AEPXXABHA CJIYKBA 3 JTIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJ1. Bepesnskiscebka, 29, Knis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Kong €EAPTIOY 37079055

BUCHOBOK
Nnpo SAKICTH BBE3eHOro B YKpainy JikapcbKoro 3acoby

19.07.2023 Ne 36969/23/26

ETOPUKOKCHB-BICTA
(nafiMeHyBaHHA Nikapchkoro 3acoBy 3rilHo 3 peecTpaLlifHHM NOCBIAYCHHAM)
TabJseTKH, BKPHTI NaiBkoBo10 06oa0nko0i0 mo 60 Mr; no 7 rabaerok y Oaicrepi; nmo 4
Oaicrepu B mauui
(¢dopma BHNyCKY, 103yBaHHA, BWI NaKyBaHHA JiKapcekoro 3acofy)

Homep peectpauiiinoro nocsinuenns UA/19770/01/02 crpok aii peectpauiiinoro nocsiauenns 05.12.2027
Cepin nikapcbkoro 3acoby Ne 2300680F Kinbkicth BBE3€HOTO JNiKapchkoro sacoby 5019

BupoGuuk Cinrton Xicnanis, C.JI., Icnanis
(HalimenyBaHHs BupobHKKa Nikapcekoro 3acoby, kpaina noXoKEHHS)

Beeseno B Vikpainy TosapucTso 3 o6mexenolo BianopizanesnicTio "BYCT ®APMA",
inent. koa: 44107410

(naiimenysanns Ta koa 3a €JIPTIOY iopuananol ocobu abo npissuie, iM's, no 6arskosi
(hiznunoi 0cobH - nianpuemus, it Micue NPoXHUBAHHA Ta peecTpaiinuii Homep obnikosol
KapTKH NIaTHHKA NOAATKIB a0 cepis Ta HOMEp nacnopra)

Mporokon sisyansnoro koutposio sia 19.07.2023 Nz 2061/6.

Jikapcekuii 3aciG Bmezeno B VYkpaiHy 3
peTi NikapebkHx 3acobiB.

3a pe3ynbTaTaMU EpPKABHOTO KOHTPOJIO BCTAHOBNEHO,
AOTPHMAHHSAM CTBa WoA0 3a6e3neyeHt

Isan 3AJIBOPHUX

(iniuiany Ta npisexue)

(nianukc)




Synthon

Cinton Xicnania C. JL.

CepTtudikaT BIANOBITHOCTI

MicrieBa TOproBa Ha3Ba: ETOPHKOKCHB-BICTA
Homep PeecTparniitHOTO MMOCBLTICHHS: UA/19770/01/02

Howmep BupoOy xommaHii «CiHTOH» 381198

Howmep cepii: 2300680F

Jlo3yBaHHA:

60 mr / ETOpuKoKCcHO

Jlikapcbka ¢opma:

TabneTkn BKPUTI ILTIBKOBOK 000IOHKOIO

Po3Mip 1 THIT YIITAKOBKH:

7 TabmeTok y OiicTepi,4 OaicTepa B madlii

Bupobuux ADI:

Anem6ik @apmachroTikan3 (miapo3aut E)
IIanenas, 3aB. Xamox 389350
I'ymxapart, Tamis

Howmep minensii Bupobauka ADI:

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

Bupobnmaa auresHuIg "in bulk":

CinToH Xicmanig, C. JL.
Byn. K/Kactemno, Nel, Cant Boi e JimoGperat
Bapcenona, 08830 Icmianis

Howmep minensii Ha BAPOOHUIITBO
BHpoOHMYO1 quThHHII "in bulk™:

ITotounuii xificHuit HoMep B YKpaiHi:
0438 (ML) /NCF / 1931/001/CAT (GMP)
ITotounuii aiicHuit HoMep B €C:

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

JIUIHKa TIEpBUHHOTO Ta BTOPUHHOT O
MaKyBaHHSA

CinToH Xicmanig, C. JI.
Byn. K/Kactemno, Nel, Cant Boi e JImooperat
Bapcenona, 08830 Icmanis

Howmep minensii Ha BUpOOHUIITBO JUIAHKH
MIEPBHHHOTO Ta BTOPUHHOTO ITaKyBaHHA:

ITotounuii aificHuit HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
ITotounuii aificHuit HoMep B €C:

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

BimoBiaabHUIT 3a JJOKYMEHTAITII0 Ha
BHITYCK Cepii:

CinToH Xicnanig, C. JI.
Byn. K/Kactemno, Nel, Cant Boi e JimoGperat
Bapcenona, 08830 Icmianis

Version: MCOC.ES01. EOX.tab60.Mistral Capital Management. UA.381198.01.doc

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

Anpeca B IcnaHii- Kappep Kactenno 1| ML Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | bapcenoHa | lcnawis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastello 1| P..Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHu 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1




Synthon

CinToH Xicnanisa C. JL.

CeptudikaT BIITOBIIHOCTI
CropiHka 2/2

Howmep minensii AUIMHKH, BiamoBansHoi | IloTounumit aificHIiT HoMep B YKpaiHi:

3a JJOKYMEHTAIIII0 Ha BHITYCK cepii: 0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTounmii miiicHuit HoMep B €C:

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

Po3mMip cepii: 5019 ym.
KutpKicTh BIIMOBIAHUX BIIXIIEHE: TW#115926
Pemapxku / KoMeHTapi: NA

ITiM 5 3aCBiT9YIO TOYHICTE i JOCTOBIPHICTH BHINEHABEACHOI iH(opMaIIii.

ITro cepito mpoxykmii Gyno BHpoOIeHO, BKIIFOYAIOUN TTAKyBaHHS (4KIIO Il mepenbadeHo) Ta KOHTPOJIb SKOCTI, Ha
BIIIe3a3HaYeHITI(HIIX) OidgHIi(KaX) V MOBHII BiAmoBiaHOCTI g0 BuMor HanexHoi BupoOHIdoi mpakTiki €C Ta BIMOT
MiCIIeBOro PerymsaTopHOro OpraHy, a TaKoX J0 CHeluQiKaiiil, BHKIageHnX v PeecTpalfiilHoMy IIOCBITUCHHI KpaiHi-
iMImopTepa, Ta OYIp-AKIIX 10JaTKOBHX BIIMOT, ITOTOIKEHIX vV JIOTOBOpI PO SKICTB.

BupoOHIITBO JTiKapchKol pedoBMHN ETOpHKOKCHO 3MilICHIOETBCA BIiAMOBIAHO g0 mirodoi Hamexxoi BupoOHITIol
TIPaKTHKN. 3BIiTHICTH IIogo 00poOKII, MaKyBaHHS/MapKyBaHHSI Ta BIIIPOOYBaHHA cepiil Oyla IeperiMHyTa i BH3HAHA
TaKOI0, IO BiAmoBigae BiMoraM Hamnesxaol BupoOHIrdol mpakTik €C.

IIpemapaT BiATIOBiZaEe MiOUIM KEpIBHIIM IPHHINNIAM IIOJ0 TI'yOuacTol eHmedanomaTii BeIHKol poraroi XymoOm /
TPaHCMICHBHOI CIIOHTi(hopMHOI eHIedamonaTii. Yci BiIXIUICHHS OIIHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OyIb-SKOTO
BIIXIUICHHA, fKe MOXKe BIUINHYTH Ha AKiCTh Ta/abo Oe3meKy mpoxaykiii (BinmoBimHe BimxmieHHST) mo Ceprudikara
BiJIIOBITHOCTI TOTA€THCA 3BIT PO BiAXIUICHHS.

Pazom 3 BigmosigHimM CepTidikaToM aHaNi3y Leil JOKYMEHT € cepTH]IKaIli€ro SKOCTI I HaJTaHHS JO3BONY Ha BHITYCK
cepii Qi BHINE3a3HAYCHOI cepii mpemapary.

Cepia BigmoBimae Cnenmgikamii CFPS.NUS.98752 (1.0) Ta BumyckaeTbes a1a: Mictpan Kemitanm MeHemKMEHT
JlimiTen, Ta s TepuTopii YKpaiHiL.

IItamm: /VioeHoeadicena ocoba IITamm:
Iligrmic: _/nionuc/ Hara: /09 yepBHs 2023 p./
Ansvba Pyiz

YnoeHoBa:xkeHa ocoda «CinToH Xicnania C. JL.»

Version: MCOC.ES01. EOX tab60.Mistral Capital Management. UA.381198.01.doc

Xicnakis C.J1.» (Synthon Hispania 5.L.) | CIF: ES-61739645

Anpeca B Icnanil- Kappep Kactenno 1| ML Jlec Canisec | 08830 CaHT-Boii-ae-TinobperaT | bapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] P..Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHi 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1




Synthon Hispania, SL
¢/ Castelid, 1
08830 Sant Boi de Llobregat

Barcelona - Spain ;
Tel +34 936 401 516 Synthon
Fax. +34 936 401 146
TR symllon.com

Ceprudikar anajiizy Crop. 132

ETOPHKOKCHB-BICTA 60 Mr Ta0,1eTKH BKPHTIi IUITIBKOBOIO 000.I0HKOI0

Homep cepii : 2300680F
Howmep BHpoby 1381198
Jata BurotoBnerHsa : 30 ciuns 2023 poky
Tepmin mpuaaTHOCTI : CiueHs 2026 poky
BupoOHuda 1iIpHHUITS : CinToH Xicmasis, C. JI.
BunpooyBaHHS PesyabTaT Kpurepii npuiiHATHOCTI
30BHIIIHII BUTIIA Biamogigae Bini KpyTili JBOOIYKIII TablIeTKH, BKPHUTI
000710HKO10, 3 THCHeHHIM «E9OX» 3
oJHOTO 00Ky Ta «60» 3 iHIIoro 60Ky

OIHOpPITHICTE J030BaHIX ONIHIIIb Biamosigae Bimmoginae ct. 2.9.40 €Bp. ®apmakorel

MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 95,1%

MaxkcmvyM (% Bijl 3aBI€HOTO Ha €THKETILL) 103,7%

Cepeus BenmdiHa (%o Bia 3a9B71€HOTO Ha ETHKETIIL) 100,3%

BimHocHe cTaHIapTHE BiAXIICHHS 23%

TToKa3HIIK IIPIIaTHOCTI 5,6 <15,0

KilbKicTh IPOTECTOBAHIX OIHMHIITS 10
InenTHOIKAIA

BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTaPTHIIM PO3YITHOM

V@ crektp Biamosigae CriBmagae i3 cTaHTaPTHIM PO3IIHOM
KinekicHe pi3HaueHHA (BEPX)

MT/TalI. 60 Mr/TabI. 57-63 Mr/TablIeTKy

% 3adBJIEHINI Ha eTHKETI 100% (95%-105%)
Yac po3dnHeHHS

MiniMyM (% BiJ 3asBJIE€HOTO Ha eTHKETIIL) 84%

MaxkcrvyM (% Bijl 3aBIEHOTO Ha €THKETII) 90%

Cepenns BenmdiHa (Yo Bij 3asgBI€HOTO Ha €THKETI) 87% > 75% (Q) 3a 30 XBUMIH

KinbKiCTh MPOTECTOBAHIIX OITHIITh 6

BICHOBOK Bimmosigae, S1

Howmimxkn (BEPX)

Haii6ineIma HecriemdikoBaHa JOMITIKa <0,05% <0,2%

CyMa JoMIIIoK <0,05% < 1,0%
MikpoObionoridsa gicToTa

3araipHa KiIBKIiCTh aepOOHIX MIKpOOpraHi3MiB <100KYO/T <1000 KYO/T

(TAMCO)

3araipHa KiIBKICTh JPLKIKOBHX Ta IUTICHIBIX <100KYO/T <100KYO/T

rpubis (TYMC)

Emepnxis xKomi Biamosigae BigcytHa/T

I cepis Binmopimae Crermikarnii CFPS.NUS.98752 (1.0).

Bugano:  Mapis Xoce Pobnec MapriHec, Jata Bugaudi: 06 uepeHA 2023 poky
cretiamicT 3 skocTi (PEJII3) Ile eneKTpOHHMII TiITIC.

3eim: 214019 Jama: 06 yepera 2023 p./ 18:01:20 Bio: LW7 Prodiiction




Synthon Hispania S.L.

Synthon

Certificate of Conformance

Local trade name:

Etoricoxib-Vista

Marketing Authorization number: UA/19770/01/02
Synthon item number: 381198

Batch number: 2300680F
Strength: 60 mg / Etoricoxib

Dosage form:

film-coated tablets

Packaging size and type:

7 fct 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 Drug 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 tab60.Mistral Capital Management.UA.381198.01.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 1 | Pl. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja niumero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Synthon

i Certificate of Conformance

page 2/2

Manufacturing Authorization number of | Current valid number in UA:
primary and secondary packaging site: | (438 (ML) / 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: 5.019 units
Number of relevant deviations: T™W “- \ AS.'OSZb
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.98752 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

Date:

/\D 09 JUN 2023

Signature:

Alba Ruiz
Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.EOX.tab60.Mistral Capital Management.UA.381198.01.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja numero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL

¢/ Castelld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Synthon

Certificate of Analysis Page 1 of 2

Etoricoxib-Vista 60mg film-coated tablets

Lot Number : 2300680F
Item Number : 381198 Date of Manufacture : 30-Jan-2023
Expiry Date : Jan-2026

Manufacturing Site . Synthon Hispania S.L.

Tests Results Acceptance Criteria
Appearance Complies White round biconvex
film-coated tablet debossed with
"E90X" on one side and "60" on
the other side
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 95.1 %
Maximum (% of label claim) 103.7%
Average (% of label claim) 100.3 %
RSD 23%
Acceptance Value 5.6 <15.0
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 60 mg/tablet 57 - 63 mg/tablet
% of label claim 100 % 95-105%
Dissolution
Minimum 84 %
Maximum 90 %
Average 87 % > 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%
Microbial contamination
Total aerobic 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

This batch complies with the specification set in CFPS.NUS.98752 (1.0).

Report: 214019 Date: 06 Jun 2023/18:01:20 From: LW7 Production




Synthon Hispania, SL
¢/ Castellé, 1

08830 Sant Boi de Llobregat
Barcelona - Spai
Tel. +34 msz:nm Synthon
Fax. +34 936 401 146
www.synthon.com :
Certificate of Analysis aieaule
Etoricoxib-Vista 60mg film-coated tablets Lot Number:  2300680F
Issued by : Maria José Robles Martinez Date of Issue :  06/Jun/2023
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 214019 Date: 06 Jun 2023/18:01:20 From: LW7 Production
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HEPXKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceiminunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy JikapcbKoro 3acody

06.03.2024 Ne 11144/24/26

ETOPUKOKCHB-BICTA

(nafiMenyBaHHA JiKapCbKOro 3acoby 3riAno 3 peccTpaniiiium nocsiaueinmm)
TabJIeTKH, BKPHTI IN1IBKOBOIO 000/10HK010 110 60 Mr; mo 7 Tabaerok y G.aicrepi, mo 4 6aicrepn
B nauni

(fopma Bunycky, 103y Banns, BW NAKyBaHHA Jikapchkoro 3acoly)
Homep peectpauiiinoro nocsiguenns UA/19770/01/02 crpok aii peectpauiiinoro noceinsenns 05.12.2027
Cepis nikapebkoro 3acoby Ne 2303497F Kinbkicts BBe3eHoro nikapeskoro 3acoby 5000

Bupo6HHK Ciaron Xicnauis, C.J1., Icnauis

(Haiimenysanis supoGHKKa nikapcekoro 3acoby, KpalHa NOX0MKEHHA)

Beeseno B Yipainy TOBAPUCTBO 3 OBME>XXEHOIO BIIIIOBIJIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(nalimenyBanus Ta kol 3a €JIPIIOY iopuamanoi ocobu aGo npissuie, iM'a, 1o Gatbkosi Giznunoi
OCODM - NiAnpuemis, 1T Miclic NPOXUBAHHA Ta peccTpalliinii Homep 00nikoBOT KapTKH INATHHKD
nonarkis abo cepis Ta HoMEp nacioprTa)

TMporokon Bisyaisnoro kontpomo sin 06.03.2024 Ne 795/2.

3a  pesy/ibTaTAMM JIEPKABHOrO KOHTPOJNIO BCTAHOB/IEHO, 1O  JiKApChKUA 3acid BeeseHo B Ykpainy 3
JIOTPHMAHHSIM BHMOr 3aKOHONIABCTBA WIONO 3a6e3neuenHs skocTi Jikapehrux 3aco0is.

¢ ol

Muxkona XOJIOJJEHKO

(nianuc) (iniwianK Ta npissHiie)




CinroHn Xicnania C. JI.

Synthon

Ceptudikat BiIIOBITHOCTI

MicneBa ToproBa Ha3Ba: ETOPHKOKCHB-BICTA

Howmep PeecTpalriiiHOT0 TIOCBiTICHHS UA/19770/01/02
Howmep BrpoOy KommaHil «CiHTOHY 381198
Howmep cepii: 2303497F

Jlo3yBaHHS: 60 Mr / ETOpHKOKCHO

JlikapcepKa (opma: TabeTKH BKPUTI IUTIBKOBOIO 000JIOHKOIO

Po3Mip i THII YIIAKOBKIL
Bupooank A®I;

7 TabmeTok y 6micTepi,4 6micTepa B maui
AneM0ix ®@apMachroTiKamz (miaposain I)
ITanenas, 3aB. Xamon 389350

TI'ymxapar, [Hgis

G/1411 G/1050 G/25-F/50 (ML) /21072791 (GMP)
CinroH Xicmanig, C. JL.

Byn. K/Kacremno, Nel, Cant Boi e JitoGperar
Bapcenona, 08830 Icanis

IToTouHmil aificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2225/001/CAT (GMP)
IToTouHIil aificHInt Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)
CinroH Xicnanig, C. JI.

Byn. K/Kactenno, Nel, Canr Boi me JInobperaTt
Bapcenona, 08830 Icmanis

Howmep minensii Bupobxmka A®I:

Bupobnmga gigerHmmg "in bulk":

Howmep mimen3ii Ha BHpOOHIITTBO BIPOGOHITION
nmimpHmi "in bulk":

JIUIsHKa IepBIHHOTO Ta BTOPHHHOTO TaKyBaHHS:

Howmep mimen3ii Ha BHPOOHIIITBO JLUTSHKII
TIEPBHHHOTO Ta BTOPMHHOTO TAKyBaHHS:

TToTouHmil aificHINT HoMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
IToTouHil aificHmt Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

BiTIoBiJaIBHILI 32 JOKYMEHTAIIF0 Ha BHITYCK
cepil:

CinroH Xicnanis, C. JI.
Byn. K/Kactenno, Nel, Cant Boi e JitoGperar
Bapcenona, 08830 Icanis

Howmep mimens3ii JUITHKH, BiOIOBiJaIBHOI 33
JOKYMEHTAITII0 Ha BHITYCK Cepil:

TToTouHIil aificHINT HoMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)

IToTouHIil aificHmmt Homep B €C:
0438 (ML) / NCF / 2344/002/CAT (GMP)

Po3Mip cepii: 5000 y.
KinpKicTh BIATIOBIIHIX BiIXIUIEHD: NA
Pemapxi / KOMeHTapi: NA

I 4 3acBiTYYIO TOYHICTE i IOCTORIpHICTE BlINIeHABeIeHOI iH(opMarIii.

ITro cepiro mpodyxii Oyo BHpoOIeHO, BKIIOYANOYI MAKYBAaHHA (AKIIO Ile mependadeHo) Ta KOHTPOIE SKOCTi, HA BIINe3a3HA4YeHill(HIX)
JIingHmi(kax) y IOOBHIf BinmoBimHocTi no BimMor HanexHol BHpoOHITMol HpakTikil €C Ta BIMOT MICIEBOro PeryIATOpHOIO OpraHy, a
TaKOXK 10 cIlelndikamniil, BIKIaleHIX Y PeecTpaniiiHoMy HOCBiITIeHH] KpalHI-iMIIOpTepa, Ta OyIb-AKIIX JOJATKOBIX BIMOT, IIOTO/IKEHIIX
y JIOTOBOpI TIPO AKICTE.

BupoOHIIMTBO TiKapchKkol pedoBHHII ETopmkokcHnd 3ilicHIOeThCA BiMOBiNHO 10 Hirodgol HamexxHol BHPOOHITIO! NpaKTHKH. 3BiTHICTH
moxo o0podKII, TAKYBaHHA/MAapKyBaHHA Ta BIIPoOyBaHHA cepiil Oyia mepergHyTa i BII3HAHA TAaKO0, IO BiMOBijae BrvoraM HanexHol
BHpPOOHIMO]I IpakTHK €C.

TIpemapaT BiJMIOBiJae MiFOYIM KepiBHIM IPIHINIIAM INoxo IyOdacTol eHIedatomarii Bemmkoi poraroi XyHoOH / TpaHCMiCHBHOI
croHri¢opMHOI eHedanonartii. Vei BiXIneHHs OIiHEHO Ta 3aJ0KyMeHT0BaHO. CTOCOBHO OY.Ib-AKOI'O BiIXIUTeHHH, SKe MOKe BIUIIHYTI
Ha fKicTE Ta/abo Oe3meKy IpoIyKiii (BinmorinHe BimximieHHs) no Cepridikara BUIIOBIIHOCTI J0JA€TECS 3BiT PO BiIXIUISHHS.

Paszom 3 BimmoBimHmm CeprndikaroM aHamizy mHefl HoKyMeHT € cepTH(iKalieo AKOCTi U1 HaJaHHA J03BOTY HA BHIYCK cepil A
BIIIe3a3Ha4eHO] cepii mpemapary.

Cepis BinnoBinae Crnemidikanii CFPS.NUS.98752 (1.0) Ta BumyckaeTses uist: MicTtpan Kenitan MeremmxMenT JliMmiTen, Ta U181 TeplHTOpii
VKpalHIL.

IItamm:
HaTta: /31 ciuns 2024 p./

Kamino I'apcia
IlItaMm: /YnosHosaxcera ocoda
Iligmic: _/nionuc/
VnoeHoBa:keHa ocoba «CinTon Xicnamis C. JL»

Version: MCOC.ES01. EOX tab60 Mistral Capital Management UA 381198.02.doc

Xicnakis C.J1.» (Synthon Hispania §.L.) | CIF: ES-61739645

Agpeca B IcnaHil- Kappep KacTenno 1| LI Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | BapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] Pl.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
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Synthon Hispania, SL
¢/ Castelid, 1
08830 Sant Boi de Llobregat

Barcelona - Spain ;
Tel +34 936 401 516 Synthon
Fax. +34 936 401 146
TR symllon.com

Ceprudikar anajiizy Crop. 131

ETOPHKOKCHB-BICTA 60 Mr Ta0,1eTKH BKPHTIi IUITIBKOBOIO 000.I0HKOI0

Homep cepii : 2303497F
Howmep BHpoby 1381198
Hara BurotoBineHHs  : 06 BepecHs 2023 poky
Tepmin mpuaaTHOCTI : Bepecens 2026 poky
BupoOHuda 1iIpHHUITS : CinToH Xicmasis, C. JI.
BunpooyBaHHS PesyabTaT Kpurepii npuiiHATHOCTI
30BHIIIHII BUTIIA Biamogigae Bini KpyTili JBOOIYKIII TablIeTKH, BKPHUTI
000710HKO10, 3 THCHeHHIM «E9OX» 3
oJHOTO 00Ky Ta «60» 3 iHIIoro 60Ky

OIHOpPITHICTE J030BaHIX ONIHIIIb Biamosigae Bimmoginae ct. 2.9.40 €Bp. ®apmakorel

MiniMyM (% Bij 3asBJIEHOTO Ha eTHKETIIL) 93.4%

MaxkcrvyM (% Bifl 3a9BIeHOTO Ha ETHKETII) 103,0%

Cepeus BenmdiHa (%o Bia 3a9B71€HOTO Ha ETHKETIIL) 98.,0%

BimHocHe cTaHIapTHE BiAXIICHHS 2,9%

TToKa3HIIK IIPIIaTHOCTI 7.3 <15,0

KilbKicTh IPOTECTOBAHIX OIHMHIITS 10
InenTHOIKAIA

BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UIHOM

V@ crektp Biamosigae CriBmagae i3 cTaHTaPTHIM PO3IIHOM
KinekicHe pi3HaueHHA (BEPX)

MT/TalI. 59 Mr/TabI. 57-63 Mr/TablIeTKy

% 3asMBICHIII Ha CTHKETII 98% (95%-105%)
Yac po3dnHeHHS

MiniMyM (% BiJ 3asBJIE€HOTO Ha eTHKETIIL) 89%

MaxkcrvyM (% Bijl 3a9BI€HOTO Ha €THKETILL) 95%

Cepenns BenmdiHa (Yo Bij 3asgBI€HOTO Ha €THKETI) 92% > 75% (Q) 3a 30 XBUMIH

KinbKiCTh MPOTECTOBAHIIX OITHIITh 6

BICHOBOK Bimmosigae, S1

Howmimxkn (BEPX)

Haii6ineIma HecriemdikoBaHa JOMITIKa <0,05% <0,2%

CyMa JoMIIIoK <0,05% < 1,0%
MikpoObionoridsa gicToTa

3araipHa KiIBKIiCTh aepOOHIX MIKpOOpraHi3MiB <100KYO/T <1000 KYO/T

(TAMCO)

3araipHa KiIBKICTh JPLKIKOBHX Ta IUTICHIBIX <100KYO/T <100KYO/T

rpubis (TYMC)

Emepnxis xKomi Biamosigae BigcytHa/T

I cepis Binmopimae Crermikarnii CFPS.NUS.98752 (1.0).

Bumgazo: Pekans JloMminre3s Ilena, JHata Bugadi: 30 ciuns 2024 poky
cremiamicT 3 skocTi (PEJII3) Ile enekTpOHHMUII TiIMIHC.

3eim: 228630 Jama: 30 ciuna 2024 p./ 10:38:36 Bio. LW7 Production




Certificate of Conformance

Synthon Hispania S.L.

page 1/2

Local trade name:

Etoricoxib-Vista

Marketing Authorization number:

UA/19770/01/02

Synthon item number:

381198

Batch number:

2303497F

Strength:

60 mg / Etoricoxib

Dosage form:

film-coated tablets

Packaging size and type:

7 fct per blister, 4 blisters per box

Manufacturing site API:

ALEMBIC PHARMACEUTICALS (Unit I)
Panelav, Tal. Halol 389350
Guyjarat, India

Authorization number of Manufacturing
site API:

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

Manufacturing site Bulk Drug 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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/002/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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/002/CAT (GMP)

Responsible for batch release
documentation and address:

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/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/002/CAT (GMP)

Version: MCOC.ES01.EOX tab60.Mistral Capital Management.UA.381198.02.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | P.I. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja niumero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2
|
Batch size finished product: 5000 units
Number of relevant deviations: MO
‘ 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.98752 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

31 JAN 2024

Signature:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ESO1.EOX tab60.Mistral Capital Management.UA.381198.02.doc

Synthon Hispania S.L. | CIF: ES-61739645
‘ C/ Castelld 1| PI. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL

¢/ Castelld, |

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516
Fax. +34 936 401 146
www.synthon.com

Synthon

Certificate of Analysis Page 1 of 2

Etoricoxib-Vista 60mg film-coated tablets

Lot Number : 2303497F
Item Number : 381198 Date of Manufacture . 06-Sep-2023
Expiry Date . Sep-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White round biconvex
film-coated tablet debossed with
"E90X" on one side and "60" on
the other side
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 93.4 %
Maximum (% of label claim) 103.0 %
Average (% of label claim) 98.0 %
RSD 29%
Acceptance Value 13 <15.0
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 59 mg/tablet 57 - 63 mg/tablet
% of label claim 98 % 95-105%
Dissolution
Minimum 89 %
Maximum 95 %
Average 92 % > 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%
Microbial contamination
Total aerobic 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

This batch complies with the specification set in CFPS.NUS.98752 (1.0).

Report: 228630 Date: 30 Jan 2024/10:38:36 From: LW7 Production




Synthon Hispania, SL

¢/ Castells, 1
08830 Sant Boi de Llobregat
Barcelona - Spain
Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis e
Etoricoxib-Vista 60mg film-coated tablets Lot Number: 2303497F
Issued by : Raquel Dominguez Pefia Date of Issue :  30/Jan/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 228630 Date: 30 Jan 2024/10:38:36 From: LW7 Production




JAEPXKABHA CJHYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hapii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo sIKicTh BBe3€HOro B YKpaiHy JlikapcbKoro 3aco0y

20.09.2024 Ne 48464/24/26

ETOPUKOKCHB-BICTA

(najimeHyBaHHs JlikapcbKOro 3acofy 3riiHo 3 peecTpauifHAM MOCBIAMEHHAM)
Ta0/IeTKH, BKPHUTI ILTIBKOBOK 000,10HK010 10 60 Mr; nmo 7 Tabaerok y 6Jicrepi, no 4 6yicrepu
B nmavui

(popma BunycKy, N03yBaHHS, BUI NMaKyBaHHs jikapchkoro 3acofy)
Howmep peectpauiiitoro nocsizuenns UA/19770/01/02 crpox nii peectpauiiitoro nocsinuenna 05.12.2027
Cepis nikapcskoro 3acoby Ne 2401283C KinbkicTs BBe3eHoro nikapcbkoro sacoby 5000

BupoGHHK CinrtoH Xicnanis, C.JI., Icnanis

(HaiiMeHyBaHHs BUpoOHHMKa Jlikapcbkoro 3aco0y, kpaTHa NoX0MKeHHA)

Bgeseno B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIAAJBHICTHO
"BYCT ®APMA", igenrt. xoa: 44107410

(nHaiimenyBaHHsa Ta ko 3a €JIPTIOY topuanunoi ocobu abo npizeuie, iM's, no farekosi QiznyHOT
0co6u - mianpuemus, Ti MicLie TPOKHUBAHHS Ta peecTpauifiHui HoMep 06/1iKoBOT KapTKH nAaTHUKa
noaatkis abo cepis Ta HOMEp nacrnopra)

IpoTokon Bisyansnoro kourpoo sin 20.09.2024 Ne 3260/6.

3a pesynbTaTaM¥ J€pHKABHOrO KOHTPOJKO BCTAHOBIEHO, LIO nikapcekuii  3aci6 BeeseHo B YkpaiHy 3
AOTPHMAHHHAM BMMOr 3aKOHONABCTBA 1010 3abe3neyeHHA AKOCTI JIKapChbKHUX 33906i3.

Muxkona XOJIOJEHKO

(nianuc) (iniuianu Ta npissHiLe)




CinroHn Xicnania C. JI.

Synthon

Ceptudikat BiIIOBITHOCTI

MicneBa ToproBa Ha3Ba: ETOPHKOKCHB-BICTA

Howmep PeecTpalriiiHOT0 TIOCBiTICHHS UA/19770/01/02
Howmep BrpoOy KommaHil «CiHTOHY 381198
Howmep cepii: 2401283C

Jlo3yBaHHS: 60 Mr / ETOpHKOKCHO

JlikapcepKa (opma: TabeTKH BKPUTI IUTIBKOBOIO 000JIOHKOIO

Po3Mip i THII YIIAKOBKIL
Bupooank A®I;

7 TabmeTok y 6micTepi,4 6micTepa B maui
AJIEMBIK ®APMACBIOTIKAJII3 (migpo3min I)
ITanenas, 3aB. Xamoa 389350

TI'ymxapar, [Hgis

G/1411 G/1050 G/25-F/50 (ML) /21072791 (GMP)
Ciuron Xicnanig, C. JL.

Byn. K/Kacremno, Nel, Cant Boi e JitoGperar
Bapcenona, 08830 Icanis

0438 (ML) / NCF / 2344/002/CAT (GMP)

Howmep minensii Bupobxmka A®I:

Bupobnmga gigerHmmg "in bulk":

Howmep mimen3ii Ha BHpOOHIITTBO BIPOGOHITION
nmimpHmmI "in bulk":
JIingHKa MepBUHHOTO Ta BTOPIHHOTO TTaKyBaHHS:

CinroH Xicnaxig, C. JI.
Byn. K/Kactenno, Nel, Canr Boi me JInobperaTt
Bapcenona, 08830 Icmanis

0438 (ML) / NCF / 2344/002/CAT (GMP)

Howmep mimen3ii Ha BIPOOHIIITBO JLUTSHKII
TIEPBHHHOTO Ta BTOPHHHOTO MAKyBaHHS:

BiIoBiJaIBHILI 32 JOKYMEHTAITII0 Ha BHITYCK
cepil:

CinroH Xicnanis, C. JI
Byn. K/Kactenno, Nel, Cant Boi e JitoGperar
Bapcenona, 08830 Icanis

Howmep mimens3ii JUIMHKH, BiOIOBiJaIBHOI 33
JOKYMEHTAITII0 Ha BHITYCK Cepil:

0438 (ML) / NCF / 2344/002/CAT (GMP)

Po3Mip cepii: 10 000 ym.
KinpKicTh BIATIOBIIHIX BiIXIUIEHD: e
Pemapxu / KOMeHTapi: NA

ITimv s 3aCBLIYIYI0 TOUHICTE i JOCTORIPHICTE BIINIeHABeNeHO] iH(opMaIIil.

ITro cepiro mpodyxiii Oyao BHpoOIeHO, BKIIOYANOYI MAKyBaHHA (AKIIO Ile mependadeHo) Ta KOHTPOIE SKOCTI, HA BIINe3a3HA9eHiI(HIX)
JIingHmi(kax) y IOOBHIf BinmorimHocTi no BimMor HanexHol BHpoOHITMol npakTikil €C Ta BIMOT MICIEBOro PeryIATOpHOIO OpraHy, a
TaKo IO cIelndikamiil, BIKIaleHIX Y PeecTpaniiiHoMy HOCBiTIeHH] KpalHI-iMIIOpTepa, Ta OyIb-AKIIX JOJATKOBIX BIMOT, IIOTO/IKEHIIX
y JIOTOBOpI TIPO AKICTE.

BupoOHIIMTBO TiKapchKkol pedoBHHII ETopmkokcnd 3ilicHIOeThCA BiMOBiNHO 10 Hirodgol HamexxHol BHPOOHITIO! NpaKTHKH. 3BIiTHICTH
moxo o0podKIl, NaKyBaHHA/MapKyBaHHA Ta BHIPoOYBaHHA cepiil Oyna neper/iiHyTa i BI3HAHA TAKOIO, IO BiimoBiiae BiMoram HanexHol
BHpPOOHIMO]I IpakTHK €C.

TIpemapaT BiJMIOBiJae MiFOYIM KepiBHIM IPIHINIIAM INoxo IyOdacTol eHIedatomarii Bemmkoi poraroi XyHoOH / TpaHCMiCHBHOI
croHri¢opMHOI eHedanonartii. Vei BiXIneHHs OIiHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OVIIL-AKOI'O BiIXIUTeHHd, SKe MOKe BIUIIHYTI
Ha fKicTh Ta/abo Oe3meKy IpoIyKiii (BinmorinHe BimxirieHHs) no Cepridikara BUIIOBIIHOCTI 10Ja€TECS 3BIT PO BiIXIUICHHS.

Pazom 3 BimmosigHmM CeprudikaroM aHamizy mHefl HOKyMeHT € cepTHdikaliero AKOCTi I HaJaHHA J03BOTY HAa BHIIYCK cepil A
BIIIe3a3Ha4eHO] cepii mpemapary.

Cepis BinnoBinae Crnemidikanii CFPS.NUS.98752 (1.0) Ta BumyckaeTses Uist: MicTtpan Kenitan MeremmxMenT JliMmiTen, Ta 18 TeplTopii
VKpalHIL.

ramm:
Hata: /15 xkBiTHA 2024 p./

Kozen AabsTec
IlItaMm: /YnosHosaxcera ocoda
Iligmic: _/nionuc/
VnoeHoBa:keHa ocoba «CinTon Xicnamis C. JL»
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Xicnakis C.J1.» (Synthon Hispania §.L.) | CIF: ES-61739645

Agpeca B IcnaHil- Kappep KacTenno 1| LI Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | BapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] Pl.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHu 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL
¢/ Castelid, 1
08830 Sant Boi de Llobregat

Barcelona - Spain ;
Tel +34 936 401 516 Synthon
Fax. +34 936 401 146
TR symllon.com

Ceprudikar anajiizy Crop. 131

ETOPHKOKCHB-BICTA 60 Mr Ta0,1eTKH BKPHTIi IUITIBKOBOIO 000.I0HKOI0

Homep cepii : 2401283C
Howmep BHpoby : 381198
Jata BurotoBneHHs : 12 6epe3ns 2024 poky
Tepmin mpuaaTHOCTI : Bepezens 2027
BupoOHuda 1iIpHHUITS : CinToH Xicmasis, C. JI.
BunpooyBaHHS PesyabTaT Kpurepii npuiiHATHOCTI
30BHIIIHII BUTIIA Biamogigae Bini KpyTili JBOOIYKIII TablIeTKH, BKPHUTI
000710HKO10, 3 THCHeHHIM «E9OX» 3
oaHOTO 60Ky Ta «60» 3 iHImOro OOKY

OIHOpPITHICTE J030BaHIX ONIHIIIb Biamosigae Bimmoginae ct. 2.9.40 €Bp. ®apmaxorel

MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 97,1%

MaxkcmvyM (% Bijl 3aBI€HOTO Ha €THKETILL) 103,8%

Cepeus BenmdiHa (%o Bia 3a9B71€HOTO Ha ETHKETIIL) 99.2%

BimHocHe cTaHIapTHE BiAXIICHHS 1,9%

TToKa3HIIK IIPIIaTHOCTI 4,5 <15,0

KilbKicTh IPOTECTOBAHIX OIHMHIITS 10
InenTHOIKAIA

BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UIHOM

V@ crextp Biamosigae CriBmagae i3 cTaHTaPTHIM PO3IIHOM
KinekicHe pi3HaueHHA (BEPX)

MT/TalI. 60 Mr/TabI. 57-63 Mr/TablIeTKy

% 3asMBICHIII Ha CTHKETII 99% (95%-105%)
Hac po3dnHEHHS

MiniMyM (% BiJ 3asBJIE€HOTO Ha eTHKETIIL) 86%

MaxkcrvyM (% Bijl 3a9BI€HOTO Ha €THKETILL) 97%

Cepenns BenudiHa (Yo Bij 3asBII€HOTO Ha ETHKETI) 91% > 75% (Q) 3a 30 XBIWIIH

KinbKiCTh MPOTECTOBAHIIX OITHIITh 6

BICHOBOK Bimmosigae, S1

Howmimxkn (BEPX)

Haiibinemma HecriemidikoBaHa JOMIIIIKA <0,05% <0,2%

CyMa JoMIIIoK <0,05% < 1,0%
MikpoObionoridsa gicToTa

3araibHa KiIBKiCTh aepOOHIIX MIKpOOpTaHi3MiB <100KYO/T <1000 KYO/T

(TAMCO)

3araipHa KiIBKICTh JPLKIKOBHX Ta IUTICHIBIX <100KYO/T <100KYO/T

rpubis (TYMC)

Emepnxis xKomi Biamosigae BigcytHa/T

ITa cepis Binmosinae Crermdikanii CFPS.NUS.98752 (1.0).

Bugano:  Mapis Xoce Podnec MapriHes, Jata Bugaudi: 15 xBiTHA 2024 poKy
cretiamicT 3 skocTi (PEJII3) Ile enekTpOHHMUII TiIMIHC.

3gim: 234011 Jama: 15 xeimus 2024 p./ 17:04:21 Bio: LW7 Prodiiction




Synthon Hispania S.L.

Synthon

Certificate of Conformance
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Local trade name:

Etoricoxib-Vista

Marketing Authorization number: UA/19770/01/02
Synthon item number: 381198
Batch number: 2401283C

Strength:

60 mg / Etoricoxib

Dosage form:

film-coated tablets

Packaging size and type:

7 fct 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 Drug Product:

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

Authorization number of Manufacturing
site Bulk Drug Product:

0438 (ML) / NCF/2344/002/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:

0438 (ML) / NCF/2344/002/CAT (GMP)

Responsible for batch release
documentation and address:

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

Manufacturing Authorization number of
primary and secondary packaging site:

0438 (ML) / NCF/2344/002/CAT (GMP)

Batch size finished product: 10.000 Pack
Number of relevant deviations: /
Remarks / comments: NA

Version: MCOC . ES01.EOX.tab60 Mistral Capital Management.UA.381198.03.doc
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Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2

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.98752 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

APR 15 202k

Signature: Date:

Josep Altés

Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.EOX tab60.Mistral Capital Management.UA.381198.03.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 1 | PI. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL
¢/ Castell6, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis

Synthon

Page 1 of 2

Etoricoxib-Vista 60mg Film-coated tablet

Lot Number . 2401283C
Item Number : 381198 Date of Manufacture . 12-Mar-2024
Expiry Date : Mar-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White round biconvex
film-coated tablet debossed with
"E90X" on one side and "60" on
the other side
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 97.1 %
Maximum (% of label claim) 103.8 %
Average (% of label claim) 99.2 %
RSD 1.9%
Acceptance Value 45 <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 60 mg/tablet 57 - 63 mg/tablet
% of label claim 99 % 95-105 %
Dissolution
Minimum 86 %
Maximum 97 %
Average 91 % > 75 % (Q) in 30 minutes
Number of Units Tested 6
Conclusion Complies, S1
Impurities (HPLC)
Largest Unspecified Impurity <0.05% <0.2%
Total Impurities <0.05% <1.0%
Microbial contamination
Total aerobic 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

This batch complies with the specification set in CFPS.NUS.98752 (1.0).

Report: 234011 Date: 15 Apr 2024/17:04:21 From: LW7 Production




Synthon Hispania, SL

o/ Castells, 1
08830 Sant Boi de Llobregat
Barcelona - Spai
Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis a2
Etoricoxib-Vista 60mg Film-coated tablet Lot Number: 2401283C
Issued by : Maria José Robles Martinez Date of Issue :  15/Apr/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 234011 Date: 15 Apr 2024/17:04:21 From: LW7 Production




JAEPKABHA CJIYKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Ceitanunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKicTb BBE3€HOro B YKpainy JiKkapcbKoro sacody

08.05.2025 Ne 22802/25/26

ETOPUKOKCHB-BICTA

(HalimenyBaHHA NikapchKoro 3aco0y 3riHo 3 peccTpauifHMM NOCBIIYEHHAM)
Ta0JeTKH, BKPUTI MIiBKOB0I0 000/10HK010 10 60 mr; mo 7 TaGuaerok y OJicrepi, no 4
OJricrepu B nauui

(hopma BuycKy, 103y BaHHS, BHIL NAKyBaHHs JIIKapchKoro 3acoby)
Homep peectpauiitnoro nocsiguenns UA/19770/01/02 crpok aii peectpauiiinoro nocgiauenns 05.12.2027
Cepis nikapebkoro 3aco6y Ne 2403095D KinskicTs BBe3enoro nikapeskoro 3acody 1016

BupoGHuk Cinton Xicnanig, C.JI., Iecnanis

(HaliMenyBanHa BUpoOHKMKa Nikapchkoro 3acoly, KpaiHa noxXoaKeHHs)

Beeseno B YkpaiHy Tosapuctso 3 oomexenow Bianosinaasuictio "BYCT ®APMA",
inenT. kon: 44107410

(HaimeHyBanHa Ta ko 3a €J/IPTIOY 1opuanunoi ocobu abo npissuie, iM's. no 6aTkkosi
isnanoi ocobu - nianpuemus, Ti Miclie NPpoXHUBAHHS Ta peecTpauiiinui Homep obikosoi
KapTKW niaTHuka noaarkis abo cepis Ta Homep nacnopta)

MMpotokon Bisyaasbuoro koutpomo sia 08.05.2025 Ne 1553/01.10-25/7.

3a pesyabTaTaMu AEPXKABHOTO KOHTPOMO BCTAHOBIEHO, WO Jikapcbkuii 3aciG  BBeseHo B YkpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHOABCTBA LL0A0 3a0e3reyeHHs AKOCTI AiKapChKHX 3acoGiB.

13#\ LLJH &

\uw.uu‘_f '*rN

Mukona XOJIOJJEHKO

oquleJJ (nmianue) (iniiany Ta npissuule)




Ceptudikat BiIIOBITHOCTI

CinroHn Xicnania C. JI.

Synthon

MicuieBa ToproBa Ha3Ba:

ETOPHKOKCHB-BICTA

Howmep PeecTpalriiiHOT0 TIOCBiTICHHS UA/19770/01/02
Howmep BrpoOy KommaHil «CiHTOHY 381198
Howmep cepii: 2403095D

Jo3yBaHHS:

60 Mr / ETOpHKOKCHO

JlikapcepKa (opma:

TabeTKH BKPUTI IUTIBKOBOIO 000JIOHKOIO

Po3Mip i THII YIIAKOBKIL

7 TabmeTok y 6micTepi,4 6micTepa B maui

Bupooank A®I;

AJIEMBIK ®APMACBIOTIKAJII3 (migpo3min I)
ITanenas, 3aB. Xamon 389350
TI'ymxapar, [Hgis

Howmep minensii Bupobxmka A®I:

G/1411 G/1050 G/25-F/50 (ML) /24065061 (GMP)

Bupobnmga gigerHmmg "in bulk":

Ciuron Xicnanig, C. JL.
Byn. K/Kacremno, Nel, Cant Boi e JitoGperar
Bapcenona, 08830 Icanis

Howmep mimen3ii Ha BHpOOHIITTBO BIPOGOHITION
nmimpHmi "in bulk":

IToTouHmil aificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2344/002/CAT (GMP)\
IToTouHIil aificHInt Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

JIUIsHKa IepBIHHOTO Ta BTOPHHHOTO TaKyBaHHS:

CinroH Xicnanig, C. JI.
Byn. K/Kactenno, Nel, Canr Boi me JInobperaTt
Bapcenona, 08830 Icmanis

Howmep mimen3ii Ha BHPOOHIIITBO JLUTSHKII
TIEPBHHHOTO Ta BTOPMHHOTO TAKyBaHHS:

TToTouHmil aificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2344/002/CAT (GMP)\
IToTouHil aificHmt Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

BiTIoBiJaIBHILI 32 JOKYMEHTAIIF0 Ha BHITYCK
cepil:

CinroH Xicnanis, C. JI.
Byn. K/Kactenno, Nel, Cant Boi e JitoGperar
Bapcenona, 08830 Icanis

Howmep mimens3ii JUITHKH, BiOIOBiJaIBHOI 33
JOKYMEHTAITII0 Ha BHITYCK Cepil:

TToTouHmil aificHINT HoMep B YKpaiHi:

0438 (ML) / NCF / 2344/002/CAT (GMP)\
IToTouHIil aificHmmt Homep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

Po3Mip cepii: 5200 ym.
KinpKicTh BIATIOBIIHIX BiIXIUIEHD: NA
Pemapxi / KOMeHTapi: NA

I 4 3acBiTYYIO TOYHICTE i IOCTORIpHICTE BlINIeHABeIeHOI iH(opMarIii.

ITro cepiro mpodyxii Oyo BHpoOIeHO, BKIIOYANOYI MAKYBAaHHA (AKIIO Ile mependadeHo) Ta KOHTPOIE SKOCTi, HA BIINe3a3HA4YeHill(HIX)
JIingHmi(kax) y IOOBHIf BinmorimHocTi no BimMor HanexHol BHpoOHITMol mpakTikil €C Ta BIMOT MICIEBOro PeryIATOpHOIO OpraHy, a
TaKoK IO cIelndikamiil, BIKIaleHIX Y PeecTpaniiiHoMy HOCBiITIeHH] KpalHI-iMIIOpTepa, Ta OyIb-AKIIX JOJATKOBIX BIMOT, IIOTOJIKEHIIX
y JIOTOBOpI TIPO AKICTE.

BupoOHIIMTBO TiKapchKkol pedoBHHII ETopmkokcnd 3ilicHIOeThCA BiMOBiNHO 10 Hirodol HamexxHol BHPOOHITIO! NpaKTHKH. 3BiTHICTH
moxo o0podKII, TAKYBaHHA/MAapKyBaHHA Ta BIIPoOyBaHHA cepiil Oyia meperigHyTa i BII3HAHA TAaKO0, IO BiMIOBiae BrvoraM HanexHol
BHpPOOHIMO]I IpakTHK €C.

TIpemapaT BiJMIOBiJae MiFOYIM KepiBHIM IPIHINIIAM INoxo IyOdacTol eHIedatomarii Bemmkoi poraroi XyHoOH / TpaHCMiCHBHOI
crnoHri¢opMHOI eHIedanonartii. Vei BiXIneHHs OIiHEHO Ta 3aJ0KyMeHT0BaHO. CTOCOBHO OVIIL-AKOI'O BiIXIUTeHHH, SKe MOKe BIUIIHYTI
Ha fKicTE Ta/abo Oe3meKy IpoIyKiii (BinmorinHe BimximieHH:) no CepridikarTa BUIIOBIIHOCTI J0JA€TECS 3BIT PO BiIXIUISHHS.

Paszom 3 BimmoBimHmm CeprndikaroM aHamizy mHefl HoKyMeHT € cepTH(iKalieo AKOCTi U1 HaJaHHA J03BOTY HA BHIYCK cepil A
BIIIe3a3Ha4eHO] cepii mpemapary.

Cepis BinnoBinae Crnemidikanii CFPS.NUS.98752 (1.0) Ta BumyckaeTses uist: MicTtpan Kenitan MeremmxMenT JliMmiTen, Ta 1S TeplTopii
VKpalHIL.

BbiaTtpic Xeppepoc IItamm:
IItamm: /YnogHogaxcena ocova HaTa: /28 mucTomaga 2024 p./
Tligmmc: _/nidonuc!

VnoeHoBa:keHa ocoba «CinTon Xicnamis C. JL»

Version: MCOC.ES01. EOX tab60 Mistral Capital Management UA. 381198.04.doc

Xicnakis C.J1.» (Synthon Hispania §.L.) | CIF: ES-61739645

Agpeca B IcnaHil- Kappep KacTenno 1| LI Nec Canidec | 08830 CaHT-Boii-ae-TinobperaT | BapcenoHa | lcnawis | Ten.: +34 936 401 516 akc: +34 936 401 146
(CiCastello 1] Pl.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHu 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

Synthon

Ceprudikart aHajizy Crop. 131
ETOPHKOKCHB-BICTA 60 Mr Ta0,1eTKH BKPHTIi IUITIBKOBOIO 000.I0HKOI0
Homep cepii : 2403095D
Howmep BHpoby 1381198
Jara BurotoBineHHs  : 19 mumna 2024 poky
Tepmin mpuaaTHOCTI : JIumens 2027

BupoOHuda 1iIpHHUITS : CinToH Xicmasis, C. JI.
BunpooyBaHHS PesyabTaT Kpurepii npuiiHATHOCTI
30BHIIIHII BUTIIA Biamogigae Bini KpyTili JBOOIYKIII TaOlIeTKH, BKPHUTI
000710HKO10, 3 THCHeHHIM «E9OX» 3
oJHOTO 00Ky Ta «60» 3 iHIIoro 60Ky
ONHOpPITHICTE J030BaHHX ONIIHIIIb Bigmosigae Bimmosginae ct. 2.9.40 €Bp. @apmaxorel
MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 98,7%
MaxkcmmyM (% BiJ 3a9BICHOTO Ha €THKETINI) 102,9%
Cepemna BemmanHa (% BiJ 3agBIeHOTO Ha eTnkeTmi)  101,0%
BifHOCHE cTaHIapTHE BiAXIUICHHS 1.2%
TToKa3HIIK IIPIIaTHOCTI 2.8 <150
KiIBKICTE IPOTECTOBAHIIX ONIHIITh 10
InenTHOIKAIA
BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTaPTHIIM PO3YITHOM
V@ crextp Bigmosigae CriBmagae i3 cTaHTaPTHIM PO3IIHOM
KinekicHe pi3HaueHHA (BEPX)
MT/TalI. 61 Mr/TabmI. 57-63 Mr/TablIeTKy
% 3asMBICHIII Ha CTHKETII 101% (95%-105%)
Yac po3diHEeHHS
MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 83%
MaxkcmmyM (% BiI 3a9BICHOTO Ha €THKETIIL) 89%
Cepemna BemmanHa (%o Bil 3agBISHOTO Ha eTHKETI)  87% > 75% (Q) 3a 30 XBILIITH

KinbKicTh MpOTeCTOBAHIIX OITHHIb
BucroBok
Howmimxkn (BEPX)
HaiibineImma HecremdikoBaHa JOMIIIIKA
CyMa JOMIIIIoK

MikpoObionoridsa gicTora

3araipHa KiIBKIiCTh aepOOHIX MIKpOOpraHi3MiB
(TAMC)

3araipHa KiIBKICTh JPLKIKOBHX Ta IUTICHIBIX
rpubis (TYMC)

Emepnxis xomi

6
Bimmosigae, S1

<0,05%
<0,05%
<100 KYO/r

<100 KYO/r

Biamosigae

<0,2%
<1,0%
<1000 KYO/r

<100KVYO/r

BigcytHa/r

I cepis Binmopimae Crermikarnii CFPS.NUS.98752 (1.0).

Bupano: Amnjpea Jlome3 I6aHe3,

cretiamicT 3 skocTi (PEJII3)

Jata Bupaui: 23 mictomaaa 2024 poky
Ile enekTpOHHMUII TiIMIHC.

3eim: 247940 Jama: 23 micmonaoa 2024 p./ 08:05:58 Bio: LW7 Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2
Local trade name: Etoricoxib-Vista
Marketing Authorization number: UA/19770/01/02
Synthon item number: 381198
| Batch number: 2403095D
| Strength: 60 mg / Etoricoxib
| Dosage form: film-coated tablets
‘ Packaging size and type: 7 fct per blister, 4 blisters per box
| Manufacturing site API: ALEMBIC PHARMACEUTICALS (Unit I)

Panelav, Tal. Halol 389350
Guyjarat, India

Authorization number of Manufacturing
site API:

G/1411 G/1050 G/25-F/50 (ML)/ 24065061 (GMP)

Manufacturing site Bulk Drug 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/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

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

Manufacturing Authorization number of

|
Primary and secondary packaging site:
|
|
|
| primary and secondary packaging site:

Current valid number in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Responsible for batch release
documentation and address:

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/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

|
|
! Number of relevant deviations:
|

Batch size finished product: 5200 packs
NA
Remarks / comments: A

.

Synthon Hispania S.L. | CIF: ES B-61739645

Version: MCOC . ES01.EOX tab60.Mistral Capital Management. UA.381198.04.doc

C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Liobregat | Barcelona | Spain | Tel +34 936 401 516 | www.synthon.com

Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1
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Synthon Hispania S.L.

Certificate of Conformance

page 2/2

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.98752 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

Qeatriz
/

Qualified \Person
Synth i ia7’S.

78 NOV. 2024

Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.EOX tab60.Mistral Capital Management. UA_381198.04.doc




Synthon Hispania, SL

¢/ Castell, |

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. 434 936 401 146

Synthon

www.synthon.com
Certificate of Analysis TS
Etoricoxib-Vista 60mg FILM-COATED TABLET
Lot Number : 2403095D
Item Number : 381198 Date of Manufacture : 19-Jul-2024
Expiry Date : Jul-2027

Manufacturing Site ~ : Synthon Hispania S.L.

Tests Results Acceptance Criteria
Appearance Complies White round biconvex
film-coated tablet debossed with
"E90X" on one side and "60" on
the other side
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 98.7 %
Maximum (% of label claim) 102.9 %
Average (% of label claim) 101.0 %
RSD 12%
Acceptance Value 28 <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 61 mg/tablet 57 - 63 mg/tablet
% of label claim 101 % 95-105%
Dissolution
Minimum 83 %
Maximum 89 %
Average 87% > 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%
Total aerobic 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

This batch complies with the specification set in CFPS.NUS.98752 (1.0).

Issued by : Andrea Lopez Ibafiez Date of Issue:  23/Nov/2024
QA CMO Specialist This is an electronic signature

Report: 247940 Date: 23 Nov 2024/08:05:58 From: LW7 Production
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