(4 KRKA

KRKA,d.d., Novo mesto

Kog Ne: 783925 OTAENEHUNE
MpoaykT: Nexuren TabneTkv ana Kowek 230mr/20mr, Ne2  ynpPABNEHUA
[TapTusa Ne: SE5755 KAYECTBOM
Jata sbinycka: 02.2018 Smarjeska cesta 6
[ata ucteyderun 8501 Novo mesto
CpoKka rogHOCTH: 02.2021 Slovenia
MeToa aHanusa: KPKA Tel: ++386 7 3313 333
Ynakoska: 1 x 2 Taén. Fax: ++386 7 3312 086
CEPTUDUKAT
AHAIASA
Lata:23.04.2019
CtpaHuya: 1/ 2
Tect Cneyudukaumns PesynbTaThl
OnucaHue OsBankHble ABOAKOBbLINYKbIE TabneTtku Benoro unu COOTBETCTByeT

noytu 6enoro UBET2, C PUCKOM Ha OJHON CTOPOHE.

He Bonee yem oaHa U3 30 Macc MOXET BeiXOAUTb 3@ CooTBETCTBYET
npesensl 85% - 115% OT cpefHel Maccel, U HU OAHa

Macca He A0MKHA BbIXOAUTL 3a npegens! 75% -

125% OT ¢pefHeir macesl.

OLHOPORHOCTE MACChl U3MENBYSHHLIX TabneTok

OAHOPOAHOCTE 84UHUL A03UPOBAHUSA - O4HOPOAHOCTL COAEDKaHUA Mokasarens npuemnemoctu (AV): He Sonee 3,3

npasuksanTena 15,0%.

OAHOPOAHOCTL 84 UHUL J03VPOBaHUA - 04 HOPOAHOCTE COABPKAHUA MNokasaTtens npueMnemocty (AV): He Bonee 3,3

nupaxrena amboxara 15,0%.

MoanuHHOCTE NpasuksasTena- BOXX KonuuyecTeenHoe onpegenesine ABnseTcs CooTseTcTayeTt
OLHOBPEMEHHO onpejeneHueM NoANNHHOCTH,

MognuHHoCTs nupaKrTena ambonaTa-BIXX KonuuectserHoe onpegeneHue ABNAETCR CoorsercrayeT

OLHOBPEMEHHO onpejeneHueM NognUHHOCTH.

NocroporHue NPUMEcK NPAasuKBaHTeNa- eAUHUYHBIE He Gonee 1,0 % <=(,30
MOCT UPUHHME HPUMECH [IDASUKBAHENE - CyMMa He Gonee 3,0 % <= (0,30
MocTopeHHUe ApUMeck nupaHTena aMboHaTa - AUHMUYHbIE He Gonee 1,0 % <=0,30
MocroporHue fipumecy nupaHTena amBoHara - cymma He Gornee 2,0 % <=0,30
CopepxaHue npasukeadTena (3aABneHHoe coaepxaHue 95 % - 105 % OT 3aABNEHHOTO COAEPKAHUA 100
npasuxkeanTena-20 mr)

CopepaHue nuparTena smboxaTa (3asBneHHoe cogepkanie 85 % - 105 % OT 33fBNEHHOMO CoAepXaHus 101
nupanTena smbonata: 230 mr)

PacTeoperue NpasukeaHTena He meree 75% (Q) % ot 3assneHHoro 97 -98

cofepyaHua 3a 45 MUHyT.

He meHee 75% (Q) % oT 3aaAsneHHoro
copepXaHus 33 45 MUHyT.

He Sonee 1000 KOE/r

PacTsopeHue nupaxTena amBoHaTa

MukpoBuronorudeckas yucrora - ObLyee Konu4ecTso
KU3HECNOCOoOHbIX 23pofHBIX MuKpoopraHusmos:- OKAM /N
e Gonee 100 KOE/r </2/<10

Mukpobuonoruueckan uucToTa - ObLee KoMMUecTBo )
XU3HecnocobHbIX a3pobHbIX MUKpoopraHusmos: CKAMT O : 2 o
Mukpobuonorudackas uucrora - Escherichia coli

orcyreTeyere 1 r. = ©' ‘CoorseTcTayeT T .

Oannblii CepTUUKAT 2HaNU3a UMEET SMEKTPOHHYIO NOANUCH.
CeprucukaT co3aaH aBTOMaTU4ECKY BaNUAUPOBAHHON KOMNBLIOTEPHOR NparpaMMoi.



(T4 KRKA

KRKA d.d., Novo mesto

Kog Ne: 783825 OTHOENEHUE

Mpoay«T: OexuHen Tabrietku anga kowek 230mr/20mr, Ne2  ynPABREHUA

MaprTus Ne: SE5S755 KAYECTBOM

Hata eeinycka: 02.2019 Smarjeska cesta 8

Nata uctederun 8501 Novo mesto

CpOKa rofHOCT!: 02.2021 Slovenia

MeTopg aHanusa: KPKA Tel: ++386 7 3313 333

YnakoBsKa: 1x 2 1abn. Fax: ++386 7 3312 086
CEPTUDUKAT
AHANMUASA

Larva :23.04.201¢
Crpatuua: 2/ 2

TecT Creuudukauyus Pesynbrarh!

DarHbiit Npenapar sbINyCcKaeTCA B COOTBETCTRUM € Tekymmy TpeGosaHuamy GMP.
KPKA, 4.4. Hos0 MecTo rapaHTupyeT COOTBETCTEeUE KaYeCTBa NPenapara no BCeM OCTanbHLIM NOXasaTenam, sknoyexHbiM B HE.

[ara sbinycka Ha psIHOK: OTAENEHUE YTNPABIEHWA KAYECTBOM
08.04.2019 Mapuua Bpuap,
KaHAUAAT hapM. HayK

LaHHslit cepTUuKaT aHanuaa UMeeT 3NeKTPORHYI0 NOANUChH.
CepTUdUKET CO342H ABTOMATUHECKM BaNWAMPOBaHHON KOMNBIOTEPHONR NporpamMMo.



