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SANDO

Ne: 0304231034

A Novartis
Division

~Ceprtudikat BignosigHocTi

Odropmneno:

Nek ®apmayeBTHHA KOMMAHIA 4.4.
Bepoewkosa 57

1526 Mobnsiva

ChoBeHIs

Ten.: +386-1 5802111

Pakc.. +386 1 5683517

www.lek.si

NMiyeHnsia Ha BUPOBHULTRO:
800-12/2021-9

| Hazea marepiany:

| TopriBenbHa Ha3Ba:
| Cuna niifakTUBHICTL:
| Jlikapcbka ¢popma:

| TATT YNIAKOBKMW:

KinbKicTb B ynakoByi:

Ne Marepiany:
Ne cepif Canpgoa:
AaTta BUpoSHuuTBA:

TepMiH npuAaaTHOCTI:

BUpOGHULTBO!:

Bunyck:

TecTyBaHHS:

KpaiHa-imnoprep:
YKpaiHa

CYMIJTAP 10+10MIT 28XI'K YKP
CYMIFTIAP

10MIC+ 10 MIC

KATICYNW, TBEPQ]

BIICTEP

4 WTx7WT

44064457

MU7790

01-TPY-2022

30-NNC-2025

Apnameg ®apma C A,

BYJN. WKUTEHA 33

'95-054 KCABEPYB

Monbuya

JIEK ®APMALIEBTUYHA KOMMAHIA
A.Aa.

BEPOBLLUKOBA 57

HIA

1526 NKOBNAHA

‘CrnoBeHin

Agamven ®apma C.A.

BYJ. MAPLUATA 10. MINCYOCBKOIO 5
95-200 NAB'AHILUE

Monewa

Homep PeccTpauitHoro nocBinueHHs:
UA/5319/01/02

Tun Bunycxy: CEPTUGIKALIA CEPII
Ne cepil Ha ynakoBui: 12683449
Jata BUNYCKY: 03-KBI-2023
KinbKIicTb: 6747 WUT

Homep nitensii: 800-12/2021-9

MonoxeHHA npo cepTudikaui

Lium niareepmaxyto, Wo HaseaeHa iHdopmallia € A0CTOBIPHOK Ta TouHolo. faHa Cepif roToBOro niKapcLKoro
sacoby byna BMroTOBNEHa BKIIOMHO 3 MAKYBAHHAM/MapPKYBaHHAM Ta KOHTpONEM fAKOCTI Ha BULEHABEASHWMX |
BUPOOHWYMX AiNbHULUAX Y MOBHIA BianoBiaHOCTI A0 BMor GMP micuesmnx PEryNATOPHUX oOpraHie Ta 3rigHo
saTsepAxeHol cneyudikalil PeecTtpaliitinoro [locke y KpaiHi imnoptepa abo aoche AOCIPKYBAHOMO MiKAPChKOro
3acoby. TpoTokonwu BUpPOGHMLUTBA, NakyBaHHA Ta aHaniTUMHOrO TecTyBaHHA ©Oynu nepe.ipeHi Ta 6yna

BCTAHOBTEHa iX BignoBiagHicTb GMP.

KomeHTap no ceprudikary:

B npoueci BupobHuLTBA Ta yNAKOBKA HE BUABNEHO BIAXUNEHD, L0 344THI BIMMHYTH Ha BUMYCK npoayKTY.
D ynakoBKu1: 7 Kancyn Teepanx B bnicTepi; 4 Gnictepa B KapTOHHIM kopobL|
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A Novartis OdropmneHo:

SANDO

Beposwkosa 57
15626 JlwbnsaxHa
CnogeHis
Ten.: +386.1 5802111
Pakc:: +386 1 5683517,
T www . lek.si
Ne: 0304231034 Jliuensis Ha BUPOBHULITEO:
-800-12/2021-9

_ CepTudpikaT BignosigHocTi

Division Nek PapmaueBTUYHA KoMnaHia a.a.

Hazea matepiany: CYMINAP 10+10MI™ 28X K YKP

TopriBenbHa Ha3ga: CYMINAP

Ne Martepiany: - 44064457 Homep cepii: MU7790
Bunyck cepii / Ceprudikanina BukoHana: Zoran Trost, YnoBHosaxeHa ocoba
Bunyck cepii/ Ceprnddikanis Qara/Mac: 03-KBI-2023 / 09:34:30 BKY

Aara/Mac othopmnenHn ceptTudikary: 03-KBI-2023./09:34:52 BK\

‘CTopivka 2/2 *3acBigueHo eneKTPOHHM MiANMCOM BIBNOBIGHO A0 CTaHAA DTIE erje KTPOHHWX N uJ,n Weis

‘CaHngoa
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ADAMED

CEPTU®IKAT AHANI3Y Ne 4277923

HdogaTtoxk 000655/2

Cepia rotoBoro npoaykry Ne: 12683449

Cepist in bulk Ne;
12674348

Ne AHanituuHoro 3BiTy npoaykTy in bulk:

Aata BupobHuuTtea: 12 2022

TepmiH npuaartHocTi: 11 2025

KpaiHa npusHayeHHs:
YKpaiHa

[ PesynbTatH hisuko-XiMIYHNX | MIKPOBIONOTIYHNX TECTIB

Ne TecT Mexxi cneludikauii: Peaynbtami:
1. 2. 3. 4.
1. | 30BHIWHIKA BUIMSAA Teepal xenaTuHosi kKancynw, poamip Net. BigNOBIAAE
KOBAAY4OK: HENPO30PUI, KOPUYHEBOrD KOMLOPY,
Kopnyc: Henposopwvih, Ginoro konsopy.
BmicT kancyn: 6invi abo maixe Binui nopolUok. L
2. | laeHTudbikauia akTMBHO] BIANOBIgHICTb Yacy yTpuMyBaHHS | YO-cnekTpa 0CHOBHIX BIAMOBIfaE
DEYOBUHHN MIKIB CTAHZAPTHOTO PO3YUHY | PO3YUKHIB BUNpOBYBaHWX '
3paskis
3. KiNbKICHWA BMICT akTUBHOT AMnoauvniy;
PEYOBUHU Bia 9,50 no 10,50 mr/kancyny 9,61 mr
(95,0-105,0%) (96,1 %)
Paminpwun:
Bia 9,50 ao 10,50 me/kancyny 9,97 mr
{sig 95,0 o 105,0%) (99,7 %)
4. | O4HOPIAHICTb A030BaHKX AV = 15,0 (L1) ana AMnogunidy AV(.1)=57
OANHWLE AV 15,0 (L1) ans Paminpuny AV(L1)=4.4
AonyckaeTbes NpoBeAeHHA AOAATKOBOrO BUNPOGYBAHHS. BIANOBIOAE
5. | PosumHeHHs AmnoauniH
KoxkHa kancyna = 80% 4yepes 15 xBUAWH cepeaHs: 100 %
(S1=Q+5%; Q=75%) (99 — 103)%
Paminpun
KOXHa kancyna 2= 80% 4epes 15 XBUnuH cepenhs: 101 %
(S1=Q+5%; Q=75%) (99 — 102} %
HonyckaeTbca NposeAeHHSA OAATKOBOMO BUNPOGYBaHHS.
6. | XiMmiMHa yAcTOTA domiwka D AMnoauniHy < 0,3% < 0,05 %
Lowmiuka D Paminpuny < 0,5% 0,16 %
Adomiwka E Paminpuny <.0,5% < 0,05 %
Hanbinbwa oavHMYHA Hesigoma gomiwka < 0,2% <01 %
. ) Besoro gomiwok £ 2,0% 02%
7. | MikpoGionoriyHa ynucToTa BianoeigHo 40 noTouHoi Bepcii Ph. Eur. BignoBigae
(Ao dopatkis) ana 6e3soHUX NpenapaTtia Ans opanbHOro
3aCTOCYBaHHSA.

TecTyBaHHs 35iACHEHO BigNOBIAHO. A0 Crneuundpixayii Akocti SQ-WG/2034 BUgaHHsA 2

Harta 3asepwenHn: 31.01.2023

CepTudikar AHanidy niarotrosnexo: D. Melnykowicz

{lepeBipuB: /midnuc/

Hata: 2023 — 01 - 31

RonoxeHHA: LluM niarBepaxyro, WO aHania roToBoro NPoAYKTy OyB BMKOHaHWMA BRIQNOBIAHO N0 Aitoyol,
3aTBepAXeHoT aHaniTHYHOI AoKyMeHTau il PeccrpauiiHoro flochbe. TecTyBaHHA BUKOHaHO BignoBigHO
A0 npoueayp i Bumor GMP.

BUCHOBOK: Creungikauii Akocti SQ-WG/2034 BugaHHA 2
fara: P Mianmc:
2023 -~ 01— 31 Nigep MNpyaw
/nionic/
Justyna Cichosz.
Fedochenko 2"
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