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
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaButenbcTea Poccuickom Geaepaumm ot 29.10.2010
Ne 865, PeaepanbHAST QHTVIMOHOMOABHAOS CAYYKOA PACCMOTPEAO AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMaMn MuH3Apasa Poccum ot 03.11.2020 Ne 20-4-
4151146-c n o1 20.11.2020 Ne 20-4-4151146-pA0M, U NPUHSIAQ peLueHne 06
OTKA3€ B COrAQCOBAHNM NPEAEABHOM OTMYCKHOW LEeHbl, 3AsIBAEHHOW HA
pernctpaumio 3A0 «MockoBCcKas apmalesTuyeckas dpabpuka» (Poccus),
HQA CAEAYHIOLLMN AEKQPCTBEHHBIN MPENAPAT, BKAKOYEHHBIV B MEepeYeHb
YKN3HEHHO HEODBXOAMMbIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

AueTnACaAumMAoBast KUCAOTA (MHH — ALeTUACOAMLMAOBQS KUCAOTAQ),
TabaeTimn, 500 Mr, 10 WIT. - yNAKOBKM SI4ENKOBbIE KOHTYPHbIE (2) - NAYKM
KAPTOHHbIE, B pasmMepe 13,33 pyb.

[peAeAbHAST OTMYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPEenapaT He
COraAaCcoBbIBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

Moy NPoBEAEHMN DKOHOMMYECKOTO AHAAM3A GAC Poccum BhISIBAEHO
NPEBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOM LE€Hbl HA BbiLLEYKA3AHHbI
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPebOBAHUSIMM MOAMYHKTA «O» MYHKTA 14 MeToAMK/ pACHEeTA NPEeAEAbHbIX
OTMYCKHbIX LEH NPOM3BOANTEAEN HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbIE
B NepeYeHb YKM3HEHHO HEODBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
NPEenApPATOB, YTBEPMKAEHHOW NOCTAHOBAEHMEM [1PABUTEABCTBA POCCUNCKOWM
Peapepaumm o1 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBUM C NyHKTOM 14 MpaBnA PAC Poccum HaNpaeBAEH 3anpocC OT
11.11.2020 Ne [13/98364/20 © npeAOCTABAEHNN YTOYHEHHbBIX PACHYETOB
NPEeAEAbHbIX OTMYCKHbBIX LIEH B COOTBETCTBUM C TPEOOBAHMSIMI MOANYHKTO «O»
nyHKTA 14 MeToAVKN.

B COOTBETCTBMM C NOAMYHKTOM «Q» MyHKTA 14 MeTOAVKN, B CAyYOE €CAM B
PAMKOX OAHOIO PErmcTPAUMOHHOIO YAOCTOBEPEHUSI ACKAPCTBEHHOIO
npenapaTa 30PErncCTPUPOBAHDLI NPeAeAbHbIE OTMNYCKHble LeHbl Ha
BOCMPON3BEAEHHBI AEKAPCTBEHHbBIM NPENAPAT C TAOKOW YKe AeKAPCTBEHHOM
dOPMON N AO3NPOBKOM (KOHUEHTPAUMEN, AKTUBHOCTBHIO B € AVHULIOX



AENCTBUS), MPEAANArAeMAst K TOCYAQPCTBEHHOM PETMCTRALMM MPEAEABHOS
OTMNYCKHAS LleHA HO BOCMPOM3BEAEHHBIN AEKAPCTBEHHBIV NPENAPAT HE MOXKET
NPEBLILLATL CTOMMOCTb OAHON AEKAPCTBEHHOW GOPMbl BOCMPOM3BEAEHHOIO
AEKAPCTBEHHOIO NPEenapATA, PACCUYUTAHHYKO MCXOASI U3 CPEAHETO
APUPMETNHECKOTO 3HAYEHWS MOCAEAHMX 3APEMMCTPUPOBAHHDBIX LEeH HA
BAVYKANLLINE CMEXKHBIE KOAMYECTBA AEKAPCTBEHHBIX GOPM BO BTOPUYHOWM
NoTPEBUTEABCKOM YNIAKOBKE 3ASIBASIEMOIrO AEKAPCTBEHHOIO MPENAPATA U
YMHOMKEHHYO HO KOAMYECTBO AEKAPCTBEHHBIX GOPM BO BTOPUNYHOM
NoTPEBUTEABCKOM YNAKOBKE 3ASIBASIEMOIrO BOCMPOU3BEAEHHOIO
AEKAPCTBEHHOIO MPENApPATA.

BmecTe ¢ TeM, YTOYHEHHAS 3AsIBAEHHAS NPpeAEAbHAS OTMYCKHAS LLEHA HEe
NPUBEAEHA B COOTBETCTBME C TPEDOBAHMUSIMU NMOAMYHKTA «Q» MyHKTA 14
MeToANKN, B TOM YNCAE MPEACTABAEHHBIMW HO BblLLEYKA3AHHbIN 3anpoc GAC
Poccurn AOKYMEHTOMMN,

B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBMUN C MOAMYHKTOM «M» MYHKTA 19 [1paBUIA,
NPeBbILLEHVE NPEeACTABAEHHON AAS TOCYAQPCTBEHHOW PErmcTpaumm
NPEeAEABHOW OTMYCKHOW LEHbI MPOM3BOANTEAS HO AEKAPCTBEHHbBIN MPEenApPaAT
HOA LEHOWN, PACCHYUTAHHOM B COOTBETCTBUM C [lpaBnAaMM U MeTOANKOW,
SIBASIETCSl OCHOBOHMEM AAS OTKA3A B COMAQCOBAHNM TOCYAQPCTBEHHOW
perncTpaunm npeAeAbHOM OTMNYCKHOW LIeHbl MPOUN3BOAUTEAS HA
AEKQPCTBEHHbIV Npenapar.

T.B. HmkeropoaLes



