JEPKABHA CJYIKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npon, Haait Csitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kylv@dls.gov.ua. Kop €JIPTIOY 37079055

BUCHOBOK
npo sIKicTL BBE3eHoro B YKpainy Jikapcbroro 3acody

04.02.2025 Ne 4818/25/26

ETOPHKOKCHB-BICTA

(Ihlli\mll\ BaHNs ‘lllu)PLhKOl() 3“(/()6\ im0 3 pl,((,lpdlllmlll\l NOCRI AUCHEISEM )
TaGaeTin, BRPICT WHBKOBO10 060401K010 110 90 M1 110 7 TabiieTor y oJaticrepi, no 4 duicrepw
B navi

(popMa BHIYCRY, AO3Y BAHIA, BHA THIKYBAHIN AIRAPCHKOTO 31C00Y)
Homep pecerpauiiinoro nocsizuenia UA/19770/01/03 crpox ail peectpauiithoro nocsinuenis 05.12.2027
Cepist nikapebkoro sacoby Ne 2403655A Kinbkicrs spesenoro aikapeskoro sacody 5000

Bupobuuk Cinron Xicnanis, C.JL, lenanis

(HAIMCHYBATTIS BHPOGH KA NKAPCLKOTO 3ucoly, kpaia NOXQLKCHHS)

TOBAPHUCTBO 3 OBMEIKENOIO BIAMTOBLIAJLHICTIO
"BYCT ®APMA", inen. wox: 44107410

Breszeno B Ykpainy

(naisenysaiisg ta kox 3a CAPIIOY opiaanol ocotu abo npisaiie, i, 1o Garskoni Piswanot
ocoBu - niarpremis, i Micle UPOAHBANHS T peccTpantiFunit roMep o0iKoBOT KAPTKI TAXTHIKA
nozarkin alo cepin Ta HoMmep nacnopra)

[poTokoen sisyansuoro kowrposo sin 04.02.2025 Ne 284/01.10-25/11.

33 pesyabTatamMu  ACIKABHOrO  KOWTPOMO  BCTAHOBACHO. 1O pikapehiiil sacid  pseseno B YKpalwy 3

JOTPHMANHSIM BUMOT 33K0ON0AABCTBA W00 3a0e3neuerin 3 KoCtH stikapeskux 3acodis.

7 /7 ) Bixrop \/IAXII()BI L[b

] ‘.nu;(m K )H‘IE 110) (mzmm. (ininianu 1a npumnm)
FE N Eo
<« i




CinTon Xicnanis C. JI.
Ceprudikar BIAMOBIIHOCTI

Micuesa Toprosa HazBe:

ETOPUKOKCHUBL-BICTA

Homep Peectpauiifnoro noceigdcuus: UA/19770/01/03
Homep Bupoby xommnanii «CiHTOHY 381199
Homep cepii: 2403655A

HosysaHus:

90 mr / Etopukoxchn®

Jlikapebka dopma:

TabseTky BKPHTI TUHBKOBOIO 000JIOHKO0

Posmip 1 THIT yIaKoBKH:

7 rabnerox y baticrepi, 4 Ouicrept B navui

Bupobuuk ADI:

AJIEMBIK ®APMACBIOTIKAJI3 (ITiaposain [)
[Manenas, 3aB. Xanon 389350
I'yoxapar, luais

Howmep niuensii Bupo6suka APL:

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

Bupobuuua ginsHuus "in bulk™:
I

Cinton Xicnauis, C. JI,
By K/Kacreiuto, Nel, Caur Boi ne JlnoGperar
Bapcenona, 08830 Icranis

Homep niueusii Ha BUpoOHUIITBO BUpo6HUYOT AinsHu "in bulk™:

[Torounuit gilicuuit Homep B Ykpaiui:
0438 (ML) / NCF / 2344/002/CAT (GMP)
TToTounwuii pificHuit Homep B €C:

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

ﬂiﬂf{lﬂ(ﬂ NEPBUHIOTO Ta BTOPHHHOTO NMaKyBaHH !

Ciuron Xicnanis, C. JI.
Byn. K/Kacrenno, Nel, Caur Boi ne Jinobperar
Bapcenona, 08830 Icnanis

Homep nitensii Ha BUPOOHHUUTRO AiNSHKH MEPBHHHOTO Ta
BTOPHHHOTO MaKyBaHHs:

[Torounuii mificuuii Homep B Ykpaini:
0438 (ML) / NCF / 2344/002/CAT (GMP)
TMorounnii aikicuuii nomep B €C:

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

BiarosilanbHHi 32 JIOKYMCHTALIIO HA BHITYCK cepii:

Cinron Xicnanis, C. JI.
By K/Kacreio, Nel, Canr boi ne Jno6perar
bapcenona, 08830 Icnanin

Homep niueHsil QisstHicH, BIATORIUANLHOT 33 JIOKYMEHTAUITO Ha
BHITYCK cepii:

[Torounuit gificunit Homep B Ykpaiui:
0438 (ML) / NCF / 2344/002/CAT (GMP)
[MoTounuii aificunit Homep B €C:

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

Po3mip cepii: 15018 yn.
KinbkicTh BIZMOBIZHHX BIIXUIICHD: NA
Pemapiu / koMeHTapi: NA

LIuM 51 3acBiaUYI0 TOUHICTE | AOCTOBIPHICTDL BHILEHABEACHOT iH(opMallil.

Lo cepito npoxykuii Oyno BHpoOGiCHO, BKIEOMANOUM HakyBaHHA (IKILO Uc IepeadaucHo) Ta KOHTPOUb SKOCTI, Ha
BUUIe3a3HAUeHIH(HUX) RiLHUI(kax) y noBHIN BianosiaHocti go Bumor Hasesxnol supobuuuoi npaktukuy €C Ta BHMOr
Micuesoro Perymatophoro opray, a Takox o creuu(ikauid, Buiianenux y PeecrpauiifiHomy nocsigueHui kpaidm-
iMrioptepa, Ta Oyab-sIKMX AOJATKOBHX BUMOT, HOTOMKEeHUX v JloroBopi mpo sKicTh.

Bupobunurso nikapebkol pevosuny Etopukokcu6d saiiicuioetses Bianoriano ao aiouoi HanexHoT BUpoGHHYOT NIpakTHKH,
3BiTHiCTL 10A0 00pobKH, nakyBaHHs/MapKyBaHus Ta Burpobysanus cepiii 6yna rnepersisHyTa i BU3HAHA TAKOI, 1110
BiZnoBinae Bumoram Hanexwol Bupobuuvof npaxrux €C.

Mpenapat Bignosigae AilouMM KepiBMUM MpUHLMNAM Bogo ryGuactoi cuuedanonarii senukoi poratol xyaoGm /
TpaHcMicHBHOT crionrihopmuol eniedanonatii. Yei Bigxunenus ouineno ta 3ag0kymentoBano. CTOCOBHO BYIb-1KOro
BIZIXWJIGHHS, fIKE MOXE BIUIMHYTH Ha sKicTh Ta/abo Gesnexky npoaykiii (sinnosiame siaxunenns) no Ceprudikara
BIANOBIAHOCTI 10/IA€TLEA 3BIT NPO BIAXMUIICHHS.

Pazom 3 signosiaunm CeprudikaToM aHaiisy uei Koxymeur ¢ cepruikauicio sikocTi sl HaZanHs J03BOJy Ha BUITYCK
cepii st BHLIe3asHaueHol cepil nperapary.

Cepis sinnosinae Cneundixauii CFPS.NUS.98753 (1.0) ta sunyckaetses ans: Mictpan Kenitan Meunemxment Jlimiten,
Ta 1t Teputopii Ykpainu.

Wramr:
Hara: /28 skowrus 2024 p./

Htamn: /Ynosuoeasicena ocoba
Mignue: _/nionuc/
biarpic Xeppepoc
Yunosuosaxena ocoba «Cinron Xicnaunin C. JL.»
Version: MCOC.ES01.EOX.tab90.Mistral Capital Management.UA.381199.03.doc

Xicnanin C.fl.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca 8 |cnanii: Kappep Kactenno 1 | MN.1. flec Caninec | 08830 CaHt-Bow-pe-Nnobperar | Bapcenowa | fcnawin | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Castellé 1| P.1. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona } Spain)

| 3apeectposana y ToBapHomy peecTpi bapcenoku 3a Homepom B-184.023, cTopitka 43, Tom 30.987, aanuc 1




Synthon Hispania, SL

¢/ Castelid. |

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel, +34 936 401 516

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

Ceprudikar aHasizy Crop. 131
ETOPUKOKCHUB-BICTA 90 mr Tabjerku BKPUTI MJIiBKOBOIO 000J10HK0I0
Homep cepii : 2403655A
Howmep BHpoOy 1381199

Jlata puroTosnenns 16 Bepecus 2024

TepMiH NPUAATHOCTI : Bepecens 2027 poxy
BupobHu4a TiabHHULSA . CintoH Xicranis, C. J1.
Bunpodysanus PesynnTatu Kpurepii npuiinatiocri

30BHIIHIH BUTTISL

OnmopinHicTs 1030BAHKHX OAHHKIL
MiniMym (%o BiZ 32sBJICHOrO HA CTUKETLI)
Maxcumym (%o Bif 3asiBNCHOr0 HA ETHKETIL)
Cepenns Benuynna (Yo Bill 3a5BJICHOTO Ha ETHKETL)
BinHocHe CTaHjapTHE BIIXHIICHHS
IToxasnuk NPUAATHOCTI
KinbKicTh TPOTECTOBAHUX OJHHHIH
Inenrudixanis
BEPX uac yrpumanns
Y® criextp
Kinskicue susnaucuus (BEPX)
mr/rabi.
% 3asBIIEHWIT Ha eTUKETHI
Yac posuuneniis
MiniMyMm (%o BijL 3aBJICHOTO HA €THKETLI)
Makcunmym (%o Bijl 3asBICHOTO Ha CTUKETIL)
Cepenns Bennunta (Yo BiJl 3a9BJIEHOTO HA eTHKETI)
KiIeKicTh TIPOTECTOBAHUX OJHHHIB
BricHoBOK
Jowmitrkn (BEPX)
Haiibineura Hecrieun(pikosana JIOMinIKa
Cyma IOMILIOK
Mikpo6iosnoriuna uucrora

3araibHa KiJIbKiCTh acpOGHKX MIKpOOPraHi3MiB
(TAMC)

BaraibHa KibKICTh APDKIKOBHX TA TTICHABHX
rpu6is (TYMC)

Ewepuxis xofi

Bignorinae

Binnoginae
101,1%
106,0%
103,0%

1,4%
4,9
10

Bignosinae
Bignosigae
92,7 mr/rabmn.
103%

86%
95%
90%
6
Biamosizae, S1

<0,05%
<0,05%

<100 KYO/r
<100 KYO/r

Binnosinae

Bini kpyrni geoonykiti TabaeTKH, BKPHTI
o6osnonkoro, 3 THeHennsM «KE9OX» 3
onroro Goky Ta «90» 3 ivuloro 6oxy
Bianosinae cr. 2.9.40 €pp. Papmakonei

<15,0

Criisriafac i3 CTaHHaPTHUM PO3UITHOM
Crisriaziac i3 CTaHAAPTHUM PO3UHHOM

85,5-94,5 mr/Tabnerky
95%-105%

> 75% (Q) 3a 30 xBunun

<0,2%
<1,0%

< 1000 KVO/r
<100 KYO/r

Bincytna/r

s cepis Binmosinac Crieundianii CFPS.NUS.98753 (1.0).

Bupano: Angppea Jlores [6aens,
cneuianicT 3 sikocri (PEJII3)

Ilata supaui: 26 sxostHs 2024poky
Ue enexkTpoHHMH NIATHC.

3gim: 246329 [Jama: 26 acosmus 2024p./ 08:11:15 Bio: LW7 Production

Pﬁﬁ au 200
Bup 18025 A




Synthon Hispania S.L.

Certificate of Conformance

page 172

Local trade name:

Etoricoxib-Vista

Marketing Authorization number:

UA/19770/01/03

Synthon item number:

381199

Batch number:

2403655A

Strength:

90 mg / Etoricoxib

Dosage form:

film-coated tablets

Packaging size and type:

7 fet per blister, 4 blisters per box

Manufacturing site APL

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

Authorization number of Manufacturing
site APL:

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

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.1.
C/Castello, n?1, Sant Bai 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.
CiCastello, 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)/ NCI/2344/002/CAT (GMP)

Responsible for batch release
documentation:

Synthon Hispania, S.1..
C/Castello, n®1, Sant Bot de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible
far batch release documentation:

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

Current valid number in FU:

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

Batch size finished product

15018 packs

Number of relevant deviations:

Lo
LA

Version: MCOC ESOTLEOX b0 Mistral Capital ManngemenU UAIRTIOW 03 doc

#3436 401 918



Synthon Hispania S.L.

Certificate of Conformance

page 2/2

¥

Remarks/comments: l NA

[ 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/abeling and analysis records were reviewed and found to be in compliance
with U 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 Misiral Capital Management Limited,
UK., and for territory: Ukraine.
iz Herreros

Signature: Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC ESOTEOX tah%90.Mistral Capital Management. UA381199.03 doc




Synthon Hispania, SL

o Castelld, ]

08830 Sant Boi de Llobregat
Barcelona « Spain

Tel. +34 936 401 516

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

Certificate of Analysis

Page 1 of {

Etoricoxib-Vista 90mg FILM-COATED TABLET

Lot Number . 2403655A
Item Number 381199 Date of Manufacture . 16-Sep-2024
Expiry Date : Sep-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White round biconvex
film-coated tablet debossed with
"E90OX" 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) 101.1 %
Maximum (% of label claim) 106.0 %
Average (% of label claim) 103.0 %
RSD 1.4 %
Acceptance Value 4.9 < 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 92.7 mg/tablet 85.5 - 94.5 mg/tablet
% of label claim 103 % 95-105%
Dissolution
Minimum 86 %
Maximum 95 %
Average 90 % = 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 acrobic microbial count (TAMC)
Total combined yeast/moulds count (TYMC)

Escherichia coli

<100 CFU/g
<100 CFU/g

Complies

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

<1000 CFU/g
<100 CFU/g
Not present/g

26/0ct/2024

This is an electronic signature

Issued by : Andrea Lopez Ibafiez Date of Issue :

QA CMO Specialist

Report: 246329 Date: 26 Oct 2024/08:11:15 From: LW7 Production
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