PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooteeTcTBMM C NyHKTOM 13 TPOBUA FTOCYAQPCTBEHHOW PErMCTPALUUN U
nepepermcTpaun yCTOHABAVMBOEMbBIX MPOU3BOAUTEASIMU  AEKAPCTBEHHbIX
NPEenApPATOB MPEAEAbHBIX OTMYCKHbIX LEeH HA AeKAQPCTBEHHble MpPenapaThl,
BKAIOYEHHBIE B MEPEYEHb  YKMBHEHHO HEOOXOAMMbBIX W BODKHEMLUWX
AEKAPCTBEHHbIX npenapaToB, YTBEPXKAEHHbIX MNOCTAHOBAEHMEM
Mpaeutenbctea Poccumckon Peapepaumm ot 29.10.2010 Ne 865 (aanee —
Mpaenaa), PepepanbHAsT  AHTMMOHOMOABHASI  CAYXKOA  pPACCMOTPEAd
AOKYMEHTbI, NPEeACTABAEHHbIE MMCbMOM MuH3Apaea Poccum ot 05.02.2019 Ne
20-4-4091477-C, N NPUHSIAQ pelleHne 06 OTKa3e B CONAQCOBAHUM MPEAEABHOM
OTMNYCKHOWM LUEHbl, 3AsIBAEHHOW Ha nepepermctpagnio AO «ABBA PYC»
(Poccus), Ha cAeAylOWNA  AEKOPCTBEHHBIM  MPENAPAT, BKAKOYEHHBI B
nepeyeHb H>KMIHEHHO HEOBXOAUMbBbIX U BODKHEWLUMX  AEKAPCTBEHHbBIX
NPEenapaATOoB:

«AMOKCULNAAMH DKOBOA», (MHH - «AMOKCULMAAUHY), TaBAETKM, 500 Mr, 5 WwrT. -
YMNAKOBKN SIHEMKOBbBIE KOHTYPHblE (4) — MNAYKM KAPTOHHbIE, B pa3Mepe 96,09
pybAen.

[loeAeAbHAST OTMNYCKHAS LeHA HA YKA3QHHbIM AEKOPCTBEHHbBIM MPENAPAT He
COrAQCOBbBIBAETCS MO CAEAYHOLMM OCHOBAHWSIM.

B cooteetctBMM C nyHKTOM 31 [lpaBUWA, 3QSIBAEHHAST K MepeperncTpaunm
NPEAEAbHAST  OTMNYCKHASI LUEHA BOCMPOU3BEAEHHOTO, BMOAHAAOrOBOro
(BonNoAOBHOrO) AEKAPCTBEHHOIO MPENAPATA MOCAE NEPEPErNCTPALUMN HE
MOXET OblTb BbllLE 3APErNCTPUPOBAHHON MPEAEABHON OTMNYCKHOW LiEHbI
MPOUN3BOAMTEAS HO PEDEPEHTHBIN AEKAPCTBEHHBIV NPENAPAT, ONpeAeAEHHOM
B COOTBETCTBUN C MeToAMKOM pacyeTta YCTOHOBAMBAEMbIX
MNPOM3BOAUTEASIMU AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LEH
HO AEKQPCTBEHHbIE MPENAPATH, BKAKYEHHBIE B MEPEYEHDb YKMU3HEHHO
HEODXOAMMBIX W BODKHEMLUMX AEKAPCTBEHHbIX MNPENAPATOB, MNpu KX
FOCYAQPCTBEHHOM pPErnCTPAUMMN U NEPEPErNCTPAUUNN, YTBEPKAEHHOM
nocTtaHoBAeHMeM [paBuTenbCcTBa Poccumckon Peapepaumm 15.09.2015 1. Ne
979 (Aanee — MeToAMKQ).

OAC Poccum B XOAE SKOHOMUYECKOTO QHAAM3A YCTAHOBAEHO, Y4TO
30SIBAEHHOST K MepeperncTpaumMm  npeAeAbHAs  OTNYCKHAST  LUeHA  Ha
AEKAPCTBEHHbBIV MPENnAPAT MPEBLILLAET 3APErMCTPUPOBAHHYIO MOEAEABHYIO
OTMYCKHYIO LEHY MPOM3BOAUTEAS] HO PEPEPEHTHBIN AEKAPCTBEHHbBIN MPENAPAT



(MCXOAS N3 CTOMMOCTU OAHOM AEKAPCTBEHHOM QOPMBbI).

B CBS13M C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «» MyHKTA 19
[paBUA, NPEBbLILLEHME NPEACTABASIEMON AAS TOCYAQPCTBEHHON PErnMCTPALNN
AV NepeperncTpaunm npeAeAbHOM OTMYCKHOW LEeHbl MPOU3BOAUTEAST HA
AEKAPCTBEHHbIM MPENAPAT HAA LEHOM, PACCYATAHHOM B COOTBETCTBUMN C
[NpasAnaMK 11 MEeTOAMKOW, SIBASIETCSI  OCHOBOHMEM  AASI  OTKA3A B
COrFAQCOBOHUN TFOCYAQPCTBEHHOW perncTpaunm npeAeAbHOM  OTMYCKHOW
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.
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