IEPSKABHA CJIYKBA 3 JIKAPCHKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KHEBI

npos. Hanii CaiTnaunof, 3, 02099, en. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IIPTIOY 37079055

BUCHOBOK
npo sIKiCTb BBE3EHOr0 B Y kpainy JikapcbKoro 3ac00y

20.09.2024 No 48464/24/26

ETOPUKOKCHE-BICTA

(nameHyBaKHa NKAPCLKOTO 3aco0y 3rinno 3 peCCTpaLLHHIM FIOCBIAHCHHAM)
tabJieTKN, BKPUTI IU1IBKOBOIO 060/10RK0I0 110 60 MF; no 7 tabacTok y 6aicrepi, no 4 Gaicrepu
B nmayui

(popma Bunycky, 03YBAHRS, BAL naKysaHss NiKapehbKoro 3aco0y)

Homep peccTpauifiHoro noceiAueH UA/19770/01/02 crpox aif peecTpaUifHOro NOCBiLHCHHA 05.12.2027

Cepin nixapcbkoro 3aco8y Ne 2401283C KinbKicTs BBE3EHOFO NIKAPCHKOrO sacoby 5000
BupoGHKK Cinrton Xicnanis, C.JL, [cnanis

(nalimeHyBanns BrpoGHMKA JHIKAPCLKOTO 3acoBy, kpaita NOXOMKEHHA)

Baeseno B Ykpainy TOBAPHUCTBO 3 OBMEXXEHOIO BUI[I()BI}IAJTI)HICTIO
"BYCT ®APMA", ineut, Kol 44107410

(naiiMenysatHa Ta KO 33 CAPTIOY JOPHARUHOT ocoBu abo npizsuiLe, iM'si, o BaTbrosi (iznsnoi
0co6H - nianpuemis, Ti Micue NpodKHBAHHS T3 peecTpauifnmni HoMep ABAIKOBOT KAPTKY fIIATHHKA
nonarkis afo cepis T2 HOMEP nacnopTa)

T1poToKOS Bi3yabHOr0 KOHTPOIO gin 20.09.2024 Ne 3260/6.

3a pesy/bTaTaMu  [epKABHOTO KOHTpOMIO ~ BCTAHOBNIEHO, WO aikapcbknii  3aci®  sBeseio B Yxpaiy 3

AOTPUMAHHAM BuMOT 3aKOHOABCTBA OO0 3a0e3MedeHHs aKoCTi AiKapChiX 3aC00iB.
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Ceprudikar BimoBigHOCTI

Ciuton Xicnanis C. JL.

Miciiesa Toprosa Ha3Ba!

ETOPUKOKCUB-BICTA

Howmep PeccTpamiiiHoro [oCBigUeHH: UA/19770/01/02
Homep supoby komraHii «CiaTOH» 381198
Homep cepii: 2401283C

JlozyBaHHA:

60 mr / ETopuxoxcu6

Jlikapebka dopma:

Ta6nerku BKPUTI THTIBKOBOIO 0DOJIOHKOIO

PosMip i THI YITAKOBKH!

7 Tabnerok y Giictepi,4 Guicrepa B mayi

Bupobunx ADL

AJIEMBIK ®APMACBIOTIKATI3 (miaposain I)
Tlanenag, 3aB. Xanon 3893 50
T'yaxapart, [nais

Howmep ninexsii BupobHuKa ADL:

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

BupoGHUUa AUTBHHLA "in bulk":

CinTon Xicmanis, C. JI.
Bys. K/Kacrenno, Nel, Caurt boi ne JInoGperar
Bapcenona, 08830 Icnanis

Homep niueHsii Ha BAPOOHMUTEO BHPOGHNIOT
minexmu "in bulk™

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

JlinsgHKa NepBUHHOrO Ta BTOPUHHOTO MaxyBaHH:

Ciuron Xicnasisg, C. JL.
Byn. K/Kacrenno, Nel, Canr Boi ae Jinobperar
Bapcenona, 08830 Icnanis

Howmep miensii Ha BUPOCHHIITBO JINAHKY
TepBUHHOTO T2 BTOPHHHOTO TIAKYBAHHA:

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

BiarnosigansHuui 3a JOKYMCHTALI0 Ha BUITYCK
cepii:

Cinron Xicranis, C. JI.
Byn. K/KacTtenno, Nel, Caur boi ne JInoGperat
Bapceinona, 08830 Icnianis

Howmep sriuensii UISTHKY, BITTOBIHAITBHOT 32
LOKYMEHTAII{I0 Ha BUITYCK cepii:

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

@mip cepii: 10 000 yr.
KinbKicTh BIATOBIIHUX BiAXWIICHE! /
Pemapxu / KOMEnTapi: NA

L{uM 31.3aCBiAYYI0 TOUHICTD { 10CTOBIpHICTL BULIENABEACHOT indopmaii.

o cepiio npoykii Gyino BUPOGIIEHO, BKIOUAIOUH TAKYBARHA (sxuio ue mepend
srmor Hanexnoi BrpoBHHUYOI TPAKTHKY
Takok 10 crmenmikanii, BUKTAICHHX Y Peecrpauiitaomy rocBinucHHi kpaiu-iMropTepa, Ta

AingHLi(xax) y nopnii BinoBigHOCTI 10

y JoroBopi npo sKicTk.

BupoBuuUTRO JiKapchKoi peuoBHiH Ertopukoxchd

BUPOGHUUOT IIPAKTHK c€C.

Tpenapar BimoBiac milounM KepiBHEM TIPUHUENAM IIORO ryGuacroi enueanonarii BENUKOT
rroBao. CTOCOBHO GYIB-KOTO BIIXMICHHA, AKE MOX
cst 3BIT PO BIAXUIICHHA,

criouTipopmHoi enuedanomarii, Vi BIIXWIEHH OLIIHEHO Ta 3aJI0KyMCF
Ha AxicTh Ta/aGo Gearexy NPOAyKUil (BizmOBiAHE BIXXUIEHHS) 1O Cepmudixara BIITTOBILHOCT] AOMAETD

Paszom 3 simmosigmum CeprudixaToM aHanisy el JOKyMeHT € cepTrikauicio aKOCTI Ul HMAJaHHs J03BONY Ha BHIYCK cepii us

BUIIC3a3HAUeHO] cepil mperapary.

Yxpaidy. :

Kozen Antec
Ultamn: / Vroenoaasicena ocoba
Mignvic: _/nionuc/
YioenopazeHa 0co6a «CiHTOH

3pilicHIOEThCS ‘BIATIOBIAHO N0
mono 06pobku, rTaKyBaHHs/MapKyBanns Ta BUNIPOOYBAHHS cepiit Gya ImeperiiaHyTa i

Xicnauist C.

[Mramr:
Jara: /15 wBiTHH 2024 p./

JL»

Version: MCOC.ES01.EOX.tab60.Mistral Capital Management.UA.381 198.03.doc

AUEHO) Ta KOHTPONE AKOCTI, HA BulIe3asHaucHiH(HUX)
€C Tta BMMor Micuesoro Perymsiroptoro opraty, a
GyaB-SIKHX TOAATKOBHX BHMOT, MOTOKEHHX

nitouoi Hanexuol BHPOOHUYOI NPAKTHKH. 3BiTHICTE
BU3HAH4 TaKkolo, Wo Bifrosigac BUMoOraM HanexHol

poratoi xynobu / TpancMicHBHOT

Cepis Binroninae Crieuudikarii CFPS.NUS.98752 (1.0) Ta BAMYCKAETBCA UL Micrpan Kertitan MeHeokMCHT Jlimiten, Ta fas TepuTopii



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 aHaII3y Crop. 131
ETOPUKOKCUB-BICTA 60 mr TabaeTku BKPUTI MJIIBKOBOXO 000JJOHKOI0
Homep cepii :2401283C
Howmep BupoOy 1381198
. . JlaTa BUTOTOBJICHHA ! 12 6epesus 2024 poxy
Tepmis TPUAATHOCTI : Bepesens 2027
BupoGuuda IibHALA - Cimron Xicmanis, C. JL
BunpobyBanHst PesynbTaTH KpuTepii ApUAHATHOCTI
3oBHIWHI{ BUITIAA Binmnosizae Bini kpyri ABOOTIYKJIi TaGNETKH, BKPHTI
oboonKoro, 3 THeHerM «E9OX» 3

, onHoro Goky Ta «60» 3 iHWIOro 60Ky
OmHOpigHICTH 1030BaHUX ONHHHLE Bianosizae Binrosinac cr. 2.9.40 €Bp. dapmaxornel

MinimMym (%o BiZ 3aBJIECHOr0 HA eTHKETL) 97,1% '

Maxccumym (Yo Biji 3a5BIEHOTO Ha ETHKETLH) 103,8%

Cepenns sennunna (%o Bijl 3aBICHOTO Ha ETHKETUI) 99,2%

BifHOoCHE CTAHAAPTHE BiJIXAICHHS 1,9%

TToKka3HHK ITPHAATHOCTI < 4,5 <150

KinbxicTh NPOTECTOBAHMX OFXHAMUE 10
[nenTrdikagis

BEPX uac yrpyuMaHHs Binrosijzae Crisrnangac i3 CTaHAapTHAM PO3TUHOM

V& criextp Bignosimae Crhisrafac i3 CTaHAAPTHUM PO3TUHOM
Kinskicne srsHauents (BEPX)

Mr/Tabi. 60 mr/Tabn. 57-63 mr/TabneTKy

% 3aSBICHHN HA CTHKETILI 99% (95%-105%)
Yac po3yMHEHHS

MinimyM (%o Bifl 3aABIEHOTO Ha eTHKETI) 86%

MaxcumyM (% BiX 3asBIEHOTO Ha ETHKETL) 97%

Cepeaus Bennunna (Yo Bif 3ajBICHOO Ha eTHKETII) 91% > 75% (Q) 3a 30 XBUITHH

KinpKicTh IPOTECTOBAHUX OXMHHIIS 6

BucHOBOK Biamnosinae, S1

Tomimku (BEPX)

HaiiGinpia necnenidikoana 1oMiliKa <0,05% <0,2%

Cyma ZOMIILIOK <0,05% <1,0%
Mikpobionoriuga YUCTOTS

3arajibHa KilbKicTh agpOOHIX MikpoopragizMiB <100 KYO/r < 1000 KYO/r

(TAMC)

3aranpla KinbKicTh APDKIKOBHX Ta IICHABUX <100 KYO/r <100 KYO/r

rpu6is (TYMC)

Ewepuxis xomni Bignosigae Bincyrus/t

Lls cepis Bigmosigae Creumikanii CFPS.NUS.98752 (1.0).

Bumano:  Mapis Xoce Pobnec MaprtiHes, Tlarta pufaui: 15 KBITHA 2024 poky
crewmanicr 3 axocti (PEJII3) Ile crexTpOHHHUI TAHC.

Bgim: 234011 Jama: 15 reimns 2024 p/ 17:04:21 Bio: LW7 Pl*oducliin_!




Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

Ftoricoxib-Vista

Marketing Authorization number:

UA/19770/01/02

Synthon item number: 381198
Batch number: e
C Strength: 60 mg / Etoricoxib
D(mgn {orm; film-coated tablets
WP:}(}k;};ging size and type: 7 fet per blister, 4 blisters per T
Manufacturing site APL ALEMBIC PHARMACEUTICALS (Unit 1)
panelav, Tal. Halol 389350 E,
Giujarat, India
Authorization number of Manufactoring G/1411 GA1050 Gi25-F/50 (ML) / 21072791 (GMP)
site APT: ' ' : o ' '
Manufacturing site Bulk Drug Product: Synthon Hispania, S.L.
CfCastello, n®1, Sant Boi de Llobregat,
Barcelona, 08830, Spain
Authorization number of Manufacturing 0438 (ML) / NCF/2344/002/CAT (GMP)
site Bulk Drug Product:
Primary and secondary packaging siter Synthon Hispania, $.1.
CiCastello, n1, Sant Boi de Liobregat,
Barcelona, 08830, Spain
Manufacturing Authorization number of 0438 (ML) / NCF/2344/002/CAT (GMP)
primary and secondary packaging site:
! Responsible for batch relcase S_\,ﬁ'lll‘,}?l()ri.ﬂlﬁ} nia, SI
documentation and address: CiCastello, n®1, Sant Boi de Llobregat,
Barcélona, 08830, Spain |
Manufacturing Authorization number of 0438 (ML) / NCF/2344/002/CAT (GMF)
primary and secondary packaging site:
Batch size finished product: 10.000 Pack
Numipes of elevant devia ions i —
Remarks / comments: NA




Synthon Hispania S.L.

Certificate of Conformance

| hereby certify that the above information is authentic and accurate,

This batch of product has been manufactured including packaging (if applicable) and guality control at
(he 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 o be in

compliance with EU GMP.
The Product complies with the current BSE/TSE guideiimes.

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.

I 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.NUS98752 (1.O) and is released for Mistral Capital Management
Limited, UK, and for tersitory: Ukraine.

Signature: Dater .

Qualified Person Synthon Hispania S.1.




Synthoo Hispania, SL

o/ Castelld, 1

(8830 Sant Boi de Llobregat
Barcelota - Spain

Tel, +34 936 401 516

Fuz. +34 936 401 146
www,syithon.com

Certificate of Analysis

Fuge 1ol 2

Etoricoxib-Vista 60mg Film-coated tablet

Lot Number T 2401283C
Item Number 381198
Expiry Date © Mar-2027

Manufacturing Site

© Synthon Hispania S.L.

Date of Manufacture

 12-Mar-2024

Tests

Results

Acceptance Criteria

Appearance

lj,n,i forrhity of dosage units
Minimum (% of label claim)
Maximum (% of label claim)
Average (% of label claim)
RS
Acceptance Value
Number of Units Tested

Identification

HPLC

UV gpectrum

Assay (HPLC)

‘ mg)tab]ct

% of label claim

Dissolution
Minimum
Maximum
Average
Number of Units Tested
Conclusion

Impurities (HPLC)
Largest Unspecified Impurity
Total Impurities

Microbial contamination
Total aerobic microbial count (TAMC)
Tatal comhined yeast/moulds cownt {TYMC)

Escherichia cofi

Complies

Complics
97.1 %
103.8 %
99.2 %
1.9 %
4.5

10

Complies

Comhlies

60 my/ftablet
99 %

86 %
97 %
91 %
6

Complies, $1

$0.05%
<0.05 %

<100 CFU/g
<100 CFU/g

Complies’

This batch compl:tes with the specification set in CEFPS.NUS.98752 (1.0),

White round biconvex -

film-coated tablet debossed with . |
"ESOX" on one side and."60" on ‘
the other side N
Complies with Ph. Eur, 22940 . .

<15.0

The same ag standard prep.

The same 35 standard prep.

57 - 63 my/tablet
95 - 105 %

> 75 % (Q) in 30 minutes

<0.2%

< 1.0%

< 1000 CFU/g -
<100 CFU/g

Not present/g

Report: 234011 Date: 15 Apr 2024/17:04:21 From: LI¥? Production




Synthon Hispania, S1

of Castelld, 1
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Barcelona - Spain
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Certificate of Analysis

Etoricoxib-Vista 60mg Film-coated tablet Lot Number:  2401283C

S N TVt b Taoyym « 15/ A0/ 2024




