JNEPKABHA CIVIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hauil CpiTnnasof, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK

1po SIKICTL BBE3EHOIO B Ykpainy JiKapchLKoro 3aco0y

25.10.2024 No 56024/24/2¢

[IPOCTA3AH-BICTA
(nakiMetry Banss JHKapeHKOro 3aco0y 3TinHo 3 peccrpanifinum HOCRIMCHEAM)
Kancyan 3 Moaupikopannum puBiabLHCHHIM, TBEpAi N0 0,4 Mr, 110 10 xancya y Gaicrepi, o 3
GnicTepH Y KapTOHHIN Kopobui

((popMa BHITYCKy, RO3YBAHHS, BHIL IAKYBAHIA nikapcekoro 3acofy)
HoMep peecTpaiiifioro nocsieHHs UA/17058/01/01 crpox xii peecrpauifitoro nocsinuenns HCOOMEKCHIH

Cepis nikapewkoro 3acoy  Kimwxicts BBe3eHOTO MiKapeLKOTO sacoby 15000

Ne 2401901D
BupoBHuK Cigron Xicrnanis, C.JL, Tenauis
(ualiMeHyBaHNA BUpOGHMKE JIKAPCHKOTO 3acofy, Kpaina MLOXOKCHIA)
Baeaeno B Ykpainy ToBapHCETBO 3 0OMEKECHOI0 pimmosizansuicrio "BYCT GAPMA", inent.

wop: 44107410
(uaifMeRyBais Ta KO 32 €JIPIIOY wpuuntHol acoBu abo npizanie, iM's, N0 Garuxoni GianaHOl
0cOBH - MmiaAnpreMip, i Micle NPORHBARNA Ta peecTpantifinuii HoMep 6GIKOBOT KAPTKH RUATHHKE

nogarkis abo cepis Ta HOMEP nacnopra)

TpoTOKOIT Bi3yATRHOT0 KOHTPONO in 25.10.2024 Ne 3620/3.

3a pesyNbTaraMi JAepPIKaBHoro KOHTPONIO BCTAHOBEHO, L0 sikapcbKmii 3aCi0 BBE3CHO B Yxpainy 3 JOTPHMAaRERLI
BUMOT 32KOHOILABCTBA WO/ saBesneueHis AKOCTI AIKapCHKUX 3ac00id]

HauanbHHK i v Mukona XOJIONEHKO

SO, SRRV, s S

(nimue) (iniuiand Ta NpisBHLIL)

Soxs e w0 0099 by AP L







Cinron Xicnanisn C.JIL.
Cepruikar BizmoBigHoCTi

Micuesa Toprosa Ha3pa:

[IPOCTA3AH-BICTA

Homep MapKCTHHIOBOI peecrpanii: UA/17058/01/01
Homep supoby CinToH: 383155
Howmep cepii: 2401901D

Konuentpanis:

0,4 mr / Tamcyn03uHY

Jlikapcbka opma:

Kancyiu 3 MOJ(iKOBAHUM BUBITbHEHHAM TBEPAI

Po3Mip i THI yaKoBKH!

10 karicyma y 6mictepi; 3 6nictepn y KapToHHiit KopobLi

Bupo6unua aigeuuus APL

CiHTOH C.p.0.
Bpuescbka 32 /em, 597
M. Brnancko, 67801, Heckbka Pecrybnika

Howmep mileusii Ha BHPOOHHIITBO Brpo6HIUOL AibHuLE ADT:

sukls 69528/2024 (GMP)

Bupobruva AimsHuns "in bulk":

Cinron Xicnanist C.JL.
Byn. K/ Kacrenno, n°® 1, Canr Boi ne Jlnobperar
Bapcelona, 08830, Icnanist

Howmep ninensii Ha BHpoOHHITBO pUpobHIKa
BLITOBIALILHOTO 33 BUPOGHULTBO "IN bulk™:

ToTounnit giticuuii Homep B Ykpaini:
0438 (ML) / NCF / 2344/002/CAT (GMP)
Motounuii aificauit vomep B €C:

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

[MepByHHE Ta BTOPHHHE NIAKYBAHHT.

Cimron Xicranis C.JI.
Byn. K/ Kacrenno, n° 1, Cant Boi ne JInobperat
bapcenona, 08830, lcrnianis

Homep sinensii Ha BAPOOHULTBO MicUs HepBHHHOT
MaKyBaHiis:

Tlorounuit fifichuit nomep B Yipaini:
0438 (ML) / NCF / 2344/002/CAT (GMP)
Tlorounwit aiticunit Homep B €C:

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

BiamosigansHuil 3a BUMYCK cepii:

Cinron Xicnanis CJL
Byn. K/ Kacrenno, n° 1, Canr Boi ze Jinooperar
Bapcenoua, 08830, Tcrianis

Howmep niuensii Ha BRPOOHULTEO BUPOBHHKA BiANOBIAATLHOTO
3a BUITYCK cepii:

TloToumuit Aijicuuit nomep B YipaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)
[oTounuii miftcuuii Homep B €C:

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

Posmip cepii:

33 687 onuHUUb

HoMep BiANOBIAHIX BIZXMIICHD:

NA

Pemapky / KOMEHTapi

NA

M 3acBiauyio, 1110 HABELCHA BULIC indopMaLis € ayTEHTHIHOM Ta HOCTOBIPHOIO.

Ls cepis mpoaykuii Oyia BHIOTOBICHA, BKJIIOUAIOYH
NTPOBEACHHS KOHTPOJIIO AKOCTI

Ha BUIlE3TafaHOMy Micil (Micax) pignosiamo fo sumor EU GMP

[IaKyBaHHs (HKIIJ.O e MOXHa 3aCTOCYBATH 0 JaHOoro BHH'AL{I\’y) Ta

MiCLEBOIO peI‘yJIHTOpI'IOI’O

oprany Ta BiAMOBIAHO JI0 criendikaii, 3a3HaueHUX Y Peecrpanifinomy noceimuenti aikapcnkoro 3acoby KpaiHu-iMnopTepa, i 110

6ynb-m<nx JIOJATKOBUX BUMOT, Y3roJLKEeHHX B yFO)li 11po AKICTh.

Tlikapebka cybcranuis TaMCyn03uHy BUPOGAAETLCA BIAMOBIAHO IO BUMOT HHHHOTO GMP.

ByJo riepesipeno Ta BCTaHOBJICHO, 1O AokymeHTH 3 06po0KH, NaKyBanta Ta awanisy cepii BiITMOBIAIOTE BUMOTaM EU GMP.

ITpoxyKT BiANOBifAC YHHHHM OCHOBHUM npununnamM BSE/TSE.

Bynb-sike BiaxuienHs 6yiro TIpOaHali30BaHO i

3aj0KyMenToBaHo. Jia Oyas-sKoro BiIXMNIEHHS, SIKE MOXE BIUIMBATH Ha AKICTh

Ta/a6o Ha Besnexy NpoAYKTY (3HauyuIe BiIXWJICHHS), IOKAETHCS 3BIT 10 Ceprudikara BigmosigHoCTI.

PasoM 3 miamosimmam Ceprudixatom

ananisy ueH HOKYMCHT € JO3BIIBHUM CEPTHHIKATOM JAKOCTi Ha BWIycK maprii cepii

BHIIlE3a3HAUEHOr0 JOKIIAIHO poO3MUCaHOTO TPORYKTY A nposaxy.

11 napris sixnosinae CFPS.NUS. 44172(1,0) i BAIYCKaETBLCA AN xommanii Mistral Capital Managet

Ykpainu.

TTipnuc:
[HITamrn Wozen AnsTec

VroBHOBLKEHA 0004

Ynosuogasxkena ocoba CinToH Tenanin CJL

ment Ltd, Ta juist Teputopii

Jlara: 04 sepecnsn 2024 p. / nionuc

Bepcis: MCOC. ESOL .TSL.cap 0.4, Mistral Capital Management, UA.3831 55. 2303404B.04.doc

«Cinton Xicnania C.JL» (Synthon Hispania S.L.) | CIF: ES-61739645
Agapeca B Icnatii: Kappep KacTenno 1{M.1 Nec Canixec | 08830 Car-Boit-ne-Nbobperar | Bapcenowa | fcnanin | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastello 1]

P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
ToBapHoMy peecTpi BapcenoHu 3a HOMepoM B-1

84,023, cTopikka 43, Tom 30,987, 3anuc 1




Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat

Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www.synthon.com CTOp. 13l

Ceprudikar anaisy

ITpocraszan-Bicra 0,4 mr KancyJm 3 MoanpikoBaHUM BUBIILHEHHAM TBepAi

Homep cepii :2401901D
Homep Bupody : 383155
'p poby . : . Hata gupobunursa : 19 ksirua 2024

Tepmin npuaparnocri : Kpitenn 2027

Bupo6nuua ginbimus: : Cinron Xienaunis CJI.

Hocaimkenns PesyasTaT Kpurepii npuiimanus
Teepma xenaTiHoBa Karncyna 3 KOpTIycom
OpaIKEBOT0 KOMBOPY | KPHILIEUKO10

30BHIINIE BUTTAN Bianosinae
, OITUBKOROTO kKonnopy. Kancyna sanornena

neneTamy Bia 6is1oro 10 Maibke 6ioro konsopy
Brpata Macu npu Bucymysauni

(TiTBKM TS TIETIET) 2.8% <6,0%
Posnapanus (o6omonka Kalcyim)
KinpKicTh npoTecToBaNNX OMMHMI, o -6
Kinbkicts onuuuus o He posmnanaerses 0
Maxkcumanpne <6 XBUIMH
Bucnosoxk Bignosiznae <30 xBunuH
Posunnenns imitauis wnynkosoro coxy pH 1,2 3a nBi roguum
MinimMansHe 0%
Makcumainene 1%
Cepenie 1% < 10 % 3a nBi rogunu
KinbKicTb npoTecToBaHMX OXHHMIIE 6
Buchosok - Bigmnogsinae, Al
Posunnenus hochartimit 6ydepruii posunn pH 6,8 3a 30 xBunun
Minimannie 29%
Maxkcumansue 30%
Cepenne 30% 20-40% 3a 30 xBunMH
Posuvmenns docharuuit 6ydeprnii posuus pH 6,8 3a 90 xpunun
Minimannue - 53%
Makcumanege 56%
Cepenne - 54% 45-65% 3a 90 xpumIHH
Posunnenns docharnuit 6ydepruii pozunn pH 6,8 3a 360 xBunnu
MiniMansHe 91%
Makcumaneue 99%
Cepenne - 95% = 80 % 3a 360 xBunuH
Kinekicts nporecToBanux OJMHULL 6
BucHosox Bignogizac, L1
Inenrudixauis
BEPX uac yrpumanns o  Biamnosigae CniBnéuae i3 cTaHgapTHIM PO3UHHOM
TUIX koediuienT yrpumanns Bianosinae CrniBmanae i3 crannapruum posunmom

3eim: 242947 Hdama: 03 sepecrs 2024./16:45:27 Bio: LW, 7_Production




-

CeprudikaT aHaxisy

Crop. 232

-

IIpocraszan-Bicra 0,4 Mr Kancyiu

Homep cepii: 2401901D

JociokenHst PesyabraTi Kpurepii npudMaHHst
Kinskicre simsagens (BEPX)

Mr/xarncyiy © 0,39 mr/kancyiy 0,38-0,42 mr/kancyiy

% Bill 3aABIEHOTO - 96,7% (95,0-105,0%)
OIHOPIIHICTE ,L(OSVOEBHI/IX OJIMHHMLIL Bi;ﬁndﬁinae BiuﬁQBinae sumoram €pp. @apm. 2.9.40

Minimansie (% 3aABICHOTO BMICTY) : 93,7%

Maxcumansre (% 3a5BJICHOTO BMICTY) 99,0%

Cepente (% 3asiBICHOTO BMICTY) 96,5%

RSD 2,0%

3uavenist MpUAHSTTS 6,7 <15,0

KinbkicTh NpOTECTOBAHWX OAMHUUD 10
CynposinHi HOMiLIKH (BEPX)

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

Haﬁ6immxa HeipenTHiKOBaNa JoMIlIKa <0,1% <0,2%

Cyma HeineHTH(IKOBAHNX JOMIILIOK <0,1% <0,3%

Cyma DOMIIIOK v <0,1% <0,5%
Mixpo6ionoTiuHa yacToTa |

S e

S KT qgor <0008

Salmonella Bignosinac Bincyras/10r

Escherichia coli Bingnorinae : Bigcyras/T
Tnenrudikauis "

Turany AlOKCHA * He nposoauBcst Tlo3uTHBHA

3aiza OKCHAH He npoBoaMBCs [To3uTHBHa

[uaurokapmMin He nposoamscs [To3uTHBHA

115 cepis BiATIOBiNAC Crienmikauii CFPS NUS.44172 (1.0)

Kum Brgano: Posa [Topremna GopTyHi

Cricmianict 3 kowrposmo sikocti SHIS (PEJI3)

Hara supaui: 03 sepecHs 2024
Lle eneKTpOHHKHA T ruc.

Ygim: 242947 Hama: 03 sepecin 2024./16:45:27 Bio: LW7 _Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

Prostazan-Vista

Marketing Authorization number:

UA/17058/01/01

Synthon item number:

383155

Batch number:

2401901D

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.ro.,
Brnenska 32/cp. 597,

Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site APD:

sukls 6952872024 (GMP)

Manufacturing site Bulk Drug Product:

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

Authorization number of Manufacturing
site Bulk Drug Product:

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

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

Primary and secondary packagi ng 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/2344/002/CAT (GMP)

Current valid number in EU-
0438 (MLY NCF/2344/002/CAT (GMP)

Responsible for bateh release
documentation and address:

Synthon Hispania, §.1.,
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/23447002/CAT ({GMP)

Curvent valid number in EU:
0438 (MLY NCF/23445002/CAT (GMP)

Batch size finished product:

33,687 Pack

Number of relevant deviations:

N~

Remarks / comments:

NA

n Hispania S.4. L CE:

Version: MCOC ESO LTS L.cap(.4. Mistral Capital Management. UA 383135

1739645

TR Lag 8 Sam Boi de Liobr

Barcalons

D5 doe




Synthon Hispania S.L.

Certificate of Conformance

page 272

I hereby certify that the above information is authentic and accurate,

This batell 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 Tmporting 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 comphance
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 (relevan 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:

losep Altés

Qualified Person

Yualified Person Synthon Hispania, S.L.
A P

Version: MCOCESG] TS

Lcapiiad Mistral Capital Management. UA3831535.05.doe

Synthon Hispania 8.4 5-517349045

G

stelia 11 RL Las

F 08850 Sart Bol gu Lobrogal | Barceton:

4 e Barcelona on 1 hoja niment B-184.083, ol

vvewsynthonoom |n v on of Rogistro M 3 a3, oo 30587, 1S




Synthon Hispania, SL,

of Castelio, |

08530 Sant Boi de Llobregat
Barcclona - Spain

Tel, +34 936 401 516

www, synthon.com

Certificate of Analysis

Page 1012

Prostazan-Vista 0,4mg Capsule
Lot Number 24019010
Jtem Number D 383155
Expiry Date L Apr-2027

Manufacturing Site . Synthon Hispania S.1..

Date of Manufacture

19-Apr-2024

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) 28% =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 v
Dissolution SGF pH 1.2 in two hours
Minimum ) %% I
Maximum 1 % l
Average 1% <10 % in two hours
Number of units tested 6
Conclusion Complies, Al

Dissolution Phosphate buffer pH 6.8 in 30 minutes

Minimum 29%
Maximum 30 %
Average 30 %
Dissolution Phosphate buffer pH 6.8 in 90 minutes
Minimum 33 %
Maximum 56 %
Average 54%
Dissolution Phosphate buffer pI 6.8 in 360 minutes
Minimum 91 %
Maximum 99 %
Average 95 %
Number of units tested 6
Conclusion Complies, 1.
Identification
HPLC retention time Complies
TLC retardation factor Complies

20-40 % in 30 minutes

45-65 % in 90 minutes

2 80 % in 360 minutes

The same as standard prep.

The same as standard prep.

Repore: 242947 Date: 03 Sep 2024/16:45:27 From: LW? Production




Synthen Hispania, SL

¢/ Castelig, 1

08830 Sent Boi de Llobregat
Barcelona - Spain

Tel. 434 936 401 516

Fax. +34 936 401 146

wevw synthon.con

Page 2 of 2

Certificate of Analysis

Prostazan-Vista 0,4mg Capsule

Lot Number:  2401501D

Tests Results Acceptance Criteria
Assay (HPLC)
mg/capsule 0.39 myg/capsule 0.38 - 0.42 mg/eapsule
% of label claim 96.7 % (95.0 - 105.0 %)
Uniformity of dosage units Complies Complies with Ph. Eur, 2.9.40
Minimum (% of label claim) 93.7 %
Maximum {% of label claim) 99.0%
Average (% of label claim) 96.5 %
RSD 2.0 %
Acceptance Value 6.7 =150
Number of Units Tested 10
Impurities (HPLC)
Desethoxytamsulosin (Y#043) <0.1 % <0.2%
Largest unspecified impurity <0.1% <02 %
Total unspecificd inpurities <0.1% 03 %
Total impuritics 501 % %05 %
Microbial contamination
Total aerobic microbial count (TAMC) <10 CFUig = 1,600 CFU/g
Total combined yeasts/mowids count (TYMC) <10 CFU/g < 100 CFU{g
Salmonella Complies Not present/10 ¢
Escherichia coli Complies Not present/g
Tdentification
Titanium dioxide Not Performed Positive
Iron oxides Not Performed Positive
Indigo carmine Not Performed Positive

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

Issued by : Rosa Portella Fortuny

QA SHIS Specialist (RELEASE)

Date of Issue:  03/Sep/2024

This is an electronic signature

Repart; 242947 Date: 43 Sep 2024/16:45:27 From: LW7 Production

M







