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PEILIEHUE

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

B coorBerctBuu ¢ nyHktoM 34 IlpaBun TrocyJapCTBEHHOM pETrUCTpalud U
NEPEPETUCTPALIMN TPEAEIBHBIX OTIYCKHBIX LI€H MPOU3BOAUTENEH Ha JIEKAPCTBEHHbIE
npenaparbl, BKJIOYEHHbIE B IE€PEUYCHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX  NPEnaparoB, yTBEPXKIEHHbIX  MOcCTaHOBieHHeM [IpaBuTenbcTBa
Poccuiickoit ®enepauru ot 29.10.2010 Ne 865 (manee— IlpaBuna), denepanbHas
aHTUMOHOIIOJIbHAS ~ CIy»*0a paccMoTpena JOKYMEHTBI, MPEJCTaBIECHHbIE MHUChMOM
Mun3sapaBa Poccun ot 15.05.2020 Ne 20-4-4136366-c, u nipuHsia pernieHue 006 oTkase B
COMNIACOBAaHUM TIPEACIIBHOM OTIYCKHOM II€HBI, 3asBJICHHOW Ha MEpPEepPErucTpalumo
JepKaTelieM WM  BIQACNIBIEM PETUCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara OAO «I'eneon Puxtep» (Benrpus), npoussojactsa (Bce ctaann) OAO «l'eneon
Puxtep» (Benrpusi), Ha cienyroniuii 1ekapcTBEHHBIN Mpenapar, BKIIOYEHHBIN B TIEpeYCHb
KU3HEHHO HEOOXOMUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPEIapaToB:

Hopxonyr (MHH-Hopatucrepon), tabnerku, 5 mr, 10 mT. - ymakoBKH SYEHKOBBIC
KOHTYpHBIE (2) - HaYKl KapTOHHBIE, B pazMepe 99,42 py0.

IIpenenbHass OTHYCKHAasl LieHAa HA BBINICYKAa3aHHBIM JIEKAPCTBEHHBIA IIpErapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

®AC Poccum BBIFBIEHO, YTO POCT Kypca HAIMOHAJIBHOM BaJIIOTHI TOCYAApCTBa-
MIPOU3BOAUTENS JIEKAPCTBEHHOTO Mpenapara K pyonto (BeHrepckuit opuHT) 3a MEepUoj 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 mpeBbIIIACT MPOTHO3UPYEMBIN YpOBEHb HUH(IAINAU
TEKyIIero roja, yCTaHOBJIEHHBIN (enepanbHbIM 3aKOHOM O (emepasbHOM OrOKEeTe Ha
COOTBETCTBYIONMI ()MHAHCOBBIM TOA ¥ TUIAHOBBIA TIEPHOJ, YTO MPOTUBOPECUUT
TpeOOBaHUSIM MOMAIMYHKTa «ay» MyHkTa 50 MeTonuku pacyeTa npeielbHbIX OTIYCKHBIX IIEH
MPOU3BOJAUTENIEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOJUMBIX M BaXXHEHIIUX JIEKAPCTBEHHBIX IMPENapaToB, MPU HUX TOCYAaPCTBEHHOU
pErucTpalliid W TepeperucTpalum, yTBEpPKACHHON mocTaHoBiIeHUEeM I[IpaBuTenbCcTBa
Poccuiickoit ®eneparuu ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B cBsi3u ¢ BBIIEN3I0KEHHBIM, B COOTBETCTBHH C TOJITYHKTOM «T» myHKTa 19 [IpaBun
MPEBBINIEHUE MPEACTABIAEMON [JI1 TOCYIAPCTBEHHON NEPEPETHCTPALMU IPEACIBHOU
OTITYCKHOM LIEHBI IPOM3BOAUTENS HA JICKAPCTBEHHBIN MpeEnapar HaJl HEHOW, paCCYNTAHHOU
B coorBerctBun C [lpaBuiiamum u Meronukou, sBISI€TCS OCHOBAaHHMEM JUIs OTKas3a B
COITIaCOBAHMM  TOCYIAPCTBEHHOM  PETUCTPAlUM  IPENEIIbHOM  OTIIYyCKHOW  LIEHBI
MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.
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