AEPKABHA CJIYXBA 3 JIIKAPCbBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMW y m. KUEBI

npos. Haaii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPIIOY 37079055

BUCHOBOK
Npo SIKiCTH BBE3EHOro B YKpaiHy JlikapcbKoro 3aco0y

03.07.2024 Ne 34061/24/26

BIKAJYTAMIJ-BICTA

(HalMeHyBaHH JiKapCcbKOro 3acofy 3riiHo 3 peecTpailifHuM MOCBiAYeH M)
Ta0/1eTKH, BKPHUTI IVIIBKOBOIO 00010HK010, 10 150 Mr; no 10 Tabaerok y 6aicrepi; no 3
OaicTepu B KApTOHHIH KopoOui

(hopma BuIyCKY, A03YBaHHS, B [TAKYBAHHS JIiKapCbKOro 3acody)

Howmep peectpauiiinoro nocsinuenns UA/15136/01/02 crpok aii pecctpauiiinoro nocsinuenns HeoOOMEXKEHHU i

Cepis nikapcbkoro 3aco6y Ne 2401360C KinbkicTh BBE3eHOrO Nikapcbkoro 3acoby 500
Bupo6Huk CinTon Xicnanis, C.JI., IcnaHis

(HaliMeHyBaHHA BUPOOHMKA NIKAPCLKOIo 3aco0y, KpaiHa NOXO/KEHHS! )
BeeseHo B Yikpainy TOBAPUCTBO 3 OBMEXEHOIO BIIITOBIAAJIBHICTHO

"BYCT ®APMA", iaenr. xoa: 44107410

(Haiimenysanns 1a koa 3a CAPTIOY opuanunot ocodu abo npizsuuie. im's. no 6atskosi diznunol
0cobu - nianpueMus, 1l Micle NPOXKUBAHHA Ta peccTpalifnni nomep o0iKOBOT KapTKK NarTH1Ka
nojarkis abo cepis Ta HOMEp nacrnopra)

MpoTokon Bizyanasuoro koutpoo sin 03.07.2024 Ne 2272/6.

3a pe3yibTaTamMM  JEPKABHONO KOHTPONIO BCTAHOBIEHO. 110 nikapchkuii msaci6 Beeseno B Vkpainy 3

JOTPHMAHHHM BUMOT 3aKOHOJABCTBA LILOJI0 3a0e3neUeHHs AKOCTi Jikapc
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Cinron Xicnanisa C.JI.

Ceprudikar BitnoBigHoCTI

Synthon

MicrieBa TOproBa Ha3Ba:

BIKAJIYTAMIT-BICTA

Howmep PeecTpaniiiHoro mocBi e HHS: UA/15136/01/02
Howmep Bupody koMmnaHil «CiHTOH» 347358

Howmep cepii: 2401360C
JozyBaHHA: 150 mr / BikamyTamiz

Jlikapceka hopMa:

TabneTki BKpUTI ITTiBKOBOIO 0DOIOHKOH

Po3Mip Ta TIII YIIAKOBKIL:

10 TabieTok B OuicTepi, 3 OicTepH B KapTOHHIiT KopoOmi

BupobdHank ADI:

CiHTOH C.p.0O.
BpHeHceKa 32/ 597
67801 brnaHCcKoO,
Uecska PecmyOmnika

Howmep ninensii erpodHIKka ADI:

sukls 132091/2021 (API GMP)

Bupobdaimia ginsHImg "in bulk":

CinroH Xicnagig C.JL
Byn. K/Kacremio, Nel,
Camxrt Boi 1e JInodperat,
BapcenoHa, 08830 Icnagia

Howmep ninensii Ha BIPOOHIIITEO BIPOOHIIKA BIIIIOBIIATEHOTO 32
BHpoOHIIITRO "in bulk":

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

JlinAHKA IepBIHHOTO Ta BTOPIHHOTO ITAKYBaHHS:

Cinron Xicnania C.JL
Byn. K/Kacremno, Nel,
Canrt boi 1e JInodperat,
BapcenoHa, 08830 IcnaHia

Howmep nineH3ii Ha BIIPOOHIIITEO JiIAHKII IIe pRITHHOTO Ta
BTOPIHHOTO ITAKYBAHHSA

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

BiamoBianeHII 3a JOKYMEHTAIif0 Ha BIIIYCK cepil:

Cinron Xicnania C.JL
Byn. K/Kacremno, Nel,
Camxrt boi 11e JInodperar,
BapcenoHa, 08830 IcnaHia

HomMep mineHsii OiTSHKI, BiIIOBiTaIBEHOI 3a JIOKyMeHTAIiIO HA
BIITYCK Cepii:

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

Po3zmip cepii: 3359 yo.
HoMep BilIOBIIHIIX BiIXIUIEHE: /
Pemapki / KoMeHTapi NA

ITinv 4 3aCBLIYIYI0 TOUHICTE Ta JOCTOBIPHICTE BINIeHABEIeHO]I iH( opMaii.

ITro cepiro mpoxayxaii Oyno BHpoOIeHO, BKIOYANOYI MaKyBaHHA (AKIIO IIe HepeabadeHO) Ta KOHIPOIb AKOCTi, Ha BHINe3a3HauUeHII(HIX)
IingHNi(kax) y DoBHIll BinmoBiHOCTI 1o BiMor HamexxHoi BlIpoOHITIol npakTikil €C Ta BIMOT MiCIIeBOr0 PeryIaTOpHOIO OpraHy, a TaKoxX
o crnemmidikaniii, BIknaneHNx y PeecTpamiiiHomy IOCBiI49eHHI KpaiHI-iMIopTepa Ta OYIB-SKIIX IOJATKOBIX BIIMOT, IIOTOIKEHIIX Yy
JloroBopi moxo AKOCTi.

BupoOHIITBO JiKapchKOI pedoBHHN BikadyTaminy 3ilicHIoeThCA BilmoBiHO 1o difodol Hame:xHol BIPOOHITMOI IPaKTIIKIL.

3BiTHiICTE mIoJ0 00poOKII, MAaKYBaHHA Ta BHIIPOOYBaHHSA cepiil Oynma IepernsHyTa Ta BII2HAaHA TAaKOH, IO BilmoBinae BimoraM HamexHol
BHPOOHITOI IpakTHK €C.

TIpemapaT BiNIOBijae MifoWIM KepiBHIIM IMPHHINIAM INOA0 TIyddacToi eHNedaromaTii BemIKol poraroi XyHoOIL/TpaHCMICIBHOI
croHTidopMHOI eHIedaonarii.

Bci BiIxXivleHHA OLIHEHO Ta 3aJoKyMeHToBaHO. CTOCOBHO OyIb-fKOIO BIJIXIUIGHHA, gKe MOXKe BIUINHYTH Ha fAKiCTh Ta/abo Oesmeky
TIPOAYKil (BiMIOBI/IHe BinxXivieHH:) 10 CepTHdikaTy BiIIOBITHOCTI H0a€TbCs 3BIT IPO BiIXIUISHHA.

V moenHaHHI 3 BiamoBinHIM CepTidikaToM aHaTi3y Ieil TOKyMeHT € cepTH(iKAIli€}0 AKOCTi JUI1 HAaJaHHA [[03BONY HA BINTYCK cepil 1
BIIIe3a3Ha4eHO] cepii mpemapary.

Cepisa Bimmorinae Cremidikanii CFPS.NUS.41385 (1,0) Ta BumyckaeThes 1 Mictpan Kemitan Meremxmernt JITJ] (Mistral Capital
Management Ltd, UK) Ta 114 Tepuropii Vipaidn

TTimic: /mionuc/
JKozen Anstec
IITamm: / VnogHosaxcexa ocoba

VnoeHoBa:keHa ocoda «CinTon Xicmania C. JL»

Hata:  Illtamm: /15 mpaensa 2024 poxy/!

Bepcis: MCOC.ES01.BCM.tab150.Mistral Capital Management.UA.347358.23.doc

«CHMHTOH XicnaHis C.J.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B IcnaHii: Kappep Kactenno 1 | M.L Nlec Canivec | 08830 CaHT-Boitae-NinoGperaT | Bapcenona | lcnauis | Ten.: +34 936 401 516 dakc +34 936 401 146
(CiCastell6 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www.synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi Bapcenonu 3a HoMepoM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispama, SL
c/Casteld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax. +34 936 401 146

www. synthon com

Ceprudikar anauaizy

Synthon

Crop. 131

BIKAJIYTAMIJI-BICTA 150 mr Ta0/1eTKH BKPHTI ILTIBKOBOI 000JIOHKOIO

Howmep cepii : 2401360C
HomMep BHpoOY: 347358
Tepmin mpupatHocTi:  OepeseHb 2029 poky

BupooHmua gimeHuna:  CintoH Xicoasis C.JL

Jata BurotorneHHs: 11 6epe3ns 2024 poky

BunpooyBaHHS PesyabTarn Kpurepii npuiiHATHOCTI
Bifi, KpyTIIi, ABOOIIYKII, BKPHTI ILTIBKOBOIO
Omc Biamosigae obomoHKo0 TabmeTkn. TabmeTKi 3 ogHIel CTOPOHN
MarTh THcHEHHS «BCM 150%.
InenTndikania bikamyraminy
BEPX gac yTpIMaHHA Biamosigae Taximt caMImil, SK i A7 CTaHJapTHOTO PO3UHHY
TIIIX KoedilieHT yTpIMaHHI Bimmogigae Taximt camImil, SK i A7 CTAaHJapTHOTO PO3YHHY
OnmHOpPITHICTE J030BaHHX ONIHIIIE Biamosigae Bigmogigae cT. 2.9.40 Eppomneiicskoi @apmakonel
MinimansHmI (% 3asSBICHOTO BMICTY) 96,8%
MaxcmmansHI (%o 3agBISHOTO BMICTY) 99,1%
CepenHiit (% 3agBICHOT0 BMICTY) 98,0%
Jlo3a, moB’g3aHa 3 pH3IKOM 0,9%
IToKa3HIK MPIITHATHOCTI 2.6 <15.,0
KITBKiCTh IPOTECTOBAHIIX BIPOOIB 10
PosuiiHeHHS
MiniManbHe 83%
MakcumManeHe 92%
Cepenne 87% >75% (Q) uepe3s 30 xB.
KITBKiCTh IPOTECTOBAHIX BIPOOIB 6

BucHoBOK

KinpkicHmt BMicT BikanyTaMiny
BEPX
BEPX (% 3asSBICHOTO BMICTY)

Jomimkn (BEPX)

A/509

Haiibinsma HecemidikoBaHa JOMIIIKa

CyMa JTOMITITOK

Mikpobionoriuse 3a0pyIHEeHHS
3aranpHa KiIBKICTh aepoOHIIX
MikpoopraHizmie (TAMC)
3aranbpHa KiIBKICTh APiXKDKOBOTO Ta
IIicHABOro rpubka (TYMC)
Kimkosa mammgaka

IneHTH(IKAIlg HAIIOBHIOBAUIB

TuTany THOKCH]T

Bigmosigae, S1

147,0 MT Ha TabneTKy

98%
<0,05%

<0,05%
<0,05%

<10KYO/r

<10KYO/r
Biamosigae

He nposomiBes

142,5 — 1575 mr Ha TabIeTKY
95 —-105%

<0,2%

<0.2%
<1.0%

<1000KYO/r

<100KYO/T
BigcyTHa/T

ITo3uTBHA

I cepis Binmoigae Crermikanii CFPS.NUS.41385 (1.0).

Bumazo: Jbxynis Poccini

daxiBels 3 skocti (PEJII3)

Jata Bujadi: 13 TpaBHa 2024poKky
Ile eneKTpOHHMUIT IIiATIHC.

3eim: 235784 Jama: 13 mpaena 2024/13:00:00 Bio: LW7 _ Production
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Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Bicalutamide-Vista

Marketing Authorization number: UA/15136/01/02

Synthon item number: 347358

Batch number: 2401360C

Strength: 150mg / Bicalutamide

Dosage form: film-coated tablets

Packaging size and type: 10 tablets per blister; 3 blisters per carton box
Manufacturing site API: Synthon s.r.o.,

Brnenska 32/cp. 597,
Blansko, 67801,
Czech Republic

Authorization number of Manufacturing
site API:

sukls 132091/2021 (API GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L.
C/Castello, nol,

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.
C/Castello, nol,

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, nol,

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: 3,359 Pack
Number of relevant deviations:
Remarks/comments: NA

Version: MCOC.ES01.BCM.1ab150.Mistral Capital Management.UA.347358.23.doc

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




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 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 Bicalutamide 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.41385 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

MAY 15 202

| Signature: Date:

Josep Altés

Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.BCM.tab150.Mistral Capital Management.UA.347358.23 doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | PIl. 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 Registro Mercantil de Barcelona en la hoja numero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL

o/ Castells, 1
08830 Sant Boi de Llobregat
?:L“f;";iasﬁf“m Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis PG
Bicalutamide-Vistal50mg Film-coated tablet
Lot Number : 2401360C
Item Number 347358 Date of Manufacture . 11-Mar-2024
Expiry Date : Mar-2029
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White, round, biconvex,
film-coated tablets. The tablets
are debossed with "BCM 150"
on one side.
Identification
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.8 %
Maximum (% of label claim) 99.1 %
Average (% of label claim) 98.0 %
RSD 0.9 %
Acceptance Value 2.6 <15.0
Number of Units Tested 10
Dissolution
Minimum 83 %
Maximum 92 %
Average 87 % > 75 % (Q) in 30 minutes
Number of units tested 6
Conclusion Complies, S1
Assay (bicalutamide)
(HPLC) 147.0 mg/tablet 142.5 - 157.5 mg / tablet
(HPLC) (% of label claim) 98 % (95 -105 %)
Impurities (HPLC)
A/509 <0.05% <02%
Largest unspecified impurity <0.05% <02%
Total impurities <0.05% <1.0%
Microbial contamination
Total aerobic microbial count (TAMC) <10 CFU/g <1000 CFU/g
Total combined yeasts/moulds count (TYMC) <10 CFU/g <100 CFU/g
Escherichia coli Complies Not present/g
Identification of excipients
Titanium dioxide Not Performed Positive

Report: 235784 Date: 13 May 2024/13:00:00 From: LW7 Production




Synthon Hispania, SL
o/ Castellé, 1

08830 Sant Boi de Liobregat
Barcelons - Spein

Tel. +34 936 401 516 Synthon

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

Certificate of Analysis Page 2 of 2

Bicalutamide-Vistal50mg Film-coated tablet Lot Number:  2401360C
This batch complies with the specification set in CFPS.NUS.41385 (1.0).

Issued by : Julia Rossini Date of Issue :  13/May/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 235784 Date: 13 May 2024/13:00:00 From: LW7 Production
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