MNoctaHoBAeHMe Mpaeutenbctea PO ot 15.09.2015 N 979(pea. ot 31.10.2020)"'O BHECEHUN
N3MEHEHUIN B MOCTAHOBAEHME NMpaBuTeAbCTBa Poccuinckomn Peaepaumm ot 29 okTa6ps
2070r. N 865 11 06 yTBEPKAEHNMN METOAVKMN PACHYETA NPEAEABHBIX OTMYCKHbIX LIEH
NPON3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B MEepeYeHb MM3HEHHO
HEOBXOAMMBIX V1 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB"

PELLEHWE

06 OTKO3e B COrAQCOBOHUM MPEAEABHBIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO
NeKdApCTBEeHHble rNnpenapdrbl, BKAKOHEHHbIE B NnepedyeHb >KN3HEHHO
HEOBXOAMMbIX 1 BADKHENLLINX ASKAPCTBEHHbIX MPenapaToB

B cootBeTCTBMM C NMYHKTOM 13 [PABUA rOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpaun yCTAOHABAMBAEMbIX MPOOU3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenAPATOB MPEAEAbHBIX OTNYCKHbIX LLeH HO AEKQPCTBEHHbIE NPENAPAThI,
BKAIOYEHHDBIE B MEepeYEHb YKM3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHMEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aranee —
MpaBrAa), DeAepPAAbHAS AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAC
AOKYMEHTHI, MPEACTABAEHHbIE MMCbMaMM MuH3apaBa Poccum ot 14.01.2021
Ne 20-4-4157816-c, n ot 10.03.2021 Ne 20-4-4157816-A0M, V1 NPUHSIAQ PELLEHNE
06 OTKO3€e B COrAQCOBOHUM MPEAEABHOW OTMYCKHOW LEeHbI, 3ASIBAEHHOM HAO
PErnCTRAUMIO AEPXKATEAEM UAM BAOAEABLEM PEMMCTPAUMOHHOIO
YAOCTOBEPEHNSI ACKAPCTBEHHOIO NPENAPATA PEKUTT bEHKM3EeP XEACKIP
(Beankobputanms) Avnmute s (BEAMKOBPUTAHMS), MPOV3BOACTBO FOTOBOM
AEKAPCTBEHHOW GOPMbI [TaTeoH CodTaXKeAc b.B. (HMAEPAQHADI), NEPBUYHOS
N BTOPUYHAS YIIAKOBKA, OPraHM3ALMS, OCYLLECTBASIOLLAST BbiMyCKAKOLLNIA
KOHTPOAb Ka4ecTBA PeknTT beHkmnaep XeAckap NHTepHeLwWwHA ATA
(BEAMKOBPUTAHKST), HO CAEAYIOLLMM AEKAPCTBEHHDIV MPENAPAT, BKAIOYEHHBIN B
nepeyYeHb Y>KN3HEHHO HEOBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbIX
NPenapaAToB:

Hypoden Skcnpecc Popte (MHH — NB6ynpodeH), kancyAabl, 400 mr, 10 wr. -
6AnCTEpPDI (3) - MOYKM KAPTOHHbIE, B pasmepe 440,25 pyb.

[peAeAbHQAST OTMYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPpenapaT He
COrAQCcoBbIBAETCSI MO CAeAYIOWMM OCHOBOHUSIM.

[Mpn NnpoeeAeHUN aKoHOMUMYeCKkoro aHaAmnda PAC Poccum BbISIBAEHO
NpPeBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOM LE€Hbl HA BblLLEeYKA3OHHbBI
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPEBOBAHMSIMM NMYHKTA 7 «a» MEeTOAUKM PACYETA NPEAEABHbBIX OTMYCKHbIX LIEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeyeHb
YKN3HEHHO HEODBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paBmuTeAbCcTBA Poccumckom Qeaepaumm



oT 15.09.2015 Ne 979 (paonee — MeToaAuKQ).

B cootBeTCcTBMM C NyHKTOM 14 MNMpaBnA PAC Poccum HaONPABAEH 3ANPOC

oT 22.01.2021 Ne TH/3917/21 0 Npe AOCTABAEHUNN YTOYHEHHbBIX PACYETOB
NpeAEAbHOW OTMNYCKHOW LieHbl B COOTBETCTBUM C TPEOOBAHNSIMU MOAMYHKTA
«Q» NYHKTA 7/ MeToAUNKN.

B npeAcCTaBAEHHOM 3asgBUTEAEM OTBETE HA 3anpoc PAC Poccum yTOYHEHHbIE
PACYETHI 3ASIBASIEMOMN MPEeAEABHOW OTMYCKHOW LIEHBI HE COOTBETCTBYIOT
TPEBOOBAHMSIM MOAMYHKTA «O» NMYHKTA 7 MEeTOAMKUN, B CBS3M TEM, YTO PACYET
CcpeAHero apreMeTU4eCKoro 3HA4YEHMs CTOMMOCTM OAHOM AEKAPCTBEHHOM
DOPMbl PEPEPEHTHOIO AEKAPCTBEHHOIO MPENAPATA MPOM3BEAEH C YYETOM
CTOMMOCTM OAHOM AEKAPCTBEHHOW GOPMbI AEKAPCTBEHHOIO MPENAPATA,
MMEIOLLLETO HE CMEXKHOE KOAMHECTBO AEKAPCTBEHHBIX GOPM BO BTOPUYHOMN
NoTPEBUTEABCKOM YNAKOBKE C 3ASIBASIEMBIM AEKAPCTBEHHBIM MPENAPATOM.

B CBS13U C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NMOAMYHKTOM «I» MYyHKTA 19
[NoABUA MPeEBbLILLEHNE MPEACTABASIEMOWN AASI FTOCYAQPCTBEHHOW
nepeperncTpaLmm nNnpeAeAbHOM OTNYCKHOM LIEHbI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 MEeTOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUN FTOCYAQPRCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LEeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoaues



