PELLEHWE

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

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 03.11.2021 Ne 25-7-4188413 1 o1 27.12.2021 Ne 25-7-4188414-p0N, 1 NPUHSIAC
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3QSIBAEHHOW HO PEMMCTPALUMIO AEPXKATEAEM UAUN BAOAEALLIEM
PErMCTPALUMOHHOIO YAOCTOBEPEHUSI AEKAPCTBEHHOIO npenapara OO0
«KeHen PA» (Poccus), Npomn3BoACTBA (BCE CTAANN)

OAO «Camapameanpom» (Poccusl), HO CAEAYOLLNA AEKAPCTBEHHDIN
NPEenapPAT, BKAIOYEHHBIV B NepeYeHb MXMU3HEHHO HEOBXOAMMbBIX 1 BOYKHEMLLINX
AEKAPCTBEHHBIX MPENAPATOB:

«Canmumaoeast kKucAotaw (MHH — ~), pacTBop AASI HOPY>KHOMO MPUMEHEHS]
crivptoeon, 1%, 40 MA - GAAKOH, B pasmepe 15,95 pyo.

[oeaAeAbHble OTNYCKHble LIEHbl HO YKA3AHHbIE AEKAPCTBEHHbBIE MPENAPAThl HE
COIrAAdCOBbBIBAKOTCSI MO CASAYOLWLMNM OCHOBCAHMSIM.

B cooTBETCTBUM C MOAMNYHKTOM «6» NyHKTA 14 MeToAMKM pacyeTa
MPEAEABHBIX OTMYCKHbIX LIeH MPOU3BOAUTEAEN HO AEKAPCTBEHHDBIE MPENAPATHI,
BKAKOYEHHbBIE B NEPEeYEHDb YKMBHEHHO HEOBOXOAMMBIX 1 BODKHEMLLINX
AEKAPCTBEHHbIX MPENAPATOB, MNP NX TOCYAQPCTBEHHOW PETMCTRALMN U
nepeperncTpaummn, yTeep KAEHHOM NOCTAHOBAEHMEM [TDOBUTEABCTBA
Poccumckon Qeapepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKka), B
CAYYOE €CAM HE 3APEMMCTPUPOBAHDBI MPEAEAbHbBIE OTMYCKHbIE LiEeHbI HO
3AsIBASIEMbI BOCMNPOU3BEAEHHDBI AEKAQPCTBEHHbBIV MPENAPAT C TAOKOW YKe
AO3MPOBKOW (KOHUEHTPAUMEN, AKTUBHOCTBIO B € AVIHULIOX AEVCTBUSI),
npeAAaraemMasl K roCyAQPCTBEHHOWM PErmcCTRAUMM NPEeAEAbHAST OTMYCKHAS
LEeHA HO BOCMPOUN3BEAEHHBIV AEKAPCTBEHHbBIV MPENAPAT AASI BCEX
MNPOU3BOAUTEAEN AEKAPCTBEHHOIO NpenapaTta 6e3 y4yeTa GOpMbl BbiMyCKA
AEKAPCTBEHHOIO NPENAPATA, 30 NCKAKOHYEHMEM CAYYAEB, MPEAYCMOTPEHHbIX
MYHKTOM 25 [MPOBUA, HE MOMXKET NPEBbIWATL CTOUMOCTb €AUHNLLbI
AENCTBYIOW,Ero Bel,eCcTBd BOCNPOU3BEAEHHOIO AEKAPCTBEHHOIO Npenaparq,
PACCUYUTOHHYIO NICXOAS U3 CPEAHEro ApnPMeETUYECKOro 3Ha4YEeHUs NOCAEAHUX



30pPEerucCTPUPOBAHHbIX LLeH HO BAMXKaWNE CMEeXXHble AO3NPOBKU 3CSBASEMOro
AEKAPCTBEHHOrO Npenapara 1 YMHOXXEHHYO HO KOAMYECTBO € AUNHNL
AENCTBYIOLLENO BELECTBA 3ASIBASIEMOIrO BOCMNPOU3BEAEHHOIO
AEKAPCTBEHHOIO MNPENAPATA, HO OCHOBAHUM CBEAEHNIA O HOANYN
30PErMCTPUPOBAHHBIX MPEAEABHbBIX OTMYCKHbIX LEH 3ASIBASIEMOIO
AEKAPCTBEHHOIO MPENAPATA, MPEAYCMOTPEHHbBIX MPUAOXKEHEM Ne 5 K
MeToaMKe.

B cootBeTCcTBUM C NyHKTOM 14 MpaBnA PAC Poccum HaNpaeBAEH 3anpocC OT
01.12.2021 Ne TH/102273/21 0 npe ACTAOBAEHNMN YTOYHEHHbBIX PACHETOB
3ABASIEMbIX MPEAEABHbBIX OTNYCKHbIX LIEH HA BbILLEYKA3AHHBIE AEKAPCTBEHHbIE
NPenapaAThl C y4eToM TPEBOOBAHUM MOAMYHKTA «O» MyHKTA 14 MeToAMKW.

BmecTe C TeMm, 3asiBAEHHbIE MPeAEeAbHble OTMYCKHble LlEeHbl HE NPUBEAEHDI B
COOTBETCTBME C TPEOOBAHUSIMM MOANYHKTA «O» MYHKTA 14 MEeTOAVKN, B TOM
YNCAE MPEACTABAEHHBIMU HA BbiLLEYKA3aHHbIM 3anpoc PAC Poccun
AOKYMEHTAMM,

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[ToaBUA, NPEBbILLEHNE NMPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PErNCTRALNN
NAU NepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEenapar.

T.B. Hmkeropoaues



