SANDO

Ne: 0806221558

A Novariis
‘Division

__ CeprudikaT BigrniosigHocTi

QdhopmneHo:

Bepoewkosa 57

1526 wbnsana

CnoeeHisn

Ten.. +386 1 5802111
‘Makec.: +386 1 5683517
www . lek. si

JliueHsist Ha BUPOBHULITES:
800-12/2021-9

Nex ®apmaleBTMuHa KomMnaHnis 4.4,

Haaga matepiany:

KETOHAI 100MI/2MJT 1011AM YKP

ToprisentHa Ha3Bea: KETOHAJII®
Cwuna gilfakTUBHICTb: 100 MI'/ 2 M
Nikapcbka opma: PO34YMH ONS IHEKUIN
TUN ynakoBxu:. AMIMYNA
Poawmip ynakoBku: 10 WT x 2 MJT
“Ne Matepiany: 899151 Tun Bunycky: CEPTUDIKALIA CEPII
Ne cepii Cangos:: MC9333
HAaTta Bupo6uunuTEa: 12-KBI-2022 Harta sunycky: 08-UEP-2022
‘Tepmin npugaTHocTi: 31-BEP-2025 Kinbkicrb: 21840 YT
Bupo6Huya ginbHuus: NEK ®APMALIEBTUYHA Homep niuenaii: 800-12/2021-9
KOMMNAHIA A.4.
BEPOBLIKOBA 57
1526 NIOBNAHA
‘CnoBeHis
HifbHuUs BANYCKY: NEK ®APMALIEEBTUYHA Homep niuenaii: 800-12/2021-9
KOMNAHIA a.4.
BEPOBLUKOBA 57
H/A
1526 NKOBNAHA
RinBHUUA TecTyBaHHS: NEK ®PAPMALIEBTUUHA Homep niuexsii: 800-12/2021-9
| KOMMAHIA 0.0.
BEPOBLWKOBA 57
H/A
1526 JIKOBNAHA
‘CnoseHin N )
| Kpaina-imnoprep: Homep Peectpauinioro nocBigueHHs:
Ykpaiva uass2ovnr o
KomnoHeHTu:

| -'Haasa mMaTepiany:
Ne martepiany:

BupoGHuya ainbHuus:

KETOMPOOEH 3A IHXX. 3X0K|
0201452  AKTUBH. hapM. iHrpegicHT Cepin Ne:

UXKEL35TH PEVBOY dAPMACBIOTUKAN Ko,
nra.

HAHBAHCAH POY/ Ne 18

NIHXAN NAPK

317016 TAVYKOY

Kvutai

CN0210508

B622690

“3aBIPEHO eneKTPOHHWM Mgy
Canpf03

Brgpe 1967 419 290642

oM BIANOBIAHO A0 CTaHAAPTIB eTIeKTPOHHMX Nianucis




Od¢ropmneHo:

SANDO 'E'iﬁgi“;a,f“s Nek ®PapmMaueBTdHa KOMNaHis g.4a.

Ne: 0806221558

BepoewkoBa 57

1526 JliobBnaua.

CnoBeHis

Ten.: +386-1 5802111
Pakc.: +386 1 5683517
www, lek. si

Niyensia Ha BUPOBHULTBG:
800-12/2021-9

CepTudikaT BignosigHocTi

Hazea maTepiany:

Toprosa Ha3Ba:
Ne marepiany:

KETOHAJ 100MI/2MIT 1011AM YKP
KETOHAN®
899151 Ne cepil Cangoa: MC9333

KoMnoHeHTu:

Haszsa matepiany:

Ne maTtepiany:

3araneHa KinoKicTb in bulk:
BupobHuua ainbuuya:

KETOMPO®EH NIAM 100MI/2MI CI03 MC 03
42024412 [poaykT in bulk Cepin Ne: MC3819

425091 WIT

NEK ®APMALEBTUYHA NiueH3zin Ne: 800-12/2021-9
KOMNAHIA A.4.

BEPOBLUKOBA 57

1526 JTIOBNAHA
‘CnoBeHis

NonoxeHHsa npo ceptudikalito

Lium nigreepapkyto, Wo HagaHa iHhopmaLlisi € JOCTOBRIPHO | TOUHOID: Lis cepist rotoBOro. nikapcekoro 3acoby
Oyna BurotoBreHa (BKIIOYHO 3 YNaKOBKOIO/MapKyBaHHSIM) i KOHTpONeM. AKOCTI Ha 3asHajveHuX AinbHULUSAX
LiNKOM BIANOBIAHO A0 cTanaapTie GMP Ta BignosigHo 4o 3aTBepaxeHol cneuudikauii Peectpalintoro Jocoe
KpalHu-imnoprepa. NpoTOKOMM BUPOCHWLTBA, YMaKoBKM Ta aHAMTUMHOrO TecTyBaHHA Oynn nepeBipeHi |

NiATBEPAKYETLCA 1X BigNOBIAHICTE cTangapTam GMP.

KomenTap ao ceptucpikary:

B npoueci BUpoOHULTBA | NaKysaHHs He BUABIEHO BIAXMNEHD, WO 3AaTHI BIAMHYTH Ha BUNYCK NpoayKTy.
-3apeecTpoBaHU POSMIP YNAKOBKX: 2 M B aMAyri; 5 ammy B-BnicTepi; 2 GnicTepa B KAPTOHHIN KOpobUj

Bunyck cepii / Ceprudikaliis sukoHana Jesna Kocevar Nared, YiiosHoBaxkeHa ocoba
Bunyck cepii/ Ceptudpikauin Jara/Yac 08-YEP-2022/13:53:51 BKB
HAarta/Mac opopmnenHs ceprudikary 08-1EP-2022./13:58:07 BKB

Cropitika: 2/2

‘CaHpos

'3aBipeHO eNeKTPOHHUM NIANNCOM BIANOBIAHO AG CTAHGAPTIS SHEKTPOHHIX Ninnucis:




! NOVARTIS

Nex ®apMaueBTUHHA KOMNAaHIA a.74.

BepoBwkoea 57
1526 liobnaHa
CnogeHis

Ten.: +386 {0)1 5803681
dakc: +386 {0)1'580 2681

CEPTUDIKAT AHANI3Y

CoA 3BiT Homep: 13143

Haaga NPOAYKTY:
Toprosa HasBa nNpoAYKT:

MaTepianbHWin HOMeP:

Bulk Martepianbhuiz Homep 1:
LIMS Lot;

data supobuuyrea:

7486

MoHorpadia TecrtyBamHs: Jlek

899151
42024412

12-Kgi-2022

KETOHAN 100MI72M11 10 TIAM fOA
KETOHAN® 100Mr/2 mn po3unH Ans id'ekUin

Cepisd Homep:
Cepisain bulk:

MapameTpn

-— .

MC9333
MC3819

Cneundvikauji

Onuc

(MocunanHA Ha meTogs: WP-8060088,
WP-8064215)

Konip

PesynbTaTH

BesbapeHni abo anerka XOBTYBATUI NPO30PWIA
PO3YUH

BiAnoOBIAaE.

KonboposicTh posvuHy

IHTEHCUBHICTL 3aBapBNeHHNA PO3UYNHY HE NOBMHHA
nepesuLLyBaTH €TalnoH nopiBHAHHA B9

Bignosinac

| flpo3sopicTe pt}aumy
{MocunaHHs uHa meTon: WP-8064456)
[Npo3opicTs po3viHy

NPO30PUA PO3YUH

BignoRinac

MexaHiudi BKNIOYEHHS

(lMocnnakHAa Ha meToa: SOP-8065131, SOP-
8064303)

Onwuc

NPakrMyHo Bes BUANMUX YacTox

MexaHivHi BKTKOYeHHA: 210 MEM

Blgnosinae

< 6000 /amn.

53 famn.

MexaHidHi BKNIQYeHHA: 225 MKM

< 600 famn.

3 famn,

pH
(MocrnanHa Ha meTon;:
pH

WP-8066638)

65-75

[aeHTUbikauia Yo
(MocunaxHs Ha mMeToA;
PROC_ANPR_00422544)
keTonpodheH

6,9

_B:,u,nual,u, L5

laenTudikauia MX
(MocunakK{a Ha meToA;
PROC_ANPR_00397518)
cnupT BeH3UNOBUIA

Bianosinac

BiAnosigae

BifnoBigae

KineKicHe Bu3HaueHHs Yo
{IocunanHa Ha meTona:
PROC_ANPR_00423781)
KetonpodeH

47,5-525 mrfmn
50,0 mr/mn (95,0-105,0%)

50,12 mr/mn

LIMS Lot Homep: 7486

HappykosaHo: 06/08/2022 02:10:57.prm utc +0

Lleit cepTudpikat Byno cTBOpeHO enexTpoHHO

CTopiHka 1 32




. NOVARTIS

INex ®apmaueBTUMHA KOMNAHIA 4.4.

Beposwxosa 57
1526 J] wonsiHa
CnoeeHig

Ten..+386(0)1 5803681
‘Qakc: +386 (0)1.580 26 81

CEPTUDIKAT AHATI3Y

CoA 3git Homep: 13143

KETOHAR 100MI72MI 10 JIAM tOA
KETOHAJI® 100Mmr/2 mn posurH aAng iH' ek

Hasea ‘n'pdo,qymy: |
Toproea Hasea NpoaykKT:

MaTepiansHuit Homep: 899151 Cepist HOmep: MCO333
Bulk MaTtepiansHuit Homep 1:- 42024412 Cepis in buik: MC3819
LIMS Lot: 7486
| KiHbI{iCHé.BHSHaL{EHHH X B
{[TocnnaHHAa Ha MeTo4;:
PROC._ANPR_00410736) |
cnupT BeHanNoB KA 18,0 = 22,0 mr/mn 20,12 mr/mn
20,0 mr/mn (90.0 — 110,0%)
CynposigHi gomikn BEPX
(MocvnanHa Ha meToa: PROC_ANPR_00421234)
2-(3-kapBoKcudeHIiN)NPONIOHOBOT KKCAOTK
<0,3%. <0,02 %
| 3—3IHETHH66H3.GC|38H6H5P <0,3% ] <0,02 %
KOXHOT HEeBIAOMQT ZOMILLIKN < 0,3% 0,03 %
"‘cyr'u:a He'é'i;qomwx AOMILLOK % 0,5% | D?D?' %
CTepunbHIcTb
(Mocunanua Ha meTog: SOP-8059629)
CTepuneHICTs CTEPUNBHUIA BiANOBIAae
Tecrt Ha BakTepianbHi eHAOTOKCUHW
(Mocunanua Ha metog: PROC_ANPR_00398140)
EHooTOKCHMH <QN> He Dinblue. 1 MbxHapoaHoT 0QUHULUI/MF <1
KeTonpoMheHy MIKHADOAHOT
‘0aANHULI/ M

YMOBI 26epiranis 3bepiraTh npu Temnepatypi ke Bule 25 °C.
BignogigHicTn: ) .
Bignoeinae cneyndikanii PeecTpauintors Jocske

LaHi 3aTsepaxeHo: ‘Sorsak Gorazd
Tlocapa: -
HAara 3aTeepaKeHHS: 31-Tpa-2022
Len ceptudikaT 6yno cTBOpeHo aBToMaTnyuKo. HaHi Bynu saTBEDAKEHT YMOBHOBAXEHOK Oco6010
daTa ohopmMneHHs: 08-YHep-2022

Uen ceptudikar Byro cTBOPEHD ENEKTPOHHO

LIMS Lot Howep: 7486
HaapykeBaHo: 06/08/2022 02:10:57 pm utc +0 Fedochenko -
Tetiana

KeTONPOEeHy

CTopiHka 23 2.

Digitally signad by Fedschenke Tatlina
DN dowgan, de=mdyadtis, au=penpia.
o T, waria umbe 2 116816,

. efi=Fadechanks Tetiana

Raagan; Sandaz UTaine CIF on import

“Crate: 2022 0915 10:4428 40700




 KETOHAA® Gosin 4in
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OATHEHGHY
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