PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMOHOMOABHASI CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuH3Apaea Poccum o1 22.10.2021 Ne 20-4-4186839-C, 1 MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asiBAeHHOM Ha nepepermncTpaumio OO0 «BEPODAPM» (Poccus), Ha
CAEAYIOLLNT AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD YKN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

«OHAQHCETPOH-ADHC» (MHH — «OHAQHCETPOH»), PACTBOP AAS
BHYTOUBEHHOTO U BHYTPUMBbILLEYHOIO BBEAEHUS, 2 MI/MA, 4 MA - DAAKOHbI (1) -
NAYKM KOPTOHHbIE, B padmepe 46,14 pyo.

[peAeAbHQASsT OTMNYCKHAS LeHA HA BblLLlEYKA3AHHbBIN AEKAPCTBEHHBIV MPEenapaT
HE COIrAACOBbIBAETCSI NO CAEAYOWNM OCHOBOHMSIM,

B cooteeTCTBMM C NMYHKTOM 31 PABUA, 3QSIBAEHHAS K NepeperncTpaumm
NPEeAEAbHAS OTMYCKHAS LEHA BOCMPOM3BEAEHHOIO, BUOAHAAOrOBOIro
(6ronoAOBHOr0) AEKAPCTBEHHOIO NPENAPATA NOCAE NepEePErnCTRAUUM HE
MOYKET ObITb BbiLLE 3APEMMCTPUPOBAHHOM NPEAEABHOW OTMYCKHOM LIEHDI
MNPOUN3BOAUTEAST HO PeDEPEHTHBIN AEKAPCTBEHHBIN NPEnApPAT, ONpPeAEAEHHOM
B COOTBETCTBUM C MeTOAMNKOM pacHeTA NPEAEAbHBIX OTMYCKHbIX LiEH
NPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeyeHb
YKN3HEHHO HEOBXOAMMbBIX Y BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB,
YTBEPYKAEHHbBIX MOCTAHOBAEHMEM [paeutenbcTea Poccumckom Peaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBUM C MCbMOM DOIBY «HLUSCMI» MuHaapaea Poccum ot
24.09.2021 Ne 24058, npe ACTABAEHHBIM MMH3APOBOM POCCUM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbIV AEKAPCTBEHHbBIV NPENAPAT SIBASIETCS]
BOCMPOU3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM
AEKAPCTBEHHBIM MPENAPATOM AASI KOTOPOIO SIBASIETCSI A€KAPCTBEHHDBIN
npenapat «3odppaH» (MHH — «OHAQHCETPOH?), B OPME BbINMYCKA «PACTBOP
AN BHYTOUBEHHOIO U BHY TPUMbBILLEYHOIO BBEAEHUSI, 2 MI/MA», BAOAEAEL, UAU



AEPXKATEAb PEMMCTPALMOHHOIO yAOCTOBEPEHMs HorapTtnc Gapma AT,
LLisenuapusa (T NO15077/01 o1 05.02.2009).

B xoae akoHoMm4eckoro aHaAanza PAC Poccum yCTAOHOBAEHO, YTO
3ASIBAEHHOST K MepeperncTpaumm npeAeAbHAs OTNYCKHAST LLEHA
MPOU3BOAUTEAS MPEBLILLAET MPEAEABHYIO OTNYCKHYIO LIEHY MPOM3BOAUTEAS HO
BblLLEYKA3AHHbIN PEDEPEHTHBIN AEKAPCTBEHHbBIV NPENAPAT, YTO NPOTUBOPEYNT
NyHKTY 46 MeToANKN,

B CBS13M C M3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBblLLEHNE MPEACTABASIEMON AAS TOCYAQPCTBEHHOW PErncTRAUMU AU
nepeperncTpaumm npeAeAbHOM OTMNYCKHOM LIEHBI NPOM3BOAUTEAS HO
AEKAPCTBEHHbIM MPEenAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpoaBuAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKAO3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW PEMrMCTRAUNN MPEAEABHOW OTMYCKHOM
LEeHbl MPON3BOAUNTEASI HO AEKAPCTBEHHbBIV NPENAPAT.

.. MarasmHos



