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
Peapepaumm o1 29.10.2010 Ne 865

(ponee - MNpaenaa), PepepanbHAST AHTUMOHOMOABHAS CAYXKOA PACCMOTPEAD
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOM MUH3APOBA Poccum o1 08.11.2022 Ne
25-7-4228981-C, U NPUHSIAQ pelleHne 06 OTKA3e B COMAQCOBAHUM MPEAEABHOW
OTMNYCKHOW LIEHbI, 3ASIBAEHHOW HA nepeperncTpaumto AO «Padapmar
(Poccus), Ha caeAyOLLMIN AEKQPCTBEHHBIN MPENAPAT, BKAKOYEHHBIV B
nepeyeHb YKN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NpenapaTos:

«ANeBodArokcauyH» (MHH — « AeBOPAOKCALUHY), TABAETKM MOKPbLITHIE
nAeHo4YHOM ob6oaoukon, 500 mr, 10 WT. — KOHTYPHbIE S4erKoBble YNAakoBkM (1) —
NAYKM KOPTOHHbIE, B padmepe 509,63 pyb.

[MoeAeAbHAS OTNYCKHAS LEHA HA BbiLLEYKA3OHHBIM AEKAPCTBEHHbBIV NPpenapaT
HE COrAQCOBBIBAETCS MO CASAYOLLIVIM OCHOBOHMUSIM.

B cooteeTCcTBMM C NYHKTOM 31 [pABUA 3AsIBAEHHAS K MepeperncTpaumm
npeAeAbHQAs1 OTMyCKHAS LeHA BOCMPON3BEAEHHOIO AEKAPCTBEHHOrO
NPENAPATA MOCAE NEPEPErNCTRALMM HE MOXKET BbiTb BbILLE
30PErnMCTPUPOBAHHOW MPEeAEABHOM OTNYCKHOW LieHbl MPOM3BOAUTEAST HA
pePEPEHTHBIN AEKAPCTBEHHDBIV NPENAPAT, ONPEAEAEHHON B COOTBETCTBMM C
MeToAMKOW pacyeTa NpeAEAbHbIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HA
AEKQAPCTBEHHbIE NPEenApPAThl, BKAKOYEHHbIE B MepeYdeHb YKM3HEHHO
HEODBXOAMMBIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 15.09.2015 Ne
979 (panee — MeToAMKQ).

B cootBeTCcTBUM C NcbMoM DPIBY «HLUSCMIM» MmnHaapaesa Poccuu,
NPEACTOBAEHHBIM MUH3APABOM POCCUM B KOMMNAEKTE AOKYMEHTOB,
3QSIBAEHHbBIN AEKAPCTBEHHBIN MPEMNAPAT SIBASIETCSI BOCMPOM3BEAEHHDBIM
AEKAPCTBEHHbBIM MPENAPATOM, PEDPEPEHTHBIM AEKAPCTBEHHBIM NPENAPATOM



ANSI KOTOPOTO SIBASIETCSI AEKAPCTBEHHBIV NPenapaT «TaBAHMK» (MHH -
«\EBODAOKCALMH») B GOPME BbINyCKA «TABAETKM, MOKPbLITHIE MAEHOYHOMN
oboaoukomn, 500 Mr» (BAOAEAEL, AV AEPXKATEAL PEMMCTPALUMOHHOIO
yAOCTOBEPEHUSI — CAHOPU-ABEHTUC AOMYACHA TMOX (TepMaHKs), per. YA.
Ne 1 NO12242/01 o1 11.08.2011).

OAC Poccum B XoAE 9KOHOMUNYECKOTO OHOAM3A YCTAOHOBAEHO, YTO
3ASIBAEHHOST K MepeperncTpaumm npeAeAbHAs OTNYCKHAST LEHA
MNPOM3BOAUTEAS MPEBLILLAET MNPEAEABHYIO OTMYCKHYIO LEHY NMPOU3BOAUTEAST HA
BblLLEYKA3AHHbIN pedEPEHTHbBIN AEKAPCTBEHHBIV MPENAPAT, YTO NPOTUBOPEYUT
NyHKTY 46 MeToAMKN.

Kpome toro, PAC Poccum BbISIBAEHO PACXOXKAEHME CBEAEHMN OO OTIPYy3KAX
3QSIBAEHHOIO AEKAPCTBEHHOIO NPenapaATa, NPeACTABAEHHbIX MO GopMe Ne 2-
AEK (npom) n no npuaoxkeHuio Ne 1 Kk MeTtoamnke, 3a nepebil KBAPTAA 2021 T.
(HECOOTBETCTBME KOAMYECTBA OTIPYYKEHHbBIX YIMAKOBOK), YTO YKA3bIBAET HA
HEeCOOTBETCTBME 3ASIBAEHHOW K MepeperncTpaumm npeAeAbHOM OTMyCKHOW
LieHbl TPebOoBAHMSIM NMYHKTA 45 MeToAMKN.

B CBS131 C M3AOYXKEHHBIM, B COOTBETCTBUM C NMOAMYHKTOM «M» MYHKTA 19 MPABUA,
NPEBbILLEHME NPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PETMCTRALMN UAU
nepeperncTpaLmm npeAeAbHOM OTNYCKHOM LIEHBI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUU TOCYAQPCTBEHHOW PEerncTpaunm npeAeAbHOM OTryCKHOM
LleHbl MPOM3BOAMTEAS] HO AEKAPCTBEHHDBIV NPEnApAT.

.. MarasmnHos



