PELLIEHWE
06 OTKO3€e B COrAQCOBOHUM NepeperncToaLmmy NpeAeAbHbIX OTMYCKHbIX LieH

I'IpOI/I3BOAI/ITe/\eI7I HA AeKAPCTBEHHbIE MPErnapaTbl, BKAIOYHEHHbIE B NepeYeHb
YKN3HEHHO HEODOXOAMMbBIX U BAYKHEMLLIVX NEKAPCTBEHHDbIX NpenqapdroB

B cCcooOTBETCTBMM C MNYHKTOM 9@ OCOBEHHOCTEN [OCYAQPCTBEHHOIO
PErYAMPOBAHMST  MPEAEAbHBbIX  OTMYCKHbIX  UEH  MPOU3BOAUTEAEN  HA
AEKOPCTBEHHBIE  MPENAPATbI, BKAIOYEHHBIE B MEPEYEHb  YKUBHEHHO
HEOBXOAUMBIX N BODKHEMLLUMX AEKOPCTBEHHbIX MPENAPATOB, YTBEPXKAEHHDIX
noctaHoBAeHeM lMNpaeutenbcTea Poccumckon Peapepaumm ot 31.10.2020 Ne
1771 (paonee — OcobeHHocTn), PepAepaAbHAST OHTUMOHOMOABHAST CAYXKOA
PACCMOTPEAA AOKYMEHTHI, MPEACTAOBAEHHBIE NMMCbMOM MUH3APOBO Poccum
oT 14.02.2024 Ne 25-7/1334, ANl OCYLLECTBAEHUST DKOHOMUYECKOrO OHAAM3A
NPEAEABHOW OTMYCKHOW LIEHBI MPOOU3BOAUTEASI HO AEKAPCTBEHHBIV MPEnapPaT,
cooteeTcTeytowmMn MHH «BakumMHa AAST NPOOUACKTUKA  MTOAMOMUEANTOY,
309BAEHHOMN K MEPEPErUCTPALMMN  AEPXKATEAEM VAU BAOAEABLIEM
PErMCTPALUMOHHOTO YAOCTOBEPEHNS AEKAPCTBEHHOTO npenapara
OO0 «MHBAK» (Poccus).

COrAQCHO MPEACTOBAEHHBIM AOKYMEHTAOM U 3AKAIOYEHUIO POC3APABHAA3OPA
oT 0056.02.2024 Ne 02-7928/24 B OTHOLIEHMUN AEKAQPCTBEHHOIrO MPENAPATA,
cooteeTcTeytowlero MHH «BakumHa AAST MPOOUAAKTUKA MOAMOMUEAUTO», B
DOPME BbINMYCKA «PACTBOP AASI BHYTPUMbILLEYHOrO BBEeAeHUs, 0.5 MA/AO3O»
YCTOHOBAEHbI PUCKN BO3HMKHOBEHWS AEDEKTYPbI B CBSI131 C
LEeHOOBPA30BAHNEM HA HETO.

B cBs13n € TeM, 4TO obecneyeHne MMMYyHOBUOAOTMYECKMUN AEKAPCTBEHHBIMU
NpenapaTtaMn  AAS1 BOKUMHAUMKM B PAMKAX  HAUMOHOABHOIO  KAAEHAQPSI
MPOPUAAKTNYECKMX MPUBMBOK, B TOM YMUCAE BAKUMHOM AAST MPOPUAQKTUKNA
NOAMOMUNEANTA, OCYLLECTBASIETCS 3A CYET CPEACTB DEAEPAABHOIO BIoAXKETA
NPV YBEAUYEHUN MPEeAEAbHOWM OTMYCKHOM UEHbl HO HEero Ha 30SIBAEHHbI
YPOBEHb €ro 30aKyrnka MOXeT noTpeboBATb CYLIECTBEHHOE YBEAUYEHME
COOTBETCTBYIOLUNX BIOAYXKETHDBIX ACCUrHOBAHWN, NpPeAYCMOTPEHHbIX
MuH3ApPOBOM Poccun.

B a1om ces3n AC Poccum HanpaeaeH 3anpoc oT 20.02.2024 Ne TH/13481/24 B
aapec MuH3ppaBO Poccun O MNOATBEPMKAEHUM COXPAHEHWMS  3AKYMOK
3Q5IBAEHHOr O AEKAPCTBEHHOIO npenapaTa no TekyLemn
30PEMMCTPUPOBAHHOM  MPEAEAbHOM  OTMYCKHOWM LUEeHEe WAM B CAydae
nepeperncTpauMm TaKOW LeHbl O MOATBEPXKAEHMN BO3MOXKHOCTU YBEANYEHUS
BIOAXKETHBIX OCCUMHOBAHUA HA  OCYLLECTBAEHME 3AKYMNMOK 3ASIBAEHHOIO



AEKOPCTBEHHOrO NPenapaTa.

[NncbMmom MuHsapasom Poccum o1 20.02.2024 Ne 25-7/W/2-2989 HAQ yKA3AHHbI
3anpoc NPEACTOBAEHA NMHOOPMALMS ¢} HeueAeCcoobpPA3HOCTHU
nepeperncTpaumMm  3asiBAEHHOW  MPEAEAbHOWM  OTMNYCKHOM  UEHbl B
cooTBeTCTBUN C OCOBEHHOCTSIMM.

Kpome Toro, sasieutenem (mmcbmom OOO «MHBAK» ot 20.01.2024 Ne 139)
NPEACTOBAEHbI CBEAEHMSI B COOTBETCTBUM C OCOBEHHOCTSIMU O HOAUYNM
NAQHUPYEMOro 06beMa BBOAO 3ASIBAEHHOMO AEKAPCTBEHHOIO MPEenAapaTa B
FPAYKACHCKMIN 06opoT B Poccunckom QPeapepaumm B MOCAeAyouime 12
MecCsLUeB Mpn Tekylwen 3apermcTpUpOBAHHON MPEeASAbHOW OTNYCKHOW LeHe
MNPOUN3BOAUTEAS.

B cOOTBETCTBMM C MOAMYHKTOM «B» MYyHKTA 12 OcobeHHocTen, PAC Poccum
NoVHATO pelweHne o6 OTKa3e B COrAQCOBAHUM  MNEepeperncTpalmm
NPeAEAbHOW OTMYCKHOM UEHbl HO CAEAYIOWNN AEKAPCTBEHHLIM MPENAPAT,
BKAIOYEHHBIN B NEepedYeHb MKUBHEHHO HEOBXOAMMbBIX U BODKHEMLLUX
AEKAPCTBEHHbBIX NPENAPATOB:

«[loAnoBakCumH (BAKUMHO  MOAMOMUEAUTHAST  KYAbTYPOAAbHAST  OYMLLLEHHAS]
KOHLEHTPUPOBAOHHAST  MHOKTUBUPOBAHHAST  YKMAKAST U3 ATTEHYUPOBAHHbIX
wrammor CabuHa)» (MHH - «BakumHa AAST MPOPUAQKTUKMA MOAMOMUEAUTON),
PACTBOP AASI BHYTPUMbILLEYHOrO BREAeHMs, 0.5 MA/A030, 1 A03Q, - OAQKOH
(10) - NQYKA KAPTOHHAS, MPOM3BOACTBO (BCe cTaamm) OrAHY «OHLUUPUIT nm.
M.[1. Yymakosa PAH» (MHCTUTYT noAnomumenmTa)» (Poccus), B pasmepe 11
000,00 py6.

T.B. Hmkeropoaues



