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

N BODKHENLLINX AEKAPCTBEHHBIX MPENaPATOB

B cootBeTctBMM  CnyHKTOM 8 [lpOBUA TFOCYAQPCTBEHHOM perncTtpaumm  u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeuaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTOBAEHHBIE MMCbMOM MuH3apaea Poccum o T08.05.2018 Ne 20-4-4069761-c, v
MPUHSIAQ pelleHne o6 OTKa3e B COrAQCOBOHUM MPEAEAbHOM OTMyCKHOM LeHbl OAO
«<AANBXVMODAPM» (Poccust) HO CAEAYIOLLINM AEKAPCTBEHHbBIM MPENnAPAT, BKAKOYEHHbIV B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

Hatpua xaopma (MHH — HaTpug xAopura), PACTBOPUTEAD  AAST MPUTOTOBAEHMS
AEKAPCTBEHHbBIX GOPM AAST MHbEKUU, 0.9 %, 2 MA, - aMnyAbl (§) — yNAKOBKA SI4ENKOBASI
KOHTYPHQAS (2), Ma4YKa KAPTOHHAS, B pasmMepe 19,51 py6. (PY — Ne AC-002680).

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

B cootBeTCTBUM C MYHKTOM 5 METOAUNKN pACHETA YCTAHABAMBAEMbIX MPOOU3BOAUTEASIMU
AEKOPCTBEHHbIX MPEenapaToB MPEAEAbHbIX  OTMYCKHbIX LUEeH HA AeKAPCTBEHHble
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPEnapAToB, MNpW  UX  TFTOCYAQPCTBEHHOM  permctpaumm  u
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1pABUTEABCTBA  POCCUMINCKOM
Peaepaumm ot 15092015 Ne 979 (Aanee — MeToaMKA), MPU PACYETE MPEAEABHOM
OTMYCKHOM LUEHbl HAO AEKAPCTBEHHbIM MPenapaT MPOU3BOACTBA OCYAQPCTB-YASHOB
EBpPQ3NNCKOro 39KOHOMWMYECKOro Co3ad B PAMKAX OAHOro  pPervcTpauriOHHOro
YAOCTOBEPEHMSI  AEKAPCTBEHHOro  Mpenapata  Mnpuv  UM3MEHEeHUM  KOAMYECTBA
AEKAPCTBEHHOrO MPEnapATa  BO BTOPUYHOW  (MOTPEBUTEABCKOM) YMOAKOBKE He
AOMYCKAETCS YBEANYEHKSI CTOMMOCTM OAHOW AEKAPCTBEHHOM QOPMbI.

MNP NPOBEAEHUN SKOHOMWYECKOTO QAHOAM3A YCTAHOBAEHO, YTO HA AEKAPCTBEHHbIN
npenapat Hatpus xanopma (MHH — HaTpus xAopuna,), pACTBOPUTEADL AAST MPUTOTOBAEHWS
AEKOAPCTBEHHbIX OPM AAST UHbeKUMr 0.9%, 5 MA, amnyAbl (10) B KOMIMAEKTE C HOXXOM
OMMYABHBIM VAU CKAPUDUKATOPOM, €CAU HEOBXOAMM AASI AMMYA AQHHOrO TMNa /
KOPOBKM KAPTOHHbIE, 3APErMCTPUPOBAHA MPEAEABHAST OTMYCKHASI LEHA B pA3Mepe
25,71 pybaen ¢ pernctpaumoHHbiM Homepom AC-002680 (mpukas MunHaapaea Poccum ot
26.03.2018 Ne 143/20-18). Takmm OBpPA3OM, 3ASIBAEHHAST K PErMCTPALMUN MPEAEABHAS
OTMYCKHAST LUEeHA B PAMKAX OAHOMO PErncTPAUMOHHOIO YAOCTOBEPEHMS MPEBLILLAET
pOHEE 3APErMCTPUPOBAHHYIO MPEAEABHYIO OTMYCKHYIO LUEHY M3 pAcYeTa CTOMMOCTU
OAHOW AEKAPCTBEHHOM OOPMbl (OAHOIO MUAAUAUTPAQ).

B CBSI3M C BbILLEUN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBuA
NPOEBLILLEHNE  MPEACTABASIEMOMN  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU



nepeperncTpaunm npeAeAbHOM OTMNYCKHOWM LEeHbl MPOUN3BOAMUTEASI HO AEKAPCTBEHHbLIN
NPEenapaAT HOA LUEHOM, PACCYATOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASI OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PErMCTPALMM MPEAEABHOM
OTMYCKHOM LEHbI MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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