PELLEHWE
06 OTKa3e B COrAQCOBAHUM MPEAEAbHBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN HA

AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeYeHb YKM3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpraumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX Y BAPKHENLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lNMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
OT 29.12.2021 Ne 25-7-4194991-c 1 o1 08.02.2022 Ne 25-7-4194991-p0M, 1
MNPUHSIAQ pelleHne 06 OTKA3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOWM LiEHDI,
3asiBAeHHON Ha pervcTpaumo OAO «Camapameanpom» (Poccus), Ha
CAEAYOLLNM AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B NMepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«2TUAOBBLIM cnPT» (MHH — «2TAHOA»), PACTBOP AAS HOPY>KHOIO MPUMEHEHMS
N NPUrOTOBAEHUS AEKAPCTBEHHbBIX GOPM, 95%, 100 MA - PAAQKOHDBI (60) -
KOPOOKM KAPTOHHbIE (AASI CTALMOHAPOB) (C Y4ETOM BCEX LUTPUX-KOAOB,
HOHECEHHbIX HQ BTOPUYHYIO

(NOTPEBUTEABCKYHIO) YNAKOBKY), B pa3mepe 1 553,78 pyob.

[poeAeAbHAsT OTNYCKHAS LEeHA HA BbllLeYKA3AHHbBINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAacCoOoBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

Mo NPoBEAEHUN SKOHOMMYECKOTO AHAAM3a GAC Poccum BhISIBAEHO
MpPeBbILLEeHME 3ASIBASIEMON MPEeAEAbHON OTMNYCKHOW LieHbl HA BbllLEeYKA3AHHbI
AEKAQPCTBEHHBIN NPEenapaAT HOA LLEHOW, PACCYUTAHHOW B COOTBETCTBUN C
TPEBOBAHMSIMM MOAMYHKTA «Q» MYyHKTA 14 11 NyHKTOB 34-36 MEeTOAMKM pacHETA
NPeAEAbHbIX OTMYCKHbBIX LLEH MPOUN3BOAUTEAEN HO AEKAPCTBEHHbIE NPEenapAThI,
BKAIOYEHHDBIE B MEepeYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKQPCTBEHHbBIX NPENAPATOB, YTBEPYKAEHHOW NMOCTAHOBAEHMEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 15.09.2015 Ne 979 (panee —
MeToAMKQ).

B cooteeTcTBMM C NyHKTOM 14 Mpaemun PAC Poccum HaNpPOBAEH 3AMNPOC
oT 18.01.2022 Ne TH/2298/22 0 Npe ACTOBAEHUN YTOYHEHHbBIX PACYETOB
NPEAEABHOW OTMYCKHOW LiEHbI C Y4ETOM BbILLEYKA3AHHbBIX TPEOOBAHNN.



B npeaAeAax YCTOHOBAEHHOIO CPOKA NpeAEAbHAST OTMYCKHAS LLEHA HA
BbILLEYKA3AHHbI AEKAPCTBEHHbBIN MPENAPAT 3ASIBUTEAEM HE MPVBEAEHA B
COOTBETCTBME C TPEDBOBAHNSIMU MOAMYHKTA «Q» MYHKTA 14 1 NyHKTOB 34-36
MeTOAMKN, B TOM YUCAE AOKYMEHTAMM, MPEACTABAEHHBIMM B OTBET HA
BbILLEYKA3aHHbIM 3anpoc PAC Poccum,

B CBS13M C M3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [paBKA,
NpeBbILLIEHVE MPEACTABAEHHOM AASI TOCYAQPCTBEHHOW PErMCTRALMMN
npeAeAbHOW OTMYCKHOW LieHbl MPOM3BOAUNTEASI HO AEKQPCTBEHHBIN NpenapaT
HOA LEHOWN, PACCHYUTAHHOM B COOTBETCTBUM C [lpaBnAaMM U MEeTOANKOWN,
SIBASIETCSI OCHOBOHMEM AASI OTKA3A B COMAQCOBOHMM TOCY AQPCTBEHHOMN
pPerncTpaunm NPeAEAbHOM OTNYCKHOM LeHbl MPOM3BOAUTEAS HO
AEKAQPCTBEHHbIN Npenapar.
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