PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM PErnCTPAUnM U
nepeperncTpaunm yCTAHABAMBAEMBbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX MNPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
noctaHoBAeHremM [paeutenbcTea Poccuiickon @Pepepaupm ot 29.10.2010 Ne 865,
PeAepPAAbHAS AHTUMOHOMOABHASI CAY>KOA PACCMOTPEAO AOKYMEHTbI, MOEACTABAEHHbIE
nMcbMoM MuHaapaesa Poccunn o1 11.08.2016 Ne 20-4-4018406-c,

N MPUHIAQ pelleHne o6 OTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LEH,
npeAcTaBAeHHbIX banep ®apma Al (FfepMmanus); np., neps. yn. - banep Gapma Al
(Fepmanus); BTOp. yn., Bbin. K. - OO0 «3aB0A MeACUMHTE3» HA nepeperncTpaumio, Ha
CAEAYIOLIME AEKAPCTBEHHbIE MPENAPATbl, BKAIOYEHHBIE B MEpedYeHb YKN3HEHHO
HEOBXOAMMBIX V1 BODKHENLLIMX AEKAPCTBEHHBIX MPENAPOTOBR:

1. MarHeenct (MHH — [OAOMEHTETOBAST KNCAOTA), PACTBOP AASI BHYTPUBEHHOMO
BBeAeHMsl, 0.5 MMOAb/MA, 15 MA, - ®AAKOHbI (10) — MNAYKM KAPTOHHbIE, B pA3Mepe
23258.,25 pyb.
2. MarHesnct (MHH — [QAONEHTETOBAST KUCAOTA), PACTBOP AASI BHYTPWBEHHOIO
BBeAeHMsl, 0.5 MMOAb/MA, 20 MA, - ®AAKOHbI (10) — MNAYKM KAPTOHHbIE, B pPA3MEpPE
31001 .44 py6.

[NpeAeAbHble  OTnyCKHble LUeHbl HA YKA3OHHble AeKQPCTBEHHble MNpenapaTbl He
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

B cooteetctBMM C [IPABUAOMU  OMPEAEAEHMST CTPAHbBI MPOUCXOMAEHUST TOBAPOB,
SIBASIOLLIMMIKCST HEOTbEMAEMOM HYACTbIO CorAalleHmst o MNpaBMAAX ONPEAEAEHNS CTPAHDI
NPONCXOXKAEHMST TOBAPOB B CoapyykecTtee HesasucumMbix Focyaapcts oT 20 Hos16psI
2009 r. (aanee - NMpasnAaa CHIN), 1 B COOTBETCTBUM C KPUTEPUSIMU ONMPEAEAEHUST CTPAHbI
NPOVNCXOMAEHUST TOBAPOB, MPEAYCMOTPEHHBIMMN YKA3AHHBIMK [lpaeuAamm CHIT, He
OTBEYAIOT KPUTEPUIO AOCTATOYHOM OBPABOTKN/MEPEepPabOoTKM TOBAPA, B TOM YUCAE
onepaum no obecnevyeHNto COXPAHHOCTM TOBAPA BO BPEMS XPAHEHNS UAM
TPAHCMOPTUPOBKM, ONepALMM MO MOATOTOBKE TOBAPA K MPOAOYKE M TPAHCMNOPTUPOBKE
(ApobAeHe napTU, GOPMUPOBAHME OTNPABOK, COPTUPOBKA, MNepeynakoBka),
onepauumn no pasbopke 1 cbopke ynakoBKM, PA3AMB, GACOBKA B OAHKM, OAQKOHDI,
MELIKM, SILMKN, KOPODOKM KN ApYyrMe MnpoCThie onepauMm Mo YNAKOBKE, MNPOCTbie
cOopOoYHblE onepauun A PasbopKa TOBAPOB MO YACTSIM, PA3AEAEHNE MPOAYKTA HA
KOMMOHEHTbI, KOTOPOE HEe MNPUBOAMUT K CYLLECTBEHHOMY OTAMYMIO  MOAYYEHHbBIX
KOMMOHEHTOB OT WMCXOAHOrO TMPOAYKTO, CMEWVBAHME TMPOAYKTOB (KOMMOHEHTOB),
KOTOPOE HE MPUBOAMUT K CYLLECTBEHHOMY OTAMYMIO MOAYHEHHOM MPOAYKLMM OT UCXOAHBIX
COCTOBASIOLLMX U AP. Takum 0oBpa3om, CorAacHo [Mpasuaam CHI, AEKOQPCTBEHHBbIE
NpenapaTbl, MPOU3BEAEHHbIE B TDETbUX CTPAHAX, YNAKOBKA KOTOPLIX OCYLLECTBASIETCS] B
Poccuickon ®Pepepaumm, HEe MOryT CUYUTATbCSI MPOUCXOASLLMMU K13  Poccumckom



Peaepaunn.

MNpn npoeaeHn aKoHoMrYeckoro aHaamnda PAC Poccum BbISIBAEHO, YTO POCT KypcCa
HALUMOHAABHOW BAAKOTHI FTOCYAQPCTBA-NMPOOM3BOAUTEAST AEKAPCTBEHHbBIX MPENAPATOBR K
PYOAKD 30 MNepuop CO  AHSI  TOCYAQPCTBEHHOW  pernctpaumm  (MOCAeAHEN
nepeperncTpaumm) nPeAEAbHbIX OTMYCKHbIX LUEH MPOU3BOAUTEASI HO AEKAPCTBEHHbIE
npenapaTbl AO AQTbl MOAQYM AOKYMEHTOB HA MX OYEPEAHYIO NEepeperncTpaumo He
MPEBLILLAET MPOrHO3MPYEMbBIN YPOBEHb MHOASILUMN TEKYLLErO roAd, YCTAHOBAEHHbLIN
deAEePAAbHBIM 3AKOHOM O PEAEPAABHOM BIOAYMKETE HO COOTBETCTBYIOLLMIM GUHAHCOBbIN
rOA W TMAQHOBbLIM MEPUOA, YTO TMPOTUBOPEYMNT MYHKTY 23 MeToaMKM pacyeTa
YCTOHOBAMBAEMbBIX MPOU3BOAUTEASIMN  AEKAPCTBEHHBIX MPENAPATOB  MNPEAEAbHbIX
OTMYCKHbIX LEH HA AEKAPCTBEHHbIE MNPENAPATbI, BKAOYEHHBIE B MEPEYEHb YKU3HEHHO
HEOBXOAMMBIX N BOYKHENLLMX AEKAPCTBEHHbBIX MPENAPATOR, MPU WX FOCYAQPCTBEHHOM
PErMCTPALNN 1N NMEPEPErNCTRALUNN, YTBEPIKAEHHOW MOCTAOHOBAEHMEM [1DABUTEALCTBA
Poccumnckom Gepepaumm ot 15.09.2015 Ne 979 (poaree — MeToaAnKa).

B CBSI3N C BHILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYyHKTA 13 [MpaBUA
NEeBbILIEHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHON  PErucTpaumm VAU
nepeperncTpaLmMn NPEeAESAbHOM OTMYCKHOM LieHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIM
NPenapaT HOA LEHOM, PACCYATAOHHOWN B COOTBETCTBUM C  METOAUKOW, SIBASIETCS
OCHOBQOHMEM AASI OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHON PErMCTPALNK NMPEAEABHOM
OTMYCKHOW LieHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIM MPenapar.

A.b. Kawesapos



