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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 ®enepauun ot 29.10.2010 Ne 865 (manee— IlpaBuna), denepanbpHas
AHTUMOHOIIOJIbHAS  CIy»0a paccMoTpena JOKYMEHTBHI, TPEICTaBICHHBIE MHUCHMOM
Munsznpasa Poccun ot 18.05.2020 Ne 20-4-4136403-c, u mpuHsia 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:

lTopnokc (MHH - AnpoTuHuH), pacTBOp JJii BHYTPUBEHHOTO BBEJICHMS,
10000 KUE/mi, 10 mut - ammyssl (5) - mauky KapTOHHBIE, B pazMepe 878,63 pyo.

[IpenenbHass OTIyCKHAas II€HA Ha BBILICYKAa3aHHBIM JICKAPCTBEHHBIM Mpemnapar He
CONNIACOBBIBAETCA 110 CIEAYIOLIUM OCHOBAHUSM.

®AC Poccum BBISIBIEHO, YTO POCT Kypca HAlMOHAJbHOM BalllOThl TOCYAAapCTBa-
IPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpernapara K pyosio (BeHrepckuii (OpuHT) 3a MEePHOJ CO
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JHA mocienHe peructpanuu (nepepeructpanuu) (13.05.2019) npenenbHOM OTIYCKHON
LEHbl MPOU3BOJAUTENSl Ha JIEKAPCTBEHHBIM mpenapar MO OTHOLIEHHID K Kypcy
HAallUOHAJIBHOW  BAJIOTHI 10 Jarbl MOJAa4M  JIOKYMEHTOB Ha €€  OYEPEIHYIO
nepepeructparuio (24.04.2020) He mpeBbIMIa€T MPOTHOZUPYEMBIH YPOBEHb WHOISAIIUU
TEKyIIero roja, yCTaHOBJIEHHBIN (enepanbHbIM 3aKOHOM O (emepasbHOM OrOKEeTe Ha
COOTBETCTBYIONNI (MHAHCOBBIA TOA ¥ TUIAHOBBIA TIEPHOJ, YTO TPOTUBOPECUUT
TpeOOBaHUSIM MOMAMYHKTa «a» MyHkTa 50 MeTonuku pacyeTa npeAeibHbIX OTITYCKHBIX LIEH
MPOU3BOAUTENIEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOJUMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX MPENapaTroB, MPU HUX TOCYAAPCTBEHHOU
pErucTpalliid W TepeperucTpalum, yTBEpPKACHHON mocTaHoBiIeHUEeM I[IpaBuTenbCcTBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBsI3u ¢ BBINIEU3I0KEHHBIM, B COOTBETCTBUU C MOAIYHKTOM «T» myHKTa 19 [IpaBun
MPEBBINIEHUE TMPEACTABIAEMON [JI1 TOCYIAPCTBEHHON NEPEPETHCTPALMU IPEACIBHOM
OTITyCKHOM LIEHBI IPOM3BOAUTENS HA JICKAPCTBEHHBIN MpENapar HaJl HEHOW, paCCYNTAHHOU
B coorBerctBun C IlpaBuiiamum u Meronukou, sBIS€TCS OCHOBAaHMEM JUIs OTKas3a B
COITIaCOBAHUM  TOCYJAPCTBEHHOM  PETUCTPAllUM  IPENEIIbHOM  OTIIYyCKHOW  LIEHBI
MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.

Mecmo dns nodnucu
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