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PEHIEHUE

00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKJIOUYEHHbBIE B IEPEUEHb KU3ZHEHHO HEOOXOIUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ myHKTOM 13 W mnoanmyHKToM «r» IyHkTa 32 IlpaBuin
rOCyJIapCTBEHHOM PErucTpallid W MNEPEPETUCTPali MPEAEIbHBIX OTIYCKHBIX LIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIE MpENaparbl, BKIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOIUMBIX M BaXHEWUIIMX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoBienneM [IpaButensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
— IlpaBuna), ®exnepanbHas aHTUMOHOIIOJIbHAsA CIyXk0a paccMoTpesna JOKYMEHTHI,
npeacTaBieHHble nucbMoM MunznpaBa Poccun ot 30.03.2019 Ne 20-4-4132435-c, n
NpUHSAJIA pelIeHrne 00 0TKa3e B COIIACOBAHUU MPEAETbHOM OTITYCKHOW IICHBI, 3asIBICHHOM
Ha nepepeructpannio [TAO «Kpachapma» (Poccus), Ha clienyromuii JeKapCTBEHHBIM
npenapar, BKIIOYEHHBII B TE€PEYEHb HKU3HEHHO HEOOXOAMMBIX M  BaKHEHIIMX
JIEKapCTBEHHBIX MPENapaToB:

«AmoxkcunwimuH  +  KiaBymanoBass kucinoray» (MHH -  «Amokcurmmumd —+
KnaBynaHoBasi KucnoTay), MOPOIIOK JJIsi IPUTOTOBJICHUS] pacTBOpa /il BHYTPUBEHHOI'O
BBeaeHwus, 1,0 r+0,2 1, - guakons! (10) - KOpoOKK KapTOHHBIE, B pazMepe 559,66 pyo.

[IpenenbHass OTIyCKHAs I1I€Ha Ha YKAa3aHHbIA JIEKAPCTBEHHBIM IIpemapar He
COIIACOBBIBAETCS 110 CIEAYIOIIMM OCHOBAaHHUSM.

B coorBerctBuu ¢ myHktoMm 14 IlpaBun ®AC Poccum HampaBieH 3ampoc OT
21.04.2020 No AJ1/33807/20 o HEoOXOMUMOCTH TPEICTABUTHh TOKYMEHTHI U CBEIACHHUS B
COOTBETCTBHM C TPeOOBAaHHUAMM MOJMYHKTa «r» myHKTa 32 [IpaBun u myHkToB 43-45
Metoaukn pacuera MpeAesbHbIX OTIYCKHBIX LIEH MPOM3BOAUTENECH Ha JIEKApCTBEHHbIE

2020-65314(3)


file://f207ca94-a13c-4ba0-b72d-f018c9eed8f1/

2

npenaparbl, BKJIIOYEHHbIE B IME€PEUYCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKAPCTBEHHBIX  NpenaparoB, YTBEPKICHHOW  mocTaHOBIeHHWEeM IIpaBurenbcTBa
Poccuiickoit ®eneparuu ot 15.09.2015 Ne 979 (nanee - Meroauka).

[Tucemo ITAO «Kpachapma» ot 29.04.2020 No 204-39, mnpencraBieHHOE Ha
BBINIIEYKAa3aHHBIN 3allpOC, 3alpaliinBaeMbIX JOKYMEHTOB HE COMEPKHUT. Takum oOpa3om, B
npezenaax yCTaHOBJIEHHOIO CpOKa B COOTBETCTBHMHM C yka3zaHHbIM 3anpocoM PAC Poccun
uHbOpMaIs HE MOCTyIHIA.

[Ipu 3TOM 3asB/IEHHAs BEJIMYMHA YBEIMYEHUS NPEACIbHON OTIYCKHOM LEeHbI (6,09 %)
Ha BbILIEYKAa3aHHBII JIEKaPCTBEHHBIM Npenapar MPEeBbIMIAET NPEIEIbHO JOMYCTUMYIO
(3,0 %) B cooTBETCTBUM C TpeOOBAaHUAMM MOAMYHKTa «r» MyHKTa 32 [lpaBun u myHKTOB
43-45 MeToIuKH.

B cBsi3u C BbIIIEU3T0KEHHBIM, B COOTBETCTBUH C MOJAMYHKTAMH «B» M «I» MyHKTa 19
[IpaBuJI HENpeACTaBICHUE CBEACHUM, MPENYCMOTPEHHbIX MyHKTOM 14 IlpaBun, a takxke
MPEBBINIEHUE TMPEACTABICHHOW [Ji1 TOCYIAPCTBEHHOM MEpeperucTpauuu MpeaeabHOR
OTIIyCKHOM LIEHbI IPOU3BOJAUTEIIS HA JICKAPCTBEHHBIN Mpenapar HaJl LICHOM, paCCUUTaHHOU
B coorBerctBun C [lpaBuiiamum u Meronukou, sBISE€TCS OCHOBAaHMEM JUISL OTKas3a B
COITIaCOBAHMU  TOCYHAPCTBEHHOM  PETUCTPAlUM  IPENCIbHOM  OTIIYCKHOW  LIEHBI
MPOU3BOJUTENS HA JIEKAPCTBEHHBIN IIpenapar.

Mecmo dns nodnucu

I1.B. 3a6opmukoB

Ucn.Cytonosa Aitnapa MypaTtoBHa
1en.8(499)755-23-23 BH.097-396
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