PELLEHWE

06 OTKO3€ B COrAQCOBOHUM MPEAEAbHbBIX OTMYCKHbIX LieH
NPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPEnapaThl, BKAKOYEHHbIE B
nepeYeHb YKU3HEHHO HEOBXOAMMbBIX 1 BADKHENLLNX ASKAPCTBEHHbIX
NPenapaToB

B cootBeTCTBUMM C NMYHKTOM 13 [PABUA rOCYAQPCTBEHHOW PEMMCTRALMN U
nepeperncTpaumm yCTAOHOBAMBOEMbIX MPOMN3BOAUTEASIMU AEKAPCTBEHHDIX
NPEeNAPATOB MPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHDBIE MPENAPATHI,
BKAIOYEHHbBIE B MEepeYveHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHBIX NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (panee —
[MpaenAa), PeAepaAbHAS AHTUMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE NMCbMAMU MUH3APOBA Poccum oT 27.12.2021
Ne 25-7-494587-c n o1 25.01.2022 Ne 25-7-494587-pA0M, 1 NPUHSIAQ peLleHne 06
OTKA3€e B COrAQCOBAHNM NPEAEABHOM OTMYCKHOW LEeHbl, 3AsIBAEHHOW HA
PErMCTPAUMIO AEPXKATEAEM AU BAOAEABLEM PEMMCTRAUNOHHOIO
YAOCTOBEPEHUS AeKapCTBeHHOTO npenapata OOO «TpOULKMNA MOAHBIN
3aeoa (Poccus), npounssoacTea (Bce ctaanmn) OOO «fOxkdapm» (Poccus),
HO CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEpeYeHb
YKN3HEHHO HEOBXOAMMbIX 11 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«AKBAI3VBVH AOP» (MHH — «KCcnAOMEeTA30AMH»), cnpen Ha3aAbHbIN, 0.1%, 15
MA - PAAKOHbI (1) - MOYKM KOPTOHHbIE, B pasmepe 186,35 pyo.

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

[pn NpoeeAeHUN SKOHOMMYECKOTrO aHAAM3A PAC Poccum BhISIBAEHO
MPEBbILLEHME 3ASIBASIEMON MPEAEABHOM OTMNYCKHOW LIEHbI HA BbILLEYKA3AHHbI
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
TPeboBAHMSIMM NMYHKTOB 31-33 MeToAMKM pacCHETA NPEAEAbHBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHDBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb Y>KN3HEHHO HEOBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbIX
MNPEnNApPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCHMNCKON
Peaepaumm oT 15.09.2015 Ne 979 (poanee — MeToaAMKa)/

B cootBeTCcTBUM C NyHKTOM 14 MNpaBnA PAC Poccum HONPABAEH 3AMNpPOC

oT 30.12.2021 Ne TH/113410/21 0 NpeAOCTABAEHUN YTOYHEHHbIX PACYETOB
NPeAEAbHOW OTIMYCKHOM LieHbl B COOTBETCTBUM C TPEDOBAHNSMM MYyHKTOB 3 1-
33 MeToAMKN,

BmecTe Cc TeMm, npeAeAbHAs OTNYyCKHAS LLeHA He NPpUBEeAEHA B COOTBETCTBUE
C yyeToMm TpeboBaHUM NyHKTOB 31-33 MeTOAMKN, B TOM YNCAE
NPEACTOBAEHHBIMW HO BbILLEYKA3AHHbIM 3anpoc PAC Poccum AOKyMEHTAMM



(YTOYHEHHQS 3ASIBAEHHAS MPEAEABHAST OTMYCKHAS LEHA MPEBRLILLAET LIEHY,
PACCUYMNTAOHHYIO C y4eToM TpeboBaHUM NMyHKTA 33 MeToAMKN).

B CBSI131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NMOAMNYHKTOM «I» MYyHKTA 19
[NoABUA MPeEBbLILLEHNE MPEACTABASIEMOWN AASI FTOCYAQPCTBEHHOW
nepeperncTpaumm npeAeAbHOM OTNYCKHOM LIEHbI MPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUN FTOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.
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