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00 OTKa3e B COITIaCOBAHMHM MPEEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH HA
JIEKapCTBEHHBIE MpEnaparbl, BKIOYEHHBIE B IEPEUYECHb )KU3HEHHO HEOOXOAUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ mnyHkrom 13 IlpaBuia rocyaapCTBEHHOM pErucTpalud Hu
NEePEePETUCTpaIlii YCTaHABIMBAEMbIX MPOU3BOAUTENIIMH JIEKAPCTBEHHBIX IpEenapaTroB
MpelebHbIX OTIMYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE TMpenaparbl, BKIIOYCHHbIE B MEPEUCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEWIIUX JICKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoBienneM [IpaBurensctBa Poccuiickoit @eaeparuu ot 29.10.2010 Ne 865 (nanee
— IIpaBuna), denepasbHas aHTUMOHOIONBbHAS CIYXkK0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble TucbMoM Mun3apaBa Poccum ot 10.08.2020 Ne 20-4-4142678-c, u
MpUHsJIA pelIeHue 00 OTKa3e B COIIACOBAHUM MPEEIbHBIX OTIYCKHBIX IIE€H, 3asBICHHBIX
Ha peructpanuio AO «IIOK OO6nosnenue» (Poccus), Ha ciemyronue JEKapCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B MEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB:

1. AnuknoBup PeneBan (MHH - AnuknoBup), tabnetku, 200 mr, 10 mT. -
YIaKOBKHU STYEHKOBBIE KOHTYpHBIE (2) - MauKu KapTOHHBIE, B pazmepe 265,17 pyOineil.

2. AmwknoBup PeneBan (MHH - AuuxnoBup), tabmerku, 200 mr, 5 mrt. -
YIaKOBKH STYECHKOBBIE KOHTYpHBIE (5) - Tauku KapToHHBIE B pazMepe 331,46 pyomei.

3. Amuxnosup PeneBan (MHH - Anwmxnosup), tabmerku, 400 mr, 10 mr. -
YIaKOBKH STYEHKOBBIC KOHTYPHBIE (2) - TauKu KapTOHHBIE B pasmepe 530,33 pyomeit.

[IpenenbHbie OTIMYCKHBIE IIEHbI HAa YyKa3aHHbBIE JICKAPCTBEHHbIC IMpENaparbl HE
COIIACOBBIBAIOTCA I10 CJIIETYIOLUIUM OCHOBAHUSIM.

[Tpu npoBenennn 3xoHomuueckoro aHanuza GAC Poccum BBIABIEHO NMPEBBIIEHUE
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3asBJSIEMBIX NPEICNBbHBIX OTIYCKHBIX I€H Ha BBIIIECYKa3aHHbBIE JIEKAPCTBEHHBIE
npernaparbl HaJl IEeHaMH, paCCUUTaHHBIMU B COOTBETCTBUM C TPeOOBaHUSIMHU IMyHKTOB 31-
33 MeToaMku pacyeTa NpeaeibHbIX OTIYCKHBIX LIEH ITPOU3BOIUTEIECH HA JIEKAPCTBEHHBIE
npenaparbl, BKJIIOYCHHbIE B TEPEUYEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEMIIUX
JIEKApCTBEHHBIX  IIPENaparoB, YTBEPKICHHOW  mocTaHoBiueHueM IIpaBurenbcrBa
Poccuiickoit deneparuu ot 15.09.2015 Ne 979 (manee — Meroauka), B TOM YHCIE C
y4eToM IIeH Ha peepeHTHBIN JIEeKapCTBEHHBII Mpenapar.

B coorBerctBum ¢ nynkrom 14 IlpaBun ®AC Poccnm HampaBiieH 3ampoc
ot 20.08.2020 Ne AJ1/71618/20 o mpenocTaBIeHUM YTOYHEHHBIX PacyeTOB MpPEIeIbHBIX
OTITYCKHBIX IIEH B COOTBETCTBUHU € TPeOOBaHUSIMH MYHKTOB 31-33 MeTtonuku.

Bmecte ¢ TeMm, mpencTtaBieHHbIE Ha YyKazaHHbIM 3anpoc nmucbMoM AQO «IIOK
Oo6nosneHue» ot 26.08.2020 Ne 08-170 yrouHeHHbIE 3asBJICHHBIE MPEACIIbHBIE OTITYCKHbIE
LEHBbl paccuuTaHbl 0€3 ydeTa IOHWXKAKLIEro Kod(pQUUUEHTa, OIpPEIEICHHOIO II0
dbopmyrne, npemycMoTpeHHOM mpuiokeHueM Ne 9 k Mertoguke W, B OITOW CBsI3W,
IPEBBIIIAIOT IEHbI, PACCUUTAHHbIE B COOTBETCTBUU C TPEOOBAHUSAMU IMOAMYHKTA «ay
nyHkTta 10 Metoauku.

B cBf3M C BBILIEH3IOKEHHBIM, B COOTBETCTBHHM C IOJAIYHKTOM «I» IyHKTa 19
[IpaBun mpeBbIIEHUE MPEACTABIECHHON JJISI TOCYJAPCTBEHHOM PETHCTPALUM MPEACIbHON
OTITyCKHOM LIEHBI TPOM3BOAUTENS HA JICKAPCTBEHHBIN NIPENapaT HaJl HEHOW, pACCYNTaHHOU
B coorBercTBuU ¢ lIpaBnnmamMm u MeTOOMKOM, SBIISIETCS OCHOBAaHUEM Ui OTKas3a B
COMIACOBAHMM  TOCYHAPCTBEHHOM  PETMCTPAllMM  IPEACIbHOM  OTIYCKHOM  ILIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.

Mecmo dns nodnucu
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