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
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
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 16.08.2016 Ne 20-4-4019395-c,

N MPUHIAQ pelleHne o6 OTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LEH,
npeACTaBAeHHbIX UTandapmarko C.nA. (Utaams), np., Utandapmarko C.nA. (Utaams)
neps. yn., BTOp. yn., Bbn. K - OO0 «Dapmakop npoadkiH» (Poccus) Ha
nepeperncTpaumio, HA CAeAYoLWME AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

1. TamatmamH (MHH — XoAnHa anbgocuepar) kancyAbl 400 mr, 14 wT. - YNAKOBKU
SYENKOBbBIE KOHTYPHbIE (1) — NAYKKM KAOPTOHHbIE, B pa3mepe 655,98 pyob.

2. T'anmoammamH (MHH — XoAMHO QOAbQOCLEPAT) PACTBOP AAS BHYTPUBEHHOTO U
BHYTPUMbILLEYHOTO BBEAEHMST 250 MIr/MA, 4 MA — aMMyAbl (3) — YNAKOBKWM SIMENKOBbIE
KOHTYPHbIE — MAYKM KAPTOHHbIE, B pa3mepe 502,51 py6b.

[peAeAbHble  OTnyCKHble LUeHbl HA YKA3OHHble AeKQPCTBEHHble MpenapaTbl He
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

MPEeACTABAEHHBIN  KOMMAEKT  AOKYMEHTOB  MOAFOTOBAEH B COOTBETCTBUM  C
TPEOOBAHMSIMU, MPEAYCMOTOEHHBIMU AASI NEPEPErnCTPALUMN LUEeH HO AEKAPCTBEHHbIe
NPenapaTbl, NPOU3BEAEHHBIE B FOCY AQPCTBAX-YAEHOX EBPA3NMCKOrO SKOHOMMYECKOro
COO3d, O HE HO UMTMOPTHBIE AEKAPCTBEHHbIE NPENAPATHI.

BmecTte Cc TeM, B COOTBETCTBMM C [NPABUACMU OMPEAEAEHNST CTPAHbBI MPOOUCXOXKAEHWS
TOBOPOB, SIBASIOLLUMMUCST  HEOTbEMAEMOM 4acTblo CorAaweHvst o  [paeBvAQxX
OMNPEAENEHNST CTPOHbI MPOVCXOXKAEHUST TOBAPOB B CoapyykecTee He3aBMCKHMbIX
Ffocyaapcte or 20 Hosibps 2009 r. (aanee - lMpasuaa CHI), n B COOTBETCTBUM C
KOUTEPUSIMU  OMPEAEAEHUST CTPOHbI MPOVCXOMAEHMNST TOBAPOB, MPEAYCMOTPEHHBIMU
YKQ3QAHHbIMU MpasnAOMU CHr, He OTBEYaAtoT KpUTEPUIO AOCTATOYHOW
obpaboTtm/nepepabotTkm TOBAPA, B TOM 4YUCAE oOnepaumm no obecnevyeHumto
COXPOHHOCTV TOBOPA BO BPEMS XPOHEHWST UAM TPAHCMOPTUPOBKWM, Onepauun Mo
NMOArOTOBKE TOBAPA K MPOAOMKE U  TPAHCNOPTUPOBKE (APOBAEHME NAPTUA,
OOPMUPOBAHME OTMPABOK, COPTUPOBKA, MEpEeynakoBka), onepauum no pasbopke m
cbopKke YyNnakoBKWM, PA3AMB, GACOBKA B OAHKM, DAAKOHbBI, MELLKU, SLWMKN, KOPOBKN U
APYrve npocTble onepauum Mo YMNAKoBKE, MNPOCTbie COOPOYHbIE Onepaunn UAU
PA3BOoPKA TOBAPOB MO YACTSIM, PA3AEAEHME MPOAYKTA HA KOMMOHEHTbI, KOTOPOE He
NPEVBOAUT K CYLLECTBEHHOMY OTAUMYMIO TMOAYYEHHBIX KOMMOHEHTOB OT MCXOAHOro
MPOAYKTA, CMELMBAHME MPOAYKTOBR (KOMMOHEHTOB), KOTOPOE HEe TMPUBOAUT K



CYLLECTBEHHOMY OTAMHMIO MOAYYEHHOM MPOAYKLMM OT UCXOAHBIX COCTOBASIHOLLMX U AP.
Takum  obpasom, coraacHo [paeuaam  CHI, AEKQPCTBEHHblE  MPEenapaThl,
NPOM3BEAEHHDBIE B TPETbUX CTPAHAX, YNAKOBKA KOTOPbIX OCYLLECTBASIETCSI B POCCUNCKOM
Peaepauym, He MOryT CYMTATLCS MPOUCXOASILLIMMK M3 Poccumcikon Qeaepaumi.

MNpn npoeaeHnn aKoHoMnYeckoro 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 UHOASILMN TEKYLLErO roAQd, YCTAHOBAEHHbLIN
deAEPAAbHBIM 3AKOHOM O PEAEPAABHOM BIOAYMKETE HO COOTBETCTBYIOLMM GUHAHCOBbIN
FrOA W TMAQHOBbLIM MEPUOA, YTO TMPOTUBOPEYUT MYHKTY 23 MeToAMKM pacyeTa
YCTOHOBAMBAEMbBIX MPOU3BOAUTEASIMN  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHbBIX
OTMYCKHbIX LEH HA AEKAPCTBEHHbIE MPENAPATbI, BKAIOYEHHBIE B MEPEYEHb YKU3HEHHO
HEOBXOAMMBIX N BOYKHENLLMX AEKAPCTBEHHbBIX MPEnApPATOBR, MPU WX FOCYyAQPCTBEHHOM
PErMCTPALNN 1N NEPEPErNCTRALUNN, YTBEPIKAEHHOW MOCTAOHOBAEHMEM [1DABUTEALCTBA
Poccumckom Gepepaumm ot 15.09.2015 Ne 979 (poaree — MeToaAnKa).

B CBSI3N C BHILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYyHKTA 13 [MpaBUA
NEeBbILUEHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHON  PErucTpaumm VAU
nepeperucTpaLmMn NPEeAESAbHOM OTMYCKHOM LieHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIM
NPenapaT HOAA LEHOM, PACCYMTOHHOM B COOTBETCTBUMM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASI OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHON PErMCTPALNK NPEAEABHOM
OTMYCKHOW LieHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIM MPEenapaT.

A.b. Kaweeapos



