO peleHne o6 OoTKa3e B COrAQCOBAHUM  NepeperncTpalmm
NPEeAEAbHOM OTMYCKHOM LeHbl HO CAEAYIOWNA AEKAPCTBEHHbBIM Mpenapdar,
BKAIOYEHHBIN B MEPEYEHb  YKM3HEHHO HEOBOXOAUMbBIX U BODKHENMLUWX
AEKQAPCTBEHHbBIX NPENAPATOB:

«bmBak noAmo (BakumMHA MOAMOMUEAUTHAST MEPOPAAbHAS, ABYXBOAEHTHQSI,
YKMBAST ATTeHynpoBaHHast 1, 3 tunos)» (MHH — «BakumHa AAST MPOOUAQKTUKA
MNOAMOMUEANTO»), PACTBOP AAST MPMEMA BHYTPb, 0.2 MA/A03Q, 2 MA - GAAKOHDI
(10) - NOYKMN KAPTOHHbIE, MPOU3BOACTBO (BCce cTaamm) OTAHY «DHLWPUM mm.
M.I1. Yymakosa PAH» (MHCTUTYT noAnommnenmta)» (Poccus), B pasmepe 4
000,00 py®.

T.B. Hmyxkeropoaues



