Synthon

CinTon Xicnaunisa C.JI.

Ceprudikar BianoBiaHOCTI

MicueBa TOproea Ha3pa:

bikanyramig-BicTra

Homep Peectpauiiinoro nocsiguenns: | UA/15136/01/01
Howmep BupoOy xomnanii «CiHTOH» 347357
Howmep cepi: 2203643D

JosyBaHHs:

50 mr / Bikanmytamij

Jlikapcbka dopma:

TabeTKH BKPHUTI IUTIBKOBOIO 00G0JIOHKOIO

Po3Mip Ta TMN yIIakoBKHU:

10 Tabnerok B OuicTepi, 3 GnicTepH B KapTOHHIM KOPOOILI

Bupobuuk ADI:

CiHTOH ¢.p.0.
Bpuenceka 32 / 597, 678 01 bnancko,
Yecobka PecniyOnika

Howmep ninensii Bupodunka API:

sukls 132091/2021 (API GMP)

BupoOnuya pinbamis "in bulk":

Cinron Xicmanis C.JI.
K/Kacrenno, Nel,

Canr boi ne JInooperar,
bapcenona, 08830 Icnanis

Howmep niteHsii Ha BUpOOHHUIITBO
BHpOOHHMKA BiJINOBIIaJILHOTO 3a
BHpOOHULTBO "in bulk™:

[Torounwuii ailicHnii HoMep B YKpaiHi:

0438 (ML) / NCF / 1931/001/CAT (GMP)

ITorounwmii pilicHuit HoMep B €C, o4ikye cXBaJeHHS B Y KpaiHi:
0438 (ML) / NCF / 2225/001/CAT

ﬂ,iHﬂHKa NEPBHHHOI'O Ta BTOPHHHOI'O
NaKyBaHHA:

CinTon Xicmanis C.JI.
K/Kacrenno, Nel,

Canrt boi e JInobperar,
Bapcenona, 08830 Icnanis

Howmep ninen3zii Ha BUpOOHHUIITBO
JUJISSHKH TIEPBUHHOTO Ta BTOPUHHOI'O
INaKyBaHHA

IMoTounwuii ailicauii HoMmep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
ITorounwnii gitficuuit Homep B €C, odikye cxBajleHHs B YKpaiHi:

0438 (ML) / NCF / 2225/001/CAT

BinnoinanbHui 3a JOKyMEHTAIlIIO Ha
BHUITYCK cepii:

CinTon Xicnanig C.JI.
K/Kacrenno, Nol,

Caur boi e JInob6perar,
bapcenona, 08830 Icnanis

«CuHTOH Xicnauia C.MN.» (Synthon Hispania S.L.) | CIF: ES-61739645
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Synthon

CinTon Xicnanisa C.JL.

Ceprugikar BianmoBigHoOCTI
CropiHnka 2/2

Howmep minensii guisiHky, ITorounuii pificuuii Homep B YkpaiHi:

BIANOBIAaIbHOT 3a JokyMeHTauito Ha | 0438 (ML) / NCF / 1931/001/CAT (GMP)

BHUITYCK cepii: [Torounuii miiicuuii Homep B €C, odiKye cXBaJeHHs B YKpaiHi:
0438 (ML) / NCF / 2225/001/CAT

Po3mip cepii: 10 259 yn.

KinbKicTh BIANOBIIHUX BiIXHICHb: NA

Pemapku / komeHTapi: NA

[IiM 5 3aCBIIYYI0 TOYHICTh Ta JOCTOBIPHICTh BHILIEHABEIEHOT 1H(pOpMaLIii.

ITio cepito npoaykiii Oysio BUpoOlieHO, BKIIIOHAIOUH NaKyBaHHS (AKIIO Ie nepeadayeHo) Ta KOHTPOIb SKOCTI, Ha
BUIlle3a3HaYeHIi(HHX) IUIsAHNI(KkaX) Y MOBHIH BIANOBIAHOCTI Jo BUMor HamexHoi BupoOHuuoi npaktkun €C Ta
BUMOI' MicleBoro PerynsropHoro oprany, a Takox o crneuudikaiii, BukiageHux y Peecrtpauiiinomy
IIOCBI/TYeHHI KpaiHH-IMIIOpTepa Ta OyAb-IKHX JI0JIaTKOBHUX BUMOT, TIOroKeHuX y JloroBopi 1mo/ao aKocTi.

BupoGHHLTBO NiKapchKoi pedoBHHH BikanyTaMiay 3A1HCHIOETBCA BIANOBIAHO a0 Alrouol HanexkHoi BHpoOHUYOL
NPaKTHKH. 3BITHICTE 110710 0Opo0OKH, NaKyBaHHs Ta BUIPOOYBaHHS cepiii Oyia reperiissHyTa Ta BH3HaHA TAKOM,
110 Bianoeijae suMoram Hanexunoi Bupobuuyoi npaktuk €C.

IIpenapar BiAmoBiZac MAiIOYHM KEpIBHHM MpHHIMIAM L1040 rybuacToi eHuedanonarii BeJIMKOi poraroi
XynoOu/TpaHcMiCHBHOI crnoHripopmHoi  eHuedanonarii. Bcl BIOXHWIECHHS OIHEHO Ta 3aJ0KyMEHTOBAHO.
CrocoBHO Oy/b-SKOro BIIXMIICHHS, SIKe MOMKEe BIUIMHYTH Ha SIKICTh Ta/abo Gesmeky mnpoiykuii (BignoeigHe
BiaxuieHHs) 1o CepTudikaTy BiITOBIIHOCTI 10Aa€ThCs 3BIT PO BIAXUIICHHS.

V noeananHi 3 BianoBiaHuM CepTH]ikaroMm aHam3y HeH AOKYMEHT € cepTH(IKALIE€ SKOCTI JUIS HaJaHHs
JIO3BOJIY Ha BHITYCK cepii JUIsl BUIIIE3a3HA4YEeHOI cepii npernapary.

Cepis Bianosigac Crenudikanii CFPS.NUS.41384 (1,0) ta Bumyckaerbes ani: TOB «Mictpan Kenitan
Menemrment» (Mistral Capital Management Ltd), Ta nns Tepurtopii Ykpainu

Iramn: /¥Ynosnosascena ocoba Hara: Mramn: /16 ciuns 2023 poxy/
Hanienw Ilackay/

ITignuc: /nionuc/
Ynoeuosaxena ocoda «Cinron Xicnanin C. JL»

i
|i r | HD, 4
Bepceis: MCOC.ES01.BCM.tab50.Mistral Capital Managcmm’at LA 34735

\
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Synthon

Crop. 132

Ceprudikar anajizy

Bikanyramia-BicraS0 mr TabdjeTkn BKPUTI NUIIBKOBOIO 0007 10HKOI0

2203643D
347357

Howmep cepii :
Howmep BupoOy:
TepMin npUaATHOCTI:

snucronan 2027 poky

Bupobuuua aineuuiiss: Cinron Xicnanis C.JI.

Jara uroroBneHss: 01 mucronana 2022 poky

BunpoOyBanust PesyibTaTH Kpurepii npuiinsitHocTi
Bini, xpyrai, ABOOMYKIIi, BKPUTI IUTIBKOBOIO
Ormmc Bianosingae o6oonkolo TabneTkn. TabieTKH 3 0JIHIET CTOPOHH
MaroTe THCHeHHS «BCM 50».
Inenrudikania bikamyramiry
BEPX yac yrpumaHHs Binnosizae Takwii caMui, AK 1 JUI1 CTAHAAPTHOTO PO3YHHY
TIIX koediiienT yrpumManHs Bianosigae Taxuii caMuid, AK 1 /UL CTAHAAPTHOT'O PO3YHHY
OHOPIAHICTD JO30BAHHX OJMHHIIb Bianosinae Bianosigae cr. 2.9.40 €sponeiicbkoi Mapmakomnel
MiniMansHHIi (% 3a8BJIEHOTO BMICTY) 96,4%
MaxkcumansHuuit (% 3asiBJIeHOr0 BMICTY) 100,6%
Cepenniii (% 3a4BJICHOTO BMICTY) 99.4%
Jlo3a, nop’A3aHa 3 pU3HKOM 1,4%
ITokazHHK MPHAHATHOCTI 3.4 <15,0
KinbkicTs nmpoTecToBaHUX BUPOGIB 10
Posuunenns
MinimanbHe 87%
MaxkcumansHe 98%
Cepenne 92% > 75% (Q) uepes 30 xB.
KinekicTh nporecToBaHHX BUpOOIB 6

BucHoBoK
Kinbkicuuit BmicT bikamyTaminy
BEPX
BEPX (% 3asBrieHOr0 BMiCTY)
Homimkn (BEPX)
A/509
Haii6inpma HecnenugikoBaHa 1oMillIKa
Cyma JoMILIOK
Mikpobionoriyie 3abpyHeHHA
3arajbHa KiJIbKIiCTh aepobHHX
Mmikpoopranizmis (TAMC)

3arajbHa KUJIBKICTb JPIK/DKOBOTO Ta
nricHABoro rpudka (TYMC)

Kumkosa nanuyka
InenTudikalis HanoOBHIOBAYIB

Turany nuokcun

Binnosinae, S1

49,7 mr/Tabnetky
99%

<0,05%
0,06%
0,06%
< 10KYO/r
< 10KYO/r

Bianosigae

Bianogijae

47,5 — 52,5 mr/rabneTky
(95 — 105%)

<0,2%
<0,2%
=1,0%

< 1000KYO/r
< 100KYO/r

BincytHa/r

ITozuTuBHA

Production
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Synthon

Crop. 232
Ceprudikar anamnisy

Bikaanyramia-BicTaS0 mr tadjeTkn BKpUTI IUIIBKOBOKO Homep cepii: 2203643D
000JIOHKO10

11s cepis Bianosijgae cnenudikanii CFPS.NUS.41384 (1.0).

B ) Pakens [{ominrec [lena JlaTa Bupaa lf}
e Paxisels 3 sxocti (PEJI3) Ile enekTpon i: H 1'11 j 3 ,

3eim: 204075 ama: 13 ciuns )"35@4 3 F 5I B(d / Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

Local trade name:

Bicalutamide-Vista

Marketing Authorization number: UA/15136/01/01
Synthon item number: 347357
Batch number: 2203643D

Strength:

50mg / 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.o0.,
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:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2225/001/CAT

Primary and secondary packaging site:

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Manufacturing Authorization number of
primary packaging site:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2225/001/CAT

Responsible for batch release documentation
and address:

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Version: MCOC.ES01.BCM.tab50 Mistral Capital Management. UA.347357.23.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 nimero B-184.023, folio 43, tomo 30.987, inscripcién 1




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

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

batch release documentation: 0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) NCF/2225/001/CAT

Batch size finished product: 10.259 units
Number of relevant deviations: ~dy
Remarks / comments: NA

1 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.41384 (1.0) and is released for Mistral Capital Management
Limited, UK, and fo i : Ukraine.

JAN 1 6 2023

Signature: Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.BCM.tab50.Mistral Capital Management.UA.347357.23.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 nimero B-184.023, folio 43, tomo 30.987, inscripcion 1



Certificate of Analysis

Synthon

Page 1 of 2

Bicalutamide-Vista S0mg Film-coated tablet

Lot Number : 2203643D
Item Number : 347357 Date of Manufacture : 01-Nov-2022
Expiry Date : Nov-2027
Manufacturing Site : Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies ‘White, round, biconvex,
film-coated tablets. The tablets
are debossed with "BCM 50" on
one side.
Identification (bicalutamide)
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) 96.4 %
Maximum (% of label claim) 100.6 %
Average (% of label claim) 99.4 %
RSD 1.4 %
Acceptance value 3.4 <15.0
Number of units tested 10
Dissolution
Minimum 87 %
Maximum 98 %
Average 92 % =75 % (Q) in 30 minutes
Number of units tested 6
Conclusion Complies, S1
Assay (bicalutamide)
(HPLC) 49.7 mg/tablet 47.5 - 52.5 mg / tablet
(HPLC) (% of label claim) 99 % (95 - 105%)
Impurities (HPLC)
A/509 <0.05 % <02%
Largest unspecified impurity 0.06 % <02%
Total impurities 0.06 % <1.0%
Microbial contamination AS
Total acrobic microbial count (TAMC) <10 CFU/g <1000 £FUfg,
Total combined yeasts/moulds count (TYMC) <10 CFU/g < 1oor§::~*p;' “ )
Escherichia coli Complies
Identification of excipients
Titanium dioxide Not Performed

Report: 204075 Date: 13 Jan 2023/14:31:51 From: LW7 Production




Synthon

Certificate of Analysis Page 2 of 2

Bicalutamide-Vista S0mg Film-coated tablet Lot Number: 2203643D
This batch complies with the specification set in CFPS.NUS.41384 (1.0).

W2

Issued by : Raquel Dominguez Pefia Date of Issut.\\\ 13 [Jan/? 023
QA SHIS Specialist (RELEASE) This is an elecﬁﬁgﬂg_gig};gt_y, :

Report: 204075 Date: 13 Jan 2023/14:31:51 From: LW7 Production




JIEPXKJIIKCITYKBA
JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByJ1. Bepesnskiscrka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK
NPo SIKiCTH BBE3€HOI0 B Y KPaiHy JIKapCbKOro 3acody

17.02.2023 Ne 7458/23/26

BIKAJIYTAMI/JI-BICTA

(HaliMeHYBaHHs JIIKAPCHKOro 3ac00y 3r1IHO 3 peeCTPallliiHUM MOCBLIMEHHAM )
Ta0JeTKH, BKPHTI IJIIBKOBOIO 000J10HK010, 10 50 mMr; no 10 Tabaerox y 6aicrepi; no 3
OaicTepn B KapTOHHii Kopooui

(thopma BunycKy, 103yBaHHs, BUJL IAKYBaHHS JiKapchKOro 3acoby)
Homep peectpaniitnoro noceiguenus UA/15136/01/01 crpox nii peecrpauiiinoro noceinuenns HeOOMeKEHHI
Cepis nikapcskoro zaco6y Ne 2203643D Kinpkicts BBeseHoro jikapebkoro sacoby 5000

BupoGHHUK CinrtoH Xicnanis, C.JI., Icnaxia

(HaiimeHyBaHHS BHpPOOHHKA JIIKAPChKOTro 3aco0y, KpalHa MOXo/UKeHH: )

Beeseno B Ykpainy ToBapucrTso 3 oomexkenoro BianosinaiabsHicTio "BYCT ®APMA'",
inent. kox: 44107410

(nHaiiMenyraHHs Ta ko 3a €JIPTIOY opuanyHoi ocobn abo npizeuile, iM's, 1o 6aTbKoBi (PizHUHOT
ocoOu - niAnpUeMLd, Ii Miclle POXKUBAHHS Ta peecTpauiifHuii Homep o0NIKOBOT KapTKH MIaTHHKA
nojatkie abo cepis Ta HOMep nacnopTa)

3a  pesynbTaTaMH JIEP)KABHOIO KOHTPOJIIO BCTAHOBIEHO, [0 JiKapchkHil 3aci® BBeseHo B VYKpainy 3

JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA 110/10 3a0e3neyeH s SKOCTI JIKapChKUX 3acobiB.

HauvanpHHK Muxkomna XOJIOJJEHKO

(nocanoBa ocoba oprany JepAKaBHOIO KOHTPOJIO) (mianuc) (iHiLiaaH Ta npi3BHLLE)

M.IL
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