PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuHsapaea Poccum o1 03.11.2021 Ne 25-7-4188409-C, 1 NPUHSIAG
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbBIX HO NEepPEPErnCTRAUMIO ACPXKATEAEM UAN BAOAEABLEM
PErMCTPALUMOHHOIO YAOCTOBEPEHUS AeKAPCTBEHHOIO npenapata OOO XPK
«MUP» (Poccus), nponseoacTeo (Bce ctaamnm) OAO HIK «2CKOM» (Poccus),
HO CAEAYIOLLME AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbBIE B MEpeYeHb
YKN3HEHHO HEOBXOAMMbIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. «PnHrepa pactsop» (MHH — «HaTpms XxAoOpnAQ PACTBOP CAOXKHBIN (KAAKMS
XAOPUA+KAABLMSI XAOPUA+HATPUS XAOPUA)»), PACTBOPR AAST MHDY 33U, 400 MA -
BYTBIAKN AAS KPOBU 1 KpOBE3AMEHUTEAEN (15) - KOPOOKM KAPTOHHbBIE (AAS
CTAUMOHAPOB), B pasmepe 564,71 py®b.

2. «PnHrepa pactesop» (MHH — «HaTpust XAOPUAQ PACTBOP CAOXKHBIV (KAAKS
XAOPUA+KAABLMS XAOPUA+HATPMSI XAOPUA)»), PACTBOP AAST MHDY 33U, 200 MA -
BYTBIAKN AAS KPOBU N KPOBE3AMEHUTEAEN (28) - KOPOOKM KAPTOHHBIE (AAS]
CTAUMOHAOPOB), B pasmepe 747,76 py®o.

I'Ipe,A,e/\bele OTMNyCKHble UeHbl HA BbllUEeYKA3AHHbIE AeKAPCTBEHHDbIE
noenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLLIM OCHOBAHNSIM.

B xoA€ 9KOHOMUMYECKOrO AHAAM3A YCTAHOBAEHO, YTO 3ASIBAEHHAS BEAUYMHA
YBEAMYEHUNS MPEAEAbHBIX OTMYCKHbBIX LEH PACCUYMTAHA 6e3 yyeTa TpeOOoBAH
NYHKTA 45 MeToAVKM pacHeTa NPeAEAbHbBIX OTMYCKHbIX LLEH MPOV3BOAUTEAEN
HO AEKQPCTBEHHBbIE NPENAPATHI, BKAKOYEHHbBIE B MepeyeHb YXN3HEHHO
HEODBXOAMMbBIX U BADKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHOMN
noctaHoBAeHneMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 15.09.2015 Ne
979 (panee — MeToAMKQ).

[lon aTOM, pacyeTHOE 3HAYEHE BEANYMHDBI YBEANYEHNS 3QPErMCTPUPOBAHHDBIX
NPeAeAbHbIX OTMYCKHbIX LLeH MICXOAS 13 NPEACTABAEHHbBIX AOKYMEHTOB U
CBEAEHUM C Yy4ETOM TPEDBOBAHMM MYHKTA 45 MEeTOAMKN HE MO3BOASIET



MNPOV3BECTU VX NMEePeperncTpPaLMio B COOTBETCTBUM NMyHKTOM 32 MPABUA.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19
[NOOBUA MPeEBbILLEHNE MPEACTABAEHHON AASI TOCYAQPCTBEHHOW PErMCTRALNN
NAV MepepErncTpaLmMm npeAEAbLHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[NpoaBnAaMU 1 METOAMKON, A TAKIKE HEMPEACTABAEHNE CBEAEHNN,
NPEAYCMOTPEHHDBIX MYHKTOM 14 [1PABUA, SIBASIETCSI OCHOBAHMEM AAST OTKA3A B
COrAQCOBQHUM TOCYAQPCTBEHHOW PErncCTpaAUnM NpeAeAbHOW OTMYCKHOM
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.
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