PEILIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM ¢ NyHKTaMH & W TOAIYHKTOM «a» myHkTa 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMHU  JIEKAPCTBEHHBIX TMPENaparoB NpPeJeidbHbIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM MunsnpaBa Poccun ot 13.05.2016 Ne 20-4-4010513-c, u ipuHsia perieHue oo
OTKa3€ B COMIACOBAaHWUU NPENEIbHOW OTIMYCKHOM II€HBbI BIAJEiblla WIH JeprKaTelis
peructpanuonnoro yaocrtoBepenuss OOO «Jlromu» (Poccust), 3asBleHHOM Ha
NEPEPETUCTPALINIO, Ha CIAEAYIOLINNA JEKapCTBEHHBIN Mpenapar, BKJIIOYEHHbIE B NIEPEUEHb
KU3HEHHO HEOOXOIUMbIX M BaXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

AckopounoBast kuciora (MHH — AckopOuHOBass KHCJIOTa), TMOPOIIOK JIst
MIPUTOTOBJICHUSI PacTBOpa JJisi IpUeMa BHYTPb, 2,5 T, - MaKeThl U3 KOMOUHHPOBAHHOTO
TepMocBapuBaemoro Marepuana (600) — makeThl MOJMUATUIICHOBBIE, B pa3Mepe
2140,70 py0.

IIpenenbHass OTIyCKHas L€HA Ha YKa3aHHBIM JIEKAPCTBEHHBIM IIperapar He
CONNIACOBBIBAETCS 110 CIEAYIOLIUM OCHOBAHUSM.

JlexapcTBeHHbI Tpemnapar AckopOuHoBas kuciora (MHH - AckopOunoBas
KHCJIOTA), MOPOLIOK I IPUTOTOBIIEHUs PAacTBOpPA Uil IpUeMa BHYTPb, 2,5 T. - MAKEThI
U3 KOMOWHUPOBAHHOTO TepMocBapuBaeMoro wMarepuana (600) HeE OTHOCHUTCS K
HIDKHECPEAHEMY LIEHOBOMY CEIMEHTY CTOMMOCTBIO 0 500 pyOneid, 4TO MpOTUBOPEUUT
TpeOOBAHMIM MOANYHKTA «a» myHkTa 19 ITpaBuin.

B cBs3M ¢ BBIIEU3IIOKEHHBIM, B COOTBETCTBUM C IOAIYHKTOM «B» IyHKTa 13
IIpaBun 1npeBbIIEHUE IPEACTABISAEMON I TOCYJApCTBEHHOW pErucTpauuyd WA
MEPEPETUCTPALMU TIPEAEIBHON OTIIYCKHOM ILIEHBl IPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
rpenapar HajJ UEHOM, pPACCUMTAHHOM B COOTBETCTBUM C METONMKOM, SABJISAETC
OCHOBAaHUEM Ul OTKAa3a B CONIACOBAHMM TIOCYJAPCTBEHHOW PETUCTPALUU IPEACIbHOU
OTIIyCKHOU LI€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.
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