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

HEODOXOAMMbIX 1 BAYKHENLLINX NEeKAPCTBEHHbIX MPenaparonb

B COOTBETCTBUM C MOAMYHKTOM «Q» MYyHKTA 32 [NPABUA FOCYAQPCTBEHHOM
PeErncTpPaALMM U NepeperncTRrALMm NPeAEAbHbIX OTMYCKHbIX LIEH
MPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbBIE B MEPEYEHD
YKN3HEHHO HEOBXOAMMbBIX 1 BADKHEMNLLVX AEKAPCTBEHHbBIX MPENAPATOB,
YTBEPXKAEHHBIX MOCTAHOBAEHMEM [TparmuTenbCcTBa Poccuimckom Qeaepaumm
oT 29.10.2010 Ne 865 (aanee - lNpanaa), PepepaAbHAST AHTUMOHOMOABHAOS
CAYXKOA PACCMOTPEAO AOKYMEHTbI, MPEACTABAEHHbBIE MMCbMOM MUH3APOBA
Poccum ot 09.06.2022 Ne 25-7-4215405-C, v NpUHIAQ peLlleHne o6 oTKO3e B
COrAQCOBOHUM MPEAEABHbBIX OTMYCKHbIX LIEH, 3ASIBAEHHbBIX HA
nepepernctpaumo AO «[PK ObHoeAeHME» (POCCuUs), HO CAEAYIOLLME
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEOBXOAUMbBIX U BODKHEMNLLVX AEKAPCTBEHHbIX NPENAPATOB:

1. Kanbums ratokoHaT (MHH — Kaabumst rAlokoHAT), TabaeTkm, 500 mr, 10 wr. -
YNAKOBKN SIHEMKOBbIE KOHTYPHbIE (4) — NAYKM KAPTOHHbIE, B pasmepe 45,50
pybaen,

2. Kanbums rarokoHat (MHH — KaAbLMS TAKOKOHAT), TabAaeTikm, 500 mr, 10 wr. -
YNOKOBKWN SIHEMKOBbIE KOHTYPHbIE (3) — MAYKN KAPTOHHbIE, B pasmepe 37,12
pybaen,

3. Kanbumst rarokoHaT (MHH — Kaabumst FAKOKOHAT), TabaeTkn, 500 mr, 10 wr. -
YNAKOBKWN SIHEMKOBbBIE KOHTYPHbIE (2) — MNAYKMN KAPTOHHbIE, B pa3smepe 25,98
pybaen,

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

B xoA€e 9KOHOMMYECKOro AHAAM3A YCTAHOBAEHO, YTO NPEeACTOBAEHHbIE
AOKYMEHTbI 1 pACHETHI 3ASIBAEHHBIX MPEAEAbHBIX OTMYCKHbIX LEeH
NPOM3BOANTEASI HE COOTBETCTBYIOT TPEOOBAHNSIM MOAMYHKTOB «O» N «B»
NYHKTA 39 MeToAVKM pacHeTA NPeAEAbHbBIX OTIMYCKHbBIX LLEH MPON3BOANTEAEN
HO AeKQPCTBEHHbIE MPENAPAThl, BKAIOYEHHbIE B MepeyeHb YXN3HEHHO
HEOBXOAMMbBIX 1 BODKHENLLNX AEKAPCTBEHHBIX MPEMNAPATOB, YTBEPXKAEHHOMN
nocTtaHoBAeHMeM lMpaeutenbcTBa Poccuimckom Peaepaumm ot 15.09.2015 Ne
@79 (Aanee — MeToAMKQ), A TAKOKE MOAMYHKTA «Q» NYHKTA 35 [NpaBUA.



B aTOM CBS3K, B COOTBETCTBUM C NyHKTOM 14 [Mpasna PAC Poccum HONMPABAEH
3anpoc o1 28.06.2022 Ne TH/61767/22 0 Npe AOCTABAEHUN YTOYHEHHbIX
PACYETOB MPEAEAbHbBIX OTMYCKHbIX LLEH 1 HEAOCTAIOLLMX AOKYMEHTOB B
COOTBETCTBMM C TPEBOBAHUSIMU MEeTOANKN 1 TTOABUIA.

BmecTe ¢ Tem, Ha 3anpoc PAC Poccum 3asBuUTeAeM NpeACTOBAEHb! HE B
MNOAHOM OBbEME AOKYMEHTbI, MOATBEPIKACIOLLME YBEAUYEHNE CTOVMOCTHU
CbIPbSl 1 MAOTEPUAAOB, YTO MPOTUBOPEUNT TPEDOBAHVSIM MOAMYHKTA «O» MYHKTO
35 MNpaBUA.

Kpome Toro, COrAQCHO npeACTABASHHBIM PACHETAM MPEASAbHbBIX OTMYCKHbIX
LeH, YKO3OHHbBIX B MYHKTAX 1 11 3 HOCTOSILLLErO peLleHu s, 3asIBASHHAST BEAVNYMHA
NX YBEANYEHUS MPEBLILLAET BEAUYMHY YAOPOMKAHUS ChIPbs U MOTEPUAAOB, YTO
MPOTUBOPEUYNT TPEOOBAHUSIM MOAMYHKTA «O»MYHKTA 39 MeToANKU.

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.

.. MarasmnHos



