JAEPXKXABHA CJIY)XKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €EAPIIOY 37079055

BUCHOBOK
NMpo AKICTL BBE3eHOro B YKpaiHy JikapcbKoro 3acody

12.09.2023 Ne 46267/23/26

EJIbTPOMBOIIAT-BICTA

(HaliMeHyBanHs NiKapcsKoro 3aco6y 3riIHO 3 PeccTpauifiHKM NOCBLAYEHHAM)
TabNeTKH, BKPHTI NJIiBKOBOI0 000/10HK0I0, N0 25 Mr; no 7 Tabaerok y daicrepi; mo 4
OaicTepn B KapToHHil kKopoOui

(hopma BHNYCKY, 203YBAHHA, BMI NAKYBaHHA Nikapchkoro 3acoly)
Howmep peectpauiitroro nocsinuenns UA/19832/01/01 crpok aii peectpauitinoro nocsinuenns 29.12.2027
Cepia nikapcskoro 3acoby Ne 2302499A KinbkicTs BBe3eHoro sikapcekoro 3acoby 400

Bupo6HHK Cinron Xicnanis, C. JI, Icnanis
(nafimenyBanHa BupoOHHKa NiKapchkoro 3acoby, kpaiHa NOXOMKEHHS)

BaeseHo B Ykpainy TosapucrTso 3 o0Mexenoio BizxnmopinanbuicTio ""BYCT ®APMA'",
inenT. xox: 44107410

(HafiMeHyBaHHA Ta koA 3a €JIPTTOY iopuanynoi ocobu abo npiseuute, iM's, no 6atekoni
(izn4HOi 0cOOH - NiANpHEMUA, 1T MiCLIe NMPOKHBAHHA Ta peccTpauifiHHi Homep o6aikosol
KapTKW NnaTHHka noaaTkis aGo cepis Ta HOMEp nacnopra)

Mpotokoa Bisyansuoro kourpomio sia 12.09.2023 N2 2781/1.

3a pesysnbTaTaMM JEPXKABHOrO KOHTPONK BCTAHOBNEHO, WO Jikapchkuit 3aci6 BBezewo B VYkpainy 3
AKQHOABCTRA 010 3a0e3neueHHA AKOCTi Nikapchkux 3acobis.

/

Muxkona XOJIOOEHKO

(nianuc) (iniuianu Ta npizsrue)




CintoHn Xicoauia C.JI.

Synthon

CeptudikaT BITOBLIHOCTI

Crop.1/2

MicreBa TOproBa Ha3Ba:

EJIbTPOMBOIIAI'-BICTA

Homep MapKeTHHIOBOI peecTpaltii: UA/19832/01/01
Homep BupoOy CiHTOH: 401078
Howmep cepii: 2302499A

KoHneHTpamis:

25 mr / EnpTpomOonar

JlikapcpKka opMa:

TaOlleTKH, BKPHUTI IITiIBKOBOK 00OIOHKOI0

Po3Mip i THIT yTaKOBKI:

7 TabneToK, BKPUTHX IIJTiBKOBOK 000JOHKOIO y OmicTepi; 4
OnicTepH y KopoOiri

BupoobHiua ginsHunsA AQI:

MCH Jla6oparopie3 ITpurar JlimiTes

OrnanoBi Homepu 317, 320, 321, 322, 323, 604 & 605,
Pyapapam (cemme), [Tatanxepy (Magman), Paiion
Canrapeani, [Tinkoa-502 329, Tenanrana Iajisa

Howmep mineH3ii Ha BUPOOHUIITBO
BHpOOHIIO] AiMsHUI ADI:

10/MD/AP/2004/B/CC (ML) / 91515/TS/2022 (GMP)

Bupo6Huua ginsHmns "in bulk":

Cinron Xicnania C.JI.
Byn. K/Kactemno, Nel, Canrt Boi 1e JImobperat
Bapcenona, 08830 , IcmaHis

Howmep mineH3ii Ha BHPOOHMIITBO BUPOOHHKA
Bi/IIOBigamsHOTO 32 BHPOOHHUIITBO "in bulk":

IToTounuii fificHNII HOMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
TToTounuii fificHuil HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

HepBIII-IHe Ta BTOPHHHE ITAKYBAHHA!

CinroH Xicnanig C.JI.
Byn. K/Kactemno, Nel, Canrt Boi fe JImobperat
Bapcenona, 08830 . IcmaHis

Howmep mineH3ii Ha BHPOOHUIITBO MicCIf
TIEPBUHHOI TTAaKyBaHHS:

IToTounuii fificHNUil HOMep B YKpaiHi:
0438 (ML) / NCF /2225/001/CAT (GMP)
ITorouHuii aiticHuii Homep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

BimoBiiansHHI 3a BUITYCK Cepii:

Cinron Xicnania C.JI.
Byn. K/Kactemwno, Nel, Canrt boi fie JImobperat
Bapcenona, 08830 , IcmaHis

Howmep mineH3ii Ha BHPOOHMIITBO BUPOOHHKA
Bi/IMIOBiaTLHOT O 33 BHITYCK Cepii:

IToTounuii fificHUII HOMep B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT (GMP)
TToTounuii fificHuil HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

Po3uMip cepii: 2901 ym.
KinLKICTE BIMMOBIIHUX BiIXIUIEHE: /
Pemapku / KoMeHTapi: NA

Bepcur: MCOC. ESOL. ETG.tab25. Mistral Capital Management. UA 401078.01.doc



Cinron Xiconania C.JI1.

CeptudikaT BIITOBLIHOCTI
Crop. 2/2

ITiM 3acBimdyro, 110 HaBeICHA BIIIE iH(OpMallid € ayTSHTHYIHOIO Ta JOCTOBIPHOIO.

I1a cepis mpoaykiii 6yna BHTOTOBIEHA, BKIIOYAI0YI TTAKyBaHHA (SKIIO Ie MOXKHA 3aCTOCYBATH 0 JaHOTO BUIAIKY)
Ta IPOBEICHHSA KOHTPOJIO AKOCTI Ha BHIIE3TadaHOMY MicIli (Miciax) Bimmoiguo mo Bimmor EU GMP MicueBoro
PEeTYIITOPHOTO OPTaHyY Ta BiOIOBITHO J0 crenmgikaliil, 3a3HaueHNX v PeecTpaliiiHOMy ITOCBiTYeHHI JiKapCEKOTO
3aco0y KpalHI-iMIIopTepa, i 10 OYIb-AKIX J0JaTKOBHX BHMOT, Y3TOKEHIIX B YTO/II TIPO AKICTh.

Jlikapceka cyOcraHIis EnsrpomObonar BipoOIsgeThcd BiAIOBITHO J0 BIMOT IiHHOT0 GMP.

ByIo mepeBipeHO Ta BCTAHOBIEHO, IO JOKYMEHTH 3 00poOKIL, IMaKyBaHHA Ta aHANII3y cepil BiOIOBIJaIOTh BIMOTaM
EU GMP.
TIpoayKT BiAIIOBia€ YIMHHIIM OCHOBHIM IpuHIaM BSE/TSE.

Bynp-aKe BiOXIUIeHHS OyJIo IpoaHali30BaHO i 3aJ0KYMEHTOBAHO. /{11 Oy Ib-SIKOT0 BIIXIUICHHS, SIKE MOXKE BIUTIBATH
Ha AKiCTh Ta/a00 Ha Oe3leKy MpoAyKTY (3HAUVILE BIIXIUICHHA), ToJaeThes 3BiT Mo CepTidikaTa BiAIIOBIIHOCTI.

PazoM 3 BigmoBiganM CepTndikaToM aHaTi3y Leil JOKYMEHT € JO3BLUIBHIM cepTi(iKaToM SKOCTI Ha BIITYCK IapTii
cepii BHIEe3a3HAUYEHOTO JOKIAIHO PO3IIICAHOTO IPOAYKTY IS TIPOIaKYy.

ITa mapris Bigmosimae CFPS.NUS. 100595 (0.1) i pumyckaetses g Mistral Capital Management, UK, Ta mms
TepuTopil YKpaiHilL.

I Tam

ITigrmic: Anr0a Pyi3 JHata: 18 cepmnsa 2023 p.
VHooBHOBaXKeHa ocoba

VYrnorHoBakeHa ocobda CinToH Xicnania C.JL.

Bepcur: MCOC. ESOL. ETG.tab25. Mistral Capital Management. UA 401078.01.doc



Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

Synthon

Ceprudikart aHaIizy Crop.131
EJIBTPOMBOIIATI'-BICTA 25 mr Ta0/1eTKH, BKPHTI ILTIBKOBOIO 000/10HK 00
Homep cepii : 2302499A
Homep BHpOOY : 401078 Jara BHpOOHHITBA : 22 TpaBHs 2023 p.
Tepmin npEIATHOCTL : TpaBens 2025 AHami3 HoMep : 1,588,850
Crnenudiranisa : CFPS.NUS. 100595 (0.1)
Jocaigxenns PesyasTatn Kpurepii npuiiMmanasa
30BHIIIHIIT BUTIIAN Biamosigae Kpyrmi, [OBOONYKIi, BKpPHTI IITiBKOBOIO
00OJIOHKOID ~ TaONeTKH,  TeMHO-DOKEBOTO
KOJbOpY, 3 THCHeHHSM «II» 3 ogHOTO OOKY Ta
JiaMeTpoM IIPHOIIIZHO 8 MM
InenTH}IKaIig
VBEPX, uac yTpUMaHHS Bigmogizgae BiamoBigae cTaHIapTHOMY pO3UIHY
V@ crextp Bigmogimae BiamoBigae cTaHIapTHOMY pO3UHHY
Buict
MTI/TabIeTKy 25,12 mr/ TabneTky 23,75-26,25 mr/ TabIeTKy
% 3asBJICHOTO BMICTY 101% 95-105%
JloMitmKm
MaKcHMallbHa HecTiemQikoBaHi Jomimka < 0,1 % <0.2%
cyMa JOMIIIIOK <0,1% <0,7%
Po3zunHeHHd
MiHniMansHe 86%
MakcnmMaibHe 90%
Cepenne 89% >75% (Q) 3a 30 xB
KIBKIiCTB IIPOTECTOBAHNX ONIHHIITE 6
BHCHOBOK Bimmosigae, S1
ONHOpPITHICTE J030BaHHX O/IIHIITH Bigmosigae Bigmnosigae BuMoraMm €Bp. @apm. 2.9.40
MinimaneHmil (% BiJI 3asgBISHOT0) 97,4%
MaxcnmanbHI (% BiJI 3agBICHOTO) 103,3%
Cepeiit (% BiJ 3agBIEHOI0) 100,1%
Jlo3a, moB’A3aHa 3 pH3IKOM 1,8%
TToKa3HIIK IPHITHATHOCTI 43 <15,0
KiTBKiCTh IPOTECTOBAHIIX BHPOOIB 10

MicIi KOHTPOIIO AKOCTi

Hazga miciia: CIHTOH XICITAHISA, C.JL

Byn. K/Kactenno, Nel

08830

Cant Boi 1ie JInodperat (BapcenoHa)

Icmanisa
Homep nossomy: 0438

Homep ceptudikaty GMP: NCF / 2344/001/CAT (GMP)

EmsTpomOonar (K olaMiH) 25 MT, TaD/IeTKil, BKPUTI INTiBKOBOK 00010HKO ,Cepif No: 2302499 A pinnorinae cremidikanii CFPS
NUS.100595 (1.0). 5 migTBepIAyEO, IO 3MicT mMboro CepTidikaTa BIIIOBITHOCTI € IPABIUILHIIM.

Buano: Mapis Xoce Pobnec Maprines

CrermianicT BiIiny 3 KoHTpoto skocTi (PEJII3)

Jara Bugaui: 17 ceprui 2023
ITe enekTpOHHMUIT M1 ATIHC.

3eim: 218709 Jama: 17 cepnia 2023./14:38:16 Bio: LW7 Production




Synthon Hispania S.L. Synthon

Certificate of Conformance

Local trade name: ELTROMBOPAG-VISTA
Marketing Authorization number: UA/19832/01/01

Synthon item number: 401078

Batch number: 2302499A

Strength: 25 mg / Eltrombopag

Dosage form: film-coated tablets

Packaging size and type: 7 fct per blister, 4 blisters per box
Manufacturing site API: MSN Laboratories Private Limited

Sy.N0.317,320,321,322,323,604&605

Rudraram (Village), Patancheru (Mandal) Sangareddy
District, Pincode-502 329 Telangana India

Authorization number of Manufacturing | 10/MD/AP/2004/B/CC (ML) /91515/TS/2022 (GMP)

site API:
Manufacturing site Bulk Drug Product: Synthon Hispania, S.L.

| C/Castello, n® 1, Sant Boi de Llobregat,
Barcelona, 08830, Spain

‘ Authorization number of Manufacturing | Current valid number in UA:

site Bulk Drug Product: 0438 (ML) / NCF/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/001/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 | Current valid number in UA:

primary and secondary packaging site: 0438 (ML) / NCF/2225/001/CAT (GMP)

i Current valid number in EU, pending approval in UA:
| 0438 (ML) / NCF/2344/001/CAT (GMP)

i Responsible for batch release | Synthon Hispania, S.L.

' documentation and address: C/Castello, n° 1, Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization number of site responsible | Current valid number in UA:

for batch release documentation: 0438 (ML) / NCF/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/001/CAT (GMP)

Batch size finished product: 2.901 Pack
Number of relevant deviations: e
Remarks / comments: NA

Version: MCOC.ES01.ETG.tab25 Mistral Capital Management.UA.401078.01.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Liobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Regisiro Mercantil de Barcelona en la hoja nimero 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 Eltrombopag 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.100595 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

/\l 18 AUG 2023
Signature: Date:

-

Alba Ruiz
Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.ETG.tab25 Mistral Capital Management. UA.401078.01.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | Pl. 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 nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL

o/ Castells, 1

08830 Sant Boi de Llcbregat
Barcelona - Spain

Tel. 434 936 401 516

Fax. +34 536 401 146

Synthon

www.gynthon.com
Certificate of Analysis Fegel el
Eltrombopag-Vista 25mg film-coated tablet
Lot Number : 2302499A
Item Number . 401078 Date of Manufacture . 22-May-2023
Expiry Date : May-2025 Analysis Number . 1,588,850
Reference : CFPS.NUS.100595 (1.0)
Tests Results Acceptance Criteria
Appearance Complies Dark pink, round, biconvex
film-coated tablets with "II"
debossed on one side and with a
diameter of approximately 8 mm
Identification
UHPLC retention time Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay
meg/tablet 25.12 mg/tablet 23.75 - 26.25 mgftablet
% of label claim 101 % 95-105%
Impurities
Largest Unspecified Impurity <0.1% <02%
Total Impurities <0.1% <07%
Dissolution
Minimum 86 %
Meximum 50 %
Average 89 % 2 75 % (Q) in 30 minutes
Number of Units Tested 6
Conclusion Complies, 81
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 974 %
Maximum (% of label claim) 103.3%
Average (% of label claim) 100.1 %
RSD 1.8%
Acceptance Value 4.3 <15.0
Number of Units Tested 10
Quality Control Sites
Site Name: Synthon Hispania S.L.
C/ Castells, n* 1
08830
Sant Boi de Llobregat (Barcelona)
ES

Anthorisation Number: 0438 s
GMP Certificate Number: NCF/2344/001/CAT

Report: 218709 Date: 17 Aug 2023/14:38:16 From: LW7 Production
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