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PEIIEHUE
00 OTKa3e B COMTACOBAHUHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIEH
Ha JICKapCTBEHHBIC MTPENaparhl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX MIPENApaToB

B coorBerctBunm ¢ myHkTtoM 34 IlpaBun rocynapCTBEHHOM pETMCTpaluy |
IIEPEPETUCTPALIMN TPEIEIBbHBIX OTHYCKHBIX IIEH IPOU3BOAUTEIEH HAa JIEKAPCTBEHHBIE
npenaparbl, BKJIIOYEHHbIE B IME€PEUYCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKAPCTBEHHBIX  IPENaparoB, YTBEPKACHHBIX  ITOCTaHOBIEHWEM [IpaBuTenbcTBa
Poccuiickoit ®denepannu ot 29.10.2010 Ne 865 (manee — IlpaBuna), denepanbHas
aHTUMOHOIIOJIbHAS  CIy»0a paccMoTpena JOKYMEHTBI, IIPEJICTaBIEHHbIE MHUChMOM
Mumnsznpasa Poccun ot 15.07.2020 Ne 20-4-4140480-c, 1 npuHsiyia pelieHre o0 oTkaze B
COITIACOBAHUM IIPEJECIBbHON OTIIYCKHOW LIEHBI, 3asBJIEHHOM Ha nepeperucrpauuto Hmka
Jlaboparopu3 Jlumuten (Uuaus), Ha ciaenyomuil JeKapCcTBEHHBIN Mpernapar, BKIIOYCHHBIN
B IIEPEUYCHb KU3HEHHO HEOOXOIMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB:

«ITupanren» (MHH — «IlupanTten»), Tabnetku, 250 mr, 3 mrt. - ctpunsi (1) - mauku
KapTOHHBIE, B pazmepe 18,30 pyo.

[IpenenbHas OTHYCKHAsl II€HA Ha BBINIEYKa3aHHBIM JIEKAPCTBEHHBIM IIpenapar He
COINIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennn s3xoHoMuYeckoro ananmnsa ®AC Poccun BBIABIEHO, YTO COITIACHO
MPE/ICTABIEHHBIM JOKYMEHTAM CpeJHEB3BElIeHHas (hakTHuecKas 1eHa BBO3a YKa3aHHOI'O
JIEKapCTBEHHOTO Tpernapara 3a OTYETHBIM mepuoj Obla HUXKE 3aperucTpPUpPOBAHHON Ha
ATOT MEPUOJ LIEHBI 0oJiee YeM Ha MPOTHO3UPYEMbIN YPOBEHb UH(IIAIIMH, YCTAaHOBICHHBIN
Ha Tekymwmii roa (3 %), 4TO MPOTUBOPEUUT TPEOOBAHMUSIM MOANMYHKTa «O» myHKTa 50
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Mertonuku pacdeTra NpEAeNbHBIX OTIMYCKHBIX LEH MPOU3BOAUTEIECH Ha JIEKAPCTBEHHBIC
mpernaparbl, BKJIIOYEHHbIE B TME€PEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX
JIEKapCTBEHHBIX  IpemnaparoB,  YTBEPXKACHHOW  mocTraHoBieHueM  lIpaBurenscrBa
Poccuiickoit @enepanuu ot 15.09.2015 Ne 979 (nanee — Meronuka).

CormacHO cBeIEHUsIM, NPEACTAaBICHHBIM 1O mnpuioxeHuto Ne3 k Meroauke,
3asBJICHHAs NPEIEIbHAs OTIIYCKHAs LI€HA TPOU3BOAMUTENS HA YKA3aHHBIM JIEKAPCTBEHHBIN
npenapar BbIIIE MUHUMAJIbHOM OTIYCKHOW LEHbI Hpous3BoautTenss B Muaum (cTpaHe
IIPOU3BOJCTBA) (C YyY4ETOM pPACXOAOB, CBSI3AHHBIX C TaMOXKEHHBIM OQOPMIIEHUEM), YTO
IPOTUBOPEYUT TPEOOBAHUAM MOAMYHKTA «B» MyHKTa 50 MeToauku.

Kpome Toro, 3asBiicHHAs BEIUYMHA YBEIUYECHUS 3apETUCTPUPOBAHHON MIPEAEIBHOM
OTIYCKHOM II€Hbl Ha BBILIEYKa3aHHbIN JIEKapCTBEHHBIN mpenapar (48,66%) mpeBblliaeT
JOMYCTUMYIO BEJIMUMHY yBenuueHus (He Oosnee 3%) 3aperucTpupoBaHHON MNpeaenbHON
OTITyCKHOM IIEHBI, YTO MPOTUBOPEUUT TPEOOBAHUAM MyHKTA 52 MeTonuKH.

B cBs3u C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» IyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMOW JUISI  TOCYAAPCTBEHHOM IEpEpPEruCcTpalu
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
paccunTtaHHOU B coOTBEeTCTBHM C [IpaBuimamu u MeTOOUKOMU, SIBIISIETCSI OCHOBAHUEM IS
OTKa3a B CONIACOBAaHHWM T'OCYIAPCTBEHHOW PETHCTPALUMU NPEACIBHONW OTITYCKHOM LIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.

Mecmo dns nodnucu
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