JEPXKABHA CJIYVXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaif Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKicTh BBe3€HOro B YKpainy Jikapebkoro 3acody

22.03.2024 Ne 14626/24/26

INIPOCTA3AH-BICTA

(HaiiMeHyBaHHs JIiKapChKOTo 3aco0y 3riIHO 3 peccTpauiAHHM MNOCBIAYEHHAM)
Tabaerkn nposaonrosanoi aii mo 0,4 mr nmo 10 Tadaerok y 6aicrepi; mo 3 GuricrepH y KapTonuii
Kopooui

((hopma BunycCKy, 103y BaHHs, B NAKYBaHHA JlikapcbKoro 3acoby)

Homep peectpauitinoro noceinuenns UA/17365/01/01 crpok aii peectpauiiinoro nocsinuenns 28.05.2024

Cepis nikapcbkoro 3acoby Ne 2304533A KinbkicTh BBe3eHoro aikapcskoro 3acody 5000
BupobHuk Cinron Xicnanis, C.J1., Icnanis

(HaiiMeHyBaHHA BUPOOHKKA JiKapchKOro 3acoly, Kpaina NoXoKeHHs)
Beeseno B Ykpainy TOBAPHUCTBO 3 OBMEXXEHOIO BIAITIOBIIAJIBHICTIO

"BYCT ®APMA", inen. xon: 44107410

(HaitMenyBanns Ta koj 3a €JIPIIOY opuamntHoi ocobu abo npizeuiiie. iM's, no 6atekoni Gisnuriol
0co0H - nianpuemi, it Micue NpoXXHBaHHA Ta peecTpalifumi HoMep 061iKOBOT KAPTKH IIATHHKA
nojarkis abo cepis Ta HOMEP NACNOPTi)

MpoTokon BisyansHoro koutTposo sin 22.03.2024 N 998/4.

3a pe3y/bTaTaMM JIEP)KABHOIO  KOHTPO/IIO  BCTAHOBJIEHO, IO  JIiKApChKHi 3aci6 BBeseHO B Ykpainy 3
JAOTPHMAHHAM BUMOTr 3aKOHO/IdBCTEA 1110/10 zabe3neueHHs AKOCTI Jlikapc 3acobin.

2 i

Havanpuuk Mukosna XOJIOAEHKO

(nianue) (iniuianu Ta npilBMILE)

(nocanona




Cinron Xicnania C.JI.

CepTH(iKaT BiIMOBITHOCTI
MiciieBa Topropa Haspa; IIpocra3an-BicTa
HoMep MapKeTIHT0BOI peecTpartii: UA/17365/01/01
Howmep Bupo6y CiHTOH: 383153
Howmep cepii: 2304533A
KoHIeHTparis: 0,4 Mr / TaMCyIO3IHY

Jlikapceka (hopma:

TabIeTKN IPOJIOHTOBAHOIL Jii

Po3Mip i THII YIIaKOBKII;

10 Tabnetok y GmicTepi; 3 GiicTepn y KapTOHHII KopoOiri

BupobHrraa ginsHnng A@I:

CiHTOH c.p.0.
BpreHcbKa 32 /cim. 597
M. Bnancko, 67801, Ueckka PecmryOiika

Howmep nineH3ii Ha BUpoOHIIITBO BIpoOHITTol JimsHImI A®I:

sukls 132091/2021 (API GMP)

BupobHrraa ginsHimg "in bulk™:

Ciuron Xicmanig C.JL
Byn. K/Kactenno, Nel, ITon. Jlec Camninec,
Camnr Boi ge JInooperar, bapcenona, 08830, Icmanis

Howmep ninieH3ii Ha BUpOOHIIITBO BIPOOHIIKA BiIIIOBIIaIBHOTO
3a BHpoOHmITBO "in bulk":

TToTouHml aificHINT HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
TToTouHIl mificHImT HoMep B €C:

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

HepBIIHHe Ta BTOPHHHE IMaKyBaHHA!

Jlxu I @apmac 'rotikanc JIT.
IIpoMmciora 3oHa, «UekaHing ITiBIeHs»
Boreprpan, 2140, Bonrapisa

Howmep ninleH3ii Ha BUPOOHIIITBO MicIi IEPBHHHOL
TIaKyBaHHS:

BG/MIA-0408(ML) / BG/ GMP/2022/197 (GMP)

BiAmoBigaTbHINI 3a BHITYCK cepii:

CinTon Xicmania C.JL.
Byn. K/Kactemno, Nel, ITon. Jlec Camninec,
Camnrt boi ge JInooperar, bapcenona, 08830, Icmanis

Howmep nineH3ii Ha BUpoOHIIITBO BUPOOHIIKA BiIIIOBI TaIBHOTO
3a BHIIYCK cepii:

TToTouHIl aificHINT HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
TToToummil miticHmT HoMep B €C:

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

Po3Mip cepil TOTOBOTO IPOIYKTY:

32 063 ynakoBOK

KIIBKICTB BIATIOBITHIIX BIIXIUIEHD:

NA

Pemapxi / KOMEHTapi:

NA

ITimv 3acBimdyIo, IO HaBedeHa BHIIE iH(OpPMAIIsT € ayTeHTITHOIO Ta JOCTOBIPHOIO.

Ils cepis mpoaykuii 6yma BHTOTOBJIEHA, BKIOTAIOTN TMAKYBAaHHA (AKIIO II€ MOXHA 3aCTOCYBAaTH IO JaHOTO BHIAIKY) Ta
TIpoBeIeHHA KOHTPOMIO AKOCTI Ha BHINE3TragaHOMY MicIli (MicIax) BimmorimHo g0 BuMor EU GMP MicleBoro peryIATOpHOIO
OpraHy Ta BiIIIOBINHO 10 crerdikariiil, 2a3HadeHnx y PeecTpamiiiHoMy ITOCBIIYeHHI JIIKapchKOTO 3aco0y KpaiHI-iMmopTepa, i
110 6yIB-AKIIX TOJAaTKOBHX BIIMOT, V3TODKEHIIX B YTOII IIPO AKICTE.

Jlikapceka cybeTaHIia TaMcyIo3HHy TiIpOXIOpHT (MOHOTIIPAT) BHPOOIAETLCS BITIOBITHO 10 BIMOT TiHHOro GMP.
Bymo mepeBipeHO Ta BCTAHOBIIEHO, IO JOKYMEHTH 3 00poOKIl, MaKkyBaHHA Ta aHaTi3y cepil BiamoinarTs BimMoram EU GMP.
TIpoIyKT BiAMIOBiAA€ SIHHIM OCHOBHIM mpuHininaM BSE/TSE.

Byne-Ake BiIXIUIeHHA OYII0 MPoaHATI30BAaHO 1 3aJ0KyMeHTOBaHO. [ Oy/Ib-SIKOTO BiJXIUIEHHS, SKe MOXKe BIUIIBATH HA AKICTH
Ta/abo Ha De3nexy MpoAYKTY (3HATYINE BIIXIIEHHA), 10JacTheA 3BIT g0 CepTrdikaTa BiAMOBIIHOCTI.

Pazom 3 BimmorimaiM CeprudikaToM aHami3y Iell JOKYMEHT cKIalae cepTH(IKAT SKOCTI JUIA JO3BOIY Ha BHIyCK cepil Iyt
IpoJaKy cepii BHINe3a3HaYeHOT0 JOKIAIHO PO3IIICAHOTO IPOIYKTY.

Hana cepis Binmoeinae CFPS.NUS. 61129 (1,0) i BumyckaeTses g koMmanil Mistral Capital Management Limited, UK, Ta s
TepHuTopil YKpaimil.

Iigmic: Kamino I'apcia /TTigmmc/
VIIOBHOBayKeHa 0co0a
kommasii Synthon Hispania S.L.

MHata: 21 mrororo 2024 p.

Bepeir: MCOC. ESOl TSL.mrt. Mistral Capital Management. UA 383153, 2304533 A.02.doc

«CiHTOH XicnaHia C.Jl.» (Synthon Hispania S.L.) | CIF: ES-61739645

Appeca B lcnaHii: Kappep Kactenno 1 | MN.1. Nec Canivec | 08830 CaHr-boii-ge-NMbobperar | bapcenoHa | Icnawia | Ten.: +34 936 401 516 ®akc: +34 936 401 146
(CiCastello 1] P.l. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon com | 3apeecTposaHa y ToBapHOMY PeecTpi Bapcenonn 3a Homepom B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL
c/Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax +34 936 401 146
ww-synthen com Ceptudikar anamizy Crop- 151
IIpoctasan-Bicra 0,4 Mr Tad/1eTKH MPOJIOHT OBaHO1 il
Homep cepii : 2304533A
Homep BHpOOY : 383153
. N Jara eupoornnTBa  : 02 amcromaga 2023 p.
Tepmin npagaTHOCTI : JIncTromag 2026
BupodrAua JLTBHANSA : CinTon Xicnania C.JI.
HocaigxeHHs PesyabTaT Kpurepii npuiiMmanHsa
Bimi, 6e3 miHii po3oMy, KpYIJi TaOIeTK 3
30BHIIIHII BUTTIA Bigmnosigae THCHeHHAM “T9SL” Ha omHOMY GolIi Ta
“0,4” Ha gpyroMy OOIIi.
CTHpaHICT 0,0% < 1,0%
Po3unneHHd 3a 4 roIIHI
MiHimMansHe 38%
MaxcumMansHe 39%
Cepenne 39% 27-47 % 3a 4 rogiHNI
Po3unnenns 3a 12 rogusa
MiHimMansHe 74%
MaxcumMansHe 77%
Cepenne 76% 63-83 % 3a 12 romiH
Po3unnennsa 3a 20 rognxH
MinimanbHe | 92%
MakcnmManbsHe | 95%
Cepenne 94% > 80 % 3a3a 20 roguH
KITBKiCTh IPOTECTOBAHIIX OJHHIITh 6
BHCHOBOK Bigmosigae, L1
InenTndikamniga (TaMCcyI03HHY TipOXIOPHIY)
BEPX gac yTpIMaHHA Bigmosigae CriBmagae i3 cTaHTaPTHIIM PO3YITHOM
TIIX KoedilieHT yTpIMaHHT Bigmosigae CriBmagae i3 CTaHTAPTHIM PO3IHHOM
KinmpKicHe BI3HaUeHHA (TaMCYI03UHY TiIpOXIOPIIY)
% B1J 3aABIEHOTO 101% 95,0-105,0%
OIHOpPITHICTE T030BaHIX OINHIIIE Bigmosigae Bimmogigae BuMoram €Bp. @apm. 2.9.40
MinimansHe (% 3aSBICHOTO BMICTY) 99,7%
MaxkcmmansHe (%0 3a9BICHOTO BMICTY) 107,4%
Cepense (% 3agBICHOT0 BMICTY) 102,8%
RSD 2,7%
3HAYEHHA TIPHITHATTS 7,9 <15.,0
KITBKiCTh IPOTECTOBAHIIX OJIHIITh 10
Cymposimgai gomimxkn (BEPX)
Y#043 Jle3eToKCHTaMCYI03HH <0,1% <0,5%
Y#060 MeTiurraMcyI03HH <0,1% <0,5%
Haii6inema He ineHTH(iKOBaHa JOMIIITKa <0,1% <0,2%
CyMa JoMIIIoK <0,1% <1,5%
MikpobioJoriusa gacToTa
3aranbHa KUIBKICTB aepoOHIX MikpoopraHizmiB (TAMC) = He nmpoBomiBed <1000KYO/r
3aranbHa KiIBKICTh APiXKKOBHX Ta ILTiceHeBHX I pibiB ;A <100KYO/r
(TYMC)
Escherichia coli He npoBomBcs BigcyTtaa/r

ITa cepig BigmoBigae Cunenmudikamnii CFPS.NUS.61129 (1.0)

Bupaano: Axjpea Jlomes Ioane3 Jata Bujaui: 21 mrotoro 2024 p.
CremiaimicT 3 9KOCTi ITe eneKTpOHHMII IiAIIC.

3eim: 230438 Hama: 21 nromozo 2024 p./14:19:14 Bio: LW7 Produiction




Synthon Hispania S.L.

Certificate of Conformance

Synthon

page 1/2

Local trade name:

Prostazan-Vista

Marketing Authorization number: UA/17365/01/01

Synthon item number: 383153

Batch number: 2304533A

Strength: 0.4 mg / Tamsulosin

Dosage form: prolonged release tablets

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

Bmenska 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, n°1,
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/2344/002/CAT (GMP)

Primary and secondary packaging site:

GE Pharmaceuticals Ltd.
Industrial zone, Chekanitza South area,
Botevgrad, 2140, Bulgaria

Manufacturing Authorization number of
primary and secondary packaging site:

BG/MIA-0408 (ML) / BG/GMP/2022/197 (GMP)

Responsible for batch release
documentation:

Synthon Hispania, S.L.
C/Castello, n°1,
Sant Boi de Llobregat, Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:

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

Current valid number in EU, pending approval in UA:
0438 (ML)’ NCF/2344/002/CAT (GMP)

Version: MCOC.ESO 1. TSL.mrt.Mistral Capital Management.UA.383153.2304533A.02.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
Batch size finished product: 32.063 packs
Number of relevant deviations: A
Remarks / comments:; MO

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 Tamsulosin 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.61129 (1.0) and is released for Mistral Capital Management Limited,
UK, and for termitory: Ukraine.

2 1 FEB 2024

Qualified Person Synthon Hispania S.L.

Version: MCOC ES01.TSL.mrt.Mistral Capital Management.UA.383153.2304533A.02.doc



Synthon Hispanis, SL.
o Castell6, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516
Fax. +34 936 401 146

www.synthon.com

Synthon

Certificate of Analysis e e

Prostazan-Vista 0.4 mg Prolonged-release tablet

Lot Number 1 2304533A
Item Number : 383153 Date of Manufacture : 02-Nov-2023
Expiry Date : Nov-2026

Manufacturing Site : Synthon Hispania S.L.

Tests Results Acceptance Criteria
Appearance Complies ‘White, un-scored, round tablets,
debossed on one side with
"T9SL” and “0.4” on the other
side.
Friability 0.0% <1.0%
Dissolution in 4 hours
Minimum 38%
Maximum 39%
Average 39% 27 - 47% in 4 hours
Dissolution in 12 hours
Minimum 74 %
Maximum 77%
Average 76 % 63 - 83% in 12 hours
Dissolution in 20 hours
Minimum 92%
Maximum 95 %
Average 94 % = 80% in 20 hours
Number of units tested 6
Conclusion Complies, L1
Identification (tamsulosin hydrochloride)
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (tamsulosin hydrochloride)
% of label claim 101 % 95-105%
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 99.7%
Maximum (% of label claim) 107.4%
Average (% of label claim) 102.8%
RSD 27%
Acceptance Value 7.9 <15.0
Number of Units Tested 10

Report: 230438 Date: 21 Feb 2024/14:19:14 From: LW7 Production




Synthon Hispania, SL

¢/ Castell, 1
08830 Sant Boi de Llcbregat
Barcelona - Spain
Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis Pigh 2ot

Prostazan-Vista 0.4 mg Prolonged-release tablet Lot Number: 2304533A
Tests Results Acceptance Criteria
Impurities HPLC

Y#043 Desethoxytamsulosin <01% <05%

Y#060 Methyl-tamsulosin <0.1% <05%

Largest unspecified impurity <01% <02%

Total impurities <0.1% <15%
Microbial contamination

Total aerobic microbial count (TAMC) Not Performed <1000 CFU/g

Total combined yeasts/moulds count (TYMC) Not Performed <100 CFU/g

Escherichia coli Not Performed Not present/g

This batch complies with the specification set in CFPS.NUS.61129 (1.0).

Issued by : Andrea Lopez Ibafiez Date of Issue :  21/Feb/2024
QA CMO Specialist This is an electronic signature

Report: 230438 Date: 21 Feb 2024/14:19:14 From: LW7 Production




NEPYKABHA CJIYIKBA 3 JIKAPChKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH y m. KHEBI

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

BUCHOBOK
Npo AKICTH BBE3CHOIo B YKpainy JikapchbKoro 3acody

30.07.2025 Ne 37739/25/26

MPOCTA3AH-BICTA
(HalMeHYBANNS JIKaPCLKOro 3aco0y 3riaHo 3 peceTpattiinum 1nocsiueHism)
Tabjaerkn npojonrosanoi aii no 0,4 mr no 10 rabaerox y 6aicrepi, no 3 duicrepn y kaprouniii
KopoOiLi
(thopma BHNYCKY . 103Y BAHIIA, BH/L NAKY BAHHS JIKAPCLKOTO 3ac00y)

Homep pecerpauiiinoro nocsiauenns UA/17365/01/01 crpok aii peectpauiiivoro nocsinuenns 28.05.2024

Cepis nikapchkoro 3aco0y Ne 2502110A KinbkicTs BBe3eHOro nikapeskoro 3acody 2800

Bupodumk CinTon Xicnanis. C..ﬂ.._ Icnanis
{(naiiMeny Banis BUPOSHUKA JIKAPCHKOTD 3aC00Y. KPaiHa MOXOKCHIN )

Bsegprio ¥ Raatiy Tosapuctso 3 obmexenolo Bianosinaasnictio "BYCT MAPMA",
.
inenT. kon: 44107410
(naiiveny sanns Ta koa 3a CJ/IPIOY wopuanunoi ocodu abo npizsuuie. iM's. no Garukosi hizmiiod
0co0M - NINpUEMUS. 1T Micle NpoXUBAHHS Ta pecerpauiiinuil nomep obaikonoi KAPTKN 1T HHEKR
nojaTkis abo cepis Ta HoMep nacnopta)

Iporokoa sisyansunoro konrpomo sin 29.07.2025 Ne 2768/01.10-25/6.

3a  pewnvsbTaTamMu  1CPKABHOIO  KOHTPOJIO  BCTAHOBICHO, IO nikapcekuii  3acib  smezeno B Ykpainy 3

AOTPHMAHHSAM BUMOI 3aK0HOAABCTBA 11010 3a6e3nedenna AKocTi NikagZbkix 3acobin.

”?_T_':‘_U[_’_,l_{ Mukoua XOJIOJIEHKO

(nianue) (ininiaam a npissume)

(noca,



Cinron Xicnania C.JI.

CepTH(iKaT BiIMOBITHOCTI
Micnesa Toprosa Ha3pa: IIpocrazan-Bicta
HoMep MapKeTIHTOBOI peecTpaltii: UA/17365/01/01
Howmep BrpoOy CiHTOH: 383153
Howmep cepii: 2502110A
KonneHTparis: 0.4 mr / TaMCyI0O3IHY
Jlikapceka (opma: TabIeTKII IPOIOHT OBAHOI Iii
Po3Mip i THII YIIAKOBKH 10 TabeTok y OmicTepi; 3 GmicTepn y KapTOHHII KOpoO1Ii
CiHTOH c.p.0., BpHencrka 32 /ci. 597, m. briancko, 67801,
Bupobmiraa ginpHmg ADI: Yecpka PecryOoika

Howmep ninen3ii Ha BIpoOHIIITBO BIIpoOHITIol JimbHmi A®I; sukls 69528/2024 (GMP)

Cirron Xicnanis C.JI. Byn. K/Kacremro, Nel, Canr Boi 1e
Bupoonmmga gigprmmg "in bulk": JInobperat, Bapcenona, 08830, Icnanisa

TToTouHII TifiCHINT HOMep B YKpaiHi:
Howmep ninenzii Ha BipoOHIIITBO BIpOoOHIKa BigmoBigansHoro | 0438 (ML) / NCF / 2344/002/CAT (GMP)
3a BIpoOHmITBO "in bulk™: IToToummit gificHmT HoMep B €C:

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

Jlxu I @apmac’rorikaic JIta. IIpommcioea 3oHa, «YekaHins
IlepBuHHE Ta BTOPIHHE TAKYBaHHS: IliBnens», Boresrpan, 2140, borapis

Howmep ninienzii Ha BIpOoOHIIITBO MiCITd IIEPBIHHOI MakyBaHHa: | BG/MIA-0465(ML) / BG/ GMP/2025/303 (GMP)

Cinron Xicmanis C.JI. Byn. K/Kacremro, Nel, Canr Boi 1e
BigmoBiganbHILI 3a BHITYCK Cepii: JIno6perat, Bapcenona, 08830, Icnania

TToTouHIIII TifiCHINT HOMep B YKpaiHi:
Howmep ninenzii Ha BIpoOHIIITBO BIPOOHIIKA BiaoBigansHoro 3a | 0438 (ML) / NCF / 2344/002/CAT (GMP)

BIITYCK Cepil: TloToummit gificHmI HoMep B €C:
0438 (ML) / NCF / 2344/002/CAT (GMP)
Po3Mip cepii TOTOBOTO IPOAYKTY: 32 261 yIIakoBOK
KinpKicTh BIATIOBIIHIX BiIXIUICHD: NA
Pemapxi / KOMeHTapi: NA

ITiM 3acBimdyio, IO HaBeIeHA BIINE iH(OPMAIIS € ayTeHTIHOIO Ta JOCTOBIPHOIO.

Ils cepia mpoaykuil 6yn1a BHTOTOBJEHA, BKIOYAIOIN TAKYBaHHA (SKIIO Ile MOJKHA 3aCTOCYBATH O TAaHOTO BHIAJKY) Ta
TIpoBeeHHs KOHTPOMIO SKOCTI Ha BHINe3ragaHoMy Micii (Miciiax) Bimmorigao mo Brmor EU GMP MicHeBOro peryiIsToOpHOrO
OpraHy Ta BiIIOBiTHO 1m0 crerdikariiil, 3a3HadeHnx y PeecTpamiiiHoMy ITOCBIIYeHHI JTiKapchEKOTO 3aco0y KpaiHI-iMmopTepa, i
110 OYIB-SIKIX TOJATKOBHX BHMOT, Y3rO/DKEHIX B YTOII IIPO SKICTE.

Jlikapceka cybcTania TaMcyIo3HHy TiIp oXIopHT (MOHOTIAPAT) BHPOOIAETECS BUIIOBIIHO 10 BIMOT YHHHOT0 GMP.
Bymno mepeBipeHO Ta BCTAHOBIIEHO, IO JOKYMEHTH 3 OOpOOKIL, MakyBaHHS Ta aHaIi3y cepil BiamopinaroTs BiuMoram EU GMP.
TIpoayKT BiAmIOBia€ SIHHIM OcHOBHIM mpuHininaM BSE/TSE.

Byne-Ake BiAXIUIEHHA OYIIO MpOaHATI30BAHO 1 3aJ0KyMeHTOBaHO. [l OYIb-SIKOTO BiJXIUIEHHS, K€ MOJKe BIUIIBATH HA AKICTH
Ta/abo Ha Be3neKy MPOAYKTY (3HATYINE BIIXIIEHHA), T0Ta€ThCs 3BIT g0 CepTidikaTa BiAMOBITHOCTI.

Pazom 3 BimmoeimanM CeprudikaToM aHamizy Iell JOKYMEHT CKIalae cepTH(IKAT SIKOCTI JUIA JO3BOINY Ha BHIYCK cepil mma
MpoJasKy cepii BHINe3a3Ha9eHOT0 JOKIAIHO PO3IIICAHOTO IPOIYKTY.

Hana cepis Bimmoigae CFPS.NUS. 61129 (1,0) i Bumyckaersest At kommasil Mistral Capital Management Limited, UK, Ta ana
Tepuropil YKpaimi.

Iigrmic: I'mopia Copiano /ATigmic/ Hata: 11 mmasa 2025 p.
YIIOBHOBayKeHa ocoba
kommasii Synthon Hispania S.L.

Bepeir: MCOC. ESOl TSL.mrt. Mistral Capital Management. UA 383153, 2304533 A.03 doc

«CiHTOH XicnaHia C.Jl.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B lcnaHii: Kappep Kactenno 1 | MN.1. Nec CaniHec | 08830 CaHt-boii-ge-NMboGperar | bapcenoHa | Icnawia | Ten.: +34 936 401 516 ®akc: +34 936 401 146
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IIpoctasan-Bicra 0,4 Mr Tad/1eTKH MPOJIOHT OBaHO1 il
Homep cepii : 2502110A
Homep BHpOOY : 383153
. N Jara pupoonnuTea : 07 TpasHs 2025 p.
Tepmin npagaTHOCTI : Tpasens 2028
BupodrAua JLTBHANSA : CinTon Xicnania C.JI.
HocaigxeHHs PesyabTaT Kpurepii npuiiMmanHsa
Bimi, 6e3 miHii po3oMy, KPYIJi TaOIeTK 3
30BHIIIHII BUTTIA Bigmnosigae THCHeHHAM “T9SL” Ha omHOMY Oolli Ta
“0,4” Ha gpyromy Goiri.
CTHpaHICT 0,0% < 1,0%
Po3unneHHd 3a 4 roIIHI
MiHimMansHe 36%
MaxcumMansHe 41%
Cepenne 39% 27-47 % 3a 4 rogiHNI
Po3unnenns 3a 12 rogusa
MiHimMansHe 71%
MaxcumMansHe 90%
Cepenne 75% 63-83 % 3a 12 romiH
Po3unnennsa 3a 20 rognxH
MinimanbHe | 88%
MakcnmManbsHe | 116%
Cepenne 93% > 80 % 3a3a 20 roguH
KITBKiCTh IPOTECTOBAHIIX OJHHIITh 12
BHCHOBOK Bigmosigae, 1.2
InenTndikamniga (TaMCcyI03HHY TipOXIOPHIY)
BEPX gac yTpIMaHHA Bigmosigae CriBmagae i3 cCTaHTAPTHIM PO3IHHOM
TIIX KoedilieHT yTpIMaHHT Bigmosigae CriBmagae i3 CTaHTAPTHIM PO3IHHOM
KinmpKicHe BI3HaUeHHA (TaMCYI03UHY TiIpOXIOPIIY)
% B1J 3aABIEHOTO 100% 95,0-105,0%
OIHOpPITHICTE T030BaHIX OINHIIIE Bigmosigae Bimmogigae BuMoram €Bp. @apm. 2.9.40
MinimansHe (% 3asSBICHOTO BMICTY) 100,6%
MaxkcmmansHe (%0 3a9BICHOTO BMICTY) 109,2%
Cepense (% 3agBICHOT0 BMICTY) 102,5%
RSD 2,4%
3HAYEHHA TIPHITHATTS 6,9 <15.,0
KITBKiCTh IPOTECTOBAHIIX OJIHIITh 10
Cymposimgai gomimxkn (BEPX)
Y#043 Jle3eToKCHTaMCYI03HH <0,1% <0,5%
Y#060 MeTiurraMcyI03HH <0,1% <0,5%
Haii6inema He ineHTH(iKOBaHa JOMIIITKa <0,1% <0,2%
CyMa JoMIIIoK <0,1% <1,5%
MikpobioJoriusa gacToTa
3aranbHa KUIBKICTE aepoOHIX MikpoopraHizmiB (TAMC)  <100KYO/r <1000KYO/r
3aranbHa KiTBKICTB JPiXK/DKOBHX Ta ITiceHeBHX I pubiB <100KYO/r <100KYO/r
(TYMC)
Escherichia coli Bigmosigae BigcyTtaa/r
ITa cepig BigmoBigae Cunenmudikamnii CFPS.NUS.61129 (1.0)
Bupaano: Axjpea Jlomes Ioane3 JHata Bujaugi: 10 mmas 2025 p.
CremiaimicT 3 9KOCTi ITe eneKTpOHHMII IiAIIC.
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Local trade name:

Prostazan-Vista

Marketing Authorization number: UA/17365/01/01

Synthon item number: 383153

Batch number: 2502110A

Strength: 0.4 mg / Tamsulosin

Dosage form: prolonged release tablets

Packaging size and type: 10 tabs per blister, 3 blisters per carton box
Manufacturing site API: Synthon s.r.o., Brmenska 32/cp. 597, Blansko, 67801,

Czech Republic

Authorization number of Manufacturing site
APL

sukls 69528/2024 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L. C/Castello, n°1, Sant Boi de
Llobregat, Barcelona, 08830, Spain

Authorization number of Manufacturing site
Bulk Drug Product:

Current valid number in UA: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Current valid number in EU: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Primary and secondary packaging site:

GE Pharmaceuticals Ltd. Industrial zone, Chekanitza
South area,Botevgrad, 2140, Bulgaria

Manufacturing Authorization number of
primary and secondary packaging site:

BG/MIA-0465 (ML)/ BG/GMP/2025/303 (GMP)

Responsible for batch release
documentation:

Synthon Hispania, S.L. C/Castello, n°1, Sant Boi de
Llobregat, Barcelona, 08830, Spain

Authorization number of site responsible for

Current valid number in UA: 0438 (ML)/

batch release documentation: NCF/2344/002/CAT (GMP)
Current valid number in EU: 0438 (ML)/
NCF/2344/002/CAT (GMP)

Batch size finished product: 32261 packs

Number of relevant deviations: VA

Remarks / comments: N A

Version: MCOC ES01.TSL.mrt. Mistral Capital Management.UA.383153.03.doc
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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 Tamsulosin 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.61129 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

11 JUL. 2005
Signature: @"/ Date:

s

Gloria Soriano
Qualified Person
Synthon Hispania, S.L.

Qualified Person Synthon Hispania S.L.

Version: MCOC ES01.TSL.mrt. Mistral Capital Management. UA 383153.03.doc
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Prostazan-Vista 0.4 mg Prolonged-release tablet

Lot Number 1 2502110A
Item Number : 383153 Date of Manufacture : 07-May-2025
Expiry Date . May-2028
Manufacturing Site : Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies ‘White, un-scored, round tablets,
debossed on one side with
"T9SL” and “0.4” on the other
side.
Friability 0.0% <1.0%
Dissolution in 4 hours
Minimum 36%
Maximum 41%
Average 39% 27 - 47% in 4 hours
Dissolution in 12 hours
Minimum 1%
Maximum 90 %
Average 75 % 63 - 83% in 12 hours
Dissolution in 20 hours
Minimum 88 %
Maximum 116 %
Average 93 % > 80% in 20 hours
Number of units tested 12
Conclusion Complies, L2
Identification (tamsulosin hydrochloride)
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.
Assay (tamsulosin hydrochloride)
% of label claim 100 % 95-105%
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 100.6 %
Maximum (% of label claim) 109.2 %
Average (% of label claim) 102.5%
RSD 24%
Acceptance Value 6.9 <15.0
Number of Units Tested 10
Impurities HPLC
Y#043 Desethoxytamsulosin <0.1% <0.5%
Y#060 Methyl-tamsulosin <0.1% <05%
Largest unspecified impurity <0.1% <02%
Total impurities <0.1% <15%

Report: 263503 Date: 10 Jul 2025/09:31:13 From: LW7 Production
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Prostazan-Vista 0.4 mg Prolonged-release tablet Lot Number: 2502110A
Tests Results Acceptance Criteria
Microbial contamination

Total aerobic microbial count (TAMC) <100 CFU/g <1000 CFU/g

Total combined yeasts/moulds count (TYMC) <100 CFU/g <100 CFU/g

Escherichia coli Complies Not present/g

This batch complies with the specification set in CFPS.NUS.61129 (1.0).

Issued by : Andrea Lopez Ibafiez
QA CMO Specialist

Date of Issue : ~ 10/Jul/2025
This is an electronic signature

Report: 263503 Date: 10 Jul 2025/09:31:13 From: LW7 Production
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