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 30.11.2021 Ne 25-7-4191889-c 1 o1 19.01.2022 Ne 25-7-4191889-p01, 1
MNPUHSIAQ pelleHne 06 OTKa3e B COMAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbBIX HO PEMMCTPAUMIO AEPXKATEAEM AU BAOAEABLIEM
PErMCTPAUMOHHOIO YAOCTOBEPEHUSI AEKAPCTBEHHOIO MPENAPATA

OO0 «MPUC» (Poccus), npomnseoacTeo (Bce ctaamnm) OOO «OxkPapm»
(Poccus), HO CAEAYIOLWLMN AEKAPCTBEHHbBIM NPENAPAT, BKAKOYEHHDIN B
nepeYeHb >KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB:

«PYUHOKOHC» (MHH — «KcnAoOMeTa3oAnH»), cripen Ha3AAbHbIM 0.1%, 15 MA -
MAQKOHBI (1) - MAYKN KOPTOHHbIE (C YH4ETOM BCEX LUTPUX-KOAOB, HOHECEHHbIX HA
BTOPWYHYIO (MOTPEBUTEABCKYIO) YNIAKOBKY), B padmepe 186,35 pyb.

[peAeAbHQAsT OTMYCKHAS LeHA HA BbllLeyYKA3AHHbBINM AEKAPCTBEHHbIV MpenapaT
HE COIrAAQCOBbIBAETCSI NO CASAYOWLNMM OCHOBOHMSIM.,

[Mpn NnpoeeAeHUN 3KoHOMUMYEeCKoro aHaAmnda PAC Poccum BbISIBAEHO
NpPeBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOM LE€Hbl HA BbiLLEeYKA3AHHbI
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOWM B COOTBETCTBUN C
TPeBOBAHMSIMM NMYHKTA 33 METOAMKM PACYETA MPEAEAbHBIX OTMYCKHbIX LEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeyeHb
YKN3HEHHO HEODBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [pamnTeAbCcTBA Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aoanee — MeToaAMKQ).

B cootBeTCcTBUM C NyHKTOM 14 Mpasua, DAC Poccum HaNPABAEH 3anpocC
oT 10.12.2021 Ne TH/105788/21 0 Npe AOCTABAEHNN YTOYHEHHBIX PACYETOB
NpeAEAbHOW OTMYCKHOWM LiEHbl B COOTBETCTBUMM C BbILLEYKOAIAHHBIMU
TPeboBAHMIMN METOAUKN.



BmecTe C TeM, yTOYHEHHAST 3ASIBAEHHAST MPEAEAbHAST OTMYCKHAS LeHA He
NPVBEAEHA B COOTBETCTBME C TPEDOOBAHUSIMM NYHKTA 33 METOAMKUN, B TOM
YUCAE MPEACTABAEHHBIMM HA BbiLLEYKA3AHHbBIM 3anpoc PAC Poccum
AOKYMEHTAMU (YTOYHEHHbIE 3ASIBAEHHbIE MPEAEABHBIE OTMYCKHbIE LIEHDI
NPEBLILLAOT LEHbI, PACCUYNTAHHBIE C Y4eTOM TPEeOOBAHNIN NMYHKTA 33
MeToANKN).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMU C MOAMYHKTOM «M» MYHKTA 19
[oaBUA NpeBbILLEHNE MPEACTABAEHHOW AASI TOCYAQPCTBEHHOW perncTpaumm
NAV MepePErncTpaLmMm npeAeAbHOM OTMYCKHOW LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.
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