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, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
OT 28.11.2022 Ne 25-7-4228897-C, 1 NpUHSIAG pelleHne 06 OTKa3E B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepepervctpaumo OAO «PapmMmcTaHpaapT-AekcpeacTBa» (Poccus), Ha
CAEAYOLLNM AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B NMepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«Hutpocnpemn» (MHH — «<HUTporamuepuH»), crnper NoAbSI3bl4HbIV
AO3MPoBAHHBIN, 0.4 Mr/A03a, 10 MA (200 A03), — DAAKOH (1) — NAYKK
KAPTOHHbIE, B pasmepe 101,59 pyb.

[peAeAbHQAST OTMNYCKHAS LeHA HA BblLLIEYKA3AHHbBIN AEKAPCTBEHHBIV MPEenapaT
HE COIrAACOBbIBAETCSI NO CAeAYOWNMM OCHOBOHMSIM,

[prkazomMm MuHsapaesa Poccum ot 08.07.2022 Ne 702/2/20-22/0OC B
cooTeeTCTBMN C OCOBEHHOCTSIMU TOCY AQPCTBEHHOIO PENYAUPOBAHMS
NpPeAeAbHbIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPEnapATHI,
YTBEPXKAEHHBIMU MOCTAHOBAEHMEM [TpaBuTeEAbCTBA Poccumckom Qeaepaumm
o7 31.10.2020 Ne 1771 (aanee — OCoObBEHHOCTN), MPEAEAbHAST OTMYCKHAS LeHA
MNPOM3BOAUTEAS HO 3ASIBAEHHBIN AEKAPCTBEHHBIM MPEenapaAT «HUTpoCcnpen»
nepepernctpmposaHa B 2022 roay.

B cootBeTCTBUM C YaOCTbIO 2 cTaThb 61 DeapepanbHOro 3akoHa ot 12.04.2010
Ne 61 - P3 «O6 0BpaALLEHNN AEKAPCTBEHHDBIX CPEACTBR» (Aanee — 3AaKOH 06
OBPALLEHNN AEKAPCTBEHHBIX CPEACTB) 3APENMCTPUPOBAHHAS NPEAEABHASI
OTMYCKHAS LeHA MPOU3BOAUTEAS HO AEKAPCTBEHHBIM MPENAPAT MOXKET BblTb
NepeperncTPMPOBAHA B CTOPOHY YBEAUYEHVSI OAUH PA3 B KOAEHACPHOM roAy
HO OCHOBQHUM MPEACTOBAEHHOTO B YNTOAHOMOYEHHBIN DEeAEPAAbHBIV OPraH
NCNOAHUTEABHOWM BAACTU AO 1 OKTIOPS KOXKAOTO FOAQ 3ASIBAEHUST ACPIKATEAS
NAM BAOAEABLIA PETMMCTPALUMOHHOIO YAOCTOBEPEHUSI AEKAPCTBEHHOTO



npenapaTta (YNOAHOMOYEHHOTO UM AMLQY).

Kpome Toro, B cootseTCTBMM C NyHKTOM 30 NpaBnA 3apermcTpmpOBAHHAS
NpPeAEeAbHAST OTMYCKHAS LeHA NPOU3BOAUTEAST HO AEKAPCTBEHHBIN MPENAPAT
MOYKET BbITb MEPEPErNCTPUPOBAHA B LEASIX YBEAVNYEHMS HE Yalle 1 pa3a B
KOAEHAQPHOM rOAY.

Takum 06pA30oM, NepeperncTPaLms NPEAEAbHON OTNYCKHOWM LIEHbI HO
AEKAPCTBEHHbBIM MPEenAPAT «HUTpOCMpPEen» B CTOPOHY YBEAUYEHMSI B OAHOM U
TOM YK€ KOAEHAQPHOM FOAY BCTYMNAET B NPOTUBOPEYME C YACTbIO 2 CTATbU 61
3aKoHa 06 0B6PALLEHNN AEKAPCTBEHHBIX CPEACTB U NMyHKTOM 30 MNPpaBUIA.

[peAeAbHAST OTMYCKHAS LLEHA HO BbILLIEYKA3AHHbBIM AEKAPCTBEHHbBIV NPenapaT
MOXKEeT BbITb MPEACTABAEHO HA NEPEPErNCTPALMIO B LIEASIX YBEANYEHNS]
Ha4ymHas ¢ 01.01.2023.

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[NPOBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOWM B COOTBETCTBUN C
[poasrAOMU 1 METOAMKOW SIBASIETCSI OCHOBOHMEM AASI OTKA3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEenapar.
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