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 MOAMYHKTOM «Q» MYyHKTA 32 [NPABUA TrOCYAQPCTBEHHOM
PErnCTRPAUNM N NEPEPErNCTPALMN MPEAEABHDBIX OTMYCKHbIX LIEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeYeHb
YKN3HEHHO HEOBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paeuTenbcTBa Poccumckom Qeaepaumm
0T 29.10.2010 Ne 865(aanee — Mpaeunaa), PepepaAbHAST GHTUMOHOMOABHAS]
CAY>KOQ paCCMOTPEAO AOKYMEHTbI, MPEACTABAEHHBIE MMCbMOM MUH3APOBA
Poccum ot 19.07.2021 Ne 20-4-4178061-C, 1 NPUHIAQ peLleHne 06 OTKA3e B
COrAQCOBQOHUW NPEAEABHbBIX OTMYCKHbIX LEH, 3ASIBAEHHbIX HO
nepepervctpaumo GKI «Apmasmpckas Buodabpurka» (Poccus), Ha
CAEAYOLLME AEKAPCTBEHHBIE NPENAPATHI, BKAOYEHHbBIE B NMEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «QyOUAAUHY (MHH — «AMUHODUAAUH»), PACTBOP AAST BHYTPVBEHHOIO
BBEAEHUS 24 MIr/MA, 10 MA - aMnyAbl (5) - /B KOMIMAEKTE C HOXKXOM
OMMYAbHBIM UAM CKAPUDUKATOPOM, ECAN HEODXOAMM AASI OMITYA ACGHHOTO
TMNA/ YNAKOBKU siHEVKOBbIE KOHTYPHbIE (1) - NMAYKM KAPTOHHbIE, B pA3Mepe
21,98 py6.

2. «QYyOUAAMHY (MHH — «AMUHOQUAAUH»), PACTBOP AAST BHYTPVBEHHOIO
BBeAEHMS 24 MI/MA, 10 MA - aMnyAbl (8) - /B KOMIMAEKTE C HOXXOM
OMMYAbHBIM UAM CKAPUDUKATOPOM, ECAU HEODXOAMM AAST OMITYA ACGHHOTO
TUNA/ YNAKOBKU SIHEVKOBbIE KOHTYPHbIE (2) - NAYKM KAPTOHHbIE, B pA3Mepe
28,78 py®.

3. «2yOUAAHY (MHH — «AMUHOOUAANHY), PACTBOP AAS BHYTPMBEHHOIO
BBeAEHUS 24 Mr/MA, 10 MA - amnyAbl (10) /B KOMMNAEKTE C HOXKOM
OMMYAbHBIM UAM CKAPUDUKATOPOM, ECAN HEODBXOAMM AASI AMIMYA AOHHOTO
TUNA/ NOYKM KOPTOHHbIE, B pa3dmepe 27,60 pyb.

[peAeAbHble OTMNYCKHble LeHbl HA BbiLLEeYKA3AHHbIE AEKAPCTBEHHbIE
npenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLWLKMM OCHOBOHUSIM.

B cootBeTCTBMM C NMYHKTOM 24 [TpABUA MW rOCY AQPCTBEHHOMN
nepeperncTpaunm NnpeAeAbHOM OTMNYCKHOW LieHbl HO BOCMNPOU3BEAEHHbIN
AEKAPCTBEHHbIV MPENAPAT MPOM3BOAUTEASI FOCYAQPCTBA - YAEHO
EBPA3NNCKOro 9KOHOMMNYECKOrO COK3A AASI BCEX YKA3AHHDIX B
PErMcTPAUMOHHOM YAOCTOBEPEHNN AEKAPCTBEHHOIO NPEnapaATa
nponsBoAmnTEAEN (MPOM3BOACTBEHHDBIX MAOLLAAOK MOOM3BOAUTEASI,



YYACTBYIOLLMX B MpoLecce NPOM3BOACTBA HA TEPPUTOPUM TOCYAQPCTBO-
YAEHA EBPA3NNCKOro aKOHOMMNYECKOrO COKo3d) YCTAHABANBAETCS € AMHOS]
npeAeAbHQAs OTMYCKHAS LleHA HO AEKAPCTBEHHBIV MPEenapaT AAST KADKAOMN
AEKAPCTBEHHOM GOPMbI, AO3NPOBKN (06BbEMA, MACCHI, KOAMMECTBA AO3 B
NepPBUYHOM YNAKOBKE) 1 OBLLErO KOAMYECTBA BO BTOPUYHOM
(noTpebuteAbCKom) yrnakoke 6e3 y4eTa GOPMbl BbIMYCKA, 30 MCKAKOYEHNEM
CAYYOEB, NPEAYCMOTPEHHDBIX NMYHKTOM 25 NPOBUA.

[lpn 9TOM HA NepeperncTPAUMO 3ASIBAEHbI PA3ANYHBIE MPEAEAbHbBIE
OTMYCKHbIE LUEHblI HO AEKAPCTBEHHBIV NPEenAPAT «yPUAAUHY (MHH —
«AMUHODPUAAMH») AAST OAHOW AEKAPCTBEHHOM GOPMbI, AO3VNPOBKN 1 OBLLIETO
KOAMYECTBA BO BTOPUYHOM (MOTPpEbUTEABCKON) YNAKOBKE (B pa3mepe 28,78
py6. n 27,60 pyb.).

Kppome Toro, B COOTBETCTBUM C MYHKTOM 39 MeTOAMKM pACHETA MPEAEABHbBIX
OTMYCKHbIX LEH NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbIE
B NepeYeHb YKM3HEHHO HEODBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
NPEenApPATOB, YTBEPMKAEHHOW NOCTAHOBAEHMEM [1PABUTEABCTBA POCCUNCKOM
Peaepaumm o1 15.09.2015 Ne 979 (poanee — MeToAMKQ), MPEAENBHAOS
OTMNYCKHAS LeHA HO AEKAPCTBEHHBIV MPENAPAT MOAAEXKUT YBEANHEHUIO HA
BEANYMHY YAOPROMAHMSI CbiPbsl M MATEPUAAOB M HO BEANYUHY MBMEHEHMS
HOKAQAHBIX PACXOAOB.

BmecTe ¢ TeMm, 3asiBUTEAEM HE MPEACTOBAEHDBI AOKYMEHTHI,
MNOATBEPXKAQIOLLNE BEANYMHY Y AOPOXKAHMS ChiPbsl, MOTEPUAAOB 1 BEAUYMHY
M3MEHEHMS HAOKAOQAHBIX PACXOAOB, MPEAYCMOTPEHHDBIE MOAMYHKTOM «O» MYHKTO
35 MNpaBUA.

B cooteeTCcTBMM C NMyHKTOM 14 Mpaeua, PAC Poccum HONPABAEH 3AnpPOC
oT 06.08.2021 Ne TH/65985/21 0 Npe AOCTABAEHNN YTOYHEHHBIX AOKYMEHTOB I
CBEAEHUN,

COranQCHO NpeACTABAEHHBIM HQA BblLLEYKA3AHHbIM 3AMPOC AOKYMEHTAM U
CBEAEHUSIM, 3ASIBAEHHDBIE NPEAEABHBIE OTMYCKHbIE LEHbI HE MPMBEAEHDI B
COOTBETCTBME C TPEDBOBAHUSIMU NYHKTA 24 [TOABUA, AOKYMEHTHI,
NPeAYCMOTPEHHbIE TPEBOBAHMSIMU MOAMYHKTA «Q» MYyHKTA 35 MPpaBUA,
NPEACTOBAEHbI HE B MOAHOM OB6beEME, YTO MPOTUBOPEUUT TPEBOBAHUSIM
NyHKTA 39 MeToAMKN.

B CBS131 C BbILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTAMU «O», «B» U «I»
NyHKTA 19 MMpaBUA, MPEACTOBAEHNE AOKYMEHTOB HE B MOAHOM O6beme 1 (MAN)
HEMNOAHOTA COAEPIKALLUNXCS B HUX CBEAEHUN, HEMPEACTOBAEHME CBEAEHN,
NPEAYCMOTPEHHDBIX MYHKTOM 14 [1pABUA, NPEBbBILLEHVE MPEACTABASIEMON ANSI
rOCYAQPCTBEHHOW PErMCTPALNN AU NepeperncTpaummn NnpeAeAbHOM
OTMNYyCKHOW LIEHbI MPON3BOANTEAS HO AEKAPCTBEHHbBIN MPENAPAT HOA LIEHON,
PACCUYNTAHHOM B COOTBETCTBUM C [paBrAOMU 1 METOAMKON, SIBASIETCS]



OCHOBQHMEM AASI OTKA3A B COFAQCOBOHUM FOCYAQPCTBEHHOW PerncTpaumm
npeAEAbHOW OTMYCKHOW LEHbl MPOM3BOANTEAS HO AEKAPCTBEHHbLIN Mpenapar.
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