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PEILIEHUE

00 OTKa3e B COIIACOBAHMM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JIEKapCTBEHHbBIE Mpenaparhl, BKIIOYEHHbIE B IEPEUYCHb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPEMAPaTOB

B coorBerctBun ¢ mnyHktom 34 IIpaBun rocyqapCTBEHHOW pErMCTpaldd U
MEePEPETUCTPALIMU TPENEIbHBIX OTHYCKHBIX LIEH IMPOU3BOAUTEIEH Ha JIEKAPCTBEHHBIE
mpenaparbl, BKJIIOYEHHBbIE B IME€PEUCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKAPCTBEHHBIX  IPENapaTroB, YTBEPXKICHHBIX  IOCTaHOBIEHWEM [IpaBuTenbcTBa
Poccuiickoit ®enepauuu ot 29.10.2010 Neo 865 (manee - IlpaBuna), ®enepanbHas
aHTHUMOHOIIOJNIbHAA CIy>K0a paccMoTpena JIOKYMEHTBI, MpEICTaBICHHbIE MUCHMOM
Munsznapasa Poccun ot 18.05.2020 Ne 20-4-4136502-c, u mpuHsiiia pemenne 00 oTkaze B
COMNIACOBAHMM IIPEACIIBHOW OTIIYCKHOM IIEHBI, 3asABJICHHOM Ha MEpPEPErucTpaLuio
JepKaTelieM WIM  BIAQACIBIEM PETUCTPAUMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara OAO «l'eneon Puxrep» (Benrpus), npoussoactsa (Bce ctaann) OAO «l'eneon
Puxtep» (Benrpusi), Ha ciieqyroniuii JekapcTBEHHBIN Mpenapar, BKJIIOYEHHBIN B IEpeYEHb
YKU3HEHHO HEOOXOIUMbIX M BAXKHEUILIMX JIEGKAPCTBEHHBIX MPENapaToB:

OxkcutonuH-Puxrtep (MHH-OxcuTonuh), pacTBop TUTS uHpy3uit u
BHYTpUMBIIIEYHOTO BBeneHusd, 5 ME/miu, 1 Mn - amnynel (5) - ymakoBKH KOHTYpPHbIE
TJTACTHKOBBIE - TAYKU KAPTOHHBIE, B pazmepe 46,48 pyoO.

[IpenenbHass OTIyCKHAasi II€HA Ha BBILICYKAa3aHHBIM JICKAPCTBEHHBIM Mpemnapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

®AC Poccuu BBISIBICEHO, YTO POCT Kypca HAlMOHAJIbHOW BalllOThl TOCYIapCTBa-
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MIPOU3BOJIUTENS JIEKAPCTBEHHOTO IMpenapara K pyosto (BeHrepckuid GOpUHT) 3a MEepUoJl Co
JHS TIoclieHel peructpanuu (nepeperucrpanuu) - 13.05.2019 npenensHON OTIMYCKHOM
LEHbl MPOU3BOJAUTENS Ha JIEKAPCTBEHHBIM mpenapar MO0 OTHOLIEHHI0 K Kypcy
HAallUOHAJIBHOW  BAJIOTHI 10 Jarbl MOJAa4M  JIOKYMEHTOB Ha €€ OYEpPEIHYIO
nepepeructparnuio - 24.04.2020 He MpEBBINIAET MPOTHO3UPYEMBI ypOBEHb HMH(IAINN
TEKyIIeTr0 Toja, YCTAaHOBJIEHHBIN (emepanbHbIM 3aKOHOM O (emepaibHOM OIOKEeTe Ha
COOTBETCTBYIOIIMI (MHAHCOBBIM TOJ ¥ TIJIAHOBBIM TIEPUON, YTO TMPOTUBOPEUHUT
TpeOOBaHUSIM MOMAMYHKTA «a» MyHkTa 50 MeTonuku pacyeTa npeAeibHbIX OTIYCKHBIX LIEH
MPOU3BOJUTEIICH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B MEPEUCHb KU3HEHHO
HEOOXOJUMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX IMpENapaTroB, MPU HUX TOCYAAPCTBEHHOU
pErucTpalid W TepeperucTpaluy, yTBEPKACHHON MocTaHoBiIeHUEeM I[IpaBuTenbCcTBa
Poccuiickoit ®enepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBsI3U ¢ BBILIEHU3I0KEHHBIM, B COOTBETCTBUHU C MOAIIYHKTOM «I» IyHKTa 19 IIpaBun
MPEBBIIIEHUE MPEACTABIAEMON [Ji TOCYIAPCTBEHHON NEPEPETHCTPALMU IPEACIIbHOM
OTIIyCKHOM LIEHBI IPOU3BOJAUTEIIS HA JICKAPCTBEHHBIN Mpenapar HaJl LICHOM, paCCUUTaHHOU
B coorBerctBun C [lpaBmwiiamum u Meronukou, sBISETCS OCHOBAaHHMEM [UIs OTKas3a B
COITIaCOBAHMM  TOCYHAPCTBEHHOM  PETUCTPAlUM  MPENEIbHOM  OTIIYyCKHOW  LIEHBI
MPOU3BOJUTENS HA JIEKAPCTBEHHBIN IIpenapar.

Mecmo dns nodnucu

A.B. JlonieHKo
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