PeAepPAAbHAST  AHTUMOHOMOAbHAST  CAY>KO6Q HA  OCHOBAHMKM  MyHKTA 20
OcobeHHOCTEN FOCYAQPCTBEHHOIO PErYANPOBAHMS MPEAEABHBIX OTMYCKHbIX
LEH TMPOU3BOAUTEAEN HA AEKOPCTBEHHbIE MPENAPATbI, BKAIOYEHHbIE B
NnepevYeHb  MKMUBHEHHO  HEODXOAMMbBIX W BODKHEMLLIMX  AEKOPCTBEHHbIX
NPEenapPATOB, YTBEPMKAEHHBIX NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCUMNCKOM
QPeaepaumm ot 31.10.2020 Ne 1771 (aanee — OCOBEHHOCTV), OTMEHSET
pewenne PAC Poccum ot 09.06.2023 Ne TH/45634/23 O COrAQCOBOHMMU
nepeperncTpaumMm nNPeAEAbHOM  OTMNYCKHOM  LUEHbl HA  AEKOPCTBEHHDIN
npenapat «3npAykopT» (MHH - «DAYAPOKOPTUIOH») B QOPME BbIMyCKA
«tabaetkn, 0.1 mr, 10 WT. - YNOKOBKM SHYEMKOBbIE KOHTYPHble (2) - MAYKM
KApTOHHbIE» (per. yA. Ne Al1-004507, Aep>KATEAb WA BAOAEAEL, PeEr. YA.
OO0 «PapmMacuHTes-TioMeHb», Poccus), HO OCHOBOHUM KOTOPOrO MPUHATO
peweHme O nNepeperncTpaumMm npPeAEeAbHOWM  OTMYCKHOM  LUEHbl  HA
AEKAPCTBEHHBIM MNpenapaTt (NMprkasom MuH3apaea Poccum ot 13.06.2023
Ne 803/2/20-23/0OC), B CBSI3V CO CAEAYHIOLLMM.

MncbMOM NpoKkypPATypbl TroMeHCKoMm obaacTn oT 14.12.2023 Ne 7-1118-2023 B
OAC Poccum npeACTaBAEHO 3aKkAlodYeHne CyeTHOW MNAAQTbl THOMEHCKOMN
obaacTn oT 06.12.2023 Ne 1187 (AQAEE — 3AKAKOYEHNE) O HOAUYUM HOPYLLEHNIN
B chepe OyXraATEpPCKOro y4yeTd U MHbX HOPMOTVBHBIX MPOBOBLIX OKTOX B
Aenctemax OO0 «DapMaACKHTES-TIOMEHb» MNPV  pAcYeTe MPEeAEAbHOW
OTIMYCKHOW LieHbl HO AEKAPCTBEHHbBIN npenapaT «BNDAYKOPT»,
NPEACTABASIBLLEMCS B PAMKAX OCOBEHHOCTEN.

COrAQCHO 3QKAKOYEHMIO BKAKOYEHNE B TOAOBYIO CYMMY PACXOAOB, CBSI3AHHbIX
C BbIMYCKOM MPOAYKLUMM, AMOPTU3ALMM, HOKOMAEHHOW B MPOLUABIE MEPUOADI,
nponseeapeHo OO0 «PApMACUHTE3-TIOMEHb» B HOPYLLUEHME CTATbU 3, YOCTU |
cTatbn 13 PepepanbHOro 3akoHa oT 06.12.2011 Ne 402-D3 «O BYyXraATEpPCKOM
yyeTe», NyHKTA 1 CcTaTbM 252, NyHKTA 3 CTATbKM 256, NyHKTA 7 CTATbM 259.1
Hanorosoro koaekca Poccumckom Geaepaumm, nyHkTo 49, 50 OCBY 6/2020,
YTO YKQA3bIBOET HA MPEACTOBAEHME B COCTABE PACYETA MNPEAEABHOMN
OTNYCKHOWM  LEHbl HEAOCTOBEPHbIX CBEAEHUM B YACTU PACXOAOB HA
AMOPTUIALMIO OCHOBHbBIX CPEACTB, MICMOAb3YEMbIX AASI MPOV3BOACTBA.

I3AOYKEHHBIE OBCTOSITEABCTBA MPMBEAM K 3aBbilleHMo OO0 «PapMaCHHTE3-
TIOMEHb» PAOCXOAOBR HA MPOU3BOACTBO AEKAPCTBEHHOrO MNpenaparta
«BUPAYKOPT» U, KAK CAEACTBME, PA3MEPA YCTAHOBAEHHOM MPEAEABHOMN
OTMNYCKHOM LEHbl MPOU3BOAUTEASI HO TAKOW AEKAPCTBEHHbBIM MPENAPAT B
pamikax OcobeHHoCcTEeN.

Takmm obpasom, 000 «PapMacCHHTE3-TIOMEHb» NPEACTOBAEHDI
HEAOCTOBEPHBIE CBEAEHUS, TMOBAUSIBLULME HA  PE3YALTAT  MPUHSITOrO
OAC Poccum pellenHnsi 0 COrAQCOBOHUM MepeperncToaumMm npeAeAbHON
OTMNYCKHOWM LEHbl HO AEKAPCTBEHHbBIN MPENAPAT «3NPAYKOPT» B COOTBETCTBUMU
C NMyHKTOM 9 OcobeHHOCTEN.



B cootBeTCcTBUM C NyHKTOM 21 OcobeHHocTeEn MUH3APOR Poccum otMeHseT
peWeHne o nepeperncTpaumnm npeAeAbHOW  OTMNYCKHOWM  UEHbl  HA
AEKAPCTBEHHbBIM NPENAPAT, MPUHATOE B cOOTBETCTBUMM C OCOBEHHOCTSIMU, B
caydyae, ecam GAC Poccum OTMEHMAQ pPELIEHME O COrAACOBOHUM
nepepermcTpaunm nNpPeAeAbHOM OTMNYCKHOW  UeHbl HA  AEKAPCTBEHHbI
NpPenapaT HA OCHOBAHMM MYHKTA 20 OCcOBEHHOCTEN, N YCTAHOBAMBAET LEHY
HO AEKOPCTBEHHbIM MPENAPAT, AENCTBOBABLUYIO AO BCTYMNAEHUSI B CUAY
NpUKA3a O nepeperncTpaumm LeHbl, a TakKKe BHOCUT COOTBETCTBYIOLLME
N3MEHEHWSI B FTOCYAQPCTBEHHbBIN PEECTP.
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