Ceprudikar BiqmoBiHOCTI

Cinron Xicnanisa C. JI.

Micnesa Toproea Hasga:

ETOPHKOKCHB-BICTA

Howmep PeectpaniiiHoro nocsif4eHHs: UA/19770/01/02
Homep upoby xommanii «CinToH» 381198

Homep cepil: 2403095D
Jo3yBauns: 60 mr / ETopukokcut

Jlikapceka dopma:

TabneTku BKPHUTI MIiBKOBOIO 060I0HKOIO

Po3mip i THII yTaKOBKH:

7 Tabnetox y 6mictepi,4 Gmicrepa B madmi

Bupobaux ADI:

AJIEMBIK ®APMACBIOTIKAJT3 (migposmin I)
ITanenas, 3as. Xanon 389350
I'ymwkapar, Tunis

Howmep ninensii supobauka ADI:

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

BupoOuuya minsauus "in bulk":

Cinron Xicnanis, C. JL
Byn. K/Kacrenno, Nel, Cant boi ne JInobperar
bapcenona, 08830 Icnanis

Homep ninensii Ha BEPOOHHITBO BHPOGHHYO]
JaineHHANI "in bulk":

ToTounnii gikcHuit HoMep B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotounwit aificauii Homep B €C:

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

JlinaHKa NepBHHHOTO Ta BTOPUHHOTO MAKyBaHHS:

Cinron Xicnanisg, C. JL.
Byn. K/Kacremno, Nel, Canr boi ne JInobperar
bapcenona, 08830 Icnanis

Homep ninensii Ha BUpOOHHITBO NUISHKA
TIEPBHHHOTO T4 BTOPUHHOTO NMAKyBaHHA:

TloTounwmii pificHuii HoMep B YkpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
TMoTounnii gifcuuii Homep B €C:

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

BigmoeinansHuii 3a JOKyMEHTAIII0 HA BHILYCK
cepii:

Cinron Xicnanisg, C. JL
Byn. K/Kactemno, Nel, Cant boi ne JInobperar
Bapcenona, 08830 Icnanis

Homep Jrinensii qiisiHKH, BIIOBIIANBHOT 32
JOKYMEHTaLil0 Ha BHITYCK Ccepii:

IMorounuii gilicHuii HoMep B YkpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
IMorounwii giticauii Homep B €C:

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

Posmip cepii: 5200 ym.
KinpkicTb BifIIOBIIHUX BiIXHIEHB: NA
Pemapku / xoMeHTapi: NA

Synthon

I 5 3aCBIAYYIO TOYHICTS i JOCTOBIPHICTE BHINCHABEACHO! iH(OpMail.

1Iro cepiro npoaykuii Oyia0 BHpoOIeHo, BKIHYAKYH MaKyBaHHA (AKIIO Ile TependaveHo) Ta KOHTPOIb AKOCTI, Ha BHIIe3asHa4YeHii(HIX)
AinsHni(kax) y noBHiH BignosigHocTi mo Bumor Hanexnol supoOGrmuoi mpaxrnkn €C Ta BEMor micueBoro PerynsaropHoro opramy, a
TAKOK 10 crienudikaniii, BukiageHnx y PeecTpanifHoMy NOCBiTYeHHI KpalHH-IMIOpTEpd, Ta Oyab-AKHX NOJATKOBHX BHMOT, IOTOLKCHHX
y Horoeopi npo sAkicre.

Bupobunureo mikapcekoi peuoBnEH ETopHKOKCHO 3mificHIoeThca Bimnmosigao mo aitogoi Hanexmoi BupoOmM9ol npakTHkm. 3BITHICTE
wozno 06pobky, naKyBaHHI/MAPKyBaHHA Ta BUIpoOyBaHHi cepiil Oyia nepernsHyTa i BU3HAHA TAKOM0, IO BiAnoBinae Bumoram Hanesxuol
BHpoGHIHOI pakTHK €C.

Ilpenapar sBinmoBizae mil0YHM KepiBHMUM NpMHUHMNAM Inofo rybuactoi eHuedanomarii Bemukoi poratoi Xynobu / TpaHcMicHBHOI
crioHTi(hopMHOI ennedanonarii. Vi BiIXHIeHHs OIiHEHO Ta 3aM0KyMeHTOBaHO. CTOCOBHO OYIB-AKOTO BiXH/ICHHA, SKE MOXKE BIUTHHYTH
Ha AKicTs Ta/abo Ge3neky npomyknil (BianosigHe BigxuneHna) no Ceprudikara BIANOBIIHOCTI NOXAETECA 3BIT IPO BiIXHICHHA.

Pazom 3 ignoeiguum Ceprudikarom aHamizy ueil HoKymeHT € ceprudikailiero sKOCTI sl HAJ@aHHA J03BOJY Ha BHITYCK cepil juii
BHIIlE3a3HAYEHOI cepil npemnapary.

Cepis Bignosinae Cnemudikanii CFPS.NUS.98752 (1.0) ta Bunyckaetsca ama: Mictpan Kenitan Menemxment Jlimiten, Ta ans tepuTopii
YKpaiHH.

Biatpic Xeppepoc HlIramrr:
IIramn: /Vnosuosascena ocoba Hara: /28 nacronama 2024 p./
IMiamuc: _/nidnuc/

VYnoenosaxkena ocoda «CinTon Xicnanin C. JL»

Version: MCOC.ES01.EOX.tab60 Mistral Capital Management.UA. 381198.04.doc
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Synthon Hispania, SL

¢f Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain L
Tel. +34 936 401 516 Syntho_n
Fax. +34 936 401 146
www.synthon.com

CepTudikar ananizy Crop. 131
ETOPUKOKCUB-BICTA 60 mr Tab/1ieTku BKPUTi ILTIBKOBOI 000I0HKOI0
Howmep cepii : 2403095D
Homep Bupoby 1381198
Harta uroropnenHs  : 19 nunus 2024 poky
TepMin npuaaTHOCTI : Jlunens 2027
BupoOHuya aiTsHAL : Cinron Xicnanis, C. JI.
BunpoGysanns PesyabTaTn Kpurepii npuiisaTHOCTI
3oBHimHIN BHIIIA Bigmorinae Bini kpyrii goomyxii TabNeTKH, BKPUTI
000710HKO010, 3 THCHEHHAM «E9OX» 3
omuoro 6oky Ta «60» 3 iHmoro 60Ky
OIHOPIAHICTE JO30BAHHX OJWHHLE Bignorinae Bigmorinae cr. 2.9.40 €sp. dPapmakonei
MinimMym (% Bix 3asBIE€HOTO Ha ETHKETIL) 98,7%
MakcumyM (% Bif 3asIBIEHOTO Ha ETHKETIIi) 102,9%
Cepenus BennanHa (% Bij 3ageneHoro Ha erukerni)  101,0%
BigHocHe cranfapTHE BiAXHICHHA 1,2%
TlokasHuk npugarHocTi 2,8 <150
KinbkicTs MpoTECTOBAHHX OJHHHITL 10
Inentudikanis
BEPX uac yrpuMaHHs Bignosigae CriBnazae i3 CTaHIAPTHHM PO3UHHOM
Y@ crekTp Binnosigae CniBnazae i3 cTaHAAPTHHM PO3ZUHHOM
Kinekicue Buznauenns (BEPX)
wmr/Tabn. 61 mr/radm. 57-63 mr/rabnerky
% 3aABIIEHUN HA €THKETII 101% (95%-105%)
Yac pozunHeHHA
Minimysm (% Bin 3a9BIEHOTO HA ETHKETIII) 83%
MakcumyM (%o Bij 33sBJICHOIO HA ETHKETLI) 89%
Cepenns sennunHa (%o Bij 3aseneHoro Ha erukerui)  87% > 75% (Q) 3a 30 xBumma
KinekicTs npoTecTORBAHHX OIHHUIEL 6
BHCHOBOK Bimnosinae, S1
Homimxu (BEPX)
Haii6inema HecnenndikosaHa JoMilIKa <0,05% <0,2%
Cyma nomimnrox <0,05% <1,0%
Mixkpobionoriuaa 4yucToTa
?;1:13\145(1:1;1 KUIBKICTE aepOoOHUX MiKPOOPTaHi3MiB <100 KYO/r <1000 KYO/r
f;g:ﬁ;”ﬁgm AR TR IS <100 KYO/r <100 KYO/r
Emepuxis xomni Binnoginae Bigcyraa/r

114 cepis Bigmosigae Cnemudikanii CFPS.NUS.98752 (1.0).

Bupano:  Amngpea Jlomes I6anes, Hara Bujagi: 23 nmucronana 2024 poxy
crienianict 3 sxocti (PEJII3) Lle eneKTPOHHMHA MTigIMHC.

3gim: 247940 Jama: 23 aucmonada 2024 p./ 08:05:58 Bio: LW7 Production
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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
Gujarat, 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)

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/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)

Batch size finished product:

5200 packs

Number of relevant deviations:

NA

Remarks / comments:

N

SR ]

) Version: MCOC ES01. EOX tab60.Mistral Capital Management.UA.381198.04.doc
Synthon Hispania S.L. | CIF: ES B-61739645

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.
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[ 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.

78 NOV. 2024

Synthof Hisp

Signature: / Date:

| Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.EOX tab60.Mistral Capital Management. UA.381198.04.doc
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Synthon Hispania, SL

o/ Castellé, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516
Fax. +34 936 401 146

www.synthon.com

Synthon

Certificate of Analysis Page 1 of 1

Etoricoxib-Vista 60mg FILM-COATED TABLET

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

Lot Number : 2403095D
Item Number : 381198 Date of Manufacture I 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 2.8 <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 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%
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

Issued by : Andrea Lopez Ibafiez
QA CMO Specialist

Date of Issue :  23/Nov/2024
This is an electronic signature

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

CDE - a valid license will remave this message. See the
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JNEPYKABHA CJYXBA 3 JIIKAPCBKUX 3ACOBbIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hazii CeitanuHofi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo sIKicTh BBe3eHOro B YKpainy Jikapcbkoro 3acoby

28.01.2026 Ne 4029/26/2611

ETOPUKOKCHB-BICTA

(naHMeHy BaHNA iKapChKOro 3aco0y 3riHo 3 peceTpauifHUM NockiaYeHIsm)
TabJeTKH, BKPHTI IIIBKOBOI0 000/10HK01I0 Mo 60 Mr; mo 7 Taduerok y 6aicrepi, no 4 6aicrepu
B mauui

(hopma BMNYCKY. JO3YBaHHA, B NUKYBAHHS JIIKAPCHKOTO 3ac00y)
Homep peectpauiiinoro nocsinuenns UA/19770/01/02 crpok nii peecrpauiiitoro nocsinuenns 05.12.2027
Cepis nikapcbkoro 3acoby Ne 2403095D KinbkicTs BBe3€HOTO Nikapchkoro 3acoby 1728

BipoGumk Cinton Xicnanis, C.JI., Icnanis

(HakiMeHy BaHHA BHPOOHMKA NiKAPCLKOTO 3aco0y, KpaTHa MOXo/KeHHA)

Breseno B Vpainy TOBAPUCTBO 3 OBMEXKEHOIO BIIITOBIJAAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(naiimenyBanna Ta koa 3a €PTIOY wpuanynoi ocodu abo npissuuie, im's, no GaTekoBi (izHuHOT
ocolu - nianpuemus, i Micue NpoxuBaHHs Ta peecrpaitifinuii Homep 0BNiKOBOT KAPTKK MIATHUKA
nojarkis abo cepis Ta Homep nacrnopra)

lMporokoa pisyansnoro kontpomo sin 28.01.2026 Ne 373/01.10-26/7.

3a pe3vaALTATAMK  ACPKABHOID KOHTPONMK  BCTAHOBIEHO, LWWIO J'IiKapCbK

jacif mmezeHo B VYkpainy 3

‘y/facoﬁiB.

AOTPHMAHHAM BuMOT 3aKOHOAABCTBA OO 3abe3neHeHHs AKOCTi Nikal

HavanbHuk Mmukona XOJIOJIEHKO

o) (mianue) (ininianu Ta npissuuie)

(nocanosa

the k ty of this POF for mare information.




JAEP)KABHA CJIY/KBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
Npo AKICThL BBE3€HOr0 B YKpaiHy JiKapcbKoro 3aco0y
08.05.2025 Ne 22802/25/26
ETOPHKOKCHB-BICTA

(HaliMeHyBaHHA Jikapckskoro 3acofy 3riiHo 3 peccTpaLifHUM NOCBIAYEHHAM )
Tabl1eTKH, BKPUTI IIiBKOBOI0 06010HK010 10 60 mr; mo 7 Tabaerox y Gaicrepi, mo 4
OsicTepn B na4uj

(dopma BUnyCKy, 103yBaHHA, BHL NAKyBaHHA Jlikapckkoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/19770/01/02 crpok aii peectpauitinoro nocsiauenna 05.12.2027
Cepisn nikapebroro 3acoby Ne 2403095D KinbkicTs BBE3eHOTO nNikapcukoro 3acoby 1016

Bupo6Huk Cinron Xicnaunig, C.J1., Icnania

{Halimenysanna BupoGHHKa Jikapebkoro 3acoly, kpaina noxomxenns)

Beeseno B Ykpainy Tosapucrso 3 oomemenoro Bianosiaaasuicrio "BYCT ®APMA",
iaenr, Kou: 44107410

(nalimenysanns ta koz sa €JIPTIOY opuandnoi ocolin abo npissriue, im's, no 6aThkosi
(izudnoT 0cobH - nianpuemua, ii MicLe NPoKUBAHHA Ta peccTpauiiinuil Homep obnikosol
KAPTKH NIATHHKA NoAaTKiB abo cepis Ta HOMEp nacnopTa)

Tporokon BisyaasHoroe kontposo six 08.05.2025 N 1553/01.10-25/7.

3a pesy/bTaTamMu  JIePKABHOrO KOHTPOMIO BCTAHOBEHO, WO Jikapceknii 3aci6 Beezeno B Ykpainy 3
JOTPHMAHHSAM BHMOT 32KOHOJABCTRA 100 3abe3neyeHHs AKOCTi fikapCbKHX 3acobiB.

Muxona XOJIOJEHKO
T e
e |
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