JEPXKABHA CJYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Haxii CeiTnuuHoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BUCHOBOK
Npo SAKiCTh BBE3€HOro B Y KpaiHy JikapcbKoro 3acody

07.12.2023 Ne 62919/23/26

INNPOCTA3AH-BICTA

(naliMeHyBaHHA NiKapchKOro 3acoby 3rilHo 3 peecTpauifHHM NMOCBIAMEHHAM)
KancyJu 3 MmoaudixosanuM BuBiabHeHHAM, TBepai o 0,4 mr no 10 kancya y 6aicrepi; mo 3
OaicTepu y KapToHHIii KopoOui

(dopma Bunycky, T03yBaHHA, B NaKyBaHHA JdiKapcekoro 3acoly)
Howmep peectpauiitnoro nocsimuenns UA/17058/01/01 ctpox aii peectpauitinoro nocsinuenns HEOOMEXEHHH
Cepis nikapcskoro 3acoby Ne 2303404B KinbkicTs BBe3eHOrO JNikapchkoro sacoby 10000

BupoGHuK CinTon Xicnanig, C.J1., Icnanig

(HaliMeHyBanHA BUpoOHUKa Nikapchkoro 3acoby, KpaiHa MOXOMKEHHSA)

BeeseHo B YkpaiHy TosapucTBo 3 o6mexenoro Bianosiaaabuictio "BYCT ®APMA™,
inenT. con: 44107410

(mHaiimeHyBanHa Ta koa 3a C/IPITOY iopuanuHoi ocoGn abo npissuule, iM'a, no 6arskosi
diznuHoi 0cobH - NiANpUEMUS, Ti MicLie MPOXKHBAHHA Ta peccTpauiiHuii HoMep obnikosoi
KAPTKH NJIATHMKa noaatkis abo cepis Ta Homep macnopra)

MpoToxon sisyansHoro koutpomo sia 07.12.2023 Ne 9707/5.

3a pe3ynbTaTaMH JEPXKABHOrC KOHTPONIO BCTAHOBNEHO, WO Jikapcekuil 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAaHHHAM. BMMOr-3aKOHOABCTEA LIOJ0 3a6e3neueHHs AKOCTI NikapgbKkHX 3acobiB.

VL aul
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Synthon

CinToH Xicnania C.JI.

Ceptudikat BIIIOBLIHOCTI

Crop 1/2

MicreBa TOproBa HazBa:

IIpocTa3zan-BicTa

Homep MapKeTHHIOBOI peecTpaltii: UA/17058/01/01
Howmep Bupoby CiHTOH: 383155

Howmep cepii: 2303404B
KoHneHTpamis: 0,4 mr / Tamcyno3uHy

Jlikapcbka (opMa:

KancymH 3 MoAn(ikoBaHHM BHBiTbHEHHSAM TRePi

Po3Mip i THIT yITaKOBKI:

10 xancynu y 6micTepi; 3 OmicTepH y KapTOHHIH KOpoOITi

Bupo6Hiua ginsHuIA AQI:

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

Howmep nineH3ii Ha BUPOOHUIITBO
BHpOOHIIOI HimsHUI ADL:

sukls 132091/2021 (API GMP)

BupobHuua ainsHmA "in bulk":

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

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

TToTounmi fificHINT HOMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
TToTounmit mificHmi HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

HepBIiI-IHe Ta BTOPHHHE ITAKYBAHHA:

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

Howmep mineH3ii Ha BHPOOHUIITBO MicCIf
TIePBUHHOI TTaKyBaHHS:

IToTounmil fificHINT HOMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTounmii aiticHHII HoMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

BifmoBiianbsHHI 332 BHITYCK Cepii:

CinroH Xicnanig C.JI.
Byn. K/ Kactenno, n° 1, Canr Foi sie JIno6perar
Bapcenona, 08830, IcnaHis

Howmep mineH3ii Ha BUPOOHMIITBO BUPOOHHKA
Bi/IIOBiZaTLHOT O 33 BHITYCK Cepii:

TToTounmii fificHINT HOMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
IToTounmii mificHINT HOMep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

Po3Mip cepii:

33 347 oaHHHIIB

Homep BiOBIIHHX Bi/IXIUIeHB:

/

Pemapku / KoMeHTapi

NA

Bepcur: MCOC. ESOL TSL.cap 0.4. Mistral Capital Management. UA 383155, 2303404B.04.doc

«CIiHTOH Xicnanis C.J.» (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

1M 3acBigTyio, IO HaBedcHa BHINE iH(pOpMallis € ayTeHTHTHOO Ta JOCTOBIPHO0.

I cepig mpoayKIlii OyiIa BHTOTORJIEHA, BKIIOYAKOYN TaKyBAaHHA (SIKIIO IIe MOJKHA 3aCTOCYBAaTH J0 JAHOTO BHIIAIKY)
Ta IPOBEICHHSA KOHTPOIIO AKOCTI Ha BHIIE3TagaHOMy Micili (Miciax) eimmorimeo mo Bmmor EU GMP wMicmeBoro
PETYIATOPHOTO OpPTaHy Ta BiOIOBITHO J0 crenmgikaliil, 3a3HaueHNX vV PeecTpamiilHOMy ITOCBITYeHHI JiKapCEKOTO
3aco0y KpalHH-iMIIopTepa, i 10 OYIb-IKIX T0JaTKOBHX BHMOT, Y3TOKEHIIX B YTO/I IIPO IKICTh.

Jlixapceka cyocraniis TaMCyI03HHY BHPOOISETHCS BIAOBLIHO 10 BIMOT YHHHOr0o GMP.

ByI0 mepeBipeHo Ta BCTAHOBIEHO, IO JOKYMEHTH 3 00po0KII, MaKyBaHHA Ta aHANI3Y cepii BiAIOBIJaOTh BIIMOTaM
EU GMP.
IIpoayKT BiAIIOBia€ YIHHIM ocHOBHIM mpuHImIaM BSE/TSE.

Bynp-aKe BiIXIUICHHS OyJI0 IpoaHali3oBaHO i 3aJ0KYMEHTOBAHO. /I OYIb-SIKOT0 BIIXIUICHHS, IKE MOJKE BIUTIBATH
Ha AKiCTh Ta/a00 Ha Oe3leKy MpoAyKTY (3HAUVILE BIIXIUICHHS), ToJaeThes 3BIT Mo CepTidikara BigIOBITHOCTI.

PazomM 3 BigmoBiganM CepTnikaToM aHaII3y Leil JOKYMEHT € JO3BLUIBHIM cepTH(iKaToM SKOCTI Ha BHIIYCK ITapTii
cepii BIIIIE3a3HAYEHOTO JOKIAHO PO3IIICAHOTO IPOAYKTY IS TIPOIaKy.

ITa mapria BinmoBigae CFPS.NUS. 44172(1,0) i pumyckaeTbes uid kKommasii Mistral Capital Management Ltd, Ta
II7I9 TepUTOpii YKpaiHiL.

ITigmmic: Hata: 20 xoBTHA 2023 p. / nionuc
ITTamo JKozenn AnbTec
VIoBHOBaKeHa ocoba

VYnoenoeaxkeHa ocoda CintoH Icnania C.JL

Bepeur: MCOC. ESOL TSL.cap 0.4. Mistral Capital Management. UA 383155. 2303404B.04.doc

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

Agpeca B IcnaHii: 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 Bapcenonu 3a Homepom B-184.023, cTopitka 43, ToM 30,987, 3anuc 1



Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com Crop. 131

Ceprugikar anamizy

Synthon

IIpocTaszan-Bicta 0,4 Mr kancy.iu 3 Moagu(pikoBAHHUM BHBIJIbHEHHSM TBepi

Homep cepii : 2303404B
Homep BapoOOY : 383155

S = Jata empoonunTBa : 04 BepecHs 2023 p.
Tepmin npEIATHOCTL : Bepecens 2026

Bupoonuua gineaung: : CiaToH Xicmania C.JL.

HocminxeHHs PesyasTaT Kpurepii npuiimanusa

TBepa KenaTHHOBA KAICyIa 3 KOPIIyCOM
OpaHXeBOT0 KOIbOPY 1 KPHIIIeUKO0 OTHBKOBOTO
konbopy. Kamncyia 3arnoBHeHa IeneTaMi Bif
Oimoro g0 Maibke 0L10TO KONBOPY

30BHIIIHIA BHTIIAT Biamosizae

BrpaTa Macu IIpH BHCYITyBaHHI

(TUTBKH 714 TIeTeT) 2.9% £6,0%
Po3nasanns (000I0HKA KATICYITH)
KinmbKicTh IpoTecTOBaHUX OTHHHIIb 6
KinbKicTh OJHHHAIE 10 He PO3MaTacThes 0
MakcuMmansHe <6 XBIUIHH
BHCHOBOK BiamoBsiae <30 XBHIHH
Po3unHeHHs iMiTaIis MITyHKOBOTO coKy pH 1,2 3a 1Bi rognHn
MiHiMalbHe 0%
MakcuMmansHe 3%
Cepenne 1% < 10 % 3a gBi ToQHHA
KinmbkicTh IpoTeCTOBaHNX OTHHHIb 6
BHCHOBOK Bimmosimae, Al
Po3unHeHHs (ocdaTrmii OypepHuit pozund pH 6,8 3a 30 XxBumiH
MiHiManbHe 25%
MakcuMansHe 31%
Cepenne 28% 20-40% 3a 30 XBHIIHH
Po3unHenHs ¢ocdatrnii 6ydepHuii pozun pH 6,8 3a 90 XBHINH
MiHiManbHe 50%
MaxkcHumaibHe 58%
Cepenne 55% 45-65% 3a 90 XBHIIHH
Po3unHeHHs ¢ocdatamit 0ydepHuii pozunH pH 6,8 3a 360 XBUIHH
MiHiManbHe 92%
MakcuMansHe 100%
Cepenne 96% = 80 % 3a 360 XBHUIHH
KinmbKicTh IpoTecTOBaHNX OTHHHIIb 6
BHCHOBOK Bimgmosimae, L1
InenTndixarnis
BEPX vac yrpuMaHHS Bimosiae ChiBnajae i3 cTaHIapTHIM PO3UITHOM
TIIX koediri€eHT yTpHMaHHS Bigmnorigae ChiBmajae i3 cTaHIapTHIM PO3UITHOM

3eim: 222150 Jama: 18 scoemma 2023 p./08:38:09 Bio: LW7 Production




Ceprudikar anamizy
Ctop. 232

IIpocrasan-Bicta 0,4 Mr kancy/iau 3 MmoaupikoBanuM BuBiIbHeHHSM TBepai | Homep cepii: 2303404B

Jocainxe HHA PesyasTaT Kpurepii npuiimanus
Kinskicue Bu3HaueHHs (BEPX)

MI/KamcyiIry 0,40 MT/Kamcymy 0,38-0,42 mr/Kamcyry

% BiJI 3asBJIEHOTO 99.8% (95,0-105,0%)
OIHOPIIHICTE 1030BaHNIX OTHHHITH Biamosiae Bigmosinae BumoraM €Bp. ®@apm. 2.9.40

MinimansHe (% 3asBIEHOTO BMICTY) 98.,3%

MaxkcumansHe (% 3asBIE€HOTO BMICTY) 103,2%

CepemHe (% 3asgBIEHOTO BMICTY) 100,5%

RSD 1,6%

3HaueHHS NPUITHATTA 3.8 <150

KinmbKicTh IpoTecTOBaHHX OTHHHIIb 10
Cynpogiani gominmku (BEPX)

JlezeTokcnTaMcyno3nH (Y#043) <0,1% <0,2%

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

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

CyMa JOMIIITOK <0,1% <0,5%
Mixkpobiomoriyaa yacToTa

f{ﬁ?&‘;ﬁ;ﬁ%ﬁ‘gfnx <10KYO/r <1000KYO/T

3araibHa KUIBKICTh JPIXDKOBHX Ta

mwticeHeBUX I'pubiB ??le\i}é\‘) “laeyar o ooy

Salmonella Bimosiae BigcyTasa/10r

Escherichia coli Biamosizae Bigcyraa/T
InenTndikarnis

Tutany giokcna He npoBoauBcs ITozuTHBHA

3amiza oKCHIH He npoBoauBcs ITo3uTHBHA

InaurokapMin He npoBoanBcs ITo3uTHBHA

I1s cepis BigmoBigae Crenndikamnii CFPS NUS.44172 (1.0)

Kimn Bumano: Mapxk Baiiona ITizappo

CremnianicT 3 KoHTpoIto skocTi SHIS (PEJII3)

Jata Bujaui: 18 xoBTHA 2023 p.
ITe enekTpOHHMIT MiJITIIC.

3eim: 222150 Jama: 18 scoemma 2023 p./08:38:09 Bio: LW7 Production
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Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Prostazan-Vista

Marketing Authorization number: UA/17058/01/01

Synthon item number: 383155

Batch number: 2303404B

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.o.,
Bmenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site API:

sukls 132091/2021 (AP1 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:

Synthon Hispania, S.L.
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/2344/002/CAT (GMP)

Responsible for batch release
documentation and address:

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)

Batch size finished product:

33.347 UNITS

Number of relevant deviations:

Remarks / comments:

NA

Version: MCOC . ES01.TSL.cap0.4 Mistral Capital Management. UA.383155. 2303404B.04 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, tomo 30.987, inscripcion 1

T ————————




Synthon Hispania S.L.

Synthon

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 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.

| 0CT 2972003
|
Signature: Date:
Josep Altés
:p Altés ey
Qualified Persom
' “~d Person

QIIlIlﬁed Person Synthon Hispania, S.L.

Version: MCOC ESO1.TSL.cap0 4 Mistral Capital Management. UA 383155, 2303404B.04 doc

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

C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Liobregat | Barcelona | Spain

rcantil de Barcelona en la hoja numero B-184




Synthon Hispania, SL

- —

¢/ Castells, 1
08830 Sant Boi de Llobregat
m;ﬁissgoﬁnsm Synthon
e
Certificate of Analysis Gl
Prostazan-Vista 0.4mg modified release hard capsules
Lot Number 1 2303404B
Item Number . 383155 Date of Manufacture . 04-Sep-2023
Expiry Date . Sep-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria i
_Appearance Complies.- . Hard gelatin capsules with -
orange coloured body and olive
_____ - e i i e ... coloured cap. The capsule is , =
filled with white to off-white
pellets.
Loss on drying (pellets only) 29% <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 3%
Average 1% =10 % in two hours
Nurober of units tested 6
Conclusion Complies, Al
Dissolution Phosphate buffer pH 6.8 in 30 minutes
Minimum 25%
Maximum 31%
Average 28% 20-40 % in 30 minutes
Dissolution Phosphate buffer pH 6.8 in 90 minutes
Minimum 50%
Maximum 58%
Average 55% 45-65 % in 90 minutes
Dissolution Phosphate buffer pH 6.8 in 360 minutes
Minimum 92%
Maximum 100 %
Average 96 % 2 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: 222150 Date: 18 Ges 2023/08:38:09 Front: LW7 Production




Synthon Hispania, SL

of Castelld, 1
08830 Sant Boi de Liobregat
mgﬁsﬁn51s Synth on
kit o
Certificate of Analysis e
Prostazan-Vista 0.4mg modified release hard capsules Lot Number: 2303404B
Tests Results Acceptance Criteria
Assay (HPLC)
mg/capsule 0.40 mg/capsule 0.38 - 0.42 mg/capsule
% of label claim 99.8 % (95.0 - 105.0 %)
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 983 %
Maximum (% of label claim) 103.2% .
" Average (% of label claim) 1005% -
-RSD —- s NS v T [N DE il i i e
Acceptance Value 3.8 <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 acrobic 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).
Issued by : Marc Bayona Pizarro Date of Issue :  18/0ct/2023
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 222150 Date: 18 Oct 2023/08:38:09 From: LW7 Production
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