AEPXKABHA CJIYKBA 3 JIKAPCHLKUX 3ACOEIB

TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUEBI

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

BHCHOBOK
PO SIKICTH BBE3eHOro B Ykpaiuy JiKkapchbKoro 3acoly

28.10.2024 Ne 56270/24/26

ETOPHMKOKCHUB-BICTA

(HafiMenynanis nikapebkoro 3acoBy 3rinno 3 peecTpattiiium nocsinYeHuaM)
TA0JIETKH, BKPHTI IJ1iBK0BOI0 060/101K010 10 90 mMr; o 7 Tabaerok y Gaicrepi, no 4 6aicrepu
B navui

(chopma BumyCKy, NO3yBAHHA, BUA IAKYBAIHA NIKAPCLKOTO 3aC06Y)
Howmep peecrpauiiinoro riocsinuenns UA/19770/01/03 crpox xif peectpauifinoro nocsimienns 05.12.2027
Cepis mixapcbkoro sacoby Ne 240178313 - Kinekicrs sesenoro nikapeskoro sacoy 2000

Bupo6HuK Cinron Xicnaunist, C.J1., Icnauis

(nakfimenysanus BupoGHAKa NikapeLkoro sacoby, KpaiHa TIOXORMKEHHA)

Buesexo B Ykpainy TOBAPUCTBO 3 OBMEXKEHOIO BIJIIIOBIIAJILHICTIO
~ "BYCT ®APMAY, ineur. won: 44107410

(ahimenysannsg Ta xou 38 CLAPTIOY 1opuaiynot ocobu a0o npissHie, iM's, 10 GaTEKOB piznunol
0cobu - nianpuemit, 11 Micue poxuBasus Ta peecTpauiiHuil Homep oONiKOROT KapTKH NAATHHKA
nonarkin abo cepis ra nomep racnopra)

TNpoToxon sisyansnore xourpomo sin 28.10.2024 Ne 3694/8.

3a  pesynbTatamH  NepKaBHOrO  KOHTPOMO  BCTAHOBNCHO, W10 nikapchkii _3aci6  Bseseno B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOLABCTEA LIOAO 3BE3NE CHHA AKOCT] J'liKapcn,/k/ X 3ac00is.

a Muxosia XOJIOJEHKO

(ninnuc) (intitiany Ta npisnuie)
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Cinron Xicnanis C. JI.
CepTudikaT BiIMOBITHOCTI

Micuesa Toprosa Ha3sa:

ETOPUKOKCUB-BICTA

Howmep Peccrpauifinoro noceiqueHHs: UA/19770/01/03
Howmep Brpoby kommanii «CiHTOH» 381199

Howmep cepil: 2401783B
Ho3zyBauHs: 90 mr / ETopukokcu6

Jlikapcrka dopma:

TabrneTkH BKPUTI MIIBKOBOIO 0B0JIOHKOIO

Po3uMip i THT ynakoBky:

7 Tabnetok y Gnictepi, 4 GnicTepy B navii

Bupo6ruk API:

AJIEMBIK ®APMACBIOTIKAIJIS (TTinposnin 1)
Ilanenas, 3as. Xanon 389350
T'ymxapar, [Hzis

Howmep niuensii Bupobruka API:

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

Bupobunua gineauug "in bulk":

Cinron Xicranig, C. JL
Byn. K/Kacrtemno, Nel, Canr boi ge Jinobperar
Bapcenona, 08830 Icnanig

Howmep ninensii Ha BUpOGHHUNTBO BHpoOHuwo1 ainpHuui "in bulk™:

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

ﬂiﬂﬂHKa FEPBUHHOTO Ta BTOPUHHOTO MaKyBaHHA!

Ciuron Xicnanis, C. JI.
Byn. K/Kacrenno, Nel, Cant Boi ae JIno6perat
Bapcenoua, 08830 Icnianis

Howmep nitensii #a BHpOGHUUTBO JIJISTHKH NEPBHHHOTO T
BTOPHHHOTO MAKyBaHHS:

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

BignosizansHuit 32 JOKYMEHTAILI0 Ha BUITYCK cepil:

Cinton Xicnanis, C. JI.
Byn. K/Kacrenso, Nel, Canr Boi ge Jlno6Gperar
Bapcenona, 08830 Icmawnis

Homep nitensii ninsHky, BIAMOBIJANBHOT 32 JOKYMEHTALIO Ha
BUITYCK Cepil:

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

Po3sMip cepil: 13 935 ym.
KinmeKicTh BIAMOBIAHMX BiAXHIIEHD: NA
Pemapxu / koMeHTapi: NA

LiuM 5 3acBiXUYI0 TOYHICTB | JOCTOBIPHICTS BHIUeHaBeNeHOT iHdopmauil,

Lro cepito nmponykuii 6yno BApoOIeHO, BKIIOYANOUM [MAKYBAHHS (AKIO Le TepeAbadeHo) Ta KOHTPOJb AKOCTI, Ha
BHIIE3a3HaueHIA(HIX) AinsHui(xax) y noBHil BignosigHocTi no sumor Hanexnoi BupoOuuuoi npaktHku €C Ta BUMoOr
MicueBoro Perynaroproro oprasy, a Takox o crenmdikauiii, BUuknageHnux y PeecrpauiiiHoMy nocBiguenni kpainu-
iMrIoprepa, Ta 6yIb-IKHX JOAATKOBHX BHMOT, OrojikeHux y Jorosopi npo AKicTs.

Bupobuuureo mikapcekol pevdoBnHH ETophkokcu® 3milficHioeThed BimnosiaHo po gmitouoi Hanexuoi BHpoGHMuOi
MpakTHKH. 3BiTHICTL W00 0OpobKH, MaKkyBaHHA/MapKyBaHHS Ta BHNpoGyBaHHS cepiii Gyna mepernsHyTa i BU3HaHa
T&KO10, 1110 Bifnopinae BumMoram HanexHol BupoGuuyoi npaktux €C.

[Ipenapar BiAnoBigae HiroWHM KepiBHUM NpHHUMNAM Ioxo ryGuactoi eHuedanonatii Benukoi poratoi xynobu /
TpaHcMicHBHOI crioHTidopMHOT eHuedanonaril. Yci BiaxuneHns ouiHeno Ta 3ajgokymeHToBano. CToCOBHO 6YaB-9KOT0
BiOXMACHHS, SKe MOXE BIUIMHYTH Ha skictb Ta/abo Gesnexy mpoxykuii (Binmosimwe sinxunenus) po Ceprudikara
BIAMOBIAHOCTI HOAAETHCA 3BIT PO BiAXUIECHHS.

Pasom 3 BigmoBiguum CepTudikaTtoM aHamizy ueil oKyMeHT € ceprudikauicto sKoCTi I HaJaHHA J03BONY HA BHITYCK
cepii Ans BHLIe3a3Ha4YeHo! cepil mpenapary.

Cepis Binnosinae Crneundikauii CFPS.NUS.98753 (1.0) ta sunyckaerses aust: Mictpan Kenitan MeHemxMenT
Jlimiten, Ta aas Teputopil YkpaiHu.

Ultamn:
Hara: /30 keiTHsn 2024 p./

ITamr: /Vnogrosasicena ocoba
Tiarc: _/nidnuc/
JAHIEJIb ITACKAY
Ynosuopaxkena ocob6a «Cinron Xicnanist C. JI.»

Version: MCOC.ES01.EOX.tab90.Mistral Capital Management.UA.381199.02.doc

Xicnaxis C.JL» (Synthon Hispania S.L.) | CIF: ES-61739645
Aapeca b Icnauii: Kappep Kacrenno 1 | M.l Nlec Canivec | 08830 Canr-Boit-fie-flnoGperat | BapcenoHa | Icnanis | Ten.: +34 936 401 516 ®akc: +34 936 401 146
(C/Castelld 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

Ceptudikart anamuizy Crop. 131
ETOPUKOKCHUEB-BICTA 90 mr Ta6ieTKH BKPHTI IUIIBKOBO0 060JI0HKOI0
Howmep cepii : 2401783B
Howmep Bupoby : 381199
Hara surotosnenns  : 08 kBiTHa 2024
Tepmin npuaaTHOCTI : Keitsa 2027 poky
BupoOHuya QiTbHULA : Cinron Xicmanis, C. JL.
BunpoGypannsn Pe3yibTaTH Kputepil npuitnaraocTi
30BHIWHINA BUIIIAL] Binmosinae bini kpyrni ABoONMyXNi TabNETKH, BKPHTI
oBonoHko1o, 3 THeHeHHAM «E9OX» 3
oanoro Ooky Ta «90» 3 inworo 6oky

OnnopinHicTh Z030BaHUX OJNUHHLE Binmosinac Bignosigac ct. 2.9.40 €gp. Papmakonel

MiniMym (Yo BiJl 325BIEHOrO Ha ETHKETLI) 96,5%

MakcumyM (%o Bifl 3a9BI€HOTO Ha ETHKETLL) 104,6%

Cepenus Bemuuna (%o Bia 3agBIEHOrO Ha €TUKETHI) 100,1%

BimHOCHE CTAHAAPTHE BiIXHJIEHHS 2,1%

[TokasHuK NPUAATHOCTI 5,1 <15,0

KinbKicTh NPOTECTOBAHMX ONMHHLE 10
Inentudikanis

BEPX uac yrpumManHs Binnosigae CriBnajae i3 cTaHAapTHUM PO3YHHOM

Y& cnekrp Binmosinae Cnienazac i3 cCTaHAAPTHUM PO3YHHOM
Kinsxicue susznagenus (BEPX)

Mr/rab. 90,1 mr/rabn. 85,5-94,5 mr/tabnerky

% 3aABJICHUI Ha CTHKETII 100% 95%-105%
Uac po3uHHEHHs

MiniMym (%o BiJj 3a9BIEHOIO Ha ETUKETII) 88%

MakcumyMm (Yo Bill 32SBJIEHOIO HA ETUKETII) 89%

Cepenus Bemaunna (% Bifl 3a5BIEHOTO Ha ETHKETL) 88% = 75% (Q) 32 30 xBumun

KinbkicTs NpOTECTOBAaHUX ONHHULD 6

Bucuosox Bianosinae, S1

Homimku (BEPX)

Haii6inpia Hecreungikopana foMilliKa <0,05% <0,2%

CymMa noMilox <0,05% <1,0%
Mikpo6ionoriuna yucToTa

3aransHa KiNbKiCTh aepoBHUX MiKpoopraHiaMie <100 KYO/r <1000 KYO/r

(TAMC)

3aranwHa KinsKicTs JPDKIHKOBHX Ta MITICHABUX <100 KYO/r <100 KYO/r

rpubis (TYMC)

Emepuxis xoni Biamosinae Bigcyrusa/r

L cepis Binnosinae Crieundikauii CFPS.NUS.98753 (1.0).

Bupano:  Jlimi I'iMenes benires, Jata pupaui: 29 ksitHs 2024poky
cuenjancr 3 akocti (PEJII3) Ile enexTpoHHUH TANNC.

3eim: 235047 Qama: 29 xeimua 2024p./ 16:23:58 Bio: LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

page 1/2

Local trade name:

Etoricoxib-Vista

Marketing Authorization number: UA/19770/01/03

Synthon itemn number: 38 1‘199

Batch number: 2401783B

Strength: 90 mg / Etoricoxib

Dosage form: film-coated tablets

Packaging size and type: 7 fot per blister, 4 blisters per box
Manufacturing site APIL: ALEMBIC PHARMACEUTICALS (UnitI)

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.
CiCastello, 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: 13,935 Pack
Number of relevant deviations: 20
Remarks/comments: NA

Version: MCOC.ES03.EOX. tab90 Mistral Capital Management.UA.381199.02.doc




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 contro] 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.

3 0 APR 2024

Signature: Date:

DANIEL PASCAU
QUALIFIED PERgoN

Qualified Person Synthon Hispania S.L.

Version: MCOC ES01.EOX tab90.Mistral Capital Management.UA.381199.02.doc




Synthon Hispania, SL

of Castell, |

08430 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synihon.com
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Certificate of Analysis

Etoricoxib-Vista 90 mg film coated tablets

Lot Number .~ 2401783B
Item Number : 381199 Date of Manufacture L 08-Apr-2024
Expiry Date . Apr-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Resulls Acceptance Criteria
Appearance Complies White round biconvex
i 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) 96.5 %
Maximum (% of label claim) 104.6 %
Average (% of labe! claim) 100.1 %
RSED 2.1%
Acceptance Value 5.1 <15.0
Number of Units Tested 10
Identification
HPLC Complies The same as standard prep.
UV speetrum Complies The same as standard prep.
Assay (HPLC)
mg/tablet 90.1 mg/ablet 85.5 - 94.5 mg/tablct
% of label claim 100 % 95 - 105 %
Dissolution
Minimum 88 %
Maximum 89 %
Avcrage 88 % 275 % (Q) in 30 minutes
Number of Units Tested 6
Conclusion Complies, S1
Impurities (HPLC)
Largest Unspecified Impurity <0.05% <02%
Total Impurities <005% <1.0%
Microbial contamination
Tota! 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 CIFPS.NUS.98753 (1.0).

Report: 235047 Daee: 39 Apr 2024216:23:58 From: LW7 Production







