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 oT 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMMOHOMOABHAS CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHaapaea Poccum o1 07.02.2023 Ne 25-7-4241092-C, 1 MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3as1BA€HHOM Ha nepepermncTpaumio AO «BEPODAPM» (Poccus), Ha
CAEAYIOLLNM AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD YKN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«Tnsanya» (MHH — «TU3aHUAKHY), TABAETKK, 2 Mr, 10 LWT. — YNAKOBKU SIMENKOBbIE
KOHTYPHbIE (3) — NAYKM KOPTOHHbIE, B pasmepe 129,04 py6b.

[MpoeAeAbHAST OTMYCKHAS LLEHA HA BbILLEYKA3AHHBIN AEKAPCTBEHHbIN NPENnapaT
HE COrAQCOBbLIBAETCS MO CAEAYOLMM OCHOBOHMSIM.

B cootBeTCTBMM C NMYHKTOM 31 MPABUA, 3QSIBAEHHAST K NEepeperncTpaumm
npeAEeAbHAS OTMYCKHAS LLIEHA BOCMPOM3BEAEHHOIO, BUOAHAAOrOBOrO
(6ronNoAOBHOrO) AEKAPCTBEHHOIO NPENAPATA NOCAE NEPEPErnCTRALUN HE
MOXKET ObITb BbILLE 3APEMMCTPUPOBAHHOM MPEAEABHOW OTMYCKHOW LiEHbI
MPOU3BOAUTEAST HO PEDEPEHTHBIV AEKAPCTBEHHBIV MPENAPAT, ONPEAEAEHHOW
B COOTBETCTBMMN C MEeTOAMKOW pacyeTa NpeAEAbHbIX OTMYCKHbIX LEH
NPOM3BOANTEAEN HO AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHDBIE B NEPEYEHDb
YKN3HEHHO HEOBXOAMMbBIX N BAPKHEMNLLMX AEKAPCTBEHHbBIX MPENAPATOB,
yTBEPIXKAEHHOM NOoCTaHOBAEHMEM [paemTenbCcTBa Poccuimckom Peaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cooteeTcTBMM C MncbMoM OIBY «HLSCMI» MunH3apaBa Poccum oT
06.02.2023 Ne 2302, npe ACTAOBAEHHBIM MMH3APOBOM POCCUM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbIN AEKAPCTBEHHBIN MPENAPAT SIBASIETCSI
BOCMPOU3BEAEHHBIM AEKAPCTBEHHBIM NPENAPATOM, PedEPEHTHBIM
AEKAPCTBEHHBIM MPENAPATOM AAS KOTOPOTO SIBASIETCST ACKAPCTBEHHbBIV
npenapaT «Cupaaaya» (MHH — «TM3AQHMAMHY) B POPME BbINyCKA «TABAETKA, 2



Mr» (BAOAEAEL, AU AEPXKATEAD PEMMCTPALUMOHHOIO YAOCTOBEPEHUS —
CaHAO3 A.A., CroeeHms) (IMTNOT12947/01 ot 03.08.2010).

OAC Poccum B Xoae 9KOHOMUNYECKOTO OHOAM3A YCTAHOBAEHO, YTO
3ASIBAEHHOST K MepeperncTpaumm npeAeAbHAs OTNYCKHAST LLEHA
MPOU3BOAUTEAS MPEBLILLAET MPEAEABHYIO OTNYCKHYIO LIEHY MPOM3BOAUTEAS HO
BblLLEYKA3AHHbIN PEDEPEHTHBIN AEKAPCTBEHHbBIV NPENAPAT, YTO NPOTUBOPEYNT
NyHKTY 46 MeToAMKM U NYHKTY 31 MpaBUA.

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.

T.B. Hmkeropoales



