PELLEHWE

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

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpraumm yCTAOHOBAMBAEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbDIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee —
MpaenAa), PeAepaAbHAST AHTVMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTHI, MPEACTABAEHHbIE MMCbMAMM MunH3Apasa Poccum o1 08.11.2021
Ne 25-7-4190319-c 1 o1 13.12.2021 Ne 25-7-4190319-A0M, V1 NPUHSIAQ PELLEHNE
06 OTKa3€e B COrAQCOBAHMM MPEAEABHOWM OTMYCKHOM LIEHBI, 3ASIBAEHHOW HO
pervctpaumio OO0 «2aBaHCA Papmar (Poccust), HO CAEAYIOLLN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIE B MEPEYEHb YKM3HEHHO HEODBXOAMMBIX
N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«MeTPOHMAQ30A-DABAHCA» (MHH — «METPOHMNAQZOA»), PACTBOP ANS
NHOY31M, 5 Mr/MA, 100 MA - ByTbiAKa (1) - NA4YKa KOPTOHHAS, B pa3mepe 70,00

pyob.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbBIBAETCS MO CAEAYHOLMM OCHOBAHWSIM.

[pn NpoeeAeHUN SKOHOMUYECKOTrO aHAAM3A PAC Poccum BhISIBAEHO
MPEBbILLEHME 3ASIBASIEMON MPEAEABHOM OTMNYCKHOW LIEHbI HA BbILLIEYKA3AHHbIV
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
TPEeBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKN PACHETA NPEAEAbHBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B
nepeyYeHb >KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEnNAPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1POBUTEABCTBA POCCUMNCKON
Peaepaumm oT 15.09.2015 Ne 979 (Aanee — MeToAUKA).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpaABAEH 3anpocC oT
30.11.2021 Ne TH/101871/21 0 npe AOCTABAEHUN YTOYHEHHOIO PACYETA
NPeAEAbHOW OTIMYCKHOWM LieHbl B COOTBETCTBUM C TPEDOBAHNSMM MYyHKTOB 34 —
36 MeToAMKN,

BmecTe ¢ TeM, YTOYHEHHQAS 3ASIBAEHHAS MPEAEABHAST OTMYCKHAS LEHA HE
NPVBEAEHA B COOTBETCTBME C y4eTOM TPebBOoBAHMIN NMYHKTA 36 MeToAUKMN.

B pacueTax 3asBUTEAS, MPEACTABAEHHbBIX HA BbILLEYKA3AHHbIM 3anpoc PAC



Poccum HEe MCMOAB3OBOAOCH CpeAHEE APUDPMETUYECKOE 3HOYEHNE
NOHMYKAOLLENO KOSPPULMEHTA, PACCUYNTAHHOE HO OCHOBOHUMN
30PErMCTPUPOBAHHBIX MPEAEABHBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIV
NPENAPAT ONPEAEAEHHDBIN B COOTBETCTBUM C TPEOOBAHNSIMI MYHKTA 35
MeToAMKN.

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[paBUA NpeBbIlLeHne MPEeACTABASIEMOMN AASI TOCY AQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTNyCKHOM LiEeHbl NPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUU TOCYAQPCTBEHHOW PerncTpaunm npeAeAbHOM OTryCKHOM
LleHbl MPOM3BOAMTEAST HO AEKAPCTBEHHDBIV NPEnapAT.

T.B. Hmkeropoales



