PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTBETCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 16.09.2022 Ne 25-7-4221568-c, o1 13.10.2022

Ne25-7-4221568-pA0M, U NPUHSIAG pelleHne 06 OTKA3e B COMAQCOBAHUMN
NpeAEeAbHOW OTIMYCKHOM LiEeHbl, 3ASIBAEHHOW HA NepeperncTpaulmo
BAQAEABLEM VAU AEPXKATEAEM PEMMCTPAUMOHHOIO yaocToBEPEHUST OO0 «b-
OAPM» (Poccus), nponssoacTeo (Bce ctaamm) QMK «Kypckas Bruopadpumka
(Poccus), HO CAEAYIOLWLMN AEKAPCTBEHHbBIM NPENAPAT, BKAKOYEHHDIN B
nepeYeHb >KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NpenapaToB:

«AMMoAQpPOH» (MHH — «tAMMOAQPOH»), PACTBOP AAS BHYTPUBEHHOIO
BBeAEHMST, 50 MIr/MA, 3MA, — AMyAbl (8) — NAYKM KAPTOHHbIE, B pa3mepe 101,71

pyo.

[peAeAbHQAsT OTMYCKHAS LeHA HA BbllLeyYKA3AHHbBINM AEKAPCTBEHHbIV MpenapaT
HE COIrAAQCOBbIBAETCSI NO CASAYOWLNMM OCHOBOHMSIM.,

COraQcHO NpeACTOBAEHHBIM AOKYMEHTAOM 1 CBEAEHUSIM MO MPUAOXKEHMIO Ne 1
K MeToAMKe pacHeTa MPeAEAbHbBIX OTMYCKHbBIX LeH MPOnN3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHb MIN3HEHHO
HEODBXOAMMbBIX U BADKHENLLVX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHOMN
nocTaHoBAeHMEM [paBuTeAbCTBA Poccumckon Peapepaumm ot 15.09.2015

Ne 979 (poanee — MeToAMKQA), OTIPY3KN BbILLEYKA3AHHOMO AEKAPCTBEHHOIO
NpPenapaATa 3a OTYETHBIM Nepuroa, To eCcTb ¢ 09.08.2021 no 18.07.2022 He
OCYLLECTBASAUCH, YTO MPOTUBOPEYNT TPEOOBAHMIM NYyHKTA 44 MEeTOAUKMN.

B CBS13M C M3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBbILUeHe NMPEeACTABASIEMOM AASI TOCYAQPCTBEHHOWM PErNCTPAUMM UAK
nepeperncTpaumm npeAeAbHOM OTNYyCKHOM LIEHBI NPOM3BOAUTEAS HO
AEKQPCTBEHHBIN NPEenapaAT HOA LLEHOW, PACCYUTAHHOW B COOTBETCTBUN C



[NpoaBnAaMU 1 METOAUKON, SIBASIETCSI OCHOBOHMEM AAS OTKAO3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW PEMTMCTRAUNN MPEAEABHOW OTMYCKHOM
LEeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHBIV MPENAPAT.

.. MarasmHos



