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00 oTKase B COraCOBaHUM [MpeaeIbHbIX OTITYCKHBIX LIE€H npomBonﬂTeneﬁ
Ha JICKapCTBEHHBIC IPErapaTbl, BKIIIOYEHHbIE B IEPEYEHDb )KU3HEHHO HCO6X0}1HMBIX
U BaXKHEUIINUX JICKapCTBECHHBIX IPEIapaTtoB

B coorBercTBUM ¢ TIyHKTOM 6, mnoamyHkToM «a» nyHkra 11 IlpaBun
rOCy/IJapCTBEHHOH perucTpaluy MpeaeiabHbIX OTIYCKHBIX LEH TPOU3BOAMTENeH Ha
JIeKapCTBEHHBIE TIpernaparbl, BK/IIOYEHHbIE B IEPEeYeHb JKU3HEHHO HEOOXOAUMBIX U
BAKHEHIIMX JIeKapCTBEHHBIX npenaparoB (manee - IlpaBuma), yTBepKIEHHBIX
nocranoBinenrem IIpaBurensctBa Poccuiickoit ®enepaumu ot 29.10.2010 Ne 865,
(MenepanbHas aHTUMOHOIIONBHAS Ciy:k0a paccMoTpenia JIOKYMEHTBI, MpeACTaBlIeHHbIe
nucbMoM Munszapasa Poccuu ot 26.06.2015 Ne 20-4-484944-c, u npunsana pelieHue oo
OoTKasze B COIVIAaCOBAaHWUM TMPeJ/Ie/IbHONH OTIMYCKHON ueHbl «Amieprad PapMacblOTHKII3
Aipamsnay (Mpnanausi) Ha JeKapCTBEHHBIM Ipernapar, BK/IIOUEHHBIH B IepedeHb
YKU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIMX JIEKAPCTBEHHBIX MpernapaTos:

borokc, auodguauzar s [PUrOTOBIEHUsS pacTBOpa /s BHYTPUMBILLEHHOIO
BBesienns 200 EJ] — ¢nakons! (1) — nauku kaproHHbsle B pa3mepe 23 810,12 py0.

[IpenenbHas OTHYCKHAas IeHAa HA YKa3aHHbIM JIeKApCTBEHHbIM [pernapar He
COTJIACOBBIBAETCS MO CIAEAYIOLUIMM OCHOBAHUSM.

Ha ocnoBanuu nyHkra 8 [lpaBun, npeacraButento npoussomuTens B Poccuiickon
Menepanun ykazanHoro nekapcrserHoro npenapara (OOO «Annepran CHIT C.A.P.JI»)
HarpaniieH 3arnpoc ot 30.06.2015 Ne 3-513 B 1es11X yTOYHEHHUS CBEJICHUM, COEPIKAILIMXCS
B IPEJICTABICHHBIX JOKYMEHTax, a HMEHHO B LESIX JOKYMEHTAJIbHOIO MOATBEPIKICHHMS
MHHMMaJbHOH OTITYCKHOM LleHBI B Jpyroit crpane. [1o naHHBIM NpOU3BOAMTENS, CTPAHOH,

rjie 3aperucTpupoBaHa MUHUMAIbHAs 11€Ha Ha yKasaHHbIN npenapar ssiasercs Mpnanaus.
B oreer Ha 3anpoc (mucemo OOO «Annepran CHIT C.A.PJI» or 10.07.2015 Ne AGN-
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1007/2015) npeacraBuTeneM NpoOU3BOAUTES MIPEACTABIEHO IMTHCHMO CeKpeTapsi KOMIIaHUH
«Annepran ®apmMacblOTHKIN3 AMpPIMIdHI», Ie yKazaHa CTOMMOCTh npenapara botoke B
Upnanauu. MHOrO JOKYMEHTAJIBHOTO TOATBEPKAEHMS LEHbl Ha npenapar B Mpranauu
(HampuMep, KOmusi JOKYMEHTa, 3aBEPEHHOI0 COOTBETCTBYIOIIMM [OCYAapCTBEHHBIM
OpPraHOM WJIM TOPTOBO-TIPOMBIIIIEHHOH 11anaToi, MOATBEPXIAIOMIET0 CTOMMOCTh
npernapara B JAaHHOH CTpaHe; 3aBepeHHasl KONHs KOHTpakTa Ha IOCTaBKy Mpernapara B
JIAHHYIO CTpaHy; 3aBepeHHas KOIHs Ipaic-1McTa 3aB0Jja M3TOTOBHUTEISA) HE NPE/ICTaBIIEeHO,
B CBS3M C ueM CJelaThb BBIBOJA O JIOCTOBEPHOCTH TMpe/CTaBI€HHOW HH(pOpPMALMK O
cToMMOCTH npenapara boroke B Mpnanauu He npeacTasiisieTCs BO3MOKHBIM.

B coorBercTBUM ¢ TIOANYyHKTOM «a» myHkra 11 IlpaBun mnpeacrasnenue
HEeJI0CTOBEPHBIX CBEACHUI O JIKapCTBEHHOM Ipenapare sB/IsSeTcss OCHOBaHUEM ISt OTKa3a
B COIVIACOBAHMM TOCYIapCTBEHHOH perucTpaluy MpeJebHOM  OTIYCKHON  LIEHBI
[POW3BOINTEISL HA JIEKApPCTBEHHBIH IIpernapar.
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