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
FOCYAQPCTBEHHOM PEMMCTPALMM U NEPEPETNCTRALMM MPEAEABHDBIX OTMYCKHbIX
LeH NpOn3BOANTEAEN HO AEKAPCTBEHHbIE NPENnAPAThl, BKAKOYEHHbBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB, YTBEPMAEHHbBIX MOCTAHOBAEHMEM [1PABUTEABCTBA POCCUINCKOMN
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 22.09.2022 Ne 25-7-4225728-C, 1 NPUHSIAQ pelleHne o6 OTKa3e B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALNOHHOIO
YAOCTOBEPEHMSI AKAPCTBEHHOMO npenapata Oryrn «MOCKOBCKUN
SHAOKPUHHbBIA 3ABOA» (Poccust), MPON3BOACTBO FOTOBOM AEKAPCTBEHHOM
dopmbl, neperyHas ynakoeka OO0 Oupma «PEPMEHT» (Poccus), BTOpUYHAS
YMNAKOBKA, OPraHM3aLMS], OCYLLECTBASIKOLLAS BbiMy CKAKOLLMM KOHTPOAD
kayecTsa OrYrn «MOCKOBCKWN SHAOKPUHHbBI 3ABOA» (Poccust) Ha
CAEAYOLLNM AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B NMepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

«[ OHOAOTPOMMH XOpPUoHMYecKknn» (MHH — «f OHOAOTPOMMH XOPUOHNYECKNIN®),
AMODUAMIAT AASI MPUTOTOBAEHMST PACTBOPA AASI BHY TOMMBILLEYHOMO BBEAEHMS],
5000 ME - onakoHbl 5 MA (6) — / B KOMNAEKTE C PACTBOPUTEAEM: HATPUS
xAnopuaa pacteop 0.9% (amMmnyAbl) 1 MA-5 WIT. / YNIAKOBKUK SIMENKOBbBIE
KOHTYPHbIE (1) — Na4YKK KOPTOHHbIE, B pasmepe 6476,40 pyo.

[oeAeAbHAsT OTNYCKHAS LEHA HA BbllLUeyKA3AHHbINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAaCOoBbIBAETCS MO CASAYOLWLMM OCHOBOHMSIM.

MNpukazom MuHsapaea Poccum oT 11.02.2022 Ne 75/20-22/OC B COOTBETCTBUM
¢ OCOBEHHOCTSIMU FOCYAQPCTBEHHOIO PENYAUPOBAHMS MPEAEAbHbBIX
OTMYCKHbIX LEH NPOM3BOANTEAEN HO AEKAPCTBEHHbBIE MPENAPATHI,
YyTBEPXKAEHHBIMK MOCTAHOBAEHMEM [MpaBuTeAbcTBa Poccumcrkom Geaepaumm
o7 31.10.2020 Ne 1771 (aanee — OcobeHHOCTN), MPEAEABHAST OTMYCKHAS LEHAO
MPON3BOAMTEAS HQ 3ASIBAEHHBIM AEKAPCTBEHHbBIM MPENnAPAT «[ OHOAOTOOMMH
XOPUOHNYECKNIN» MEepPEPErncCTpnpoBaHa B 2022 roay.

B cooTtBeTCTBUM C YaOCTbIO 2 cTaThb 61 DepepanbHOro 3akoHa ot 12.04.2010



Ne 61 - 3 «O6 06pALLEHNN AEKAPCTBEHHBIX CPEACTB» (AadAee — 3AKOH 06
OBPALLEHNN AEKAPCTBEHHBIX CPEACTB) 30PENMCTPUPOBAHHAS NPEAEABHASI
OTMNYCKHAS LEHA NPOM3BOAUTEASI HO AEKAPCTBEHHbIV NPENAPAT MOXKET BbiTb
NepepermcTPMpPOBAHA B CTOPOHY YBEANYEHMSI OAUH PA3 B KOAGHAQPHOM roAy
HQ OCHOBQAHUM MPEACTOBAEHHOIO B YNMOAHOMOYEHHBIN GEAEPAABHBIV OPraH
NCMNOAHUTEABHOM BAOCTU A0 1 OKTSIOPST KADKAOIO FOAQ 3ASIBAEHMST AEPXKATEAS
NAM BAOAEABLO PEMMCTPALMNOHHOIO YAOCTOBEPEHMUSI ACKAPCTBEHHOIO
npenapaTta (YNOAHOMOYEHHOIO MM AULLQ).

Kpome Toro, B cootseTcTBUM C NyHKTOM 30 MpaBUA 3aperMcCTpUPOBAHHAS
NPeASAbHAS OTNYCKHAS LEHA MPOU3BOAUTEAST HO AEKAPCTBEHHBIM MPenapaT
MOXKET OblTb NEPEePEerncCTPUPOBAHA B LEASIX YBEAMYEHUS He Yalle 1 pa3a B
KOAESHACPHOM FOAY.

Takmm oBpas3oMm, NepeperncTpaLMS NPEAEABHON OTMYCKHOW LIEHbBI HO
AEKAPCTBEHHbIV NPEnAPAT « OHOAOTPOMMH XOPUOHNYECKNM» B CTOPOHY
YBEAUYEHNS B OAHOM U TOM YK€ KAAEHACPHOM roAY BCTYNAET B MPOTUBOPEUNE
C 4YaCTbO 2 CcTaTbM 61 3aKOHO 06 0BPALLEHNN AEKAPCTBEHHBIX CPEACTB U
nyHkTom 30 NpaBuKA.

[peAeAbHAST OTMYCKHAS LLEHA HO BbILLEYKA3AHHbBIM AEKAPCTBEHHbBIV NPenapaT
MOXKEeT BbITb MPEACTABAEHO HA NEPEPErNCTPALMIO B LIEASIX YBEANYEHNS]
HaymHas ¢ 01.01.2023.

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[POBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[poasmAOMU 1 METOAMKOW SIBASIETCSI OCHOBOHMEM AASI OTKA3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LleHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEnapar.

T.B. Hmkeropoaues



