AEPKABHA CJIYXKBA 3 JIIKAPCbBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitnununor. 3. 02099, tea. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua. Ko €JIPIIOY 37079055

BUCHOBOK
NMpo AKICTh BBE3EHOro B YKpainy JikapcbKoro 3acoby

06.05.2024 Ne 23540/24/26

ETOPUKOKCHB-BICTA

(HaAMeHYBAHHA NTKAPCLKOrO 3aco0y 31110 1 peccTpalti R NOCRIZINEHHAM )
TabNeTKH, BKPUTI IJIIBKOBOIO 0600HK010 110 90 Mr; o 7 rabaerox y Haicrepi, no 1 6aicrepy
B A4

(thopma BHNYCKY. AO3YBANIINA. BILL 1KY BAHES JIKAPCHKOTO 3ac00v)
Homep peectpauiitvoro nocsiauenna UA/19770/01/03 cipok aii peectpaniiinoro nocsinuenns 05.12.2027
Cepis nikapcbkoro 3acoby Ne 2401285D Kiankicti nsesenoro aikapeskoro sacody 10250

Bupo6Huk CinTon Xicnanis, C.J1.. [cnanis

(HaiMeHy Batiis BHPOOHIKD AIKApCLKOTo 3aco0y, KPaTHA NONOIKCHHS)

Bee3eHo B Y kpaity TOBAPUCTBO 3 OBMEKEHOIO BIAMOBIAAJIBHICTIO
"BYCT ®APMA", inenr. won: 44107410

(HaiimenyBanns Ta ko1 1 C/PHON wopicuemol ocodu abo npitmme. im's. no 6atukosi izuanor
0COBH - NiANPUEMLUSA. T MICUE 1IPOSKHBANIS Ta PCCCTPALIIMIA HoMep 0011IKOBOT KAPTKH NaaTHHKa
TR LT 00 uupiu it Homep IIilclt|1|'1'I'{I}

Mpotokon BisyansHore konvposmo Bia 06.05.2024 Ne 1590/2.

3a pe3lynsTaTamMu  AEPKABHOrO  KOHTPOMO  BCTanoricho. 1of nikapehkuii acio Beeicno B Ykpainy 3

AOTPHMAHHSAM BHMOI 3aKOHOAABCTBA WOAO 3a0¢3INC ICHIN AKPCTI LIKAPCLKNX 3aC00iB.

Wk 3ACO5/57>
.9 ulity g
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Cinron Xicnanis C. JL. Synthon
CeptudikaT BIIIOBIIHOCTI :

MicneBa ToproBa Ha3Ba: ETOPHKOKCHB-BICTA

Howmep PeecTparlriiiHoro mocBiTd9eHHS: UA/19770/01/03

Howmep BupoOy Kommanii « CiHTOH» 404425

Howmep cepii: 2401285D

Jo3yBaHHS: 90 mr / ETopnkoxcut

JlikapceKka opma: TabeTKH BKPHTI IUTIBKOBOIO 000IOHKOI0

Po3Mip i THII YIIAKOBKIL; 7 TabmeTok y 6micTepi,1 OicTep B mavii
Bupoornk A®I; AJIEMBIK ®APMACBIOTIKAIJI3 (ITigpo3zin I)

ITanenas, 3aB. Xanox 389350
I'ymxapat, Ingig

Howmep ninensii BupobHnka A®I: G/1411 G/1050 G/25-F/50 (ML) /21072791 (GMP)

Bupoormga gimprmmg "in bulk™: CinToH Xicroaxis, C. JL.
Byn. K/Kactemno, Nel, Canr Boi ge JImooperar
Bapcenona, 08830 Icmanis

Homep ninensii Ha BupoOHIITBO BupoOHIrIoi gimbHmmi "in bulk": | 0438 (ML) / NCF / 2344/002/CAT (GMP)

JIIIHKa IIepBIHHOTO Ta BTOPHHHOIO TTAKYBaHHS: CinroHn Xicmania, C. JI.
Byn. K/Kactemno, Nel, CanT Boi ge JImooperar
Bapcenona, 08830 Icmanis

Howmep ninieH3ii Ha BIpOOHIIITBO JUISHKII IEPBIHHOTO Ta

: 0438 (ML) / NCF / 2344/002/CAT (GMP)
BTOPHHHOI'O IMMaKyBaHHA:

BigmoBigansHILI 3a JOKYMEHTAII0 Ha BHITYCK cepil: Cinron Xicnaxis, C. JL.
Byn. K/Kactemno, Nel, Canr Boi ge JImooperar
Bapcenona, 08830 Icmanis

Howmep nineH3il AUISHKIH, BiAIOBiTAIBHOI 38 JOKYMEHTAITIIO Ha

i
srmtyex cepi 0438 (ML) / NCF / 2344/002/CAT (GMP)

Po3zMip cepii: 10250 ym.
KUIBKICTh BIATIOBIIHIIX BiIXIUICHb: NA
Pemapxi / KOMEHTapi: NA

ITiM & 3aCBiTYYIO TOYHICTE i JOCTOBIPHICTE BIINEHABEACHOI iH(p opMaIIii.

ITro cepito mpoxaykmii Gyno BHpoONeHO, BKIIOYAIOUN ITAKYBAaHHS (JKIIO Il ImepenbadeHo) Ta KOHTPOJIb SKOCTI, Ha
BIIIe3a3HaYeHITI(HIIX) OiIgaHIi(KaX) V TMOBHII BiAmoBiaHOCTI g0 BuMor HanexHoi BupoOHIdoi mpakTiki €C Ta BIMOT
MiCIIeBOro PerymsaTopHOro OpraHy, a TaKoX J0 cHelmQikaiiil, BHKIageHnX v PeecTpalfiilHoMy IIOCBiTUeHHI KpaiHiI-
iMImoptepa, Ta OyIb-AKIIX 10JaTKOBHX BIIMOT, ITOTOIKECHIX V JI0TOBOpI PO SKICTB.

BupoOHIITBO JTiKapchKol pedoBHHN ETOpHKOKCHO 3MiIICHIOETBCA BIiAMOBigHO g0 girodoi HamexxHoi BupoOHITOI
TPaKTHKN. 3BITHICTE IMog0 00poOKIH, maKyBaHHS/MapKyBaHHS Ta BHIIpOOYBAaHHA cepiil Oyla IeperiIqHYTa i BH3HaHA
TaKOI0, IO BifmoBigae BiMoraM Hamnesxsol BupoOHIrgol mpaktik €C.

IIpemapaT BIiATIOBiZaEe MiOUNM KEpIBHIMM IPHHINNIIAM IIOA0 I'yOdUacTol eHmedanomaTil BeImKoi poraroi XymoOm /
TpPaHCMICHBHOI CcIIoHTihopMHOI eHIedamonaTii. Yci BiIXHICHHS OIiIHEHO Ta 3aJ0KyMeHTOoBaHO. CTOCOBHO OVIB-SKOTO
BiIXIUICHHA, fKe MOXKe BIUIMHYTH Ha AKICTh Ta/abo OesmeKy mponykuil (BimmomimHe BimxivieHHS) mo Ceptmdikara
BiJIIOBITHOCTI TOA€THCA 3BIT PO BiIXIUICHHS.

PazomM 3 BigmosiguimM CepTidikaToM aHaTi3y Leil TOKYMEHT € cepTH]IKAIli€r0 SKOCTI I HaJTaHHS JO3BONY Ha BHITYCK
cepii A BHINE3a3HAYCHOI cepii mpemapaty.

Cepia BigmoBigae Cmenmgikarii CFPS.NUS.98753 (1.0) Ta BumyckaeThes ma14: Mictpan Kemitan MeHemDKMEHT
JlimiTen, Ta ams TepuTopii YKpaiHiL.

ITTamm: /Ynoeroeascena ocoba IITTamm:
Iligmic: _/nionuc/ Hara: /09 kBiTHs 2024 p./
JAHIEJIb ITACKAY

YnoeHoBa:xkeHa 0coda «CinToH Xicnania C. JL.»

Version: MCOC.ES01.EOX.tab90.Mistral Capital Management.UA.404425.01.doc

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

Anpeca B IcnaHii- Kappep KacTenno 1| ML Jlec Canivec | 08830 CaHT-Boii-ae-NinobperaT | BapcenoHa | Icnawis | 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 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 90 Mr Ta0;1eTKH BKPHTI IUTIBKOBOIO 000.I0HKOIO

Homep cepii : 2401285D
Howmep BHpoby : 404425
Jata BurotoBneHHs : 18 Gepe3ns 2024
Tepmin mpuaaTHOCTI : Bepezens 2027 poky
BupoOHuda 1iIpHHUITS : CinToH Xicmasis, C. JI.
BunpooyBaHHS PesyabTaT Kpurepii npuiiHATHOCTI
30BHIIIHII BUTIIA Biamogigae Bini KpyTili JBOOIYKIII TablIeTKH, BKPHUTI
000710HKO10, 3 THCHeHHAM «E90X» 3
oJaHOTO 00Ky Ta «90» 3 iHIIOoro 60Ky

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

MinimyM (% BiJ 3asSBJICHOTO Ha €THKETIIL) 96,5%

MaxkcmvyM (% Bijl 3aBI€HOTO Ha €THKETILL) 103,1%

Cepeus BenmdiHa (%o Bia 3a9B71€HOT0 Ha ETHKETIIL) 100,6%

BimHocHe cTaHIapTHE BiAXIICHHS 2,0%

TToKa3HIIK IIPIIaTHOCTI 4.8 <15,0

KilbKicTh IPOTECTOBAHIX OIHMHIITS 10
InenTHOIKAIA

BEPX gac yTpiMaHHS Bigmogigae CriBmagae i3 cTaHTAPTHIM PO3UIHOM

V@ crektp Biamosigae CriBmagae i3 cTaHTapTHIIM PO3YITHOM
KinekicHe pi3HaueHHA (BEPX)

MT/Tabi. 90,5 Mr/Tabm. 85,5-94,5 Mr/TabneTky

% 3asABIEHIII Ha eTIKETIII 101% 95%-105%
Yac po3dnHeHHS

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

MaxkcrvyM (% Bijl 3a9BI€HOTO Ha €THKETILL) 88%

Cepenns BenmdiHa (Yo Bij 3asgBI€HOTO Ha €THKETI) 86% > 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 gicTora

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

ITa cepis Binmosinae Crermdikanii CFPS.NUS.98753 (1.0).

Bumgazo: JIini I'imene3 benires, Jata Bugadi: 09 kBiTHA 2024 poKy
cremiamicT 3 skocTi (PEJII3) Ile enekTpOHHMUII TiIMIHC.

3eim: 233602 Hama. 09 xeimusa 2024p./ 12:53:49 Bio: LW7 Prodiiction




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Etoricoxib-Vista

Marketing Authorization number: UA/19770/01/03
Synthon item number: 404425
Batch number: 2401285D

Strength:

90 mg / Etoricoxib

Dosage form:

film-coated tablets

Packaging size and type:

7 fct per blister, 1 blisters per box

Manufacturing site API:

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

Authorization number of Manufacturing
site APIL:

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:

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

Authorization number of site responsible
for batch release documentation:

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

Batch size finished product: 10,250 Pack
Number of relevant deviations: acl.
Remarks/comments: NA

Version;: MCOC .ES01.EOX.tab90.Mistral Capital Management.UA.404425.01 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 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.98753 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

09 APR 2024

Signature: Date:

D!‘ NIEL PASCAU
“UALIFIED PERg o)

Qualified Person Synthon Hispania S.L.

Version: MCOC ES01.EOX tab90 Mistral Capital Management. UA 40442501 .doc

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

L=

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en |a hoja numero B-184.02

Castelld 1 | Pl. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 148

3, folio 43, tomo 30.987, inscripcion 1




Synthon Hispanla, SL

o/ Castells, 1

08830 Sant Boi do Llobregat
Barcelona - Spain

Tel. +34 536 401 516

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

Synthon

Certificate of Analysis Pegelof2

Etoricoxib-Vista 90 mg film coated tablet
Lot Number 1 2401285D

Item Number : 404425 Date of Manufacture 1 18-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 "90" on
i the other side
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.5 %
Maximum (% of label claim) 103.1%
Average (% of label claim) 100.6 %
RSD 20%
Acceptance Value 4.8 <150
Number of Units Tested 10
Identification
HPLC Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay (HFLC)
mpg/tablet 90.5 mg/tablet 85.5 - 94.5 mg/tablet
% of label claim 101 % 95-105%
Dissolution
Minimum 84%
Maximum 88 %
Average 86% =75 % (Q) in 30 minutes
Number of Units Tested 6
Conclusion Complies, 81
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.98753 (1.0).

Repori: 233602 Date: 09 Apr 2024/12:53:49 From: LW7 Productlon




Synthon Hispania, SL
of Castellé, |
08830 Sant Boi dc Llobregat

Barcelona - Spai l
Tel 434 536 401 516 Synthon
Fax. +34 936 401 146
www.synthoti.com
Certificate of Analysis TR
Etoricoxib-Vista 90 mg film coated tablet Lot Number: 2401285D
Issued by : Lili Giménez Benitez Date of Issue:  09/Apr/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 233602 Date: 09 Apr 2024/12:53:49 From: LW7 Production
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