3anpoc uapopmanuu

B cBs3u ¢ HEOOXOMMMOCTBIO YTOYHEHHUS CBEIACHUM, COAEPNKAIIUXCS B JIOKYMEHTaXx,
npeacraBieHHbIX 3A0 «®apmuentp BWJIAP» 11 rocymapcTBeHHOW NepeperucTpanuu
MpeAeIbHOW OTIYCKHOW II€Hbl Ha JIEKapCTBEHHBIM mpenapar «AsutanuHun», denepanpHas
AHTUMOHOTIONIbHAST CIy’k0a B cooTBeTCTBUM C myHKToM 10 IlpaBun rocymapcTBEeHHOM
pErucTpaliii U TNEPEPErucTpallii  yCTAHABIMBAEMBIX ITPOU3BOJUTEIISIMU JICKAPCTBEHHBIX
[IPENapaToB NPEACIbHBIX OTIYCKHBIX ILIEH Ha JIEKAPCTBEHHbIC MpEnaparhbl, BKJIIOYEHHBIC B
NepeYeHb KU3HEHHO HEOOXOUMBIX U BAXKHEUIINX JIEKAPCTBEHHBIX MPEMApaTOB, YTBEPIKICHHBIX
nocranoBnenueM I[IpaButensctBa Poccuiickoit ®@eneparuu ot 29.10.2010 Ne 865 (manee -
[IpaBuna), npocut B_cpok a0 10.02.2017 mnpeacrasutb B GAC Poccun komuu TOBapHO-
TPAHCTIOPTHBIX HAKJIQJHBIX C HAMOOJBIITUM yCIEHBIM BECOM B 00bEME pealli3aliu 3a IEPUOJ C
JaThl TpUKa3za O perucrpauuu (MepeperucTpaluu) Mo JaTy T[OoAayd 3asBICHUS Ha
MEPEPETUCTPALIMIO HA BBIIICYKAa3aHHBIN JIEKAPCTBEHHBIN Ipernapar, a TaKXe PEeecTp OTIPY30K
YKa3aHHOTO Tpernapara (Ha 3JIeKTPOHHBIN ajpec <...>).

HampaBnsieMble JOKYMEHTBI JOJKHBI OBITh 3aBEPEHBI, MPOIIUTHI U MPEACTABICHBI C
CONPOBOAUTENBHBIM MUCBMOM B YKa3aHHBIM Cpok. B coorBerctBum ¢ myHkTtoMm 10 IlpaBnn
HENOCTYIUIEHUE B IIpelesax yCTAHOBIEHHOTO CpOKa 3alpoOLICHHOW JOKYMEHTAaJIbHO
opopmiieHHONH HMH(MOpPMAIIMK SIBISIETCSI OCHOBAaHHWEM [UJIsl OTKa3a B COIIACOBAHWU IPENeTbHOU
OTIYCKHOM II€HBI TPOU3BOIUTEIISI HA JIEKAPCTBEHHBIN MpEmapar.

®OAC Poccum AOBOIMUT 10 CBEAEHUS, YTO B COOTBETCTBMM C MyHKTOM 25 IIpaBun
®denepasibHasi aHTUMOHOIIONbHAS CIIy’)kKOa OTMEHSIET PElIeHHe O COIIACOBAHHWH TPEICIIbHON
OTIYCKHOM LIEHBI IPOU3BOJUTEIISI HA JIEKAPCTBEHHBIM MpEnapar, €CJIM MOCJIe TPUHATUS TaKOTO
pEelIeHUs] YCTaHOBIIEHO, YTO JEPIKAaTEIEM WJIM BIIAJIEIbLEM PETUCTPALUOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOIO Ipenapara (ymoJIHOMOUYEHHBIM UM JIMIIOM) ObLIM MPEICTABICHBI MOBIHSBIINE
Ha Pe3yJIbTaT PELIECHNs HETOCTOBEPHBIE CBEICHMUS.
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