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| Pemrerne 06 OTKaze B CONIACOBAHHH|
LEHbl Ha JIEKapCTBEHHBIH mpemnapar
"Ananpunun" (ITAO "buocunres")

PEILIEHUE
00 OTKa3e B COMIACOBAHMM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbBIE MTpenaparkl, BKJIOUEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPaTOB

B coorBerctBUM ¢ mnyHkTamMu 13 W mOANyHKTOM «a» TnyHKTa 32 IlpaBun
rOCy/IapCTBEHHOM PErucTpald W MNEPEepEerucTpal MNPEAeiIbHbIX OTIYCKHBIX LIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIC MpeNaparbl, BKIIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOMUMBIX W BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranosiieHneM IIpaBurennsctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne865 (manee
— IIpaBuna), denepasbHas aHTUMOHOIONBHAS CIYXK0a paccMoTpena JOKYMEHTHI,
npeacrasieHHble nucbMoM Munsnpasa Poccnn ot 07.07.2020 Ne 20-4-4133713-c, n
NpUHsIA pelieHne 00 OTKa3e B COIIACOBAHMM MPENEIbHON OTIYCKHOM LIEHBI, 3asIBICHHON
Ha nepepeructpaunio [TAO «buocuHTE3», Ha CAEAYIOUIMN JIEKAPCTBEHHBIN IpEIapar,
BKJIFOUEHHBIII B TMEPEYEHb >KU3HEHHO HEOOXOJUMBIX M BAXKHEMILIHX JEKapCTBEHHBIX
penaparos:

«Ananpuwuna»y (MHH — «IIponpanonon»), tabnerku, 10 mr, 10 mT. - ynmakoBku
sYEHKOBBIE KOHTYpHBIE (5) — Mayku KapTOHHBIE, B pazmepe 13,45 pyo.

[IpenenbHass OTHYCKHAas I1i€HA HAa YKAa3aHHbIA JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCS 110 CIEAYIOIIMM OCHOBAaHHUSM.

B coorBerctBuM ¢ myHKTOM 41 MeTroaukn pacdera NMpeAesbHBIX OTIYCKHBIX LIEH
IIPOU3BOJUTENEH Ha JIEKAPCTBEHHBIE NPENApPaThl, BKIIOUYECHHBIE B NEPEYEHb KU3HEHHO
HEOOXOMUMBIX W BWKHEWININX  JIEKAPCTBEHHBIM  MpenaparoB,  YTBEPKICHHOU
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nocraHoBiieHreM [IpaButennscTBa Poccutickoit ®enepanun ot 15.09.2015 Ne 979 (nanee
— Meronuka), BeIWYMHA YBEJIMYEHUS 3aPETUCTPUPOBAHHON MPEACIbHON OTITYyCKHOU
[IEHbl Ha JICKAPCTBEHHBIA Npermapar He OJKHA MPEBBIIIATh YPOBEHb (HAKTHUECKOU
UHOISAIUY TPEIIISCTBYIONIET0 KAJICHIapHOTO rofla ¢ YYETOM MPOTHO3UPYEMOTO YPOBHS
UHQISAIUU TEKYIIEero TO/a, YCTaHOBIEHHOTO (QenepaibHbIM 3aKOHOM O (heaepaTbHOM
OIO/KETEe Ha COOTBETCTBYIOIIHMI (PMHAHCOBBIN IO ¥ INTAHOBBIN MEPUOI, OTIPEIETAEMBII IO
COOTBETCTBYIOIIEH (hopMmyre, KOTopas Ha JaTy MpEACTaBICHUS 3asBICHUS B MUH3IpaB
Poccuu cocrasistet 6,13 %.

Bmecte ¢ Tem, mpous3BOAUTENEM 3aSBJICH POCT MPEACIbHOM OTIMYCKHOM ILIEHBI Ha
BBILICYKA3aHHBIN JIEKapCTBEHHBbIN npenapar B pasmepe 10,70 %, To ecTh mpeBbIIarOnIni
NpeAesIbHBIN YPOBEHb (PaKTUUECKOM MHQIISIUU TPEANIECTBYIONIErO KaJeHIapHOTO roja ¢
Y4ETOM TMPOTHO3UPYEMOrOo YPOBHS HHMIALMM TEKyIIEro TojAa, YCTAaHOBJIEHHOIO
denepanbHbIM 3aKOHOM O (perrepanibHOM OIOKETe Ha COOTBETCTBYIOIINM (PMHAHCOBBIN IO
U IUIAHOBBIM TEpPHOJ,, YTO MPOTHUBOPEUYUT TPEOOBAHUSIM TMOMAMYHKTAa «a» IMyHKTa 32
[TpaBuir.

B cBs3u C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» IyHKTa 19
[IpaBun, mpeBbIIIEHHE MPEACTABISAEMON Il TOCYJapCTBEHHOW PEruCTpaluy WU
MEPEPETUCTPALMA TPEACIbHON OTIIYyCKHOM LEHBI ITPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HajJ [EHOM, pacCuuTaHHOW B coorBeTcTBMU C [IpaBumamum u Meronukoi,
ABJISICTCS. OCHOBAaHHMEM [II1 OTKa3a B COIVIACOBAHMM TOCYJApCTBEHHOW PETUCTPALNU
IIPEAEIIBHON OTITYCKHOM LIEHBI POU3BOIUTEIIS HA JICKAPCTBEHHBIN MIpENapar.

Mecmo dns nodnucu

A.B. JlonieHko

Ucn.borayueBa Mapuna AnekcaHapoBHA
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