PELLEHWE

O COrAQCOBAHUM MPEAEAbHbBIX OTMYCKHbIX LEH MPON3BOANTEAEN HA
NeKdApCTBEeHHble rNnpenapdrbl, BKAKOHEHHbIE B NnepedyeHb >KN3HEHHO
HEOBXOAMMbIX 1 BADKHENLLINX ASKAPCTBEHHbIX MPenapaToB

B cootBeTCTBMM C NMYHKTOM 13 [PABUA rOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpaumm NPeAEAbHbIX OTMYCKHbIX LEH MPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEYEHDb YXM3HEHHO
HEOBOXOAUMbBIX N BODKHENLLVX AEKAPCTBEHHBIX NPENAPATOB, YTBEPMKAEHHbIX
noctaHoBAeHneMm lMpaButenbcTea Poccuickom Geapepaumm ot 29.10.2010

Ne 865, ®eAepanbHAST QHTVIMOHOMOABHAST CAYYKOA PACCMOTPEAO AOKYMEHTHI,
NpeACTABAEHHble MMCbMOM MuH3ApPaBA Poccum ot 06.08.2020 Ne 20-4-
4142558-C, 1 NPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHNN MPEAEABHOM
OTMNYCKHOW LIEHbI, 3ASIBAEHHOW HA PEMMMCTPALMIO AEPYKATEAEM UAU
BAOAEABLEM PEMMCTPAUMOHHOIO yaocTorepeHns OO0 «Meanpom Kanntaa»
(Poccug), npomnssoacTeo (Bce ctaamn) OAO HINK «2CKOM» (Poccus), Ha
CAEAYIOLWLNA AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIV B NEpEYEHDb MKN3HEHHO
HEODOXOAMMbBIX V1 BADKHENLLIMX AEKAPCTBEHHbIX MPENAPATOB:

«AtOKO3a-2» (MHH - « AeKCTPpO30»), PACTBOP AASI HDY 3K, 5%, 200 MA -
BYTHIAKA (32) - KOPOBKA KAPTOHHAS (AAST CTAOLMOHOPOBR), B pasmepe 841,45
pyoAewn.

3AsIBAEHHAS NPEeAEAbHAST OTMYCKHAS LLEHA MPEBLILLAET LEHY, PACCHYUTAHHYIO
C y4yeToMm TpeboBAHNM NYHKTOB 34-36 MeToOAMKM pacCYeTA NPEAEAbHbBIX
OTMYCKHbIX LEH NPOM3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEnNAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peaepaumm o1 15.09.2015 Ne 979 (Aanee— MeTOAMKA), YTO NPOTUBOPEUNT
TPeBOBAHUSIM NOAMYHKTA «a» MyHKTA 10 MeToAMKW,

B cooteeTCcTBMM C NyHKTOM 14 MpaeuA, DAC Poccum HONPABAEH 3AnpocC
oT 24.08.2020 Ne TH/72422/20 0 Npe AOCTABAEHUN YTOYHEHHBIX PACYETOB
NpeAEeAbHOW OTIMYCKHOM LiEHbl C y4eTOM TpeboBAHMM MEeTOAMKMN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA YTOYHEHHBIE PACHETHI MPEAEABHOW
OTMYCKHOW LIEHbI HO BbILLEYKA3AHHbBIM AEKAPCTBEHHBIV NPEenapar,
COOTBETCTRYIOWME TPEOOBAHUSIM METOAUNKUN, AEPXKATEAEM UAU BAOAEABLEM
PErMMCTPAUMOHHOTO YAOCTOBEPEHUS HE MPEACTOBAEHDI, B TOM YACAE
nmcbmom OO0 «Meanpom Karnmtaa» ot 02.09.2020 Ne83/05, npe ACTOBAEHHbBIM
B OTBET HA BblLLeyKa3aHHbI 3anpoc PAC Poccum.



B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBUUN C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBbILIeHME NPEACTABAEHHOW AASI TOCY AQPCTBEHHOW pPerncTpaumm
npeAEAbHOW OTMYCKHOW LeHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN NpenapaT
HOA LEHON, PACCHYUTAHHOM B COOTBETCTBUM C [lpaBnAaMM U MEeTOANKOW,
SIBASIETCSI OCHOBAHMEM AAST OTKA3A B COMAQCOBOHUN TOCYAQPCTBEHHOMN
perncTpaunm npeAeAbHOM OTMNYCKHOW LIEHbI MOOUN3BOAUTEAS HA
AEKAPCTBEHHbIN Mpenapar.
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