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O BO3Bpare JOKYMEHTOB

B ®enepansHyl0 aHTUMOHONONBHYK CIyxO0y nuceMom Munznpasa Poccuu ot
17.02.2016 Ne 20-4-4003336-c npencTaBlieHa Ha CONIACOBaHUE ClIEQYIOmas NMpenenbHas
OTI[yCKHas LleHa Ha JIEKapCTBEHHELIA Npemapar, BIJIIOYEHHBIH B IEPEYEHb >KAZHEHHO
HeoOXOAMMEBIX M  BaXHeHIIHNX JICKAPCTBEHHHIX IIpPEeNaparoB (perHcTpallHOHHOE
ymoctoBepenre Ne JITI-001183, nepskatens MAH  BAAJENEll  PerHCTPALMOHHOIO
yOOCTOBEpEHHA JIeKapCcTBEHHOTo mnpernapara «Poyrex Jlumuren» (BenukoGpuranus),
NpOU3BOOUTENh, NepBUYHas ymakoBka «Ckxan buorex Jlumuten» (VHams), BTOpHYHAS
yNaKoBKA, OpraHu3aiysd, OCYUIECTRIAIOA] BBITYCKAIOIIMA KOHTPONh KadecTBa
000 «Hcr-Papm» (Pocens):

JleBopmoxc — Poyrek (MHH -— JleBoduiokcanuH), pacTtBop Ais WHOY3wMid,
5 mr/mn, 100 Mn — (prakoHBI ONA3TUIEHOBEIE (1) — MaKeTh! NOMUIIPONUIEHOBEIE —
nadyky KapToHHEIe, B pa3zMepe 1 214,00 pybneii.

[Tpu paccMOTpeHHM TIPEJCTABIEHHBIX AOKYMEHTOB BBIABIEHO, UTO IIpe/leNbHas
OTIyCKHadA LeHa Ha JICKapCTBEHHEIN npenapar ¢ TOProBeIM HauMeHOBaHAEM «JIeBOGIOKe
- Poytex» BBIILIEYKa3aHHOW JO3UPOBKM (perucrpanMoBHOe ynocroBepeHue Ne JITI-
001183 , aepxxarens HIH BiIaJeNel perdCTPaLMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOIO
npenapara «Poyrex Jlumuren» (BenukoOpuraHus), NpPOM3BOAMTENb (BCE CTaJuH,
BKJIIOYAs BBITyCKAlOIMAN KOHTPONb: KavyecTBa) «Ckan buorex Jlumuren» (Mumus)),
3aperucTPUpPOBAHa.

B cootrBerctBHM ¢ myHkTom 6(1) IlpaBun BefeHWA TOCYAapCTBEHHOIO peecTpa
NpenesibHBIX  OTIYCKHBIX [€H MPOH3BOAMTENCH Ha JIGKapCTBEHHBIE TMpenaparsl,
BKJIIOUYEHHBIE B TEepeueHb >KU3HEHHO HEOOXOMMMBIX M BaXHEHIIMX JIeKAPCTBEHHEIX
NpenaparoB, YTBEPXKACHHBIX NocTaHoBiieHueM [IpaBuTensctBa Poccuiickoit @emepaipu
ot 29.10.2010 Ne 865 (manee - IIpaBuna), BHECEHHE U3MEHEHUH B PEECTPORYIO 3aMHCH O
rOCYyAAapCTBEHHOM perucTpalMy NpefesIbHOW OTIYCKHOM 1eHBl MPOM3BOAMTENA HA

HeKapCTBeHHBIﬁ npenapar, B TOM YHCIC B _YaCcTH HWIMEHEHWA TIDOW3IBOMWTENA
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IeKapPCTBCHHOrO TPENapara, IMTPHXOBOTO KoNa, HAHECEHHOTO HA BTODHYHVIO
) , OCYIIeCTBIAETCA

MuHuCTepcTBOM 3fpaBooxpaHeHuss Poccuiickoit Degepaunm 0e3 coracoBaHus ¢
@enepanbHOR AHTHUMOHOMOIBHOM ciy k0o c COXpaHEeHUEM nmocieaHen
3aperacTPUPOBAHHOM LIEHBL HA JIEKAPCTBEHHBIH npenapar.

Takum o6pazom, ocHoBaHusi Ansa npoeeaeHus DAC Poccum 3KOHOMUYECKOTO
aHaJIN3a [0 YKa3aHHOMY 3asBISHHIO OTCYTCTBYIOT.

B cBa3u ¢ manoxeHHelM, ®AC Poccuu BosBpamaer B Munzjapae Poccuu
KOMIUIEKT MNPEJCTABICHHBIX NOKYMEHTOB I IPUHATHUS PEHIEHUA B IOpAJKe,
npeaycMoTperHHoM nyHKToM 6(1) ITpaBua.
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