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
nepeperncTpaum yCTAOHABAMBAEMbIX MPOOM3BOAUTEASIMU AEKAPCTBEHHDBIX
NPEenApPATOB MPEAEAbHbBIX OTNYCKHbIX LLeH HO AeKQPCTBEHHbIE NPEenApAaThI,
BKAIOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee —
MpaenAa), PeAepaAbHAST AHTVMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAaMK MH3APABA Poccum oT 11.12.2020
Ne 20-4-4154916-c n ot 13.01.2021 Ne 20-4-4154916-pA0M, V1 NPUHSIAQ PELLEHNE
06 OTKa3€e B COrAQCOBAHMM MPEAEABHOWM OTMYCKHOM LIEHBI, 3ASIBAEHHOW HO
PErMCTPAUMIO AEPXKATEAEM AU BAOAEABLEM PEMMCTRAUMOHHOIO
YAOCTOBEPEHUSI AEKAPCTBEHHOIO NpenapaTta AO «Hay4yHO-
NPOV3BOACTBEHHBIN LEeHTP «DAbDA (Poccus), NponsBoACTBA (BCe CTAANMN)
OO0 «Pyzpapmar (Poccust), HO CAEAYIOLWNIA AEKAPCTBEHHBIV NPENAPAT,
BKAIOYEHHbBIN B NEPEYEHD MUBHEHHO HEOBXOANMbBIX 1N BOKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«AMmbakTam» (MHH — «AMIMUMAAVH+(CyAbBAKTAM)»), MOPOLLIOK AASI
NPUrOTOBAEHWSI PACTBOPA AASI BHYTPUBEHHOIO 1 BHY TOUMbILLEYHOIO
BBEAEHUS, 250 Mr+125 Mr, PAAKOHbI (1) - MAYKM KAPTOHHbIE, B pasmMepe 45,00

pyo6.

[peAeAbHAST OTMYCKHAS LeHA HA YKA3AHHBIM AEKAPCTBEHHBIV NPEenapaT HE
COraAaCcoBbiBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

Mo NPoOBEAEHNN DKOHOMMYECKOTO AHAAM3A GAC Poccum BhISIBAEHO
NPEBbLILLIEHNE 3ASIBASIEMOMN MPEAEABHOW OTMYCKHOM LEHbI HA BblLLEYKA3OHHbBIN
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPEeBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKM PACYETA NPEAEAbHBIX OTMYCKHbIX
LEeH NpOn3BOANTEAEN HO AEKAPCTBEHHbIE NPENAPAThI, BKAKOYEHHbIE B
nepeYeHb >KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB, YTBEPMKAEHHOW MOCTAHOBAEHMEM [1PABUTEABCTBA POCCUNCKOWM
Peapepaumm o1 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBMM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNPABAEH 3ANPOC

oT 24.12.2020 Ne TH/113965/20 © npeAOCTABAEHNMN YTOYHEHHDBIX PACHYETOBR
NpeAEAbHOW OTMNYCKHOWM LieHbl B COOTBETCTBUM C TPEOOBAHNSIMU MYHKTOB 34-
36 MeToAnKU.



BmecTe C TeM, yTOYHEHHAST 3ASIBAEHHAST MPEAEAbHAST OTMYCKHAS LeHA He
NPVBEAEHA B COOTBETCTBME C TPEDOBAHNSIMU NYHKTOB 34-36 MeToAMKN, B TOM
YUCAE MPEACTABAEHHBIMM HA BbiLLEYKA3AHHbBIM 3anpoc PAC Poccum
AOKYMEHTAOMU. B Npe ACTOBAEHHbBIX PACYETAX HE MCMNOAb3OBAAOCH CpeAHee
3HaYeHKe «Kn», 4YToO NPOTUBOPEUUT TPEDBOBAHUSIM MYHKTA 36 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. Hmkeropoaues



