PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN
HO A€KAPCTBEHHbIE MPEenapaAThl, BKAKOYEHHbIE B NepeYeHb >KM3HEHHO

HEODOXOAMMbIX 1 BAYKHENLLINX NEeKAPCTBEHHbIX MPenaparonb

B cooTtBeTCTBMM C NYHKTOM 13 11 NOAMYHKTOM «Q» MyHKTA 32 [1paBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRErNCTRALMM NMPEAEABHBIX OTMYCKHbIX
LEeH NMPOnN3BOANTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MNPEenapPATOoB, YTBEPIKAEHHbBIX MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUMNCKOW
Peapepaumm o1 29.10.2010 Ne 865 (aanee - lMpaenaa), DepepanbHas
OHTVMMOHOMOABHAS CAY>KOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbBIE
nMcbMmamMmm MuHsapaea Poccum ot 10.06.2022 Ne 25-7-4215320-c, ot 18.07.2022
Ne 25-7-4215320-p00, U NPUHSIAG peLleHne 06 OTKA3e B CONAQCOBOHUM
NPEAEABHOW OTNYCKHOWM LEHbI, 3AsIBAEHHOW HA nepepermnctpaumio AO
«KemeporcKast papMaleBTnieckast Padbpurka» (Poccus), HO CAeAyoLLne
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. MNepekncb Bopopoaad (MHH — lNeperkmncb BOAOPOAQ), PACTBOP AAS
MECTHOIO M HOPYXKHOIO NpUMEHEHUST, 3 %, 100 MA - DAAKOH-KAneAbHMLbI (1), B
pasmepe 10,45 pybaen.

2. lNepeknchb sopopoaa (MHH — lNepekncb BOAOPOAQ), PACTBOP AASI
MECTHOIO M HOPY>KHOIO NpUMeEHeHUSs1, 3 %, 100 MA - ®AAKOHbI (1), B pasmepe
10,45 pybnaen,

B XoA€ 9KOHOMUMYECKOTO OHAAM3A YCTAHOBAEHO, YTO NPEACTABAEHHbIE
AOKYMEHTbI 1 pACHETbI 3ASIBAEHHbBIX MPEAEAbHBIX OTMYCKHbIX LEH
NPOV3BOANTEASI HE COOTBETCTBYIOT TPEOOBAHMSIM MOAMYHKTA «6» MyHKTA 39
MeToAVK/ pacHeTA NPEAEAbHBIX OTMYCKHbIX LEH MPON3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHDb MU3HEHHO
HEODBXOAMMbBIX U BADKHENLLVX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHOMN
NOCTAHOBAEHMEM [NpaBUTEABCTBA Poccumckonm Peapepaumm ot 15.09.2015 Ne
979 (panee — MeToaAnKa).

Kpome Toro, 3asiButenem He npeACTOBAEHbI PACHETbl M AOKYMEHTHI,
NOATBEPIKAQIOLLNE BEANYUHY Y AOPOMAHKSI OMOPTU3AUMOHHBIX OTYUCAEHUI MO
OCHOBHbIM CPEACTBOM, UCMOAb3YEMbIM HEMOCPEACTBEHHO AASI
NPOUN3BOACTBA AEKAPCTBEHHbBIX NPENAPATOB, NPEeAYCMOTPEHHbBIE MOAMYHKTOM
«O» NMYHKTA 35 PABUIA.



B aTOM CBS3K, B COOTBETCTBUM C NyHKTOM 14 [Mpasna PAC Poccum HONMPABAEH
3anpoc ot 19.07.2022 Ne [M/68331/22 0 npe AOCTABAEHUN YTOYHEHHbIX
PACYETOB MPEAEAbHbBIX OTMYCKHbIX LLEH 1 HEAOCTAIOLLMX AOKYMEHTOB B
COOTBETCTBMM C TPEBOBAHUSIMU MEeTOANKN 1 TTOABUIA.

BmecTe ¢ Tem, Ha 3anpoc PAC Poccum 3agBuTeneM He NpeACTOBAEHb
AOKYMEHTHI, MOATBEPYKACKOLLME YBEANYEHNE CTONMOCTU HOKAQAHDBIX
PACXOAOB, YTO MPOTUBOPEYNT TPEOOBAHMSIM MOAMYHKTA «a» MYHKTA 35 MNpaBKA
N NOAMNYHKTA «O» NyHKTA 39 MeToOAUKMN.

Ha OCHOBAHMM N3AOXKEHHOIO, COFAQCHO MPEACTABAEHHBIM PACHETAM
NPeAEAbHbBIX OTMYCKHbIX LLEH, 3ASIBAEHHAST BEAUHYMHA UX YBEAUYEHS]
NPEBLILLAET BEAUHMHY Y AOPOXKAHKS, YTO MPOTUBOPEYNT TPEOOBAHMSIM
NOAMYHKTA «B»MyHKTA 39 MeTOAMKN.

B CBS13M C BbILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTAMU «O» N «»
NyHKTA 19 MMpaBUA, NPEACTOBAEHNE AOKYMEHTOB HE B MOAHOM O6beme 1 (MAN)
HEeMOAHOTA COAEPIKALLUMXCS B HUX CBEAEHMI, A TAIOKE MPEBbILLEHE
NPEACTABASIEMOM AASI TOCYAQPCTBEHHOWM PErNCTPAUMM UAK
nepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW MEPEPErNCTPALMM MPEAEABHON
OTMYCKHOWM LIEHbI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.

T.B. Hmkeropoaues



