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.
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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
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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

[




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
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