el

JAEPXKABHA CJIIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnuynoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
Npo AKiCTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody
16.05.2024 Ne 25684/24/26
IIPOCTA3AH YPOILTIOC

(HaiimMenyBanns nikapeskoro 3acoBy 3riaHo 3 peccTpauiliHuM noceiueHHAM)
Tabnerku 3 moaudikoBanuM BuBiIbHeHHAM, 6 Mr/0,4 mr; no 10 Tabaerok y Guicrepi; mo 3
Onicrepu B mavui

(¢popma BUnNyCKY, 103YBaHHA, BUI NAKyBaHHA Jlikapcekoro 3acoly)
Howmep peectpauiiiioro nocsinuenns UA/19606/01/01 crpok aii peectpauitinoro nocsizuenns 16.08.2027
Cepia nikapcskoro 3acoby Ne 2401154A Kinskicts BBe3enoro nikapeskoro 3aco6y 5000

Bupo6Huk Cinton Xicnanis, C.JI, Icnanis
(nalimenyBanus BpoOHHKa Nikapchkoro 3acoly, KpaiHa NoX0MKEHHS)

Bseseno B Vkpainy TOBAPUCTBO 3 OBMEXEHOIO BIAINIOBIJIAJIBHICTIO
"BYCT ®PAPMA", inenT. xwon: 44107410

(Haimenysanns Ta koa 3a €E[IPIIOY iopuanutoi ocobu abo npiasuuie, iM's, no Garskosi
(isnunoi ocobu - nianpuemus, 1T Micue npoxuBanHs Ta peecTpauilinuit Homep obnikosol
KapTKH MIaTHKKA noaarkis abo cepis Ta HoMep nacnopra)

MpoTokon sisyansuoro koutpoaio sin 16.05.2024 Ne 1748/1.

3a pe3ynsTaTaMH OEPKABHONO KOHTPONMIO BCTAHOBIEHO, WO Jjikapcbkuii 3gci6 BBeseno B VYkpainy 3
JOTPHMAHHSM BUMOT 3aKOHOAABCTBA W00 3a06e3neueHHs AKOCTI JiKapch

Mukona XOJIOOAEHKO

(nianwuc) (iniuianu Ta npizsMiue)




CinToH Xicnania C.J1.

Synthon
CepTdikaT BiIOBITHOCTI
Cropinka 1/1
MicnieBa TOproBa HasBa: ITPOCTA3AH YPOILTIOC
Homep MapKeTHHIOBOI peecTparil: UA/19606/01/01
Howmep Bupody CiHTOH: 395261
Howmep cepii: 2401154A
: 0.4 Mr / TaMcya03r
Kornenmpany: 6 Mr/ Comlpe)}rlqamlfg
Jlikapceka ¢opma: TabIeTKII 3 MOANI(IKOBAHIIM BIBITEHEHHIM
Po3Mip i TIHIT YIIAKOBKIL: 10 Tabnetok y dmicTepi; 3 OmicTepl y KapToHHIIT Kopodii
Bupobdairga ninsHIIE ADI TaMcyI03HY: CiHTOH c.p.0.
BpHerceka 32 /cn. 597y BiaHcko, 67801
Ueckpka PecrryOumika
Homep ninensii Ha BIIpoOHIIITBO BIPOOHIMOL NimpHII ADI: sukls 132091/2021 (GMP)
Bupobdnmmia ninsaims A®I ComideHammy: Tetepo Mparc JIiMiTen
Brox-I, ornsnopi miomankm Ne 213, 214 11 255
T'ymmaninana Manrnan, patior Canrappeni
502 313 Cenmme BoHTanasmwti, Tenanrana [HIis
Howmep ninensii Ha BHIpoOHIIITRO BIPOOHIMOL NimsHI ADI: 9/MD/AP/96/B/R (ML) /
L Dis.NO 85815/TS/2022 (GMP)
Bupobdairga ninsHImg "in bulk": CinroH Xicnasis, C. JL.

Byn. K/Kactenno, Nel, Cast Boi ne JInobperat
BapcenoHa, 08830 IcnaHis

Howmep nineH3ii Ha BHPOOHIIITEO BIPOOHIIKA BinmoBitansHoro | ITotouHmi nificHint HoMmep B VKpaiHi:

3a BHpoOHIIITRO "in bulk": 0438 (ML) / NCF / 2225/001/CAT

Tlotoumi nificHiit HoMep B €C, o4iKyeThesA B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)

TlepBiIHHE Ta BTOPIIHHE TAKyBaHHA: CinroH Xicragis, C. JL.

Byn. K/Kactenno, Nel, Cast Boi ne JInobperat
BapcenoHa, 08830 IcnaHis

Howmep ninen3ii Ha BHPOOHIIIITRO MicIIs IepBIIHHOL Tlotoumi nificHiil HoMep B VKpaiHi:

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

Tlotounmni niffcHirt HoMep B €C, 04iKyeTECA B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)
BinmopinameHIi 3a BIITYCK cepii: Cinron Xicnasis, C. JL.

Byn. K/Kactenno, Nel, Cant Boi ne JInobperat
BapcenoHa, 08830 IcnaHis

Howmep ninensii Ha BIPOOHIIITBO BIIPOOHIIKA BinmoBinansHoro | ITotounmi niffcHini Homep B VKpaiHi:

3a BIITYCK Cepii: 0438 (ML) / NCF / 2225/001/CAT

Tlotounini niftcHirt HoMep B €C, 04iKyeThCA B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)

Po3Mip cepii: 7487 yIaKOBOK
KimeKicT BiJIMOBITHITX BLIXIIIESHE: NA
Pemapxa1 / koMeHTapi NA

ITimv 3acBindyIo, IO HaBe/leHa BIIIe iHdopMallid € ayTeHTIMHOIO Ta JOCTOBIPHOIO.

115 cepif mponykuii OyIa BITOTOBIEHA, BKIOYAKOTI MAKYBAaHHA (JKIIO ITe MOKHA 3aCTOCYBAaTII JIO JAHOTO BHIIAJIKY) Ta IPOBEJISHHA
KOHTPOJFO AKOCTI Ha BIINE3TraJlaHOMY MicIIi (MicIlAxX) BinmoBigHo 10 BiMor EU GMP MicLieBoro peryiaaTOpPHOTO OpraHy Ta BiIIIOBiTHO
Io cmermdikaniil, 3a3HadeHIX y PeecTpariiiHoMy HOCBiIYeHHI TiKapcBKOTO 3acody KpaiHI-iMIopTepa, i 10 OyIB-SKIX JI0JTATKOBIIX
BIIMOT, Y3TOJIKEHIIX B YTO/Ii PO AKiCTE.

Jlikapcrpka cyOctaHmis Tameyno3nuay + ComnideHamiHy BIpoOIA€TECA BIIIOBLIHO 10 BIIMOT 9ITHHOTO GMP.

By:1o mepeBipeHO Ta BCTaHOBISHO, IO JOKYMEHTH 3 00poOKII, TaKyBaHHSA Ta aHaIi3y cepil BinnoBinaroTs BrMoram EU GMP.
TIpoIyKT BinmoBinae ITHHIM OCHOBHIIM mprHIMmaM BSE/TSE.

Byup-sxe BiIXIUIeHHA Oy7I0 IpoaHAIi30BaHO i 3aJ0KyMeHTOBaHO. J[71i OyIb-IKOro BiIXIUIeHH:, AKe MOKe BIUIIBATH Ha AKiCThb Ta/abo
Ha Oe3meKy HIPoAyKTy (3HaUylle BiIXIUISHHA), JOJA€ThCA 3BiT 1o CepTndikaTa BiIIOBITHOCTI.

Pasom 3 BimmoBimEmM CeprndikaToM aHali3y Heil JOKyMeHT € IO3BUIBHIM cepTH(hIKaToM fAKOCTi Ha BIIyCK HapTil cepii
BIIIIe3a3Ha4eHOIO JOKIAIHO PO3MICAHOTO MPOIYKTY VLA IPOJaKy.

I1s mapris BinmoBinae CFPS.NUS. 95177 (1,0) i BumyckaeTbesa A KommaHii Mistral Capital Management Limited UK, Ta am1a
TepuTopii Vkpaini.

ITramMn
TTimmic: JHamniens ITackay, Hata: 30 xBiTHA 2024 p.
VHoBHOBaxkeHa ocoda ITtamn

VnoeHoBa:keHa ocoda CinTon Icmania C.JL.

Version: MCOC.ES0L S+T mrt MistralCapitalManagement UA 395261. 2401154 A.02.doc

Xicnakin C.M.» (Synthon Hispania S.L) | CIF: ES-61739645

Aqpeca B IcnaHil- Kappep Kactenno 1| .1 Nlec Canivec | 08830 CaHT-Boit-ae-NnoGperat | Gapcenona | lcnaris | Ten.: +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 BapcenoHu 3a HoMepoM B-184.023, cTopitka 43, ToM 30,987, 3anuc 1



Synthon Hispama, SL

¢/ Castelid, 1

08830 Sant Bo1 de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax +34 936 401 146 Synthon

www.synthon com

Ceprudikar aHamizy Crop. 132

ITPOCTA3AH YPOILIIOC 6/0,4 mr Ta6/1eTKH 3 MOAH(iKOBAHHM BHBLIbHEHHAM

Homep cepii : 2401154A
Homep BHpOOY : 395261

. N ” Jara supodorunTea : 08 mrotoro 2024 p.
Tepmin nmpagaTHOCTI : arotmii 2026

Bupooruua giteHnng = : CinToH Xicmanisa, C. JI.

HocaigxeHnHs PesyasTarn Kpurepii npuiiMmanus

YepROHi KPYTIi ABOOMYKIi TAOMETKH, BKPHTI
30BHIIHIA BHTTIAT Bimosigae 000IOHKOI0 (IpNOMI3HO 9 MM), 3 THCHeHHIM
«T7S» 3 ogHOTO GOKY

Inentndikanis TaMcyn03HHY TiIPOXIOPHIY

BEPX uac yTpnMaHHS Bimosimae CrmiBmajae i3 cTaHIAPTHIM PO3UHHOM
VY®-cmiekTp Bimosigae CrmiBmajae i3 cTaHIAPTHIM PO3IHHOM
Inentudikanis ComideHaIUHY CYKITIHATY
BEPX uac yTpnMaHHS Bimosigae CrmiBmajae i3 cTaHIapPTHIM PO3IHHOM
Y®-criekTp Bimosimae CrmiBmajae i3 cTaHIAPTHIM PO3UHHOM
KimpkicHe Bi3HaueHHA Tamcyno3uny rigpoxnopugy (BEPX)
MTI/Tabn 0,391 mr/Tabn 0,380-0,420 Mr/Tabn
% BiJT 3aSBIIEHOTO 98% 95,0-105,0%
KinskicHe Bi3HaueHHA Couridenanuny cykimnHaty (BEPX)
MT/Tabm 6,21 Mr/Tabnn 5,70-6,30 Mr/Tabm
% BiJ 3aABIIEHOTO 104% 95.0-105,0%
OIHOPITHICT J030BaHNX OJIHHIE TaMCYI03HHY TiIPOXIOPHITY
OHOPITHICTE J030BaHIX OJHHHIIb Bigmosimae Bianosigae BuMoram €p. @apm. 2.9.40
Minimansae (% 3aSBIEHOTO BMICTY) 96.3%
MaxcumansHe (% 3aSBIeHOTO BMICTY) 99.4%
Cepejne (% 3agBIEHOTO BMICTY) 97.8%
RSD 1,1%
3HavueHHA OPHITHATTA 34 <15,0
KinpKicTh IpOTeCTOBAHNX OTHHHUITb 10
OIHOPITHICTS 1030BaHNX OIHALE ColNieHAINHY CYKITHHATY
OTHOPITHICTH J030BaHIX O/JHHHIIb Bigmosimae Bianosigae BuMoram €p. @apm. 2.9.40
Minimansae (% 3afBIeHOTO BMICTY) 94,6%
MaxcumansHe (% 3agBIeHOTO BMICTY) 103,9%
Cepene (% 3asBIEHOTO BMICTY) 98.,0%
RSD 3.0%
3HaYeHHsA OPHITHATTL 7.4 <15,0
KinbKicTh IpOTeCTOBAHNX OTHHHITD 10

3eim: 234944 Jama: 27 xeimma 2024 p./08:27:14 Bio: LW7 Prodiiction




Synthon Hispama, SL

¢/ Castelid, 1

08830 Sant Bo1 de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax.+34 936 401 146 Synthon

www.synthon com

Ceprudikar aHamizy Crop.232

ITPOCTA3AH YPOILIIIOC 6/0,4 Mr Tad1eTKH 3 Moau(pikopaHuM BHELTLHeHHAM  Homep cepii: 2401154A
HocaigxeHHs PesyabTaru Kpurepii npuiiMmanus
Po3unHenHs TaMcyno3HHY TiIpOXIOpHIy 3a 4 TOANH

MiHiManbHe 25%

MaxkcumansHe 30%

Cepenne 27% 18-38 % 3a 4 roguna
Po3unHenHs TaMcyno3nHY TiIpoXIOpHIy 3a 8 TOAUH

MiHiManbHe 46%

MaxkcumansHe 54%

CepenHe 49% 40-60 % 3a 8 TogHH
Po3unHenHs TaMcyno3nHy TipoxXiIopHIy 3a 20 ToauH

MiHimansHe 87%

MaxkcumansHe 101%

CepenHe 90% =80 % 3a 20 roguH

KinpKicTh IpoTeCTOBAHNX OTHHHUITb 6

BHCHOBOK Bigmosimae, L1
Po3unnenns ComideHanuAy cyKIMHATY 32 30 XBIUIIH

MiHiManbHe 72%

MaxkcumansHe 108%

CepeHe 97% >80 % (Q) 3a 30 XBHIHH

KinmbKicTh IpOTeCTOBAHNX OTHHHITb 12

BHCHOBOK Bigmosimae, S2

CynpoBigHi JoMimkn TaMcymTo3nHY TiApOoXIOpHIY

Y#043 (Jle3eTOKCUTAMCYI031H) <0,1% <1,0%

Y#059 (Jlomimka H) <0,1% <1,0%

Y&057 (Jomimka D) <0,1% <1,0%

Y#072 (Tamcymypeym) <0,1% <1,0%

Haiibinemma HecnermdikoBana gomimka 4,0 % <0,1% <1,0%

Cyma JTOMIIIOoK <0,1% <4.0%

Cynpogigsi JoMimkn ColideHaIIIHY CYKITHHATY

#1409 (Solifenacin-N-Oxide) <0,1% <0.8%

Haiibinbima HecrienugikoBana qomimka 4,0 % <0,1 % <0,3 %

CymMa JTOMIIIOK <0,1% <2.0%
3anumkoBi po3unHHIKH (GC)

Etanon 0,06 % <0,5%
Mikpobiomoriyaa yacToTa

3aranmpHa KiTBKICTh aepOOHHX MiKPOOpPTaHi3MiB <lI0KYOIr <1000 KYO/r

(TAMC) <lI0KYOIr <1000 KYO/r

3aranmpHa KiTBKICTh JpLEOKeBHX Ta ILTiCeHeBHX TPHOiB <lI0KYOIr <100 KYO/T

(TYMC) <lI0KYOIr <100 KYO/r

Escherichia coli ggno:a};[ae Bgcymm’r

inmoBimae BigcyTHI/T

I1s cepis Bignorigae Crermudikanii CFPS.NUS.95177 (1.0)

Kum Bugano:  JIini IimeHe3 BeHiTe3 Jata Bujaui: 27 kBiTHA 2024 p.
cremiamnicT 3 gkocTi (PEJII3) Ile eneKTpOHHMIT IiATIHC.

3eim: 234944 Jama: 27 xeimma 2024 p./08.:27:14 Bio: LW7 Prodliction




Synthon Hispania S.L.
Synthon
Certificate of Conformance
page 1/2
Local trade name: Prostazan Uroplus
Marketing Authorization number: UA/19606/01/01
Synthon item number: 395261
Batch number: 2401154A
Strength: 0.4 mg / Tamsulosin
6 mg / Solifenacin
| Dosage form: modified release tablets
Packaging size and type: 10 tabs per blister, 3 blisters per carton box
Manufacturing site API Tamsulosin: Synthon s.r.0.,
Brnenska 32/cp. 597, Blansko, 67801
Czech Republic
Authorization number of Manufacturing | sukls 132091/2021 (GMP)
site API Tamsulosin:
Manufacturing site API Solifenacin: Hetero Drugs Limited
Unit-1, Survey Nos. 213, 214 & 255
Gummadidala Mandal, Sangarredy District
502 313 Bonthapally Village, Telangana
India
Authorization number of Manufacturing | 9/MD/AP/96/B/R (ML) /
site API Solifenacin: L.Dis.N° 85815/TS/2022 (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 | Current valid number in UA:

site Bulk Drug Product: 0438 (ML) NCF/2225/001/CAT
Current valid number in EU, pending approval in UA:
0438 (ML) NCF/2344/002/CAT

Primary and secondary packaging site: Synthon Hispania, S.L.

C/Castello, n°1, Sant Boi de Llobregat,

Barcelona, 08830, Spain

Manufacturing Authorization number of | Current valid number in UA:

primary and secondary packaging site: | 0438 (ML) NCF/2225/001/CAT

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

Version: MCOC.ES01.5+T.mrt. MistralCapitalManagement.UA.395261.2401154A.02.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 nimerc 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 | Synthon Hispania, S.L.

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/2225/001/CAT

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

Baitch size finished product: 7,487 Pack
Number of relevant deviations: A
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 Solifenacin + 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.95177 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

30 APR 2024

Signature: Date:

DANIEL PASCAU
QUALIFIED PERSON

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.5+T.mrt.MistralCapitalManagement.UA.395261.2401154 A.02.doc

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

c/C

astelld 1 | Pl Las S

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, SL

o/ Castells, 1
08830 Sant Boi de Liobregat
To 134936 401 516 Synthon
::.w +34 936 401 146
Certificate of Analysis e
PROSTAZAN UROPLUS 6/0,4 mg modified release tablets
Lot Number : 2401154A
Item Number 1 395261 Date of Manufacture . 08-Feb-2024
Expiry Date : Feb-2026
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies Red, round biconvex, film-coated
tablets (approximately 9 mm),
debossed with "T78" on one
side.
Identification Tamsulosin hydrochloride
HPLC retention time Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Identification Solifenacin succinate
HPLC retention time Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay Tamsulosin hydrochloride (HPLC)
mg/tab 0.391 mg/tablet 0.380 - 0.420 mg/tablet
% of label claim 98 % 95-105%
Assay Solifenacin succinate (HPLC)
mg/tab 6.21 mg/tablet 5.70 - 6.30 mg/tablet
% of label claim 104 % 95-105%
Uniformity of dosage units Tamsulosin
hydrochloride
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.3 %
Maximum (% of label claim) 99.4 %
Average (% of label claim) 97.8%
RSD 1.1%
Acceptance value 34 <15.0
Number of units tested 10
Uniformity of dosage units Solifenacin succinate
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 94.6 %
Maximum (% of label claim) 103.9%
Average (% of label claim) 98.0%
RSD 3.0%
Acceptance value 7.4 <150
Number of units tested 10

Report: 234944 Date: 27 Apr 2024/08:27:14 From: LW7 Production




Synthon

Certificate of Analysis

Dissolution Tamsulosin hydrochloride 4 hours

Minimum 25%

Maximum 30%

Average 27% 18 - 38 % in 4 hours
Dissolution Tamsulosin hydrochloride 8 hours

Minimum 46 %

Maximum 54 %

Average 49 % 40 - 60 % in 8 hours
Dissolution Tamsulosin hydrochloride 20 hours

Minimum 87 %

Maximum 101 %

Average 920 % Z

Number of units tested 6

Conclusion Complies, L1
Dissolution Solifenacin succinate 30 minutes

Minimum 2%

Maximum 108 %

Average 97 % > 80% (Q) in 30 minutes

Number of units tested 12

Conclusion Complies, 82
Impurities related to Tamsulosin hydrochloride

Y#043 (Desethoxytamsulosin) <0.1% <1.0%

Y#059 (Ph. Eur. Impurity H) <0.1% <1.0%

Y#057 (Ph. Eur. Impurity D) <0.1% <1.0%

Y#072 (Tamsulureum) <0.1% <1.0%

Largest unspecified impurity <0.1% <1.0%

Total impurities <0.1% <4.0%
Impurities related to Solifenacin succinate

#1409 (Solifenacin-N-Oxide) <0.1% <0.8%

Largest unspecified impurity <0.1% <03%

Total impurities <0.1% <2.0%
Residual solvents (GC)

Ethanol 0.06 % <05%
Microbial contamination

Total aerobic microbial count (TAMC) <10 CFU/g <1000 CFU/g

Total aerobic microbial count (TAMC) <10 CFU/g <1000 CFU/g

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

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

Report: 234944 Date: 27 Apr 2024/08:27:14 From: LW7 Production




Synthon Hispania, SL
o/ Castellé, 1

08830 Sant Boi de Liobregat
Tl 24 836 401 516 Synthon
Fax, +34 936 401 146
www.synthon.com
Certificate of Analysis Page3 f3

PROSTAZAN UROPLUS 6/0,4 mg modified release tablets Lot Number: 2401154A
Tests Results Acceptance Criteria

Escherichia coli Complies Not present/g

Escherichia coli Complies Not present/g

This batch complies with the specification set in CFPS.NUS.95177 (1.0).

Issued by : Lili Giménez Benitez Date of Issue :  27/Apr/2024
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 234944 Date: 27 Apr 2024/08:27:14 From: LW7 Production
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