Kog Ne 7D2511
| CenadopT, pacrBop

60mr/0,5mn)

TlapTus Ne 237274

Dara npoussogersa; 05.2020

LlETE WoTeHEHNA

CcpoKka regHoCTY 05.2022

Meron aHanusa; KPKA

Ynakoskea: 1x0,5mn
T

Np02paunscTs U CTENEKL ONANECUEHLIVN XUSKOCTEN

~

CTCNCHL OKPACKU SIKAKOSTRH

ABTHOLTE

floanuHiocTs cenamaruHa - DO

otk ByTunrin poKcHTONYSa

HUE — OTRIOHSHUE CenaMeRTiHa No Macce

PO CTBEHHLIC NPUMECK COAAMAKTHHA - BpUMCcE A
enaMarTuia - apunecs B

| CENAMEKTHA - ADUMECD C

PoscracHibie Ny

Y CENaMaRrTyna - fipumech B}

PoporaeHHsie NPUMESH CenamenTiHa - nieGagq ARyran eguduyHan

figumMect
FoaCcracHHbLIe NpUMEcy CENaMeKTHA ~ CYMMa npuMecel
KenudecTecHncs enpegenenqe Byrtunruapoexcuronyona
TREHHOE CNPE/ENEHNE CANAMEKTUHA (3aaBNeHHOE
r50 paste 60 MrinunaTia)

rudecikan urcrata - QIAM
yueroTa - QRANT
MurpcGuenoruieckas Yrerota - Pseudomonas Aeruginosa

Muzpofuonornsocias

GuonormHeckas wreToTa - Staphylococcus aureus

Creuuduirayus

sl HAPYXKHOTO

npuMeHeHus, 120 mr/mn (oo3upoBka 1 x

KRKA,d.d., Novo mesto

YNPABINEHUE
KAYECTBOM
Smarieska cesta @
8501 Nove masto
Slovenia

Tel: ++386 7 3312111
Fax: ++386 7 3211 557

CEPTUDUKAT
AHATIUSA

Hara: 28.06.2020
Creoanuua 1/ 2

Mpospaunstli pacreop oT GecypeTHOro 30 MeATero

LEBCTa UnK OT BECLBETHOTO 0 KODUYHCEOrG
yaeta, unu or BecupeTHOo A0
KOPUNHEBC-HENTOrS UBeTa, unv o7 fecuBeTHOro
A0 3TNEBHO-MENTOre UsaTa,

Pacreop gomuxer BuiTh npospautbim,
Vcneiryemelit pacteop oxpalwes He Gonee

Pe3yneTarL!

CootseTcTayer

Coorgercrayer
CooreererayeTr

VHTOHCUEHO, YeM sTanoHHell pacreop Y2 vnu BS

wim BY4 unu GY2

Cr (.,820 o/wn no 0,900 r/un
KonuecrseHHoe onpejenatus ABNASTeR
CAHOBPRCMEHNHO CNPCACNCHUSM NOANKWHHCCTY
KonuuecracHHSe CapeaeneHue ABNASTCA
OLHOBPEMEHHO CNPCAENSHUEM NOANVHHOCTH
MoxasaTens npuennemocty (AV): He Dones
15.0 %

He Gonee 2,0 %

He bonec 20 %

He benee 1,5 %

He Gonee 1,5 %

Hea Bonee 1,0%

He Gonec 4.8 %
£0 -
£6,7 mr/nuneTra — 83,2 mr/nunertka

110 % OT 3aXBNSHHOTC KOMMYECTEa

He Gonee 100 KOQE/Mn
He Gonee 10 KOE/un
Otcyrereue B 1 mn
Orcytereve B 1 mn

0,860
CooToeTcraysT

CaorecveTRYCT

1,7

<= 0,30
<= 0,30
<= 0,30
<= 0,30
<=0,30

NREKTEOHNKVIC NoANUCL

1 ANUAVBOBARHOMN KOMALIOTEPHON CUCTaMOIR.



Koa Ne:
MpoLykr;

Maprua Ne:

7D2511

CenadopT, pacTBOp AN HAPYKHOro

NMPUMEHEHUS
60mr/0,5mn)
Z87274

, 120 Mr/mn (gosupoBka 1 x

>

KRKA,d.d., Novo mesto

YNPABIEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

[ara npounsecgctea: 05.2020 Tel: ++386 7 3312 111
[ara ucteyeHun Fax: ++386 7 3211 537
CcpoKa roaHOCTU: 05.2022
MeTog aHanuaa: KPKA CEPTUDUKAT
Ynakoeka: 1x0,5mn AHATIU3A
Hata : 29.06.2020
CrpaHuua : 2/ 2
TecT Cneuudmkauus PeaynbTaTsl

HaHHbIf npenapar BbiNYCKaeTCA B COOTBETCTEUN C Tekywumu TpebosarHuamu GMP.
KPKA, 4.4. HOBO MECTO rapaHTUpyeT COOTBETCTBUE KauecTsa npenapara no BCeM OCTafleHbIM NOKa3aTenaM, BKIKYeHHs M 8 H,

[Lata Bbinycka Ha pbIHOK:
23.06.2020

YMPABITEHUE KAYECTBOM
Bpuruta Myuens,
KaHauaaT apm. Hayk
(PamiVdN
AN TN o

ARKA,

HaHHetit CEpTUUKAT Ha CEpUID MMEET AMEKTPOHHYIO MOANUCDH.

CepTucukaT co34aH aBToMaTUHECKU BANMAMPOBAaHHOM KOMNBIITEPHON CUCTEMO,




