Kog Ne: 7C5387
MpogyxT:
MapTtus Ne; SF443%
Lata npoussogcrea: 10.2018
[aTa ucrevenus

Mapdpnokcun Tabnetku, 20 mr Ne10

KRKA,d.d., Novo mesto

YMNPABNEHYE
KAYECTBOM
Smarjeska castz 6
8501 Novo mesto
Slovenia

CPOoKa rofHOCTH: 10.2022 Tel: ++386 7 3312 111
MeTon aHanusa; KPKA Fax: ++386 7 3211 537
Ynakoska: 1 % 10 rabn.
CEPTADUKAT
AHANAIA
DaTta:19.12.2019
Crpanuua: 1/ 1
Tect Creyudukanus PeayneraTsl
Onucanue Kpyrnsie gBOAKOBLINYKITEIE MPaMOPHbIE TaBneTku Coorsercrayer
BnesHoro KOpUYHEBO-XKENTOTO LIBETA C (hACKOR 1
C BC3MOXHBIMY TEMHEIMU 1 GenbiMU BKpanneHuamy,
C pycKol Ha og4HOl CTopoHe.
OxuHopofHOCTS No Macce pasaeneHHbix TabneTox He Gonee opHoii ua 30 Mace HaxoAUTCA 33 CootsercrayeT 1
npejenamu 85% - 115% oT cpeHel Maccsl, 1 Hu
OfHa MaCcCa He HaxoauTes 3a npegenamu 75% -
125% ov cpepHen Macesl.
QaHOPORHOCTE SAKHUL A03UDOBEHUR-0HOPOAHOCTL COAEPKIHUS Kpvrepuit npuemnemoctu (AV):He Bonee 15,0 25
vapbodnokcaunHa
AopnurHocTe mapbonokcauuna - BSXX KonuuecreerHoe onpeaenerue npeacrasnaer CoorseTcreyet
coboll ofHOBPEMEHHO ONPEAENEHUE NOAMWKHOCTH,
NognukHoCcTL MapBodnokcayubta - TCX CooTseTeTBYeT TREDOBERUAM K MCNLITAHUIO B Cootsercrayer *1
aHanuTU4ecKol MeToauke.
MoCTOPOHHUE NPUMECH - 84MHUYHbIE He Gonee 1,0 % <=0,30
flocTopoxHne npumecy - obliee CosepxaHue He Gonee 2,5 % <=0,30
Coaepxanie mapbognokcaymia 95 - 105 % oT 3asBNeHHOoro KonuuecTaa 100
Pacreoperiue mapbohnokcauuna He neHee B0%(Q)orT sansnenHoro 98 -100
Konudecrea 3a 30MuHYT
MukpcBronoriueckas wactora - OKAM He Gonee 1000 KOE/r 0 *1
Mukpobuionornieckas wyuctoTa - QKON He Gonee 100 KOE/r 0 1
WkpoBuonoruyeckan wuerora - Escherichia cali Oreytereyers 1 r CooTBeTCTaYET ™1

"1 TecTuporaHie He NPOBOAMTCS Ha K2W/,0f NapTUy (Nporpamma MOHUTOPUHIa NPEAYCMATPUBAET TECTUPOBAHKE Kak MUHAMYM OLHOU NapTuu B roa}.
HacToawyn rapaHTupyen, YTo SaHHas NapTuA COOTBETCTEYET BCeM TpeboRaHuAM.

faHHeli npenapar BeiNyCKkaeTCa B COOTBETCTBUM C TeKylmmu Tpebosanuamu GMP.

KPKA, 4.4. HOS0 MECTO rapaHTUpYeT COOTEETCTBME Ka4eCTEa NPENapara o BCEM OCTaNbHbLIM nokasaTensam, BKIYEHHbIM B8 HA,

[aTz Bbinycka Ha DbIHOK:
18.12.2019
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OaHHbli CEpTUCUKAT HA CEPUID UMEET SMEKTPOHHY NOANKUCE,

CepTudiukar co3aaH aBTOMaTHUYECKM BannaNDOBaHHONK KOMNBIOTEPHON CUCTEMO.



