PELLEHWE

06 OTKO3e B COrAQCOBOHUM MPEAEABHBIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO
NeKdApCTBEeHHble rNnpenapdrbl, BKAKOHEHHbIE B NnepedyeHb >KN3HEHHO
HEOBXOAMMbIX 1 BADKHENLLINX ASKAPCTBEHHbIX MPenapaToB

B cooTtBeTCTBUM C MNyHKTOM 13 U MOAMYHKTOM «M» MNyHKTA 32 [lpaBMA
rOCYAQPCTBEHHOM PEMMCTPALMN U NEPEPETNCTRALMM MPEAEABHDBIX OTMYCKHbIX
LeH nMNpOM3BOAMTEAEN HA AEKOPCTBEHHbIE MPENAPATbl, BKAIOYEHHbIE B
nepeyYyeHb YKMIHEHHO  HEOBXOAUMMbBIX U BODKHEWMLWUMX  AEKAPCTBEHHbIX
MNPEnApPATOB, YTBEPXKAEHHbBIX NMOCTAHOBAEHMEM [TpABUTEABCTBA POCCUNCKOMN
Qeapepaumm ot 29.10.2010 Ne 865 (aanee - Tlpasnad), PepepanbHOs
OHTUMOHOMOABHAOST CAYXKOA PACCMOTPEAD AOKYMEHTbI, MPEACTOBAEHHbIE
nMcbMoM MuH3pApOBa Poccum o1 28.05.2024 Ne 25-7-4287421-C, 1 NPUHSIAQ
peweHne o6 oOTKa3e B COrAACOBOHUM MPEAEAbHOW OTMYCKHOM LEHbI,
305IBAEHHOM HA  MEPEPErncTpaumio  AEPXKATEAEM VAU BAOAEAbBLEM
PErnMcTPAUMOHHOIO YAOCTOBEPEHUS AEKAPCTBEHHOIO npenapara
OAO «PAPMCTAHACPT-Y PUMCKIN BUTAMUHHbIW 30BOAY (Poccus),
nponseoacTBOo (Bce ctoamm) OAO  «DPapMCTOHAQPT-AEKCPeACTBO»
(Poccus), HO cAeAylOWNA  AEKOPCTBEHHBIM  MPENAPAT, BKAKOYEHHBI B
nepeyeHb H>KMIHEHHO HEOBXOAUMbBbIX U BODKHEWLUMX  AEKAPCTBEHHbIX
NPEenapaATOoB:

«Canbbytamon-OapmctaHaapT BY» (MHH — «CanbByTAMOA»), O9PO30Ab AASI
MHFOASUMM A03MPOBAHHBIM, 100 MKr/aA03a, 300 pA03 - 6AAAOHBI (1) - NMOYKK
KQPTOHHblE, B pasmepe 147,40 pyo.

MoeAeAbHAS OTNYCKHAS LEeHA HA BbILLEYKA3AHHBIM AEKAPCTBEHHbBIM MpenapaT
HE COrAQCOBBIBAETCS MO CASAYHOLLIVIM OCHOBOHMUSIM.

B cooteeTtctBMM C nNyHKTOM 31 [lpABUA 3ASIBAEHHQAST K MepeperncTpaunm
NPEAEAbHAST  OTMNYCKHASI LUEHA BOCMPOU3BEAEHHOTO, BMOAHAAOrOBOro
(BronNoAOBHOrO) AEKAPCTBEHHOIO MPENAPATA MOCAE NEPEPErNCTPALUMMN He
MOXET OblTb BbllLE 3APErNCTPUPOBAHHON MPEAEABHON OTMNYCKHOW LiEHbI
MPOUN3BOAMTEAS HO PEDEPEHTHBIN AEKAPCTBEHHBIV NPENAPAT, ONpeAeAEHHOW
B COOTBETCTBMM C MeTOAMKOM pacCYeTA TMPEeAEAbHbIX OTMNYCKHbIX UEH
NPOM3BOAMTEAEN HAO AEKOQPCTBEHHbIE MPEenapdThl, BKAIOYEHHbIE B MNepedyeHb
YKMBHEHHO HEODOXOAMMBIX W BODKHEMLUMX AEKOPCTBEHHbIX MPEnapATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paBuTEABCTBA Poccumckon Peaepaumm
oT 15.09.2015 Ne 979 (Aoanee — MeToaMKQ).

B cooteetctBMM C mmcbMoMm DIBY «HUDCMIM» MuH3apaea Poccum oT
14.06.2024 Ne 9393, npeACTOBAEHHBIM MUH3APABOM POCCUM B KOMMAEKTE



AOKYMEHTOB, 3Q5IBA€HHbIV AEKAPCTBEHHbIV npenapar SIBASIETCSI
BOCMPON3BEAEHHBIM AEKAPCTBEHHbBIM npenapaTomMm, pePepPeHTHbIM
AEKAQPCTBEHHBIM MPENAPATOM  AAST  KOTOPOrO  SIBASIETCSI  A€KAPCTBEHHbBIN
npenapat «BeHToAuH» (MHH - «CanbByTAMOA») B AEKOPCTBEHHOW (GOopMeE
«A3PO30Ab AAST MHFOASILMN AO3UNPOBAHHBIM, 100 MK/ A030» (PErMCTPAUMOHHOE
yaocTtosepeHne Ne Al-Ne(004345)-(PI-RU) ot 19.01.2024).

OAC Poccum B XOAE SKOHOMUYECKOTO QHAAM3A YCTAOHOBAEHO, Y4TO
305IBAEHHOST K MepeperncTpaumMm  npeAeAbHAst  OTMNYCKHAST  LEHA
MNPOM3BOAMTEAS MNPEBLILLAET MPEeAEAbHYIO OTMYCKHYIO LeHy NPOUN3BOAUTEAST HA
BbILLEYKA3AHHbI PEPEPEHTHBIN AEKAPCTBEHHbBIV MPENAPAT, YTO NPOTUBOPEYNT
NyHKTY 46 MeToANKN,

B CBS13M C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MyHKTA 19
[ToaBUA, NPEBbLILLEHNE NPEACTABASIEMOWN AASI TOCYAQPCTBEHHON PErMCTRALMM
AU NepeperncTpaunm npeAeAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HA
AEKAPCTBEHHBIM MPENAPAT HOA LEeHOW, PACCYUTAHHOM B COOTBETCTBUMM C
[poasAnaM 11 METOAMKOW, SIBASIETCSI OCHOBOHMEM  AAST  OTKA3A B
COrAQCOBQOHUNN TOCYAQPCTBEHHOW PErMCTRAUNN MPEAEAbHbBIX OTMYCKHbIX LEH
MPON3BOAMTEASI HO AEKAPCTBEHHbIE MPENAPATHI.
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