(T4 KRKA

KRKA,d.d., Novo mesto

Kog Ne: 7A8595 OTOENEHWE
MNpoaykT: Mwusninpa3oH TabnerTku ons xouuek, 2x4 mr/ 10 YMPABNEHUA
M KAYECTBOM
MapTtus Ne: SE8882 Smarjeska cestz 6
Oara npoussocacTsa: 12.2018 8501 Novo mesto
[aTa ncreveHus Slovenia
CROKa rogHOCTH: 12.2021 Tel: ++386 7 3312 111
MeTop aHanusa: KPKA Fax: ++386 7 3211 573
Ynakoska: 1 x 2 raén.
CEPTUDUKAT
AHAINA3A
Oara:28.08.2019
Ctpanuuyza: 1/ 2
Tect Cneuudukauums PesynbTatsi
Onucakue OBanbHele ABOAKOBbBINYKNbIE Tabnerku COOTBETCTByBT

OAHOPOAHOCTE MACCH pasgeneHHbIX TabneTok

OAHOPOAHOCTL COAEPKAHNA MUNBEEMULIMHE OKCUMa
OaHOPOAHOCTL COAEPXKAHUA NpasuksaHTena

MognuHHOCTL MUNsBemuumMHa oxcruma - BaMX

MNoanoHHOCTL NpasuksanTena - BAOXX

PoAcTeeHHbIE NpUMecH MunbGeMuLMRa okeuma - Mpumecs D
PoacTseHHbIe npuMecy MunsGeMuLMHa okcuma - [pyrue esnHuHbIe
PoscTeeHHble npumecy MunsBeMuLMHa oxcuma - CymmMa (MCKnouas
npumecs D)

PoacraenHbie npumecy npasukearTena - EguHuYHbIe

PopacraeHdsie npuMecy NnpasukeaxTena - Cymma

KonuuecTaeHHoe onpejenexue MunbBeMuLmMHa okcuma
KonudecTserHoe onpejeneHue npasuksaHTena

PacTecpexune MunsBemMuLUHa okcuMa

PacTsopeHue npasuksarTena
MukpoBuonorudeckas uuctota - OKAM

MukpoBuonoruseckan yucrora - QKON
MukpoBuonoruyeckas yucroTa - E.coli

KOPUYHEBO-KENTOrC UBETa, NOKPLITHIE NNEHOYHOM
oGono4koi, ¢ pUCKOl Ha OAHOIA CTOPOHE,

He Sonee, yem macca ogHo ua 30 TabneTok
BBIXOAUT 32 npeaen 85%-115% or cpeaHeir maces),
¥ HU OfiHa mMacca He BLIXOAUT 3a npegen
75%-125% OT cpegHelt Maccel.

MNoxkasaTtens npuemnemoctu (AV): He Bonee 58
15,0%.

Mokasatens npyvemnemocTu (AV): He Gonee 49
15,0%.

Bpewma yaepuuBarns nuka Muns6emMuumuHa okcuma
Ha XpoMaTorpaMMe UCNkITyeMoro pacTeopa
(SaS)cooTBETCTBYET BPEMEHU YASPKUSAHUA NUKa
MunbGemMuLKHa oKcrMa Ha XpoMaTorpaMmme
CTaHgapTHoro pacTeopa (SS).

Bpema yaepxusaHus nuka npasukeaHTena Ha
Xpomartorpamme UcnbITyemoro pacteopa (Sas)
COOTBETCTBYET BPEMEHU YA ESPKUBAKUA NUKA
NpasuKsaHTeNa Ha XxpoMarorpamme CTaHaapTHOro
pactsopa (SS).

He Bonee 3,0 %

He Bonee 1,0 %

He Bonee 4,5 %

CooTseTcTYeT *1

CootsercteyeT

CooTeercrayer

He Bonee 1,0 %

He Gonee 2 %

93%-105% 0T 3aABNEHHOro KONMU4YecTEa.
93%-105% OT 3aABNEHHOro KONM4YecTea.
He meHee 75%(Q) oT sansneHHoro
KONMYECTBA 33 45 MUHYT.

He Meree 75%(Q) oT 3aseneHHoro
Konuyecrsa 3a 45 MuHyT.

Makcumym 1000 KOE/r

Maxcumym 100 KOE/r NI ;
OrcyreteyeTB 11 =25 =

"1 TecTuposakke He NPOBOAWTCA Ha KaYNEOR NapTUM (NPOrPamMMa MORUTOPVHTA NDEAYCMATPNEACT TECTUPOBAHNE KaK MUHUMYM OfHOW NapTuK B rog).
HacToswwm rapanTipyen, YTo AaHHasA NapTUA COCTBETCTBYET Been TpebosaHusm.

HakHbinl cepTudmkaT cepuy UMEET 3NEKTPOHHYIC NOANUCS,

CepTuthukar Co3AaH GBTOMATUYECKN BANMANPOBAHHON KOMNLIOTEPHONH NPOrPaMMOi.
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*2 Tectuposanue He NPOBOAWTCA Ha Kapnol na

HacToAawum rapaHTupyem, YTo AaHHaA NapTUA COOTBETCTRYET BCeM TpeBoBaHusM.

pTUY (NPOrpamMmMa MOHUTOPUHIE NPEAYCMATPUBAET TECTUPOBARMUE KAK MUKUMYM OAHOIR NapTUH & rog).

[aHHbili npenapar ss6inyckaeTca B COOTBETCTBUM C Texkywumu Tpeboaanuamyu GMP.
KPKA, p.4. HoBO MECTO rapaHTupyeT COOTBETCTEME KavecTsa npenapata no BCeM CCTaNbHLIM NMeKazaTensam, BKNKYeHHsM 8 HI.

[laTa Bbinycka Ha pLIHOK:

11.07.2019

OTAENEHWE YMPABNEHUA KAYECTBOM

Mapus Buguu,

KaHAUAaT ap. HayK

IR

DaHHbli CepTUdDUKaT Cepyy UMEET 3NEKTDOHRYK NOANMCS.

CepTudiKaT CosAaH @BTOMATUYECKM BANUAUPOBAKHON KOMNLIOTEPHOI NPOrpaMMOoi.



