W

AEPKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

Byn. Bepesnskisebka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BHCHOBOK
Npo AKiCTH BBE3€HOro B ¥ KpaiHy JikapcbKoro 3acody

12.07.2023 Ne 35602/23/26

IMPOCTA3AH-BICTA
(HaFimenyBaHHs nikapchkoro 3acoly 3riaHo 3 peccTpallifHiM NOCBLIMCHHAM )
Kancyau 3 MoaudikoBaHuM BHBINbHeHHsAM, TBepAai no 0,4 mr, no 10 kancya y 6aicrepi; mo 3
Oaicrepu y KapTOHHIH KopoOui
(dopma BHTIYCKY, 103yBaHHS, BHI NaKyBaHHS AiKapchkoro 3acoby)

Homep peectpauiiinoro nocsimuenns UA/17058/01/01 crpox aii peectpauiiinoro nocsiauenns 26.11.2023

Cepis nixapcskoro 3acoby Ne 2204325A KinskicTs BBe3eHoro nikapeskoro 3acoby 17888
Bupo6HuK Cinton Xicnauis, C.JL., Icnanis

(HaklimeHyBanHs BHpoGHMKa Jlikapcekoro 3acoly, KpaiHa NOX0AKEHHA)
Beeaero B YkpaiHy TOBAPHUCTBO 3 OBMEXXEHOIO BIIITOBIJAJIBHICTIO

"BYCT ®APMA", ineur. xon: 44107410

(naiiMenyBanns Ta kol 3a €/IPTIOY opuanyHoi ocobu abo npizsuute, iM'a. no Garekosi piznynol

0cobH - NiANpUEMLUA, i1 Miclie MPOXKHBAHHA Ta peccTpauifHui Homep 00/iKoBOT KAPTKH NIATHHKA
noaatkis abo cepis Ta Homep nacnopra)

TMpotokoa Bisyaasnoro kontposo sia 12.07.2023 N 1983/1.

nmikapcekuit  3aci6 BBeseHo B YkpaiHy 3
i nikapcbKHX 3aco0iB.

3a pe3ynsTaTamMH JEPXAaBHOTO KOHTPOJIO BCTAHOBJEHO,
AOTPHMAHHSIM Bunor3aneHQaaBCcTBa WOAC 3a0e3neueHH f

Isan 3AJIBOPHUX

(iviuianu Ta npissywe)

(nianuc)




Synthon

CinToH Xicnania C.JI.

Ceptudikat BIIIOBLIHOCTI

MicIieBa TOproBa Ha3Ba: IIpocTa3zan-Bicra
Homep MapKeTHHIOBOI peecTpaltii: UA/17058/01/01
Howmep Bupo6y CiHTOH: 383155

Howmep cepii: 2204325A
KoHmeHTpais: 0,4 mr / TaMcyTTO3HHY

JlikapcpKka opMa:

KaIcymH 3 MoAH(iKoBaHHM BHBUTBHEHHSAM TBePi

Po3Mip i THIT yIaKOBKIL:

10 xancynu y 6micTepi; 3 OmicTepH y KapTOHHIH KOpoOIIi

Bupoo6Hiua ginsHuIA AQI:

CiHTOH c.p.0.
BpueHchka 32 /cm. 597
M. brancko, 67801, Yecrka Pecmy6nika

Howmep mineH3ii Ha BUpOOHUIITBO
BHpOOHIIO] HimsHAM AL

sukls 132091/2021 (API GMP)

Bupo6Huua ginsHAns "in bulk":

CinroH Xicnanig C.JI.
Byn. K/ Kactenno, n° 1, Canr Foi zie JIno6perat
Bapcenona, 08830, IcnaHis

Howmep mineH3ii Ha BHPOOHMIITBO BUPOOHHKA
BiIOBigansHOTO 32 BHPOOHHUIITBO "in bulk":

TToTounmil fificHIN HOMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTounmii fificHIT HOMep B €C:

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

HBPBIIHHB Ta BTOPHHHE ITAaKYBaHHA:

CinroH Xicnanig C.JI.
Byn. K/ Kactenno, n° 1, Canr boi jie JIno6perat
Bapcenona, 08830, IcnaHis

Howmep minen3ii Ha BHPOOHMIITBO MicIIf
TIEPBUHHOI TTaKyBaHHS:

IToTounuii aiticHHII HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTounuii fificHuil HoMep B €C:

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

Bepecir: MCOC. ESOL .TSL.cap 0.4. Mistral Capital Management. UA 383155.03.doc

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

Anpeca B IcnaHil: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakia | Ter.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHi 3a HoMepom B-184.023, cTopitka 43, ToM 30,987, 3anuc 1




CinToH Xicnauia C.JI.

Ceptudikat BITOBIHOCTI
Crop. 2/2

CinroH Xicnanig C.JI.
Byn. K/ Kacrenno, n° 1, Cant boi ge JInoGperat
Bapcenona, 08830, Icmanis

Bi/JIOBijanbHUIL 32 BUITYCK Cepii:

TToTouHmMit AiiicHUII HOMep B YKpaiHi:
0438 (ML) /NCF / 1931/001/CAT (GMP)
TToTounmii AilicHUII HOMep B €C:

Howmep mineH3ii Ha BHPOOHUIITBO
BHPOOHHKA Bi/IIOBIJaTBHOTO 33 BHITYCK

cepit 0438 (ML) / NCF / 2225/001/CAT
Po3Mip cepii: 17 888 oqMHUIE

Howmep BiIOBIIHHX BiJIXIUIeHB: NA

Pemapku / KoMeHTapi NA

1T 3acBimgdyrO, 110 HAaBeIEHA BIIIE iH(OpPMAIlid € ayTCHTIYHOIO Ta JOCTOBIPHOIO.

I cepig mpoayKIlii OyiIa BHTOTOBJIEHA, BKIIOYAOYN TAKYBAHHA (SIKIIIO IIe MOJKHA 3aCTOCYBATH J0 JAHOTO BHIIAIKY)
Ta IPOBEICHHSA KOHTPOJIO AKOCTI Ha BHINE3TadaHOMY MicIi (Miciax) Bimmoiguo mo Bumor EU GMP wMicmeBoro
PETYIATOPHOTO OpPTaHy Ta BiOIOBIOHO J0 crenmgikallii, 3a3HaueHNX vV PeecTpaliilHOMy ITOCBITYeHHI JiKapCEKOTO
3aco0y KpalHH-iMIIopTepa, i 10 OYIb-IKIX T0JaTKOBHX BHMOT, Y3TOKEHIIX B YTO/II IIPO IKICTh.

Jlixapceka cybcraniis TaMCyI03HHY BHPOOISETHCS BIANOBLIHO 10 BIMOT YHHHOTO GMP.

ByIo mepeBipeHo Ta BCTAHOBIEHO, IO JOKYMEHTH 3 00po0KII, MaKyBaHHA Ta aHANI3Y cepii BiAIOBIJaIOTh BIIMOTaM
EU GMP.
IIpoayKT BiAIIOBia€ IIHHIM 0CHOBHIM IpuHIMaM BSE/TSE.

Bynp-gKe BiIXIUICHHS OyJI0 IpoaHali30BaHO i 3aJ0KYMEHTOBAHO. /{11 6yIb-SIKOT0 BIIXIUICHHS, IKE MOXKE BIUIIBATH
Ha AKiCTh Ta/a00 Ha Oe3leKy MpoAyKTY (3HAUVILE BIIXIUICHHS), ToJaeThes 3BIT Mo CepTidikara BigIOBITHOCTI.

PazoM 3 BigmoBiganM CepTigikaToM aHaIi3y Lei JOKYMEHT € JO3BLIBHIM cepTH(iKaToM SKOCTI Ha BHITYCK IapTii
cepii BIIIIe3a3HAYEHOTO JOKIAHO PO3IIICAHOTO IPOAYKTY IS TIPOIaKy.

ITa mapria BinmoBigae CFPS.NUS. 44172(1,0) i pumyckaeTbes uid kKommasii Mistral Capital Management Ltd, Ta
I7I TepUTOpii YKpalHiL.

I Tamn

ITigmmic: Janiens ITackay, JHata: 27 motoro 2023 p.
VioBHOBaXKeHa ocoba

VYrnorHoBa:keHa ocoba CintoH Icmania C.JI.

Bepewr: MCOC. ESOL TSL.cap 0.4. Mistral Capital Management. UA 383155.03.doc

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

Agpeca B IcnaHii: Kappep Kactenno 1| M1 Nlec Carivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakia | Ter.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 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, cTopiHka 43, ToM 30.987, 3anuc 1



Synthon

CeprTudikar aHaaizy

Crop. 132

IIpocrasan-BicTa 0,4 Mr kancyuau 3 Moau(pikoBaAHHM BHBIJIbHEHHSM TBepai

Homep cepii : 2204325A

HomMmep BHpOOY : 383155

: Civenn 2026
Bupoonu4a gineHnng: : CiaToH Xicmania C.JL.

Tepmin npEIATHOCTL

JlaTa BHpOOHHOTBA

: 11 ciuns 2023 p.

HocmimxeHHs PesyasTaT Kpurepii npuiimanusa

TBeppa KenaTHHOBA Karlcyla 3 KOPIycOM
£, S : . OPaHKEBOT0 KOBOPY 1 KPHIIEUKO ONHBKOBOTO

30BHINIHIH BHTIIA Biamosimae :
Konpopy. Karncyina 3anoBHeHa IefieTaMH Bil
Oimoro g0 Maibke OL1OT0 KONBOPY

Brpata MacH IIpH BUCYIIYBaHHI

P P 2.5% <6,0%

(TUTBKH 714 TIeTIeT)

Po3nasanns (000M0HKA KATICYIIH)
KinbKicTh IpoTeCcTOBaHHX OTHHHITb 6
KimbKicTh OJHHHUIE 10 He PO3MaTacThes 0

MakcuMansHe <6 XBIUIHH

BHCHOBOK Biamosizae <30 XBHIHH
Po3unHeHHs iMiTaIis IITyHKOBOTO coKy pH 1,2 3a 1Bi rognHn

MiHiManTbHe 0%

MakcuMansHe 1%

Cepenne 0% < 10 % 3a OBi ToQHHA

KinmbKicTh IpoTeCTOBaHHX OTHHHITb 6

BHCHOBOK Bimmosimae, Al
Po3unHeHHs ¢ocdaThmii Oypepruit pozund pH 6,8 3a 30 XxBumiH

MiHiManTbEHe 23%

MakcuMmansHe 27%

Cepenne 25% 20-40% 3a 30 XBHIHH
Po3unHenHs ¢ocdatruii 6ydepHuii pozunn pH 6,8 3a 90 XBiINH

MiHiManbHe 48%

MakcuMmansHe 52%

Cepenne 50% 45-65% 3a 90 XBHIIHH
Po3zunHenHs ¢ocdatruii 6ydepHuii pozuuH pH 6,8 3a 360 XBUIHH

MiHiMaTbHe 92%

MakcuMmansHe 98%

Cepenne 95% = 80 % 3a 360 XBHUIHH

KinbKicTh IpoTecTOBaHHX OTHHHITb 6

BHCHOBOK Bimgmosimae, L1
InenTndikarnis

BEPX uvac yrpuMaHHS Biamosimae

TIIX koedimieHT yTpHMaHHA Bimosizae

ChiBmajae i3 cTaHIapTHHM PO3UITHOM
ChiBmajae i3 cTaHIaPTHIM PO3UITHOM

3eim: 206894 Jama: 27 aromoeo 2023 p./12:20:50 Bio: LW7 Production




Ceprudikar anamizy

Crop. 23 2

IIpocrasan-BicTa 0,4 Mr kancy/u 3 Mogu(pikoBaHHUM BHBIJIbHEHHSM TBepi

Homep cepii: 2204325A

Jlocainxke HHA PesyasTaT Kpurepii npuiiMmanHsa
Kinskicue BusHaueHHs (BEPX)

MT/KaTcyry 0,40 Mr/Kamcymy 0,38-0,42 mr/kamncymy

% BiJI 3asBJIEHOTO 99.2% (95,0-105,0%)
OIHOPITHICTH 1030BaHIX OJHMHHIE Bimosizae Bignorigae BuMoraM €Bp. @apm. 2.9.40

MiniMansHe (% 3asgBIeHOTO BMICTY) 95,1%

MaxkcumanbHe (% 3agBIEHOTO BMICTY) 100,8%

CepemHe (% 3asgBIEHOTO BMICTY) 98,7%

RSD 2,0%

3HaueHHS NPUITHATTA 4.7 <150

KinmpKicTh IpoTecTOBaHUX OTHHHITb 10
Cynpogigni gomimkn (BEPX)

JezeTokcuTamcyno3nH (Y#043) <0,1% <0,2%

Haii6insmma HeileHTH(iKOBaHA TOMIIITKA <0,1% <0,2%

CyMa HeifleHTH()iKOBAHHX JOMIIIOK <0,1% <0,3%

CyMa JJOMIIIOK <0,1% <0,5%
Mikpobiomoriyaa yacToTa

fﬁ;ﬁ‘;ﬁﬁﬁfﬁgf“ <10KYVO/r <1000KYO/r

iiﬁ:&ﬁ?ﬁ%ﬁ ?}’Y"’%S’Bm s <10KYO/r <100KYO/r

Salmonella Biamosiae BigcyTasa/10r

Escherichia coli Biamosiae BigcytHa/T
InenTndixarnis

Tutany giokcna He npoBoauBcs ITo3uTHBHA

3amiza oKcHIn He niporoiHBCS TTozuTHBHA

InanrokapMin He npoBoauBcs ITo3uTHBHA

I1s cepis BignoBigae Crenudikanii CFPS NUS.44172 (1.0)

KM Bupiano: Pakens JJominres Ilena

CremnianicT 3 KoHTpoIto skocTi SHIS (PEJII3)

Jata Bujaui: 27 nrotoro 2023 p.

ITe enekTpOHHMIT MiITIHC.

3eim: 206894 Jama: 27 aromoeo 2023 p./12:20:50 Bio: LW7 Produiction




Synthon Hispania S.L.

Certificate of Conformance

Synthon

page 1/2

Local trade name:

Prostazan-Vista

Marketing Authorization number: UA/17058/01/01
Synthon item number: 383155
Batch number: 2204325A

Strength:

0.4 mg / Tamsulosin

Dosage form:

modified release hard capsules

Packaging size and type:

10 capsules 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 SL
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/2225/001/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania SL
C/Castello, n°1, 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 (GMP)

Version: MCOC.ES01.TSL.cap0.4 Mistral Capital Management.UA.383155.2204325A.03.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 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

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/1931/001/CAT (GMP)

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

|
i Responsible for batch release Synthon Hispania SL
|

Batch size finished product: 17.888 units
Number of relevant deviations: L
Remarks / comments: NA

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.44172 (1.0) and is released for Mistral Capital Management
Limited, UK, and for territory: Ukraine.

Signature: Date: 2 7 FEB 2023

| DANIEL PASCAU
I QUALIFIED PERSON

Qualified Person Synthon Hispania, SL |

Version: MCOC.ES01.TSL.cap0.4.Mistral Capital Management.UA.383155.2204325A.03.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 numero B-184.023, folio 43, tomao 30.987, inscripcion 1



Certificate of Analysis

Synthon

Page 1 of 2

Prostazan-Vista 0.4mg modified release hard capsules

Lot Number 1 2204325A
Item Number : 383155 Date of Manufacture : 11-Jan-2023
Expiry Date . Jan-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Hard gelatin capsules with
orange coloured body and olive
coloured cap. The capsule is
filled with white to off-white
pellets.
Loss on drying (pellets only) 25% <6.0%
Disintegration time (capsule shell)
Number of units tested 6
Number of units fail to disintegrate 0
Maximum <6 min
Conclusion Complies < 30 minutes
Dissolution SGF pH 1.2 in two hours
Minimum 0%
Maximum 1%
Average 0% <10 % in two hours
Number of units tested 6
Conclusion Complies, Al
Dissolution Phosphate buffer pH 6.8 in 30 minutes
Minimum 23 %
Maximum 27%
Average 25% 20-40 % in 30 minutes
Dissolution Phosphate buffer pH 6.8 in 90 minutes
Minimum 48 %
Maximum 52%
Average 50 % 45-65 % in 90 minutes
Dissolution Phosphate buffer pH 6.8 in 360 minutes
Minimum 92 %
Maximum 98 %
Average 95 % > 80 % in 360 minutes
Number of units tested 6
Conclusion Complies, L1
Identification
HPLC retention time Complies The same as standard prep.
TLC retardation factor Complies The same as standard prep.

Report: 206894 Date: 27 Feb 2023/12:20:50 From: LW7 Production




Synthon

Certificate of Analysis e

Prostazan-Vista 0.4mg modified release hard capsules Lot Number: 2204325A
Tests Results Acceptance Criteria
Assay (HPLC)

mg/capsule 0.40 mg/capsule 0.38 - 0.42 mg/capsule

% of label claim 99.2 % (95.0 - 105.0 %)
Uniformity of dosage units Complies Complies with Ph. Eur, 2.9.40

Minimum (% of label claim) 95.1%

Maximum (% of label claim) 100.8 %

Average (% of label claim) 98.7 %

RSD 20%

Acceptance Value 4.7 <15.0

Number of Units Tested 10
Impurities (HPLC)

Desethoxytamsulosin (Y#043) <0.1% <02%

Largest unspecified impurity <0.1% <02%

Total unspecified impurities <0.1% <03%

Total impurities <0.1% <0.5%
Microbial contamination

Total aerobic microbial count (TAMC) <10 CFU/g <1,000 CFU/g

Total combined yeasts/moulds count (TYMC) <10 CFU/g <100 CFU/g

Salmonella Complies Not present/10 g

Escherichia coli Complies Not present/g
Identification

Titanium dioxide Not Performed Positive

Iron oxides Not Performed Positive

Indigo carmine Not Performed Positive

This batch complies with the specification set in CFPS.NUS.44172 (1.0).

Date of Issue :  27/Feb/2023
This is an electronic signature

Issued by : Raquel Dominguez Pefia
QA SHIS Specialist (RELEASE)

Report: 206894 Date: 27 Feb 2023/12:20:50 From: LW7 Production
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