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KRKA,d.d., Nove mesio

Kog Ne: 7C7364 YMPABJIEHVE

MpopyxT: MunnpasoHn TabneTtku ana kouwek, 2x16 mr/ 40  xAvECTBOM
Mr Smarjeska cesta §

Maptusa Ne: SH0291 85071 Novo meslo

[ara npouseogcrea: 02.2020
Hata ucreueHusa

Slovenia
Tel: ++386 7 3312111

cpoKa rofHoCTH: 02.2023 Fax: ++386 7 3211 537
MeTog ananmsza: KPKA
YnaKkoska: 1 %X 2 Tabn. CEPTUDOUKAT
AHAJIN3A
Dara : 10.06.2020
Crpanuua: 1/ 2
Tecr Crneunchukauma PeayﬂETaTbl
Onucanne OBankHole ABCAKOBLINYKNEIS TabNeTKH CoorseTereyeT

O HOPOAHOCTE MaCCH PasAencHLsx TabneTok

CHOPOSHOCTE COARPMAaHA MunsBemuumEa orcuma
ORHOPOAHOCTL COAEPIKANKA NPAsUKBAHTENA

NoanuHHecTs MuabBemuumaa orcuma - BAOKX

MNoanHHOCTE npagukeanTena - BIMXK

PoacreeHusie npumecy munsbemumnKa okcnuma - Mpumecs D
Poacteennble npumecy munbbemuunHa okcuma - [pyrve efuHndEbe
Pogcreenusie npumeck muncfeMuumHa okcuma - Cymma (Mokmoyan
npumecs D)

PoacTeeHHsEE npuMecty npasuksanTena - EauHuvHbe

PoacreetHsle npumecy npasuksanTena - Cymma

KonuuecTteeHKoe onpeaencHue munubemuymHa okeuma
KonuyacTseHHo2 ONpejeneHue npasukeanTena

Pacreopesue - MuneSeMuumHa oKcum

PacreopeéHue - MpasuksasTen
MurpoBuonoruuccras wuctora - OiAM

MurpoBuenorsdeckan yuerora - CKANnr
MuxpoGuonorudeckas wucToTa - E.coli

XOPWYHEBO-KPACHOTO UBETa, NOKPLITLIE NNEROYHCH

ofonoukol, G pUCKOW Ha OLHOK CTOPOHE.

He Sonee, yem Macca ogHoi 1z 30 TabneTox b |
sLxoAuT 32 npegen 85 % - 115 % ot cpeaHoi

MacChbl, N HY OAHE MEcca He BbIXOAWUT 32 Npesen

75 % -125 % ot cpepHei maccel.

Mokasatens npuemnemocty (AV): He Oonee 3.3

15,0%.

[loxasarens npuemnemocty (AV): He Gonee 34

15,0%.

Bpemn yaepxusaHua nuka MmunsGemuumnHa okcuma CocTBeTCTBYET

Ha xpomaTorpaMmMe UCTIBITYEeMOoro pacTsopa (Sas)

COOTBETCTBYET BPeMEHM YAEDNMUBEHUA NuKa

munsGemvumrHa oxcmMa Ha xpomarorpamme

crasaapTHoro pacrsopa (SS).

Bpemna yaepuMBaHua nuKka NpasukeanTena Ha CooTBeTcTRYET
XpoMarorpamme UcnsiTyemoro pacrsopa (Sas)

COOTBETCTBYET BREMEHU YASPNMEBAHUA NiuKa

Npa3nKBaHTENa Ha XPOMaTOrpaMme CTaHAEpTHOro

pacreopa (SS).

He Gonee 3,0 % <=(,30
He Gonee 1,0 % <= (30
He Gonee 4,5 % <=0,30

He Gonee 1,0%

He Bonee 2 %

93% - 105% OT 32ABNEHHOro KoAU4EcTEa
93% - 105% OT 33ABNEHHOr0 KORWYECTEA
He meHee 75 % (Q) ot 3arsneHHoOMO
KONWMECTBa 33 45 MUHYT.

He meHee 75 % (Q) oT 3assneHHero
KONWHECTEA 33 45 MUHYT.

Marcumym 1000 KOE/r

Maxcumym 100 KOE/r

Orcyrerayers 1r

HacToALMM rapaHTIpYeM, TS 43HHas NapTua COOTBETCTBYeT Beem TpeboBannam,

LlaHHE CepTR(AKAT HE CEpIIo UMEET 3NEKTPOHAYIO NOANNCE.

CepTuduiar coaaaH aETOMETANECK) BanuArpOBaHHOR KOMILIOTEPHOM CHCTEMOIL.
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KRKA,d.d., Novo mesto

Kog Ne: 7C7364 YMPABINEHWUE
MpogyxT: Munripa3oH TabneTku ansa xouwek, 2x16 mr/ 40 KAYECTBOM
Mr Smarjeska cesta 6

MapTus Ne: SH0291 8501 Novo mesto

[ara npouseofctea; 02.2020 Slovenia

Oara ucrevyexus Tel: ++386 7 3312 111

CpOKa rogHOCTH: 02.2023 Fax: ++386 7 3211 537

Metopn asanusa: KPKA

YnakoBka: 1 x 2 Tabn. CEPTUOUKAT
AHAITU3A
Oara : 10.06.2020
CrpaHuya: 2/ 2

Tect Cneuudurrauma Pesynbrats!

HanHbi npenapar BeINyCKAETCH B COOTBETCTBUM C TekywumMu TpeboBanuamu GMP,
KPKA, a.4. HoBO MeCTO rapaHTupyeT COOTBETCTBME KauecTsa npenapara no BCeM OCTanbHLIM NoKasarensmM, sKNiYeHHbIM B HE,

Oarta Bbinycka Ha peiHOK: YNPABMNEHUE KAYECTBOM
04.06.2020 Mapuua Bpuap,
P KaHEUAAT hapm. Hayk
(18 KRKA

KRKA,
tovarna zdrovll, d.d..
Novo mesto
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DanHblil C2pTUNKAT Ha CEPUIO MMEET INEKTPOHHYIO NOANUCH,
CepTudukar co3aaH aBTOMATUYECKM BaNULMPOBAHHOR KOMNBLIOTEPHOR CUCTEMON,




