PELLEHWE

06 OTKa3e B COrAQCOBOHUM MPEAEABHBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbIE B NepedYeHb YKN3HEHHO
HeOobBXOAMMbBIX

N BADKHENLLMX AEKAPCTBEHHBIX NPENApATOB

B cootBeTCTBMM C NMYHKTOM 13 [PABUA rOCYAQPCTBEHHOW PEMMCTRALMN U
nepeperncTpraumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEYEHb YKM3HEHHO
HEOBOXOAUMbBIX N BODKHENLLVX AEKAPCTBEHHBIX NPENAPATOB, YTBEPMKAEHHbBIX
noctaHoBAeHneMm lMpaButenbcTea Poccuickom Geapepaumm ot 29.10.2010

Ne 865, ®epAepaAbHAST QHTVIMOHOMOABHAST CAYYKOA PACCMOTPEAO AOKYMEHTHI,
NpeACTABAEHHbIEe MMCbMOM MuH3aApPaBA Poccum ot 06.08.2020 Ne 20-4-
4144009-C, 1 NPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHNN MPEAEABHOM
OTMNYCKHOW LIEHbI, 3ASIBAEHHOW HA PEMMCTPALMIO AEPYKATEAEM UAU
BAOAEAbLEM PErmcTpaumoHHoro yaoctosepermns OO0 XDK «MUP» (Poccus),
nponsBoACTBA (Bce cTaan) OAO HIK «2CKOM» (Poccus), HO CAEAYIOLLLINI
AEKAPCTBEHHbIV MPENAPAT, BKAKOYEHHBIN B MEepedYeHb YXU3HEHHO HEODXOANMbIX
N BODKHENLLMX A€KAPCTBEHHbBIX MPENAPATOB:

«PurHrepa pactesop» (MHH - «HaTpKs XAOPUA PACTBOP CAOXKHBIN (KAAKS
XAOPUA + KAAbLMSI XAOPUA + HOTPUSI XAOPUA)»), PACTBOPR AAST MHOY3MIM, 400 MA
- ByTbiAKQ (18) - KOPOBKA KAPTOHHAS (AAS1 CTALMOHOPOBR), B pasmepe 658,39
pybaen,

[peAeAbHQAsT OTNYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NpenapaT He
COIrAQCOBbBIBAETCS MO CASAYHIOLLMM OCHOBOHWSIM.

[pn NpoBeAEHNM SKOHOMMYECKOIO QHAAM3A BbISIBAEHO, YTO 3ASIBASIEMASI
NpeAEAbHAST OTMYCKHAS LEHA MPEBLILLIAET LEHY, PACCHYUTAHHYIO C YHYETOM
TPeboBAHUM NYHKTOB 34-36 MeTOAUKM PACYETA NPEAEABHDBIX OTMYCKHbIX LIEH
NPOUN3BOAUTEAEN HO AEKAPCTBEHHbIE MNPENAPATHI, BKAIOYEHHDBIE B MEPEYEHD
YKN3HEHHO HEOBXOAMMbIX 11 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paBmuTeAbCTBA Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aanee— MeToAMKA), YTO MPOTUBPOPREYNT MOAMYHKTY «O»
nyHKTa 10 MeTtoanKn,

B cooteeTCcTBMM C NyHKTOM 14 MpaeruA PAC Poccum HONPABAEH 3AMPOC OT
24.08.2020 Ne TH/72725/20 0 npeAOCTABAEHMN YTOYHEHHBIX PACHYETOB



NpPeAEAbHOW OTMNYCKHOWM LiEeHbl C y4eTOM TPpeboBAHUM METOAMNKN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA YTOYHEHHBIE PACYETHI MPEAEABHOW
OTMYCKHOW LIEHBI HO BbILLEYKA3AHHbBIM AEKAPCTBEHHBIV NPENApAT,
COOTBETCTBYIOLWME TPEDBOBAHMSIM METOAMKN, 3ASIBUTEAEM HE MPEACTABAEHDI,
B TOM YncAe nmcbmMmom oT 04.09.2020 Ne 21/05, npe ACTABAEHHBIM B OTBET HA
BbILLEYKA3aHHbIM 3anpoc PAC Poccum,

B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBUUN C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBbILIeHME NPEACTABAEHHOW AAS FTOCYAQPCTBEHHOW pPerncTpaumm
npeAEAbHOWM OTMYCKHOW LeHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN NpenapaT
HOA LEHON, PACCHYUTAHHOM B COOTBETCTBUM C [lpaBnAaMM U MEeTOANKOW,
SIBASIETCSI OCHOBAHMEM AAST OTKA3A B COMAQCOBOHUMN TOCYAQPCTBEHHON
pernmcTpaunm npeAeAbHOM OTMNYCKHOW LIEHbI MOOUN3BOAUTEAS HA
AEKAPCTBEHHbIM Mpenapar.

T.B. Hmkeropoales



