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AEPXXABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Ceitanynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHUCHOBOK
npo AKicTh BBe3eHOro B YKpainy JikapcbKoro 3acody

23.02.2024 Ne 8718/24/26

AHATI'PEJIA-BICTA

(HalimMeHy BaHHS JIKApPCLKOro 3acoby 3rifio 3 peecTpalifiUM NMOCBIIYEHHAM)
Kancy/u Teepai no 0,5 mr, no 100 kancys y nasimi, mo 1 masmui y kaprousii nagui

((hopma BHNMYCKY, MO3YBaHHS, BHJL NAKyBaHHA JNikapchKoro sacoby)
Homep peectpauiiinoro nocsinyenns UA/18972/01/01 crpox aii peectpauitinoro nocsinuenns 01.10.2026
Cepis nixapebkoro 3acoby Ne 2302388A " Kinskicts BBE3€HOro Nikapchkoro 3acoby 228

Bupobuuk Cinron Xicnanis, C.JI., [cnania

(HaiiMenyBanus BUpoGHKKA Jlikapcbkoro 3acoly, KpaiHa MOXOMXKEH s )

Bee3eHo B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIIITOBIJIAJIBHICTIO
"BYCT ®WAPMA", inenr. xon: 44107410

(Halimenysanns Ta ko 3a C/IPTIOVY 1opuanunol ocobu abo npizsuuie, im's, no Garskoni (iznunol
ocobu - ninpremu, iT Miclie NPOXHBAHHS Ta peecTpauifnii HoMep 061iKoBOT KAPTKH IUIATHHKA
nozarkis abo cepif Ta HOMep nacnopra)

INpoTtokon Bisyansuoro koutpomo Bix 23.02.2024 Ne 640/6.

3a pesyibrataMu JEpKABHOTO KOHTPO/IO BCTAHOBJIEHO, IO Jikapchkuit 3aci6 BBeseHo B  Vkpainy 3

AOTPHMAHHSM BMMOTI 3aKOHOAABCTBA WOAO 3abe3ncueHHs 3 i nikapcbkux 3acobis.

TA Ko
GQB‘B 5 ”rp

o P

BaH 3AJIBOPHUX

0J110) (mignuc) (iniuianu Ta npissuuLe)

™




Cinron Xicmania C.JI.

Synthon

(Synthon Hispania S.L.)

CepTHdikaT BIIIOBIIHOCTI

Micnesa KoMepIiiiHa Ha3Ba: AHATPEJILI-BICTA
HOMep PeecTtpariiiiHOro mocBTICHHS UA/18972/01/01
JKapChKOT0 3aco0y

Howmep mo3utii B kommanii Synthon: | 394310

Homep maprii: 2302388A

Jlo3yBaHHS: 0,5 mr/ AHarpenia
Jlikapcpka popma: Kancymu tBepai

Po3Mip 1 THIT TaKyBaHHS:

100 xamcy i, 1 mwidmka y KapToHHIH KopoOIl

BupooOHmua gimsHumsa AQI:

CiHTOH C.p.o.
BpHeHncbKa 32 /. 597
M. brancko, 67801, Yecrka PecmyOnika

Howmep nmineH3ii Ha BUPOOHUIITBO
BUpoOHNUOI AiTEHHTI ADI:

Sukls 132091/2021 (GMP)

Bupo6Hmua gimsHums "in bulk™:

CigroH Xicmanig, C.JI.
Byn. K/Kactemno, n°1, Caat Bboi ae JIno0Operar,
BapcenoHa, 08830 IcnaHis

Howmep mirteH3ii Ha BUPOOHUIITBO
BUpoOHNYOI AUTEHATI "in bulk":

TToTounmil fificHINI HOMep B YKpaiHi:

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

TToTounmii fificHmii HoMep B €C, 0UiKye cXBalleHHS B YKpaiHi:
0438 (ML) / NCF / 2317/001/CAT

HepBIII-IHe Ta BTOPHHHE ITAKYBAaHHA:

CigroH Xicmanig, C.JI.
Byn. K/Kactemno, n°1, Casat Boi ae JInobperar,
BapcenoHa, 08830 IcnaHis

Howmep nireH3ii Ha BHPOOHMIITBO MicCIA
TIEPBHHHOTO Ta BTOPHHHOTO TIAKyBaHH:

TToTounmii fificHINT HOMep B YKpaiHi:

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

IToTounmii fificHmii HoMep B €C, 0UiKye cXBalleHHA B YKpaiHi:
0438 (ML) / NCF / 2317/001/CAT

BiamoBigansHIII 3a BHITYCK cepii:

CigroHn Xicmanig, C.JI.
Byn. K/Kactemno, n°1, Casat boi ae JInobperar,
Bapcenona, 08830 IcnmaHis

Bepcigs: MCOC.ES01.AGL .kamc.0,5.Mistral Capital Management.UA.394310.03.doc

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

Agpeca B IcnaHil: Kappep Kactenno 1| M1 Nlec Carnivec | 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 HoMmepom B-184.023, cTopiHka 43, ToM 30.987, 3anuc 1




Synthon

CinroH Xicnanisa C.JL.
(Synthon Hispania S.L.)

CepTudikar BianoBigHocTi

cTop. 2/2

Howmep nireH3ii Ha BUPOOHUIITBO
BUpPOOHHKA BiJITIOBiTaTLHOTO 33 BUITYCK
cepii:

IToTounuii fificHNUII HOMep B YKpaiHi:

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

IToTounuii aiticHuii HoMep B €C, odiKye cXBalleHHA B YKpaiHi:
0438 (ML) / NCF /2317/001/CAT

Po3Mip mapTii TOTOBOT0 MPOAYKTY: | 713 ymakoBok
Ne BIAIOBIIHIX BIIXIUIEHE: NA
Pemapxku / koMeHTapi NA

ITiM 3acBimdyro, IO HaBeJCHA BIIIE iH(OpMaIlid € ayTeHTITHOIO Ta JOCTOBIPHOIO.

Is cepis mpoaykirii 6yi1a BITOTOBIEHA, BKIIOYAIOYN IaKYBAaHHA (SKIIO Il MOYKHA 3aCTOCYBATII 0 JaHOT'O BUIIANKY)
Ta TIPOBEJICHHA KOHTPOJIO SKOCTI Ha BHIIE3TajaHOMY Micili (Micisx) BimmorimHo mo Bumor EU GMP wiciesoro
PEeTryIATOPHOTO OpraHy Ta BIAMOBIIHO M0 cIemmndikaliil, 3a3HaueHIX V PeecTpalliiiHOMy ITOCBITUEHHI JiKapChKOT0O
3aco0y KpalHI-iMIIopTepa, i 10 OYIB-AKIX 0JaTKOBIX BIIMOT, Y3TOKEHIIX B YTOIi IIPO AKICTE.

JlikapceKka cyOcTaHITisl AHarpeli BIpoOIgeThca BiMIOBIIHO 10 BIMOT YHHHOTO GMP.
ByIo mepeBipeHo Ta BCTAHOBJICHO, IO JOKYMEHTI 3 00po0KII, TaKyBaHHSA Ta aHAJi3y MMapTii BiIIIOBITal0Th BIMOTaM
EU GMP. IIpoayKT BiIIIOBia€ YIHHIM OCHOBHIM IIpuHImaM BSE/TSE.

Byns-gKe BiIXIUieHH4 OYII0 IpoaHali30BaHo y 3aI0KyMeHTOBaHO. J[1s OYyIb-AKOTO BiIXIUICHHS, AKE MOKe BIUTHBATH
Ha AKiCTh Ta/a00 Ha Oe3MeKy IMpOoAYKTY (3HAUVINE BIIXIUICHHA), JoJaeThes 3BiT 1o CepridikaTa BigIOBIZHOCTI.

PazoM 3 BinmoBigamM CepTHgikaToM aHANI3Y el JOKYMEHT CKIaJae cepTH(IKaT AKOCTI ANId J03BOTY Ha BIITYCK
cepii g mpoJaKy cepil BUINE3a3HAUSHOTO JOKIIA,THO PO3MIICAHOTO TIPOAYKTY.

Jana cepig BigmoBigae CFPS.NUS.89911 (2,0) i BimyckaeTsed a1g Mistral Capital Management, UK Ta 1714

TepuTopii YKpainm

Iigmuc: /Alionuc/
Jawuiens ITackay

Jara: 27 mumag 2023 p.

VroBHOBakeHa ocoda komranii Synthon Hispania S.L.

Bepcis: MCOC.ES01.AGL.kamc.0,5. Mistral Capital Management.UA.394310.03.doc

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

Anpeca B IcnaHii: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | 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 Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

CepTudgikart aHaIi3y

Synthon

Crop. 131

AHATI'PEJIIJI-BICTA 0,5 mr kancyan

Homep cepii : 2302388A

Homep BupoOy: 394310

Tepmin npugaTHocTi: TpaBeHs 2026 p.

Hdara eupodHHITEA: 23 TpaBHA 2023 p.

Bupoonnua ginbHung : CinToH Xicnauis, C.JI.

HocaigxeHHs PesyabTaru Kpurepii npuiiMmanus
Omic Biamoginae Karmcyna 3 Hermpo3opiM O17TIIM KOPIIYCOM
Ta KPHINIEUKor0. BMicT Kamcymn —
TIOpoMIOK 6ioro abo Mailke 6i10TO
KOTBOPY
Po3unHeHHS
MiniMyM 100 %
Makcumym 105 %
CepeHe 3HaUeHHSA 102 % > 80 % (Q) 3a 15 xBumH
KinbKicTh BHIIPOOYBaHIX OJHHHIL 6
BHCHOBOK Bigmosifgae, S1
ONHOPITHICTH JT030BaHUX OJHHHUITH Binmosinae Bigmnosigae €ppomneiicekiil ®apmakonei 2.9.40
MiniMyM (% Bif 3asBIeHOI KiTBKOCTI) 96,1 %
MakcuMyM (% BifJ 3as8BIIeHOI KUIBKOCTI) 1040 %
CepenHe 3HaueHHA (% Bix 3agBneHol KimbkocTi) 1000 %
Jlo3a, IoB A3aHa 3 PU3HKOM 2.8 %
IToka3HHUK NPHITHATHOCTIL 6.6 <15.0
KinbkicTs BHIIPOOYBaHIX OJHHHI 10
InenTudikamis
BEPX uac yTpiMaHHA Bigmosigae BiamoRrifae cTaH1apTHOMY PO3UHHY
BEPX-VO Bigmosinae Biamorifgae cTaHJapTHOMY PO3UHHY
KinskicHe Bi3HaueHHs (BEPX)
MI/Kamcymny 0,50 mr/kancyny = 0,47-0,53 mr/kancymy
% BiJI 3a9BIIeHOI KIILKOCTI 100 % 95-105 %
Cymposigai goMimku BEPX
P#1501 (cymyTtHs noMimka B) <0,1% <0,5 %
P#1505 0.2% <0,5%
MakcumansHa HecleIli(ikoBaHa JOMIMIKa <0,1% <0,2%
CymMa JTOMIMIOK 0.2% <1,0%
Mikpobionoriuaa yacTora
iﬁpﬁiﬁ;”f:ﬁgﬁmfgfﬂ X He npoBogmioce = <1000 KVO/T
3aranbHa KUTBKiCTh APLKIKOBHX Ta
miceHeBHX rpubiB (TYMC) He nposomioce | <100 KYO/r
Escherichia coli He nposojmnock Bigcytasa/r

Cepis BimnoBifae Criermugikaiii CFPSNUS.89911 (2.0)

Kim Bupano: JIimi I'imenes Benites ,

TOIIOBHII (haxiBellb i3 3a0e3nedenHs AKocTi (PEJII3)

Jata Bujadi: 24 mumas 2023 p.
Ile eneKTpPOHHMI IiAIIIC.

3eim: 217402 [Jama: 24 mmwa 2023 p./12:31:09 Bio: LW7 _Prodiiction




Synthon Hispania S.L.

Synthon

Certificate of Conformance

Local trade name: Anagrelide-Vista

Marketing Authorization number: UA/18972/01/01

Synthon item number: 394310

Batch number: 2302388A

Strength: 0.5 mg / Anagrelide

Dosage form: hard capsules

Packaging size and type: 100 capsules per bottle, 1 bottle per carton box
Manufacturing site API: Synthon s.r.o.,

Brnenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site API:

sukls 132091/2021 (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/2317/001/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 and secondary 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/2317/001/CAT (GMP)

Responsible for batch release

documentation and address:

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

Version: MCOC.ES01.AGL.cap0.5 Mistral Capital Management.UA.394310.03.doc




Synthon Hispania S.L.

. Synthon
Certificate of Conformance
page 2/2
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/2317/001/CAT (GMP)

Batch size finished product: 713 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 Anagrelide 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.89911 (2.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

) 27 JUL 2023

Signature: Date:

EL PASCAU
QUALIFIED PERSON

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.AGL.cap0.5.Mistral Capital Management.UA.394310.03.doc




Synthon Hispania, SL

o/ Castells, 1
08830 Sant Boi de Llobregat
L 234 93 401 516 Synthon
.
Certificate of Analysis Np s
Anagrelide-Vista 0,Smg capsule
Lot Number : 2302388A
Item Number 1394310 Date of Manufacture . 23-May-2023
Expiry Date . May-2026
Manufacturing Site : Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies A capsule with an opaque white
body and cap. The capsule is
filled with white to off-white
powder.
Dissolution
Minimum 100 %
Maximum 105 %
Average 102 % >80 % (Q) in 15 minutes
Number of Units Tested 6
Conclusion Complies, S1
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.1 %
Maximum (% of label claim) 104.0 %
Average (% of label claim) 100.0 %
RSD 28%
Acceptance value 6.6 <15.0
Number of units tested 10
Identification
HPLC retention time Complies The same as Ref. St. Prep.
HPLC-UV Complies The same as Ref. St. Prep.
Assay (HPLC)
mg/cap 0.50 mg/capsule 0.47 - 0.53 mg/capsule
% of label claim 100 % 95-105%
Impurities (HPLC)
P#1501 (AGL related compound B) <0.1% <05%
P#1505 02% <05%
Largest unspecified impurity <0.1% <02%
Total impurities 02 % <1.0%
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.89911 (2.0).

Report: 217402 Date: 24 Jul 2023/12:31:09 From: LW7 Production




Synthon Hispania, SL

¢/ Castelld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Synthon

Certificate of Analysis Page 2 of 2

Anagrelide-Vista 0,5mg capsule Lot Number: 2302388A

Issued by : Lili Giménez Benitez Date of Issue :  24/Jul/2023
QA SHIS Specialist (RELEASE) This is an electronic signature

Report: 217402 Date: 24 Jul 2023/12:31:09 From: LW7 Production
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AEP)KABHA CJIYKXBA 3 JIIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npo.. Hanii Ceitnuusoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPI1IOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpainy JikapcbKoro 3aco0y

18.06.2024 Ne 31577/24/26

AHAT'PEJIJI-BICTA

(HaliMeHyBaHHs Nikapcbkoro 3aco6y 3riZiHO 3 peecTpauiiiHUM MOCBIAYEHHAM)
Kancyau Teepai no 0,5 mr; mo 100 kancya y nusmngi, no 1 nuisimui y KaprosHii nawuni

(thopma BUmyCKY, 103yBaHHA, BH/ NAKyBaHHS JlikapcbKOro 3acoly)
Howmep peectpauiiitoro nocsiguenns UA/18972/01/01 crpok nii peectpauiiitoro nocsinuenns 01.10.2026
Cepis nikapcrkoro 3acoby Ne 2400614A Kinbkicts BBe3eHoro nikapeskoro 3aco6y 300

Bupo6HuK CinroH Xicnanis, C.J1., Icnanis
(HaiiMenyBaHHA BUPOOHMKA JIiKAPCLKOrO 3aco0y, KpaiHa NOX0/KEHHS )

BeeseHo B Ykpaity TOBAPHUCTBO 3 OBMEKEHOIO BIIITOBIJAJIBHICTIO
"BYCT ®APMA", inent. kon: 44107410

(naliMenyBanns Ta koa 3a €JIPTIOY 1opuantHoi ocobu abo npissuuie, im'a, no 6atekosi izuanoi
0coBH - miaAnpHeML, il MicLie TPOXHMBAHHS Ta peecTpallifiii HoMep 00/1iK0BOT KapTKH NIaTHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

IpoTokon BisyansHoro kourposmo sin 18.06.2024 N2 2111/3.

3a pesyabTaTaMH OEPHKABHOIO KOHTPOJIIO BCTAHOBJIEHO, nikapcbkuii 3aci6 BBeseHo B VYkpainy 3

AOTPHMAHHAM BHMOT 32aKOHOJABCTBA OO0 3a0e3neyeHHs

gcri ikapcbKHX 3acobiB.

IBan 3AJ/IBOPHHMX

(iHinianu Ta npissuiue)

(nianuc)




CinToH Xicnania C.JI. STiE
(Synthon Hispania S.L.) ynthon

Ceprugikar BigmosigHocTi

MicrieBa KoMepIiiiHa Ha3Ba: AHATPEJII-BICTA

Homep PeecTpaliiilHoro mOCBITIeHH JIIKapcEKOTO 3aco0y UA/18972/01/01

Homep mo3miii B kommasil Synthon: 394310

Homep mapTif: 2400614A

JozypaHHA: 0,5 M1/ Anarpemi

Jlixapceka Qopma: Kancym TBepmi

Po3amip 1 THIT TaKYBaHHS: 100 xameyt mrsmm, 1 IIAImKa y KapToHHI Kopobiri
CiHTOH C.p.0.

Bupobuiraa gimsanms ADI: Bprenceka 32 /. 597
M. Brrancko, 67801, Yeckka Pecy6imika

Howmep mintenzii Ha BupobHUNTBO BUPOOHIIOI HimbHu ADI: Sukls 132091/2021 (GMP)

Cimgron Xicmanisz, C.JI.
Bupobnria ginsans "in bulk": By K/Kactemno, n°1, Cant Boi ne JImobperar,
Bapcenona, 08830 Icmanis

Howmep minensii Ha BupoOHNITBO BiipobHIrIol aimbamm "in bulk”: | 0438 (ML) / NCF/2344/002/CAT (GMP)

Cigron Xicmanisz, C.JI.
IlepruHHE Ta BTOpIHHHE I1aK yBAHHA: Byn. K/Kactemno, n°1, Caut Boi ge JInobperar,
Bapcenona, 08830 Icnanis

Howmep minensii Ha BUpOOHHUIITBO MicIII IIEPBHHHOTO Ta

: 0438 (ML) / NCF/2344/002/CAT (GMP)
BTOPHHHOTO ITIaKyBaHHA!

Cimgron Xicmanisz, C.JI.
BigmoBijansHINT 3a BHITYCK cepii: Byn. K/Kactemno, n°1, Caut Boi ge JInobperar,
Bapcenona, 08830 Icmanis

Howmep minenzii Ha BUpoOHUITRBO BHPOOHIIKA BiIOBIIaIBHOTO 3a

0438 (ML) / NCF/2344/002/CAT (GMP)
BIITYCK cepii:

Poamip mapTii TOTOBOTO TIPOAYKTY: 1050 ymaxoBox

Ne BiIIIOBITHIIX BLIXIIJIEHE: NA

ITeit CoC 3amiHIOE TIOTIepeIHii, migmucaninl 13 TpaBHT

Eeuapm (xovcmeap 2024 poxy. ¥V CoA mogaHo IpaBIUTEHHIT Ma0I0H.

ITim 3acBimdyTo, 0 HaBedeHa BIIIIe iH(QOpPMAIIT € ayTeHTITHOI Ta JOCTOBIPHOIO.

ITs cepis mpoxykmii Oyia BHTOTORIIEHA, BKIIOYAIOYH IAKYBAHHS (JKIIO Il MOXKHA 3acTOCYBAaTH IO JAHOTO BHIANKY) Ta
TIPOBeIeHHA KOHTPOMIO SKOCTI Ha BIINE3TamgaHOMY MicIi (Micipax) BimmorimHo no BiMor EU GMP MicHEBOTO peryIsITOpHOTO
OpraHy Ta BiJIIOBLIHO [0 CIIeIIQIKaIiil, 3a3HadeHnX y PeecTpamiiiHOMy IIOCBLTIeHH] IIKapcbKOTo 3aco0y KpalHI-iMIIOpTepa, 1
110 6yIB-AKIIX TOJAaTKOBHX BIMOT, V3TODKEHIIX B YTOII PO AKICTE.

Jlikapcbka cyOcTaHIIia AHATpemIiT BUpoOIaeThCS BIAIOBIAHO 10 BiMor dnHHOTO GMP.

Bymo nepeBipeHo Ta BCTAHOBIIEHO, IO JOKYMEHTH 3 00p 00KI, IAKYBaHHSA Ta aHAI3Y TMapTil Bianoeigarors BuMoramM EU GMP.
TIpoIyKT BiATIOBiAa€ SIHHIM OcHOBHIM mpuHiminaM BSE/TSE.

Byzae-siKe BIIXIUIEHHS OYII0 POAaHATI30BAHO ¥ 3a10KyMEHTOBaHO. [t Oy/IB-SKOro BUIXIIESHHS, SKe MOJKe BIUIHBATH HA AKIiCTh
Ta/abo Ha Be3neKy NpOAYKTY (3HATyINe BiAXIIEHH), J0Aa€Thes 3BIT Jo CepTidikaTa BiAMOBITHOCTI.

PazoMm 2 BiznoeimuiM CepTidikaToM aHami3y Iefl TOKYMEHT CKIaJae cepTi(IKaT SKOCTL AT JO3BOIY Ha BHIIYCK cepil st
IpoJasKy cepii BIINe3a3Ha9eHOT0 JOKIAIHO PO3IIICAHOTO IPOIYKTY.

Hana cepis Bigmosinae CFPS.NUS.89911 (2,0) i Bumyckaersea amst Mistral Capital Management, UK Ta s Tepriropii Yipaisin

Iigrmic: /ATiomic/ Jara: 16 TpaBHs 2024 p.
Kozenn Ansrec
YnoBHOBakeHa 0coba
YnoeHoBa:keHA oco0a kKomnagii Synthon Hispania S.L.

Bepcis: MCOC.ES01.AGL .kamc.0,5.Mistral Capital Management.UA.394310.04.doc

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

Agpeca B IcnaHil- Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | 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 Bapcenonu 3a HoMepoM B-184.023, cTopiHka 43, Tom 30,987, 3anuc 1
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Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401516

Fax. +34 936 401 146
www.synthon com

CepTudgikart aHaIi3y

Synthon

Crop. 131

AHATI'PEJII/I-BICTA 0,5 mr kancyan

Homep cepii : 2400614A

Homep BupoOy: 394310

Tepmin npugaTHocTi: civens 2027 p.

Hara eupodHnnrea: 04 ciunsa 2024 p.

Bupoonnua ginbHung : CinToH Xicnauis, C.JI.

HocaigxeHHs PesyabTaru Kpurepii npuiiMmanus
Omic Biamoginae Karmcyna 3 Hermpo3opiM O17TIIM KOPIIYCOM
Ta KPHINIEUKor0. BMicT Kamcymn —
TIOpoIMIOK 6inoro abo Mailke 6i10TO
KOTBOPY
Po3unHeHHS
MiniMyM 94 %
Makcumym 100 %
CepeHe 3HaUeHHSA 96 % > 80 % (Q) 3a 15 xBumH
KinbKicTh BHIIPOOYBaHIX OJHHHIL 6
BHCHOBOK Bigmosifgae, S1
ONHOPITHICTH JT030BaHUX OJHHHUITH Binmosizgae Bigmnosinae €ppomnetichkiil ®apmakonei 2.9.40
MiniMyM (% Bif 3asBIeHOI KiTBKOCTI) 96,7 %
MakcuMyM (% BifJ 3as8BIIeHOI KUIBKOCTI) 102.6 %
CepenHe 3HaueHHA (% BiX 3agBleHol KimbkocTi) 99,0 %
Jlo3a, IoB A3aHa 3 PU3HKOM 1.6 %
IToka3HHUK NPHITHATHOCTIL 37 <15.0
KinbkicTs BHIIPOOYBaHIX OJHHHI 10
InenTudikamis
BEPX uac yTpiMaHHA Bigmosigae BiamoRrifae cTaH1apTHOMY PO3UHHY
BEPX-VO Bigmosinae Biamorifgae cTaHJapTHOMY PO3UHHY
KinskicHe Bi3HaueHHs (BEPX)
MI/Kamcymny 0,50 mr/kancyny = 0,47-0,53 mr/kancymy
% BiJI 3a9BIIeHOI KIILKOCTI 100 % 95-105 %
Cymposigai goMimku BEPX
P#1501 (cymyTtHs noMimka B) <0,1% <0,5 %
P#1505 0.2% <0,5%
MakcumansHa HecleIli(ikoBaHa JOMIMIKa <0,1% <0,2%
CymMa JTOMIMIOK 0.2% <1,0%
Mikpobionoriusaa yactoTa
iﬁpﬁiﬁ;”f:ﬁ;ﬁmfgm X He npoBogmioce = <1000 KVO/T
3aranbHa KUTBKiCTh APLKIKOBHX Ta
miceHeBHX rpubiB (TYMC) He nposomioce | <100 KYO/r
Escherichia coli He nposojmnock Bigcytasa/r

Cepist BimoBimae Criermidixanii CFPS.NUS 89911 (2.0)

K Bupano: JIimi I'imeHes BeHiTtes,

TOIIOBHIIH (haxiBellb i3 3a0e3neyenHA AKocTi (PEJII3)

Jata Bupgadi: 16 TpaBHs 2024 p.
Ile eneKTpOHHMUI IiJITIHC.

3eim: 236033 [ama: 16 mpaena 2024 p./ 08:22:38 Bio: LW7 _Produiction




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Anagrelide-Vista

Marketing Authorization number: UA/18972/01/01

Synthon item number: 394310

Batch number: 2400614A

Strength: 0.5 mg / Anagrelide

Dosage form: hard capsules

Packaging size and type: 100 capsules per bottle, 1 bottle 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 (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:

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 and secondary packaging site:

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

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

Batch size finished product:

1,050 Pack

Number of relevant deviations:

VA~

Remarks/comments: This CoC replaces the previous one signed on 13th May
2024. The CoA has been updated with the correct
template.
Version: MCOC.ES01.AGL.cap0.5. Mistral Capital Management.UA.394310.04.doc
Synthon Hispania S.L. | CIF: ES-61739645

C/ Castelld 1 | Pl. Las Salina

WW

s | 08830 Sant Boi de Liobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

w.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcién 1




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 Anagrelide 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.89911 (2.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

Q MAY 16 2024

Signature: Date:

Josep Altés

Qualified Person

Quallﬂe.d_-l"—erson Synthon Hispania S.L.

Version: MCOC.ES01.AGL.cap(.5.Mistral Capital Management.UA.394310.04.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | Pl. Las Salinas | 08830 Sant Boi de Liobregat | Barcelona | Spain 4 936 401 516 | Fax +34 936 4 4
www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja numero B-184.023, folio 43, tomo 30.98 S Cid



Synthon Hispania, SL

¢/ Castelld, 1
08830 Sant Boi de Llobregat
msﬂ;’.’m Synthon
wasuie i g
Certificate of Analysis Pgv1of2
Anagrelide-Vista 0,5 mg capsules
Lot Number . 2400614A
Item Number : 394310 Date of Manufacture : 04-Jan-2024
Expiry Date : Jan-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies A capsule with an opaque white
body and cap. The capsule is
filled with white to off-white
powder.
Dissolution
Minimum 94 %
Maximum 100 %
Average 96 % > 80 % (Q) in 15 minutes
Number of Units Tested 6
Conclusion Complies, S1
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.7 %
Maximum (% of label claim) 102.6 %
Average (% of label claim) 99.0 %
RSD 1.6%
Acceptance Value 3.7 <15.0
Number of Units Tested 10
Identification
HPLC retention time Complies The same as Ref. St. Prep.
HPLC-UV Complies The same as Ref. St. Prep.
Assay (HPLC)
mg/capsule 0.50 mg/capsule 0.47 - 0.53 mg/capsule
% of label claim 100 % 95-105%
Impurities (HPLC)
P#1501 (AGL related compound B) <01% <05%
P#1505 02% <05%
Largest Unspecified Impurity <0.1% <02%
Total Impurities 02% <1.0%
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.89911 (2.0).

Report: 236033 Date: 16 May 2024/08:22:38 From: LW7 Production




Synthon Hispunia, 8L

o Castelldg |

K30 Sunt Boi de Llobregal
Rureclonin - Spun

Tel 134936 401 510 Synthon
Fax <41 036 401 146
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Certificate of Analysis

Anagrelide-Vista 0,5 mg capsules Lot Number: 24006 14A
Issued by ; Lili Giménez Benitez Date of Issue :  16/May/2024
QA SHIS Speeialist (RELEASE) This 1s an electronic signature

Ruepeorr, 236033 Date. 16 Moy 2000082038 Fran: LW Pradiction




JEPXIJIIKCJIYXXBA YKPATHU
JAEPKABHA CJIYKFBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BHUCHOBOK
Npo AKICTh BBE3€HOro B Y KpaiHy JliKapcbKoro 3acody
22.11.2024 Ne 61994/24/26
AHAI'PEJIL/I-BICTA

(naliMeHyBaHHA NiKaPCLKOro 3aco0y 3riHO 3 peecTpaliliHUM MOCBi4EHHAM)
kancyJu Teepai mo 0,5 mr; no 100 xancya y nisimii, mo 1 nasimui y KapToHHi#H mayni

((opma BUMyCKY, 103yBaHHS, BU] AKYBAHHA JlikapckKoro 3aco0y)
Homep peecrpauiiinoro nocsinuenuss UA/18972/01/01 crpoxk xii peectpauiiitoro noceinuenss 01.10.2026
Cepis nikapcbkoro 3acoby Ne 2402123B KinbkicTs BBe3eHoro Jjikapcskoro 3acoby 500

Bupo6Huk CinTon Xicnauis, C.J1., Icnanis

(naiiMeHyBanHs BUpOOHMKa NlikapceKoro 3acoby, kpaiHa NOXOAKEHH)

BeeseHo B YKpainy TosapucrTBo 3 oomeskenoro BianosinaasuicTio "BYCT ®APMA",
inent. kon: 44107410

(naiiMenysanns ta koa 3a C€JIPTIOY opuauiHOi ocobu abo rpizBuile, iM's, 110 6aTbKOBi
(izuunoi 0cobH - nianpuemud, ii Micue NpokMBaHHs Ta peecTpauiiinuii Homep 06nikosoi
KapTKH MiaTHuka nojarkis abo cepis Ta HoMep nacrnopra) T

TpoTokoa BizyansHoro kontpomo six 22.11.2024 Ne 4068/1.

3a pesynbTaTaMH JEPKABHOTO KOHTPOJIO BCTAHOBNEHO, IO Jikapchkuil 3aciG BBeseHo B VkpaiHy 3
JOTPHUMAHHSM BUMOT 3aKOHOJABCTBA IIOJI0 3a0e3MeueHHs SKOCTi JIiKapehKuX 3acoGiB.
7

7
rd
ﬁ Muxkona XOJIOJJEHKO

HTpOJIIO) (mianuc) (ininianu Ta npiseuie)




CinToH Xicnanin C.JI.
(Synthon Hispania S.L.)

Ceprugikar BigmosigHocTi

MicrieBa KoMepItiiiHa Ha3Ba: AHATPEJIIO-BICTA
Howmep PeecTpamniiiHoro mocBil4eHHs TiKapcEKOTO 3ac00y UA/18972/01/01

Homep mo3mmii B kommaHii Synthon: 394310

Howmep mapTii: 2402123B

Jlo3yBaHH:

0,5 Mr/ AHarpenin

Jlikapceka opma:

Kamncynu Teepui

Po3mip i TIm TaKyBaHHA:

100 xamcyn AN, 1 IiAmka y KapToHHii Kopooli

BupobHiya ginsHing A

CiHTOH ¢.p.0.
BpHeHcEKa 32 /mm. 597
M. BraHcko, 67801, Uecska Pecniydmika

Homep nineH3ii Ha BIPOOHIIIITRO BIIPOOHIMOI HimeHIIT ADI:

Sukls 69528/2024 (GMP)

BupobHirya ginsHImE "in bulk":

Cimron Xicmamia, C.JL
Byn. K/Kactenno, n°1, Caar boi ne JInodperart,
BapcenoHa, 08830 IcnaHis

Homep nineH3ii Ha BIPOOHIIITEO BIPoOHIMIOI MimeHImT "in bulk":

Tlotoumi nificHit HoMep B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotousnmii niftcHr HoMep B €C:

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

TlepBHHHE Ta BTOPITHHE [TAKYBaHHI:

Cimron Xicmamia, C.JL
Byn. K/Kactenno, n°1, Caar boi ne JItodperart,
BapcenoHa, 08830 IcnaHis

Homep nineH3ii Ha BIPOOHIIITEO MicIls HepBIIHHOIO Ta
BTOPHHHOTO ITAKYBAHH!:

Tlotoumii nificHiit HoMep B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotoummii niftcHirt HoMep B €C:

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

BinmoBinansHILT 3a BIIIYCK cepii:

Cimron Xicmania, C.JL
Byn. K/Kactenno, n°1, Caar boi e Jmodperart,
BapcenoHa, 08830 IcnaHis

Homep nineH3ii Ha BIPOOHIIITEO BIPOOHIIKA BiMIOBIIATEHOTO 32
BIITYCK cepii:

Tlotoumi nificHiil HoMep B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotoummii nificHirt HoMep B €C:

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

Po3Mip mapTii TOTOBOTO MPOIVKTY: 876 yIIaKoBOK
Ne BiJIIOBIJHIIX Bi/IXIUTEHB: NA
Pemapxka / koMeHTapi NA

ITiv 3acBiAdyI0, IO HaBe/leHa BIIIle iHopMallis € ayTeHTHMHOIO Ta JOCTOBipHOLO.

Synthon

115 cepis mpoxykiii Oy7la BUTOTOBIeHA, BKIIOYAOTI NAKYBAaHHA (IKINO Ile MOJKHA 3aCTOCYBATII JO JAaHOIO BHIAJNKY) Ta IPOBEINeHH:
KOHTPOJIFO AKOCTi Ha BHINe3raJaHOMy MicIli (MicIAxX) BinmoBinHO no BiMor EU GMP MicIIeBOTO peryIATOPHOIO OpTaHY Ta BiIIOBiIHO
o crmermmdikaniil, 3a3HadeHIK y PeecTpaniiiHoMy HOCBiTHeHH] TiKapcBKOro 3aco0y KpaiHI-iMIopTepa, i 10 OYIB-AKIIX J0JATKOBIIX
BIIMOT, Y3TOIKEHIX B YTOi PO AKICTE.

JlikapcpKa cyOCTaHIlA AHarpelil] BIPOOILeTECA Bi/MOBLIHO 10 BIIMOT YItHHOT0 GMP.

By1o mepeBipeHO Ta BCTAHOBISHO, IO JOKYMEHTII 3 00poOKII, TAaKyBaHHSA Ta aHaJi3y HapTii BinmoBinaroTs BiiMoramM EU GMP.
TIpoIyKT BiIIIOBiNae QITHHIIM OCHOBHIIM HprHIMmaM BSE/TSE.

Byne-sAKe BiximieHHs 0y710 IpoaHalli30BaHO V 3aI0KYMEHTOBAHO. J[114 OyIb-AKOr0 BiIXIIIeHHS, AKe MOJKe BIUIIBATI Ha AKiCTH Ta'ado
Ha Oe3meKy HPoAyKTy (3HaUyIle BiIXIUISHHA), JOJA€ThCA 3BiT 1o CepTndikaTa BiIIOBIIHOCTI.

Pazom 3 BizmoBigaiv CeprHdikaToM aHaTi3y Heil JOKyMeHT cKIajac cepTHdikaT SKOCTi ITg J03BOIY Ha BIITYCK cepii JU1d mpoxaxy
cepii BIIe3a3HaUYSHOTO JIOKTAIHO PO3IIICAHOIO IPOAYKTY.

JHana cepit Binmorinae CFPS.NUS.89911 (2,0) i eumyckaeTses 11t Mistral Capital Management, UK Ta [u1g TepuTopii Vipaidm

ITigmmic: /Tionc/
Biatpic Xeppepoc
YmoBHOBa)keHa ocoba
VrnoBHoBaxkeHa ocoda Kommasii Synthon Hispania S.L.

Hara: 07 ;xoBTHS 2024 p.

Bepcia: MCOC.ES01.AGL.kamc.0,5. Mistral Capital Management.UA.394310.05.doc

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

Agpeca B IcnaHil- Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | bapcenoHa | Icnakis | 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 Bapcenonu 3a HoMepoM B-184.023, cTopiHka 43, Tom 30,987, 3anuc 1



Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Bo1 de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax. +34 936 401 146 Synthon

WWW syntllon.com

CepTudikart aHaIizy Ctop. 131
AHAT'PEJIII-BICTA 0,5 Mr kancyan
Homep cepii : 2402123B
Homep BHpPOOY : 394310 JlaTa BHpOOHHOTBA : 29 kBiTHH 2024
Tepmin mpagaTHOCTI : KBiTeHb 2027 AHaJgi3z HOMep : 1,684,958
Croenudiranis : CFPS.NUS.89911 (2,0)
Hocaigxenns ‘ PesyabTaTH ] Kpnrepii npuiiMmanasa
Omic Bigmogimae Kamcyna 3 HenpozopiM 617IIM KOPIIycOM Ta
KpPHITIeYKO010. BMICT Kamncymi — IOpOMIoK BL10To
abo Mailke BLIOTO KOTBOPY
Posmimenns
Minimym 96 %
MaxcimyMm 101 %
Cepe/He 3Ha9eHHA 99 % > 80 % (Q) za 15 xBIumHH
KinpkicTs BUTIPo OYBaHIX OHHINIE 6
BiicHOBOK Bimmoginae, S1
OIHOPIHICTE O030BaHIX OIIHIIE Bimmoeinae Binmozinae €Bponelicekiii @apmaxornei 2.9.40
MisimyM (% BiI 3a9BIeHO] KITBKOCTL) 96,3 %
MarcrmyM (% BT 3asBTeHOI KITBKOCTI) 104,7 %
Cepesre 3Haqenss (% BiJ 3asgBIeHO] KITBKOCTI) 101,0 %
Jloza, IoR’A3aHa 3 pI3IKOM 2,6 %
TToka3HIK IPITHATHOCTI 6,2 <15,0
Kinpkicts BUIIpo OYBaHIX OHHINIE 10
Inentndikamis
BEPX dac yTpunMaHHA Bigmogimae Biamosiae cTaHIapTHOMY PO3TIHHY
BEPX-VO Bigmoeimae Biamosiae cTaHIapTHOMY PO3TIHHY
Kinskicue BuzHagenus (BEPX)
MI/KAICyIy 0,49 mMr/kancyty 0,47-0,53 mr/xancymy
% BLI 3aABIEHOI KiTBKOCTI 98 % 95-105 %
Cympogimai momimxin BEPX
P#1501 (cymyrusa gomimka B) <0,1% <0,5 %
P#1505 <0,1% <0,5%
MakcHManbHa HeclenngikoBaHa JOMIMIKa <0.1% <0,2%
Cyma JoMIIIoK <0,1% <1,0%
MixpobionoridHa IacToTa
3araibHa KiTbKiCTs aepobHIX MikpoopradizMis (TAMC) He nposomuiocs <1000 KYO/r
?;rfmﬁé{; KIiTTBKICTE IPIKUKOBIX Ta ITICEHEBIX TPHOIB T, <100 KYO/r
Escherichia coli He nposomuiocs BigcyTas/T
Micie KOHTPOIIO AKOCTL
Hasea sicys: CTHTOH XICTIAHISL, C.JL
K/Kactemmo, Nel
08830
Camr Boi e JInodperar (BapcernoHa)
IcraHia
Homep possomy: 0438

Homep ceprdirary GVP: NCF / 2344/002/CAT (GMP)

Amnarpenin 0,5 Mr (y BIITIAI TiIPOXIIOPINTY MOHOTIIPATY) Karicyrn! cepist Ne: 240212 3B einmoinae cremnidikarii CFPS NUS.89911 (2.0).
51 MiTBePIHKYEO, IO 3MICT IHOT0 COA € IPABITTEHIIM

K Bupano: IOnenis Mapickan OniBapec, Jarta Bugaqdi: 04 xoBTHa 2024
TOIIOBHHII (haxiBens i3 3abe3nedeHHs axocTi (PEJII3) Ile eneKTpOHHINT ITiImIC.

3eim: 244923 Jama: 04 scoemun 2024 p./ 12:28:09 Bio: LW7 _Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Anagrelide-Vista

Marketing Authorization number: UA/18972/01/01

Synthon item number: 394310

Batch number: 2402123B

Strength: 0.5 mg / Anagrelide

Dosage form: hard capsules

Packaging size and type: 100 capsules per bottle, 1 bottle 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 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 valdid number in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Current valdid number in EU:
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 and secondary packaging site:

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

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

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

Batch size finished product:

876 units

Version; MCOC . ESO1.AGL.cap0.5. Mistral Capital Management.UA.394310.05.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 nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

Number of relevant deviations: N |

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 Anagrelide 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.89911 (2.0) and is released for Mistral Capital Management Limited, |
UK, and for territory: Ukraine.

07 OCT. 2024

Signature: Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC . ESO1.AGL.cap0.5. Mistral Capital Management.UA.394310.05.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 niumero B-184.023, folio 43, tomo 30.987, inscripcion 1
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Synthon Hispania, SL

¢/ Castello, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

www synthon com

Synthon

Certificate of Analysis P
Anagrelide-Vista 0,5Smg Capsule
Lot Number : 2402123B
Item Number 1 394310 Date of Manufacture . 29-Apr-2024
Expiry Date : Apr-2027 Analysis Number 1,684,958
Reference : CFPS.NUS.89911 (2.0)
Tests Results Acceptance Criteria
Appearance Complies A capsule with an opaque white
body and cap. The capsule is
filled with white to off-white
powder.
Dissolution
Minimum 96 %
Maximum 101 %
Average 99 % > 80 % (Q) in 15 minutes
Number of Units Tested 6
Conclusion Complies, S1
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.3 %
Maximum (% of label claim) 104.7 %
Average (% of label claim) 101.0 %
RSD 26%
Acceptance Value 6.2 <15.0
Number of Units Tested 10
Identification
HPLC retention time Complies The same as Ref. St. Prep.
HPLC-UV Complies The same as Ref. St. Prep.
Assay (HPLC)
mg/capsule 0.49 mg/capsule 0.47 - 0.53 mg/capsule
% of label claim 98 % 95 - 105 %
Impurities (HPLC)
P#1501 (AGL related compound B) =0.1% <0.5%
P#1505 <0.1% <05%
Largest Unspecified Impurity <0.1% <02%
Total Impurities <0.1% <1.0%
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

Report: 244923 Date: 04 Oct 2024/12:28:09 From: LW7 Production




Synthon Hispania, SL

o/ Castello, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 93 401 516 Synthon
Fax +34 936 401 146
www._synthon.com

Certificate of Analysis coviiin
Anagrelide-Vista 0,5mg Capsule Lot Number: 2402123B
Quality Control Sites
Site Name: Synthon Hispania S.L.
C/ Castello, n° 1
08830
Sant Boi de Llobregat (Barcelona)
ES

Authorisation Number: 0438
GMP Certificate Number: NCF/2344/002/CAT

Anagrelide 0.5 mg (as hydrochloride monohydrate) capsules Lot No: 2402123B complies with the Specification
CFPS.NUS.89911 (2.0). 1 confirm that the content of this CoA is correct.

Issued by : Ylenia Mariscal Olivares Date of Issue :  04/Oct/2024
QA CMO Specialist This is an electronic signature

Report: 244923 Date: 04 Oct 2024°12:28:09 From: LW7 Production




JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpainy jJikapcbKoro 3acody

12.02.2025 Ne 6596/25/26

AHATPEJIII-BICTA

(nalimenyBanHs Nikapebkoro 3acofy 3riiHo 3 peecTpalifiHuM MocBiMeHHAM)
kancyaun Teepai no 0,5 mr; no 100 kancya y nasimui, no 1 nusimni y kaproHHiii nauui

(hopma BunycKy, 103yBaHHs, B NAKyBaHHs Jikapcbkoro 3aco0y)
Homep peectpauiiinoro noceinuenns UA/18972/01/01 crpox i peectpauiitnoro nocsiauenns 01,10.2026
Cepis nikapcskoro 3acoby Ne 2403691E KinbkicTh BBe3eHOrO Nikapcbkoro 3acoby 328

BupoGHuk Cinton Xicnanist, C.J1., Icnanis

(HakiMenyBanis BUpOGHMKA NikapCLKOro 3acody, Kpaina noxoukenns)

Beeseno B Ykpaiiy TOBAPUCTBO 3 OBMEXKEHOIO BIAIMTOBIJAJIBHICTIO
"BYCT ®APMA", inenr. von: 44107410

(naiimenysanus Ta ko 3a CJIPIIOY 1opuinanoi ocoGu abo npissrue. iM's. no 6arekosi Qisuinoi
ocobu - nianpuemus, i Miciie NPoXHBAHHA Ta peecTpauiiinuii HoMep 061iKOBOT KAPTKH NAATHHKA
noaarkis abo cepis Ta nomep nacnopra)

MpoTokoa Bisyansuoro konrpomo sia 12.02.2025 Ne 395/01.10-25/4.

3a pesynbTaTaMM ACPKABHOIO KOHTPOMIO BCTAHOBIEHO, W0 Jikapcbkuii 3aciG BBeseno B Ykpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA 11010 3a0e3neuenHs AKOCTi Nikapebkux 3acobis.

ﬂ_ Bikrop MAXHOBELIb

(nianuc) (iniiany ta npizsuine)




CinToH Xicnanin C.JI.
(Synthon Hispania S.L.)

Ceprugikar BigmosigHocTi

MicrieBa KoMepItiiiHa Ha3Ba: AHATPEJIIO-BICTA
Howmep PeecTpamniiiHoro mocBil4eHHs TiKapcEKOTO 3ac00y UA/18972/01/01

Homep mo3mmii B kommaHii Synthon: 394310

Howmep mapTii: 2403691E

Jlo3yBaHH:

0,5 Mr/ AHarpenin

Jlikapceka opma:

Kamncynu Teepui

Po3mip i TIm TaKyBaHHA:

100 xamcyn AN, 1 IiAmka y KapToHHii Kopooli

BupobHiya ginsHing A

CiHTOH ¢.p.0.
BpHeHcEKa 32 /mm. 597
M. BraHcko, 67801, Uecska Pecniydmika

Homep nineH3ii Ha BIPOOHIIIITRO BIIPOOHIMOI HimeHIIT ADI:

Sukls 69528/2024 (GMP)

BupobHirya ginsHImE "in bulk":

Cimron Xicmamia, C.JL
Byn. K/Kactenno, n°1, Caar boi ne JInodperart,
BapcenoHa, 08830 IcnaHis

Homep nineH3ii Ha BIPOOHIIITEO BIPoOHIMIOI MimeHImT "in bulk":

Tlotoumi nificHit HoMep B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotousnmii niftcHr HoMep B €C:

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

TlepBHHHE Ta BTOPITHHE [TAKYBaHHI:

Cimron Xicmamia, C.JL
Byn. K/Kactenno, n°1, Caar boi ne JItodperart,
BapcenoHa, 08830 IcnaHis

Homep nineH3ii Ha BIPOOHIIITEO MicIls HepBIIHHOIO Ta
BTOPHHHOTO ITAKYBAHH!:

Tlotoumii nificHiit HoMep B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotoummii niftcHirt HoMep B €C:

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

BinmoBinansHILT 3a BIIIYCK cepii:

Cimron Xicmania, C.JL
Byn. K/Kactenno, n°1, Caar boi e Jmodperart,
BapcenoHa, 08830 IcnaHis

Homep nineH3ii Ha BIPOOHIIITEO BIPOOHIIKA BiMIOBIIATEHOTO 32
BIITYCK cepii:

Tlotoumi nificHiil HoMep B VKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tlotoummii nificHirt HoMep B €C:

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

Po3Mip mapTii TOTOBOTO MPOIVKTY:

455 yIakoBOK

Ne BiIOBIIHIIX BiJIXIUIEHE:

NA

Pemapxka / koMeHTapi

NA

ITiv 3acBiAdyI0, IO HaBe/leHa BIIIle iHopMallis € ayTeHTHMHOIO Ta JOCTOBipHOLO.

Synthon

115 cepis mpoxykiii Oy7la BUTOTOBIeHA, BKIIOYAOTI NAKYBAaHHA (IKINO Ile MOJKHA 3aCTOCYBATII JO JAaHOIO BHIAJNKY) Ta IPOBEINeHH:
KOHTPOJIFO AKOCTi Ha BHINe3raJaHOMy MicIli (MicIAxX) BinmoBinHO no BiMor EU GMP MicIIeBOTO peryIATOPHOIO OpTaHY Ta BiIIOBiIHO
o crmermmdikaniil, 3a3HadeHIK y PeecTpaniiiHoMy HOCBiTHeHH] TiKapcBKOro 3aco0y KpaiHI-iMIopTepa, i 10 OYIB-AKIIX J0JATKOBIIX
BIIMOT, Y3TOIKEHIX B YTOi PO AKICTE.

JlikapcpKa cyOCTaHIlA AHarpelil] BIPOOILeTECA Bi/MOBLIHO 10 BIIMOT YItHHOT0 GMP.

By1o mepeBipeHO Ta BCTAHOBISHO, IO JOKYMEHTII 3 00poOKII, TAaKyBaHHSA Ta aHaJi3y HapTii BinmoBinaroTs BiiMoramM EU GMP.
TIpoIyKT BiIIIOBiNae QITHHIIM OCHOBHIIM HprHIMmaM BSE/TSE.

Byne-sAKe BiximieHHs 0y710 IpoaHalli30BaHO V 3aI0KYMEHTOBAHO. J[114 OyIb-AKOr0 BiIXIIIeHHS, AKe MOJKe BIUIIBATI Ha AKiCTH Ta'ado
Ha Oe3meKy HPoAyKTy (3HaUyIle BiIXIUISHHA), JOJA€ThCA 3BiT 1o CepTndikaTa BiIIOBIIHOCTI.

Pazom 3 BizmoBigaiv CeprHdikaToM aHaTi3y Heil JOKyMeHT cKIajac cepTHdikaT SKOCTi ITg J03BOIY Ha BIITYCK cepii JU1d mpoxaxy
cepii BIIe3a3HaUYSHOTO JIOKTAIHO PO3IIICAHOIO IPOAYKTY.

JHana cepit Binmorinae CFPS.NUS.89911 (2,0) i eumyckaeTses 11t Mistral Capital Management, UK Ta [u1g TepuTopii Vipaidm

ITigmmic: /Tionc/
Biatpic Xeppepoc
YmoBHOBa)keHa ocoba
VrnoBHoBaxkeHa ocoda Kommasii Synthon Hispania S.L.

Hara: 15 cians 2025 p.

Bepcia: MCOC.ES01.AGL.kamc.0,5. Mistral Capital Management.UA.394310.05.doc

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

Agpeca B IcnaHil: Kappep Kactenno 1| M1 Nlec Canivec | 08830 CaHT-Boit-ae-NboGperar | apcenoHa | Icnakis | 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 Bapcenonu 3a HoMepoM B-184.023, cTopiHka 43, ToM 30,987, 3anuc 1



Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Bo1 de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax. +34 936 401 146

WWW syntllon.com

CepTudikart aHaIizy

Synthon

Crop. 131

AHATPEJII/I-BICTA 0,5 mr kancyau

: 2403691E
: 394310

Homep cepii
Homep BHpPOOY
Tepmin npuaaTHOCT : cepmeHs 2027

BupoOHHYA JiTEHANSA : CinToH Xicnania, C.JI.

JlaTa BHpoOHAITBA

: 27 cepuns 2024

Hocaigxenns PesyabTatH Kpnrepii npaiiMmanasa
Omnc Bigmoeigae Kamncyna 3 Hempo30piM OLTIM KOPIIYCOM Ta
KPHINeTIKOI0. BMICT Kameymi — HopoIIok
oitoro abo Mailke OLTOTO KOJIBOPY
Poszmimenns
MiHIMyM 94 %
MaxcimyMm 100 %
Cepe[He 3Ha9eHHA 98 % = 80 % (Q) 3a 15 xBIuIHH
KinpkicTs BuNpo 6YBaHHUX OIHHINIE 6
BrcHoBOK Bimmosizae, S1
OIHOPIIHICTE T030BaHIX OIHUHIIIE Bimmoeinae Biamoeigae €sponeiicskiit @apmaromnei 2.9.40
MirimyM (% BiT 3a9BIeHO] KUTBKOCTL) 96,7 % .
MarcimyM (% BiI 3aABTeHOT KITBKOCTI) 1054 %
Cepere 3HaqenHs (% BiJ 3asBIeHOI KITBKOCTI) 101,3 %
Jloza, IoR’A3aHa 3 pH3IKOM 2.8%
TTokasHHK MPIITHATHOCTI 6,7 <15,0
KinpkicTs BUTIPOOYBAHUX OIIHINIE 10
Inentndikamis
BEPX uac yIpuMaHHA Bignogigae Bigmogijiae cTaHIapTHOMY PO3THHY
BEPX-V® Bignoeigae Bigmogijiae cTaHIapTHOMY PO3THHY
Kinskicue BuzHagenns (BEPX)
MI/KAacymy 0,50 Mr/kancyry 0,47-0,53 mr/xamcyy

% BLI 3aABIEHOL KITBKOCTI
Cynpogimai gomimxn BEPX
P#1501 (cymyrusa gomimka B)
P#1505
MakciMalbHa HecIlennhikoBaHa JOMiIIKa
CymMa JoMIIIoK
Mikpobionoridna gacToTa

3aranbHa KITBKICTE aepoOHIX MikpoopraHizMmis (TAMC)
3ararsHa KUTBKICTE JPIsK/DKOBIIX Ta IUTiICEHEBHX TPHOIB
(TYMC)

Escherichia coli

101 %

<0.1%
<0.1%
<0,1%
<0.,1%

He nporomiocs
He nporomiocs

He nporomiiocs

95-105 %

<0,5 %
<0,5%
<0,2%
<1,0%

<1000 KYO/T
<100 KYO/T

BigcyrusaT

ITa cepis BimmoBinae cremidixanii CFPS.INUS.89911 (2.0).

BumgaHo: Mapig Xoce Pobnec MapTines,

roJIoBHNII haxiBe1rp i3 3abe3neuenns axocti (PEJI3)

Jara Bugaqi: 15 ciang 2025
ITe emeKTpOHHMIT ITiIITIC.

3eim: 250662 Jama: 15 ciuna 2025p./ 11:44:40 Bio: LW7 _Production




Synthon Hispania S.L.

Certificate of Conformance

Synthon
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Local trade name:

Anagrelide-Vista

Marketing Authorization number: UA/18972/01/01
Synthon item number: 394310

Batch number: 2403691E

Strength: 0.5 mg / Anagrelide

Dosage form:

hard capsules

Packaging size and type:

100 capsules per bottle, 1 bottle 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 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 valdid number in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Current valdid number in EU:
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 and secondary packaging site:

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

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

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

Batch size finished product:

455 Pack

Version: MCOC.ESO1.AGL.cap(.5.Mistral Capital Management.UA.394310.05.doc

Synthon Hispania S.L.! CIF: ES B-61739645
C/ Castelld 1/ P.l. 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, inscripcién 1



Synthon Hispania S.L.

Synthon |

Certificate of Conformance

page 2/2

Number of relevant deviations:

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 Anagrelide 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.89911 (2.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

Beatriz Herrepds

15 ENE. 2025

Signature: Date:

| Qualified Person Synthon Hispania S.L.

Version: MCOC.ESO1.AGL.cap().5.Mistral Capital Management.UA.394310.05.doc
Synthon Hispania S.L. CIF: ES B-61739645
C/ Castelld 1! P.l. 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 numero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL

o/ Castells, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

Synthon

www.synthon.com
Certificate of Analysis Pupslola
Anagrelide-Vista 0,Smg capsule
Lot Number . 2403691E
Item Number 1394310 Date of Manufacture . 27-Aug-2024
Expiry Date . Aug-2027
Manufacturing Site . Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies A capsule with an opaque white
body and cap. The capsule is
filled with white to off-white
powder.
Dissolution
Minimum 94 %
Maximum 100 %
Average 98 % > 80 % (Q) in 15 minutes
Number of Units Tested 6
Conclusion Complies, S1
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 96.7 %
Maximum (% of label claim) 105.4 %
Average (% of label claim) 101.3 %
RSD 28%
Acceptance Value 6.7 <150
Number of Units Tested 10
Identification
HPLC retention time Complies The same as Ref. St. Prep.
HPLC-UV Complies The same as Ref. St. Prep.
Assay (HPLC)
mg/capsule 0.50 mg/capsule 0.47 - 0.53 mg/capsule
% of label claim 101 % 95-105%
Impurities (HPLC)
P#1501 (AGL related compound B) <01% <05%
P#1505 <0.1% <0.5%
Largest Unspecified Impurity <0.1% <02%
Total Impurities <0.1% <1.0%
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.89911 (2.0).

Report: 250662 Date: 15 Jan 2025/11:44:40 From: LW7 Production




Synthon Hispania, SL

c/ Castelld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Synthon

Page 2 of 2

Certificate of Analysis

Anagrelide-Vista 0,5mg capsule

Lot Number: 2403691E

Issued by : Maria José Robles Martinez
QA SHIS Specialist (RELEASE)

Date of Issue :  15/Jan/2025
This is an electronic signature

Report: 250662 Date: 15 Jan 2025/11:44:40 From: LW7 Production
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