JEPKABHA CIYXKBA 3 JIKAPCBKHUX
TA KOHTPOJIO 3A HAPKOTHKAMMH y m, KHEBI

npos. Hauit Csitnnupol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Kon €APIIOY 37079055

BHCHOBOK
PO SIKiCTL BBE3eHOro B Yipainy sikapebkoro 3acoly

18.08.2023 Ne 41990/23/26

ETOPHUKOKCHUB-BICTA

(naiiveny sanis AiKapeskoro 3uco0y sriano 3 peecTpauilfituy nocsigdeniag)
TabaeTiH, BRPUTI I1iBKoB010 060s10uKko10 no 90 mr; no 7 taGueror y Gaicrepi; o 4 duicrepn
B 1AM

(popaa BITYCKY. 103y BaH 18, B DUKYBaHHS Aikapeskoro 3acody)
Homep peecrpauiiinoro nocsinuenns UA/19770/01/03 erpok ait pecetpauiitioro nocsinuens 05.12.2027
Cepisi nikapenkoro sucody Ne 23026358 KinbkicTh BBe3enoro nikapeskoro sacody 4097

Bupobmix Cinron Xicnauis, C.J1., Ienanis

(maiivciysamis BipodINKa AIKAPCLKOro 3acoly, KpaiHa MOXOAKEHHH)

BeeseHo B Yxpainy TOBAPUCTBO 3 OBMEKEHOIO BIANOBIZAJLHICTIO
"KYCT DAPMA", inewr. wox: 44107410

(naftmenysais ta koa sa €APTIOY opiawinoi ocoGu aGo npissiute, i's, 10 Garskoui pisnano
ocoGi - nianpuesus, 1 Micte nposnBants Ta peccrpauiiinnii noyep OGAIROBOT KapTKit [T B
noaaTkis aGo Cepist TA HOMEP NACNOPTa)

Mporokon sisyansioro xourposo sin 18.08.2023 Ne 2425/9.

3a pesyNBTATAMH  BepHEBHOre  KOHTPOMO  RCTAHOBACHO, IO pebkuit - 3aci6  ssesen 2 Yepaiuy 3

AOTPHMAHHIIM GiMOr 3aK0HOIABCTRA WOAO 300eINEHERHA AKOG KapebLKiX 3aco0is.

B. 0. HauwIsHAKA Isan 3AJABOPHUX

(nocazoni ocoG H QRHOTO KOHTPOIG) Anne) (inindaz ta npismone)
SaN A
> 7x, 2
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Cinron Xicnaunis C. JI.

Ceptuodikar BigmosimHoCTI

Micuesa Toprosa Ha3Ba:

ETOPUKOKCHB-BICTA

Howmep Peectpaniiinoro nmociguenus: UA/19770/01/03
Homep BupoOy xommanii « CiHToH» 381199

Howmep cepi: 2302635B
Hozypanns: 90 mr / ETopukokcut

Jlikapcrka dopma:

TabneTkn BKpHTI MI1iBKOBOIO 060TOHKOFO

Po3smMip i Tum ynakosku:

7 Tabnetok y Gnicrepi,4 Giicrepa B mauri

Bupobuuk A®I:

AJIEMBIK ®APMACBIOTIKAIJI3 (IMigposmin I)
[Tanenas, 3aB. Xaynon 389350
I'ymoxapar, Inmis

Howmep ninensii Bupo6uuka ADI:

G/1411 G/1050 G/25-F/50 (ML) /21072791 (GMP)

Bupobuanua minsanng "in bulk":

Cinron Xicmnanis, C. JI.
Byun. K/Kactenno, Nel, Canr Boi e JIno6perat
Bapcenona, 08830 Icranis

Howmep niuensii Ha Bupo6HUIITBO
BUpOOHWYOT AinpHULI "in bulk":

IToTounnii pificHuii HoMep B VkpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
[ToTounnii pifichuii Homep B €C:

0438 (ML) / NCF /2317/001/CAT (GMP)

HinsHka NepBUHHOTO Ta BTOPUHHOIO
NaKyBaHHS:

CinTon Xicmanis, C. JI.
Byn. K/Kactenno, Nel, Cant Boi je JIno6perar
bapcenona, 08830 Icnianis

Howmep niuensii Ha BUpOGHHUITBO MiNSHKY
TIEPBUHHOTO Ta BTOPUHHOTO MaKyBaHHS:

[Torounwuit nificHuit Homep B YkpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
[orounuii pificauii Homep B €C:

0438 (ML) / NCF /2317/001/CAT (GMP)

Binnosinansuuii 3a JoKyMeHTaLit0 Ha
BHUITYCK cepil:

Cinron Xicnanis, C. JI.
By K/Kacrenno, Nel, Caur Boi e Jino6perat
Bapcenona, 08830 Icnanis

Version: MCOC.ES01.EOX.tab90.Mistral Capital Management.UA.381199.01.doc

Xicnanis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Azpeca B Icnanii: Kappep Kacrenno 1 | 1. lec Canivec | 08830 CaHr-Boii-ge-fino6perar | Bapcenona | Icnanis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castello 1|  P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
vaww.synthon.com | 3apeectposaHa y ToBapHoMy peecTpi GapcenoHu 3a Homepom B-184.023, cTopivka 43, Tom 30.987, 3anuc 1




Cinron Xicmanisa C. JI.

CepTudikar BiAOBIAHOCTI

Cropinka 2/2

Howmep niuensii ginsaky, Binnoinansuoi | [Motounuit gilicanii Homep B YKpaiHi:

3a JJOKYMEHTAIIit0 Ha BUITyCK cepii: 0438 (ML) / NCF / 1931/001/CAT (GMP)
[MoTounuii aikicuuit Homep B €C:

0438 (ML) / NCF /2317/001/CAT (GMP)

Po3mip cepil: 4097 yn.
KinexicTs BiAIOBIIHUX BiIXHWJICHE: NA
Pemapku / komeHTapi: NA

LluM 9 3aCBiAYyIO0 TOYHICTE i JOCTOBIPHICTh BHILeHaBeeHO! iH(opMaii.

lro cepito mpoAykuii 6ya0 BHPOGNEHO, BKIFOYAIOYM TMaKyBaHHS (AKIIO Ie IependadeHo) Ta KOHTPOJb SKOCTI, Ha
BUIIe3a3HaueHiH(HUX) Ainsguui(kax) y MoBHii BigmosimHocTi o BuMor HanexHoi BupoOHuyoi npaktuku €C Ta BUMOT
MicLeBoro PerynstopHoro oprady, a Takox A0 creurdikaniil, BUKIageHnx y PeectpauiiiHomy NMocBimueHHi kpaiHu-
iMmopTepa, Ta Oyab-IKUX IOAATKOBUX BUMOT, IOrokeHUX Y JJoroBopi Npo AKicTs.

BUpo6GHUUTBO NiKapchkoi peuoBMHM ETOPHKOKCHO 3HifiCHIOETHCA BianoeigHo mo mitoyoi HanexHoi BupoOHMYOL
TIPAaKTUKY. 3BiTHiCTBH mon0 06po6KY, MaKyBaHHA/MapKyBaHHs Ta BUIPoOyBaHHA cepiil Oyna mepernsaHyTa i BU3HaHA
TaKo¥0, 10 BiAmosigae Bumoram HanexxHoi Bupo6Huyof npaktuk €C.

[IpenapaT BigMoBizae Ai0uMM KepiBHMM MpHHUMIAM o0 ryGuactoi eHuedamonatii Benukoi poraroi Xynobwu/
TpaHcMicHBHOI crioHTidopMHOi eHuedaronaTii. Yei BiAXUIeHHs OLiHEHO Ta 3aJ0KyMeHToBaH0. CTOCOBHO Gyb-1KOT0
BiIXWIIEHH:, sIKe MOJXKE BINIMHYTH Ha sKicTh Ta/abo 6esneky npomykuii (BiamoBinne Bimxmmenns) no Ceprudikara
BIZITIOBIAHOCTI NOAAETHCA 3BIT MPO BiAXUIJICHHS.

Pazom 3 BignosizuuM CepTr(ikaToM aHami3y Leil JOKyMEHT € cepTHdikaliero AKOCTi Ul HaflaHHs I03BOJTY Ha BUITYCK
cepii a1t BUIIe3a3HaueHoO]T cepil mpenapary.

Cepis Bignosigae Creuudikauii CFPS.NUS.98753 (1.0) Ta Bumyckaerbca Iisi: Mictpan Kenitan MeHemKMeHT
JlimiTen, Ta s Teputopil Ykpainu.

IItamrt: /YnosHnosaocena ocoba IITamr:
Migrmuc: _/nionuc/ Hara: /21 numnnas 2023 p./
JAHIEJDb ITACKAY

YrnosHoBaxeHa ocoba «Cinron Xicnanisa C. JL.»

Version: MCOC.ES01.EOX.tab90.Mistral Capital Management.UA.381199.01.doc

XicnaHnisa C.M.» (Synthon Hispania S.L.) | CIF: ES-61739645
Aapeca B IcnaHii: Kappep Kactenno 1| IN.l. Nlec Canixec | 08830 CaHr-Boit-ae-JinoGperat | BapcenoHa | Icnanis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castellé 1| P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)




Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synthon.com

Ceprudikar anamizy Crop. 132
ETOPUKOKCHUB-BICTA 90 mr Ta6ieTku BKpUTI IIIBKOBOIO 060J0HKOI0
Howmep cepit :2302635B
Howmep BupoOy 1381199
Jara Burorosnenas : 07 gepsHs 2023
TepMin npumatHoCTi : Ueprens 2026 poky
Bupobunya minsHUIS : Cinron Xicnauis, C. JI.
BunpoOyBanus PesyabTaTu KpuTepii npuiinsitHocTi
30BHIlIHI BUMITAT Binmogimae Bini xpyrai qBoomykii TaGIeTKH, BKPUTI
000JIOHKOI0, 3 THCHEHHAM «E9OX» 3

‘ - ___onHoro 60ky Ta «90» 3 inmoro 6oky
OIHOpiAHICTE T030BaHNUX OAMHUIL Binmoginae - Bixnosinae cr. 2.9.40 €pp. ®apmakorei

Minimym (% Bil 329BIEHOTO HA ETHKETII) 96,8%

Makcumym (% Bifl 3a5BJIEHOr0 HA ETHKETIL) 101,7%

Cepents BennunHa (% Bifl 3a5BJIEHOr0 HA ETUKETLI) 99,8%

BinHocHe craHmapTHE BigXuaeHHs 1,6%

IToka3HUK NpUAATHOCTI 3,8 < 15,0

KinbkicTs NpoTecTOBaHUX OMMHMIIB 10 '
Imentudikartis

BEPX uac yrpuMaHHs Binmosinae CrniBnazae i3 CTaHAapTHUM PO3UMHOM

YO criektp Binmoeigae CriBnapae i3 cTaHZApTHAM PO3UMHOM
Kinekicue Bu3HaueHHs (BEPX)

Mr/TabiI. 89,8 mMr/Tab. 85,5-94,5 Mr/Tabnerky

% 3asBIEHUH Ha eTUKETL ‘ 100% 95%-105%
Yac po3unHEHHS :

MinimMyM (% Bif 3aABJIEHOTO HA ETHUKETIIi) 84%

MaxkcumyM (% Bill 3a5BJIEHOTO HA €THKETII) 93% »

Cepenns Benunna (%o Bl 3agBJICHOTO HA €THKETII) 89% > 75% (Q) 3a 30 XBUITHH

KinpkicTh IpOTECTOBAHUX OAUHUIIL 6

BucHoBok " Bvi,IIHOBi):[aQ S1

Jlomiwku (BEPX)

Haii6insma HecnienudikoBana moMimka <0,05% <0,2%

CyMma I(OMiILIbK ' <0,05% <1,0%
MikpoGiosoriuna urcroTa

3araibHa KillbKiCTh aepo'6>HHx MiKpoopraﬁi3MiB <100KYO/r <1000 KYO/r

(TAMC)

3aranpHa KilbKiCTh JPIKANKOBUX Ta IUTICHIBUX <100 KYO/r <100 KYO/r

rpubis (TYMC)

Ewrepuxis koi Binnosinae BincyTHs/r

L1a cepis Bigmosinae Crrenudikanii CFPS.NUS.98753 (1.0).

Bupmano:  Jlini I'imenes Bewires, Hara Bupadi: 19 mumas 2023 poky
crnetianicT 3 sxocti (PEJII3) Ie enekTpOHHUM ImiITHC.

3gim: 217034 Jama: 19 nunus 2023 p./ 08:10:35 Bio: LW7 Production




Local trade name: Etoricoxib-Vista
Marketing Authorization number: UA/19770/01/03
Synthon item number: 381199
' Batch number: 23026358
Strength: 90 mg / Etoricoxib
Dosage form: film-coated tablets
Packaging size and type: 7 fot per blister, 4 blisters per box
Manufacturing site API: ALEMBIC PHARMACEUTICALS (Unit I)

Panelav, Tal. Halol 389350
Gujarat, India

Authorization number of Manufacturing
site API:

G/1411 G/1050 G/25-F/50 (ML) / 21072791 (GMP)

Manufacturing site Bulk Drdg Product:

Synthon Hispania, S.L.
C/Castello, n°1, Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Manufacturing
site Bulk Drug Product:

Current valid number in UA:
0438 (ML) / NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2317/001/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.L.
C/Castello, n°1, Sant Boi de Llobregat,
Barcelona, 08830, Spain

Manufacturing Authorization number of
primary and secondary packaging site:

Current valid number in UA:

0438 (ML) / NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2317/001/CAT (GMP)

Responsible for batch release
documentation and address:

Synthon Hispania, S.L.
C/Castello, n°1, Sant Boi de Llobregat,

‘ Barcelona, 08830, Spain

- Version: MCOC.ES01.EOX.tab90.Mistral Capital Management.UA.381199.01.doc
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Synthon Hispania S.L.

Certificate of Conformance

page 2/2

Manufacturing Authorization number of | Current valid number in UA:
primary and secondary packaging site: | o438 (v1) / NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2317/001/CAT (GMP)

Batch size finished product: 4,097 Pack
Number of relevant deviations: A
Remarks / comments: NA

I hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured including packaging (if applicable) and quality control at
the above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the Importing country, and any
additional requirements as agreed upon in a Quality Agreement.

The drug substance Etoricoxib is produced according to current GMP.

The batch processing, packaging/labeling and analysis records were reviewed and found to be in
compliance with EU GMP,

The Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and documented. For any deviation that might have an influence on
the quality and/or safety of the product (relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch
release certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS.98753 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

e o,

<\%m 21 JUL 2023

ey

Signature: ) Date:

DANIEL PASCAU

% 4

QUALIFIED PERSON

Qualified Person Synthon Hispania S.L.

© Version: MCOC.ES01.EOX.{ab90 Mistral Capital Management UA.381199.01 doc




Synthon Hispania, SL

o/ Castell6, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synthom.com

Certificate of Analysis

Page 1 of 2

Etoricoxib-Vista 90mg Film coated tablet

This batch complies with the specification set in CFPS.NUS.98753 (1.0).

Lot Number . 23026358
Ttem Number 1 381199 Date of Manufacture : 07-Jun-2023
Expiry Date : Jun-2026
Manufacturing Site : Synthon Hispania S.L.
Tests Results Acceptance Criteria
‘ Appearance Complies White round biconvex
film-coated tablet debossed with
"E9OX" on one side and "90" on
the other side
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.8 %
Maximum (% of label claim) 101.7 %
Average (% of label claim) 99.8 %
RSD 1.6 %
Acceptance Value 3.8 <150
Number of Units Tested 10
Identification
HPLC Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay (HPLC)
mg/tablet 89.8 mp/tablet 85.5 - 94.5 mg/tablet
% of label claim 100 % 95-105%
Dissolution
Minimum 84 %
Maximum 93 %
Average 89 % > 75 % (Q) in 30 minutes
Number of Units Tested 6
Conclusion Complies, S1
Impurities (HPLC)
Largest Unspecified Impurity <0.05% <02%
Total Impurities <0.05% £1.0%
Mierobial contamination
Total serobic microbial count (TAMC) <100 CFU/g <1000 CFU/g
Total combined yeast/moulds count (TYMC) <100 CFU/g <100 CFU/g
Escherichia coli Complies Not present/g

Report: 217034 Date: 19 A2d 2023/08:10:35 From: LW7 Production




Synthon Hispania, SL

o Castelld, 1

08830 Sant Boi de Liobregat
Bareslona - Spain

Tel. +34 936 401 516

Pax. +34 936 401 146
www.synthon.com

Certificate of Analysis

Page 2 of 2

Etoricoxib-Vista 90mg Film coated tablet

Lot Number: 2302635R

Issued by : Lili Giménez Benitez
QA SHIS Specialist (RELEASE)

Date of Issue :  19/Jul/2023
This is an electronic signature

Report: 217034 Date: 19 Jul 2023/08:10:35 From: LW7 Production
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