Synthon

Cinron Xicnanis C.JI.

Ceprudikar Binnosignocri

Micuesa Toprosa Hassa: BicTamin
Howmep Peecrpariitnoro nociguenns: | UA/18657/01/01
Howmep BupoOy kommanii «CiHTom» 392273

Howmep cepiti: 2200571B

HosyBanns:

50 mr / BikasryTamizg

Jlikapcbka gopma:

TabreTky BKPUTI IUTIBKOBOIO 0GOJI0OHKOIO

Po3mip Ta TUI yITaKOBKH:

10 Tabnetok B 6micrepi, 3 GnicTepH B KapTOHHIH KOpooOIIi

Bupotounk ADI:

Cinron c.p.o.
Bbpuenceka 32 / 597
678 01 bnancko, Yeceka Pecmybiika

Howmep minensii BupooHuka ADI:

sukls 132091/2021 (GMP API)

Bupo6unya ainsaung "in bulk":

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

Canr Boi ne JIno6perar,
Bapcenona, 08830 Icnanis

Howmep ninensii Ha BUpOOHUITBO
BUpOOHMKA BI/INOBIIAJIBHOTO 3a
BUpoOHHIITBO "in bulk":

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

BupoOHuK BIAIIOBIIAIBHAN 32
tTecTyBaHHA "in bulk":

Cinron Xicnaunig C.JI.
K/Kacremmno, Nel,

Canur boi ne JInoGperar,
Bbapcenona, 08830 Icnanis

Homep ninensii Ha BHUpoOHUUTBO
BUPOOHUKA BIJIIORIAIBHOIO 32
TectyBaHHs "in bulk™:

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

JlinsHKa IepBMHHOTO Ta BTOPUHHOTO
NaKyBaHHA:

Cinaron Xicmania C.JI.
K/Kacrtenno, Nel,

Canr boi e Jlmo6perar,
Bapcenona, 08830 Icnanis

Howmep niuensii Ha BUpOOHHLITBO
JUISHKH IIEPBUHHOIO Ta BTOPHHHOI'O
TaKyBaHHs

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

Bepeia: MCOC.ES01.BCM.tabS0.Mistral Capital Management.UA,392273.01.doc

«CunToH Xicnadia C.J,» (Synthon Hispania S.L.) | CIF: ES-61739645
Anpeca 8 lonasii: Kappep Kactenno 1| M.l Nec Caniec | 08630 Cant-Boi-ne-Nnofperar | Bapcenona | lenanis | Ten.: +34 936 401 516 ®axc: +34 936 401 146

(C/Castellé 1 |

P.. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

wanw,synthon.com | 3apeectposata y TosapHomy peccTpi BapcenoHu 3a Homepom B-184.023, ctopinka 43, Tom 30,987, sanuc 1




Synthon

Cinron Xicmanis C.JI.

Ceprudikar Binnosiznocri
Cropinka 2/2

BianosiganbHuM 32 qoKyMeHTALi0O Cinron Xicnanis C.JI.

Ha BUIYCK Cepii: K/Kactenno, Nel,

Canr boi e JInoGperar,
bapcenona, 08830 Icranis

Homep niuensii ainsguku,
BIZIMOBIaMbHOI 32 oKyMeHTaliio Ha | 0438 (ML) / NCF / 1931/001/CAT (GMP)

BHITYCK Cepii:

Po3swmip cepii: 7040 ym.

KinpkicTs BIANOBIAHUX BIIXHIICHB: N/A

[{uM 5 3aCBiIYYIO TOUHICTh TA JIOCTOBIPHICTL BUIICHABEACHOT 1H(popMaii.

Lo cepiro mpoaykuii Gyo BHpoGIIEHO, BKIIOYAIOIH MAKYBaHAS (AKIIO I nepenbaueHo) Ta KOHTPONb SKOCTI, Ha
BHLUE3a3HAYCHIA(HNX) AinAnNi(kax) y moBHill BiAmoBiaHOCTI 10 BuMor Hanexuoi Bupo6unyoi npakrukn €C Ta
BUMOI MICUeBOTO PerynsropHoro opramy, a Takox a0 cneuubikauiif, BukIageHux y PeecrpauiifHomy
MOCBI4EHH] KpaiHH-IMIIOpTEpa Ta GyAb-AKHX A0MATKOBHX BHMOT, TIOTOKEHHX Y JIOrOBOPI MO0 AKOCTI.

Bupobuuureo mikapeekoi pedoBuHn Bikanyraminy 3mificHIOETECS BiIMOBiaHO 110 mitouoi Hazexuol BupoOHHIO1
MPaKTHKH. 3BITHICTh MO0 06POOKH, MAKyBaHHs Ta BUIPOOYBaHHS cepill Gyna neperisHyTa Ta BU3HAHA TaKOIO,
u10 Bignosizae Bumoram Hanexunoi Bupo6Huy0i npaktuk €C.

[Ipenapar BianmoBifae JiroynM KepiBHMM NPUHLMIIGM WIogo TyGuacToi emmedanonarii Benwkoi poraroi
Xyjobu/TpancmicuBHO1  cnouriopmuoi  ennedanonarii. Bel BiixwieHHns omiHeHo Ta 3aJ0KyMEHTOBAHO.
CrocoHO Oyab-AKOro BiIXWIEHH:A, fKe MOXE€ BIUIMHYTH Ha sKicTh Ta/abo Oesmeky mpomykiuii (Bianmosimme
BixusienHs) 10 CeprudikaTy BiANOBILHOCT! JOAAETHCA 3BIT PO BIIXHIESHHS.

Y noeananni 3 sianosigEuMm CeprudikaroM aHamisy LeH JOKYMEHT € CepTH(IKaLiclo AKOCTI Ulf HaJaHHA
7103BOJTy Ha BHITYCK Cepii [UId BUILE3a3Ha49eHOl cepil npemnapary.

Cepia pinnosinae Cneuudixanii CFPS.NUS.41384 (1,0) Ta Bunyckaerses ms: Micrpan Kenitan Meneament
JITIT (Mistral Capital Management Ltd, UK Ta ans tepuropii Vipainu)

HIramit: /Vnosnosasicena ocoba Hara: Mramn: /09 mpaens 2022 poxy/
Haniens [ackay/
IMignue: /nidnuc/

Ynosnosa:kena ocoba «Cinron Xicrania C. JL»

Bepeia: MCOC.ES01.BCM.tab50.Mistral Capital Management.UA. 392273.01.doc

«CuuToH Xicnania C.M.» {Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca 8 lcnanii: Kappep Kacrenno 1| M.L Nec Caninec | 08830 Cant-Boit-ne-Nno6perar | Bapcenoa | lenais | Ten.: +34 936 401 516 dakc: +34 936 401 146
(C/Caslelld 1| Pl Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www.synthon.com | 3apeectposana y Tosapromy peecTpi Bapcenoku 3a Homepom B-184.023, ctopika 43, Tom 30.987, sanuc 1



Crop. 132

Ceprudikar anamizy

Bicramin 50 mr Ta61eTkH BKPHUTI IUIIBKOBOIO 00010HKOK0

Homep cepii : 2200571B
Homep Bupoby: 392273 Hara Burorosienns: 04 arororo 2022 poky
Tepmin npunarnocti:  motwit 2027 poky Homep Bunpobysanns: 1,446,548

Crannapr: CFPS.NUS.41384 (1.0)

BunpobvBanusn Pesyvaerarn KpuTepii npuiinaraocri
Bini, Kpynii, 1BOOIYKII, BKPHUTI MIiBKOROO
Omnuc Bignosizae 060s10HK0K0 TabneTkn. TadneTku 3 oaHici cTopoHH
MaloTh THeHeHHd «BCM 50».
Inentudikauis bikaxytamimy
BEPX yac yrpumanss Bignmosinae Takuii camuii, SK i JUIS CTAHAAPTHOIO PO3UHHY
THIX xoedimieHT yTpUMaHHs Binnogigae Takuii caMuii, K i AT CTAHIAPTHOTO PO3UHHY
OIHOPIAHICTH T030BAHUX OJIMHHILb Binnogigae Bianosinae ct. 2.9.40 €pponeiicskoi apmakonei
Minivanbauii (% 3asBISHOTO BMICTY) 95,9%
MaxcumanbHuii (% 3asBI€HOr0 BMICTY) 101,5%
Cepeaniit (% 3asBI€HOTO BMICTY) 99,2%
Jlo3a, moB’s3ana 3 pU3HKOM 1,9%
TToka3sHUK NPHAHATHOCTI 4,5 <15,0
KijipKicTh IPOTECTOBaHUX BUPOOIB 10
PosunneHHs
MiniManbHe 95%
MaxkcumansHe 100%
CepesHe 98% > 75% (Q) gepes 30 xB.
KinbkicTh IpoTecTOBAHHX BUPOOIB 6

BucHosok

Bignoginae, S1

Kinekicuunii BMict Bikamyraminy

BEFPX

49,6 Mr Ha TabNeTKy

47,5 — 52,5 mr na tabmetky

BEPX (% 3asBneHoro BMicty) 99% 95 -105%
Jominikn (BEPX)
A/509 <0,05% <0,2%
Haiibinpina Hecneuugikopana JoMiluka 0,06% <0,2%
CymMa J10MillIoK 0,06% < 1.0%
MikpoGiosioriuae 3adpyaHeHHs

3aranpHa KIIBKICTh aepoOHUX

; i < = /
Mikpoopradismie (TAMC) ad = IO
3arasibHa KiNBKICTB APIK/DKOBOTO Ta
< <

mwricusgsoro rpubka (TYMC) MR = Mok

Kuikopa nanuyka Binnosiznae Bigcyras/t
InenTHdikaiis HAOBHIOBAYIR
Tisraiy AHGIER Bsirasidig Konboposa pegakuis, Po3unn 3a0apBIroeTeCs B

OpaHXKEBHH KOJIP

3gim: 188070 Hama: 06 mpasus 2022/10:30:06 Bio: LW7 _ Production




Crop.232
Ceprudikar anasuizy

BicTamin 50 mr Tabiaerkn BKpuTi miiBKoBOI0
000/ 10HKOI0 Homep cepii: 22005718

BunpoGysanus PesyabTarn KpuTrepii npuitaarnocti

Hinanka KOHTPoII0 siKocTi (BUNYCK cepii)

Haszea dinanxu: Cinron Xicnanin C.JI,
K/Kacremno, Nel
08830
Canrt boi e JInoGperar (bapcenona)
ES

Homep niyenzii: 0438

Homep cepmudpixamy GMP  NCF / 1931/001 CAT (GMP)

Bikanyramin S0 Mr TabneTkn BKpHTI m1iBKoBoI0 0fonorkoo Cepis Ne 2200571B, Bianosigae C merHdikarnii
CFPS.NUS.41384 (1.0). 5 minTeepwkyro Bipuicts 3micty uboro Ceprudikary aHamisy.

Mapina Toppec Jara Bugaui: 06 tpasus 2022poky

HO! : 5 o
By (daxirellb 3 AKOCTI L[C CHEKTPOHHHH ITIIITHC.

3sim: 188070 Qama: 06 mpasusa 2022/10.30:06 Bio: LW7_ Production




Synthon Hispania S.L.

Synthon

’i o T P BT SO R B I T T = T
[ Local rade name; Vistamid
l Marketing Authorization number: UA/18657/01/01
. Synthon item number: 392273
Batch number; 2200571B
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.o.,
Brnenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing site

sukls 132091/2021 (GMP API)

APIL:

Manufacturing site Bulk Drug Produect: 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/1931/001/CAT (GMP)

Testing site Bulk Drug Product:

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

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Testing site Bulk
Drug Product:

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

Version: MCOC.ESO T, BCM.1ab30 Mistral Capital Management.UA.392273.01.doc

Synthon Hispania S.L. | GIF: ES-61739645

C/ Castelld 1 | P1. 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 nimero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2

Responsible for batch release documentation | Synthon Hispania, S.1.. ,
Skl nikicoss: C/Castello, nol, |
Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization number of site responsible for | 0438 (ML)/ NCF/1931/001/CAT (GMP)
batch release documentation:

Batch size finished product: 7.040 Pack

Number of relevant deviations: AA

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 baich 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 Ltd..
UK, and for territory: Ukraine.

MAY 0 9 2022

Date: -

Signature:

| D771 PASCAL

| QUALIFIED PERg AN

Qualified Person Synthon Hispania S.L. i

Version; MCOC.ESO 1 BCM, tab50.Mistral Capital Management,UA. 39227301 dog

Synthon Hispania S.L. | CIF: ES-61739645
G/ Gastello 1 | PL Las Salinas | 086830 Sant Boi de Liobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 407 146

www.synthon.com | Inscrita en el Registra Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon

Certificate of Analysis TN T e
Vistamid 50mg Film-coated tablets
Lot Number : 2200571B
Item Number 1 392273 Date of Manufacture . 04-Feb-2022
Expiry Date . Feb-2027 Analysis Number 1,446,548
Reference . CFPSNUS.41384 (1.0)
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) 95.9 %
Maximum (% of label claim) 101.5%
Average (% of label claim) 99.2 %
RSD 1.9%
Acceptance value 4.5 <15.0
Number of units tested 10
Dissolution
Minimum 95 %
Maximum 100 %
Average 98 % =75 % (Q) in 30 minutes
Number of units tested 6
Conclusion Complies, S1
Assay (bicalutamide)
(HPLC) 49.6 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 % <0.2%
Total impurities 0.06 % <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: 188070 Date: 06 May 2022/10:30:06 From: LW7 Production




Certificate of Analysis Page 2 of 2

Vistamid 50mg Film-coated tablets Lot Number: 2200571B
Quality Control Sites
Site Name: Synthon Hispania S.L.
C/ Castells, n® 1
08830
Sant Boi de Llobregat (Barcelona)
ES

Authorisation Number: 0438
GMP Certificate Number: NCF/1931/001/CAT

Bicalutamide 50 mg film-coated tablets Lot No: 2200571B complies with the Specification CFPS.NUS.41384 (1.0). [ confirm that
the content of this CoA is correct.

Issued by : Marina Torres Date of Issue :  06/May/2022
QA SHIS Specialist This is an electronic signature
Report: 188070 Date: 06 May 2022/10:30:06 From: LW7 Production
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