JIEPHJTIKCIIY XBA YKPAIHUA
NEPYKABHA CJVYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMX y m. KHEBI

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

BUCHOBOK
Npo siKicTL BBe3eHoro B YKpaiiy JiKapchbKoro 3acoby
22.11.2024 Ne 61994/24/26
AHATPEJI-BICTA

(vaitmeHyanns sixapeskoro 3aco0y sriguo 3 peccTpaui 1M MOCBIAYCHHAM)
kancyn Teepai no 0,5 mr; uo 100 kaneyn y msiid, o 1 nasimd y kapTonnii nayvnd

(popma BUOYCKY, ROIYBANHS, BUIL 1AKY BAHHS Aikapebkoro 3acoby)

Homep peectpauiitsoro nocsinuents UA/18972/01/01 erpox aii peccrpantiiinoro nocsinuennsa 01.10.2026

Cepis nikapcbroro sacofy Ne 2402123B Kinbkicts sseseroro jikapebioro 3acoby 500
Bupobunk Cigron Xicnanis, C.JL., Icnanis

(naiiMenysants supobiiia SKAPCLIOro 3aco0y, Kpatia HOXOUKCHIS)

Baeseuo B Y kpaiiy ToBapHCTBO 3 00MEMKEHOKO pinnosipaabuicrw "BYCT OAPMA",
inenr. wou: 44107410

(HaliMCHYBAHIS Ta KOA 32 CJIPTIOY topumuuioi ocoln abo npisauiie, iM'st. 110 GaTbKOBI
(izuauol ocobu - nianpuemud, i MICHC IPOXCMBALITS TA PECCTPaUiHHKMI HOMED oBaikosoY
KapTKH rIaTHHKA nojaTkis abo cepis Ta HoMep nacnopTa) )

TIpOTOKOI Bi3yaNbHOTO KOUTPOIIO Bt 22.11.2024 Ne 4068/1.

3a  pesyanTATaMM  JEPWABHOr0  KOHTPOMO BCTAHOBNEHO, L0 JHKApChKUH saci6 mpeseHo B Yxpainy 3
AOTPHMAHHIAM BuMoOr 3aK01IOAABCTBA W00 3a0e3neHcHHs AKOCTI J1iKapChKHX 3ac06iB.

Fa

//\/}
4 :
G Muxona XOJIOAEHKO
\‘()n'rp(),ln()) “(nimmc) (iniuiany Ta npiaBKiLe)

P oo 7 Cer )

7 (7. e L,)/

gy
R

i




Cinron Xicnania C.JL.
(Synthon Hispania S.L.)

Ceprudikat BigmosigHocri

Micriesa koMepilifina nassa: AHATPEJIA-BICTA

Hoaiep Pecerpauiituoro nocsinuenss sikapeskoro sacody UA/18972/01/01

Homep nosuuii 8 xomnanii Synthon: 394310

Howmep naprii: 24021238

JlosyBaHus: 0,5 mr/ Anarpenin

Jikapeska Qopmas Kancyin reepui

Po3Mmip i THIT makyBanus; 100 kancyn s, | nasmika y kapronuiit kopoGui
CinToH ¢.p.o.

Brpodua junnnmge Adl Bpuenesia 32 /. 597
M. briancko, 67801, Yechka Pecrybiika

Honep nitensit Ha BUpoGHMUTREO BHpoORHYOT AlsHuii AOIL: Sukls 69528/2024 (GMP)
Cinron Xicnanis, C.JI.

Bupobuuua ginbiuus "in bulk'™: Byst. K/Kacremno, n°l, Canr Boi ge Jno6perar,

bapcenona, 08830 Tcnanis

Honep nitensii na srpoduuureo BupoGHudol ginsrmy "in bulk”: | lotounuit gificuuit womep 8 Ykpaini:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Horounnii gificuuit nomep B €C:

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

Cinron Xicranis, C.JI.

[Tepruutie Ta BropHiHe NaKyBans: Byn. K/Kacrenno, n°l, Caur Boi ge JInodperar,
bapcenona, 08830 Icnauis

Hosep niucusii na BUpoSHuiTeo Micus nepBuHHoOro Ta Torounuii gificunii nomep B Vkpaini:

BTOPHHHOIO 11aKyBAIIHS: 0438 (ML) / NCF / 2344/002/CAT (GMP)\

Motounuit giiicuuit nomep B €C:

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

Civron Xicrnanis, C.JI.
Bianoginansuuii sa Bunyck cepii: Byn. K/Kacrenno, n°l, Caur Boi ae JInoGperar,
Bapcenouna, 08830 Icnauis

Horounuii gifichuit Homep B Ykpaiui:
Hoxtep sinensii na pipodinnrso snpoGuika sizosiganniora sa | 0438 (ML) / NCF / 2344/002/CAT (GMP)\

BUITYCK cepil: MMorounuii giicHnit Homep B CC:
0438 (ML) / NCF /2344/002/CAT (GMP)
Posmip naprii roToBoro npoaykty: 876 ynaxkorok
No  BUITOBIIHMX BiZXMIICHD: NA
Pemapknt / komenTapi NA

Llim sacsingyio, WO HABEAEHA BHULC i OPMALIL ¢ ayTCHTHUIION Ta JAOCTOBIPHOLO.

st cepis npoaykitiy 6ysia BHIOTOBIICHE, BKIIIOUAKOMH MAKYBAHHA (AKILO Le MOXHA 34CTOCYBATH JIO AAaHOTO BHIIAAKY) Ta [IPOBEACHHS
KOUTPOIIO SKOCTI Hal BUULE3T/IaHOMY Micli (Micuax) Bignosigio g0 sumor EU GMP sicuesoro PETYNIATOPHONO OPraHy Td BIATOBIAHO
Ho eneumrdikauii, 3aznaveuux y Peectpauiiinomy noceiauenni nikapenkoro 3acoly KkpaiHn-iMioprepa, | A0 Gyab-AKUX QONATKOBHX
BHMOU, Y3FOJUKEHIX B YOI [1pO 5KICTD.

Jlikapebka cyberanitis Anarpenin BUpo6IACTLCS BiAMOBIHO 710 BUMOT unHHOrO GMDP.

Byaro nepesipeno ta BeranoBieno, mo 10kyMenTit 3 06poGin, MAKYBARHA Ta aHailizy napTii sinosigaots suMoram EU GMP.
Tpoayxr Bianosizac yunium ocHoBiiM nipuiiuunam BSE/TSE.

Bynn-sixe Bigxunenns 6yno npoananisoBano y sagoxymentosato, s ByNb-AKOTO BIAXIUICHHS, AKE MOWE BIUTWBATH Ha AKICTh Ta/al0
Ha OE3NEKY NPOAYKTY (3HAUYIIE BUIXMICHHS), JOJLETHCS 3BIT /10 Ceprudikara Bianosigrocri.

Pasowm 3 Bignosigmum Ceprudikarom ananizy ueit JokyMmenT ckiajae ceprriixat gKoCTi 1St H03BOMY Ha BHITYCK cepii JUis Npoaaxy
cepii BHIIE3a3HAUEHOTO JOKTAAHO PO3MHCAHOTO MPOAYKTY.

T Hana eepian sianosiae CEPS.NUS, 8991 | (2,00 1 sinycsacrnes s Misteal Capital Management, UK va st tepuropit Ypaiuu

Minnvce: /1Tionuc/ Hara: 07 swosrus 2024 p.
biatpic Xeppepoc

YrnosHopakeHa ocoba
YnoeHoBaxeHa ocoba kommnanii Synthon Hispania S.L.

Bepeis: MCOC IESO1.AGL. kanc.0,5 Mistral Capital Management.UA.394310.05.doc

«Cinton Xicnawis C.J1.»{Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca g lcnanit: Kappep Kacrenno 1| I'.1. Nec Canivec | 08830 Cant-bow-ge-fNeobperat | Bapcenosa | Icnania | Ten.: +34 936 401 516 daxc: +34 936 401 146
(C/Castello 1| P.l. Las Salinas | 08830 Sant Boi de LLaobregat | Barcelona | Spain)

n cony | 3apeecTposara y TosapHomy peecTpi GapcenoHu sa HomepoM B-184.023, cTopiHka 43, Tom 30.987, 3anuc 1




Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Ceptudikar ananisy

Crop. 131

AHATPEJIJI-BICTA 0,5 Mr kancyman

:2402123B
: 394310
: kBiTenn 2027

Homep cepii
Honep Bupody
Tepmin npuaaTHocTi

Jlara BUpOOHMIITEA

Amnajis nomep

: 29 kBiTus 2024
: 1,684,958

Crneundikanis : CFPS.NUS.89911 (2,0)
Jocnigkenns PesyabTaTn l Kpurepii npuiiManns
Onne Bluiosigac Kancyna 3 HClpo3opun 6ilim KOpiycos Ta
KPUILICUK010, BMICT KalCylli — OPOLIOK 01010
abo Maitxe 6inoro kKoaBOPY
PozunseHHs
MinimMym 96 %
Makcumym 101 %
CepeniHe 3HaYEHHS 99 % > 80 % (Q) 3a 15 xBHiMH
KinpKicTb BUNPoSYBaHNX OONHHUD 6

Bucnosok
OnnopiaiicTs J030BaHUX OJIMHKILL
Minimym (% Bix 3assiieHol kiLkocTi)
Maxkcumym (% BijL 3asBIICHOT KiNBKOCTI)
Cepeance snaveans (% Bijl 3asBIeHOl KinbKocTi)
Ilosa, noB’s3ana 3 PU3UKOM
TToxa3umk NpHIAHATHOCTI
KinpKkicTh BHIIPOOYBAHHUX OJUHKILL
LuenTudixanis
BEPX uac yrpuMaHHs
BEPX-Y®
Kinexicne suznavenus (BEPX)
mr/kancyiy
% Bix 3aABJICHOT KiTLKOCTI
Cynpogizni gomimxs BEPX
P#1501 (cynyrus nomimxa B)
P#1505
MakcuManbHa Hecreuudikopata ToMimka
Cyma JOMIlIoK
Mikpobiosnoriyna yactoTa
3aransha KibKicTb acpobamx Mikpooprauismis (TAMC)
BaranbHa KilbKiCTh APDKIKOBMX Ta IIIICCHEBHX rpHGiB
(TYMC)
Escherichia coli

Bignosinae, S1
Bignosinae
96,3 %

104.7 %

101.0 %

2,6 %

6,2

10

Biunosigae
Bianosigac

0,49 mr/xancyny
98 %

<0,1%
<0,1%
<0,1%
<0,1%
He nposoamiocs

He rpoBoamsioch

He npoBoniioch

Bianosizac Caporieifcnkiii Gapayaxoriei 2.9.40

<15,0

Binnosigac crangaprHoMy postiuny
Biarnosigac CTaHAAPTHOMY PO3YHHY

0,47-0,53 mr/kancyny
95-105 %

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

<1000 KYO/r
<100 KYO/r

Bijgcyrms/r

Miclie KOHTPOIIO SKOCTE
Hasea micys: CIHTOH XICITAHISA, CJL
K/Kacresno, Nel
08830
Carr Boi sie JinoGperar (Bapceona)
Tenanis
Homep nossony: 0438
Homep ceprudicary GMP: NCF / 2344/002/CAT (GMP)

Asarperin 0,5 Mr (Y BUNI TAPOXTOPHITY MOHOTIAPATY) KariCyih cepis Ne: 2402123B sizmosizac criemmidikauii C FPS.NUS.89911 (2.0).

ST miTBEpIDKY10, 110 3MicT 1Horo COA ¢ IpaBiIIbHIM

Kum ugano; HOineunis Mapickan Onisapec,
rososHMi (paxireun i3 3abesnevennus gkocri (PEJII)

Iara supaui: 04 sxoBrHa 2024
Lle enewrponnuii mijnuc.

Baim: 244923 Jume: 04 sicosmis 2024 p./ 12:28:09 Bio: L7 Production




Synthon Hispania S.L.

Certificate of Conformance

page 172

Local trade name: Anagrelide-Vista
Marketing Authorization number; UA/S972:01/01
senthen stem number EREERM
Batch number: - 240212318
F Strength: 0.5 mg 7 Anagrelide
I'.)r).s;ig, orm: hard capsules
Packaging size and type: o 100 capsules per bottle, 1 hotle per carton box
;\I‘;nm‘f}\(tmriné site APL Synthon s.ro.

Brnenska 32/¢p. 397,

Blansko, 67801, Czech Republic

- Authorization number of Manufacturing sukls 695282024 (GMP)
Csite APL

Manufacturing site Bulk Drug Product: Synthon Hispania, S.1.

C/Castelto n® 1, Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization sumber of Manufacturing 1 Current valdid number in U A
i Bl Prag Prodie OIS ML) NCE 2344002 CA L (GMDP)

Current valdid number in U
G438 (ML) NCEF234£002°CAT (GMP)

¢ Primary and seeondary packaging site: Synthon Hispania, S.1.
CCeCastellosn® 10 Sam Boi de Llohregat.
‘ 830

Barcelona. 08830, Spain

Muanufacturing Authorization number of Current valdid number in UA;
- primary and secondary packaging site: EO438 (MDY NCE23447002°CAT (GMP)

Current valdid numboer in FU

0438 (ML) NCF2344:002° CAT (GMP)

Responsible for batch release ¢ Synthon Hispania, S.1..
documentation: CCastello. n® 1, Sant Boi de Liohregat.

Barcelona, 08830, Spain

Authorization number of site responsible Current valdid number in UA:

e hatchrelease docamentation, OIS OME NCE 2344002 CA T (GMP)

Lmrcm \!:;ldid number in EUL
0438 (MLY NCF2344:002:CAT (GMP)

Batch size tinished product; 876 units

Yorsien MOOC |

PAGE uapt S Mistal Capitd Manugememt UA 3931005 doc




ynthon Hispania .L.

Certiticate of Conformance

page 20

Number of refevant deviations:

Remarks/comments: NA

| hereby certify that the above information 1s authentic and aceurate,

This batch of product has been manufactured mchuding packaging (if applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirenients 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 s Quality Agreement.
The drug substance Anaurclide is produced according o current GMP

The batch processing, packaging/labeling and analysis records were reviewed and found to be in comphiance

with EU GMP.

The Product complics with the current BSE/TSE guidelines,

Any deviation has been assessed and documented. For any devistion that might have ao influenee 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 docunent forms the qualiey batch reloise
certification for sales for the above detailed product batch,

The batch complics with CFPS.NUS.8991T (2.0) and i released for Mistral Capits! Monagement Limited,

UK, and for territory: Ukraine.

Signature: Dyates

Qualified Person Synthon Hispania 8.1,

Version: MCOC ESOTAGL capt s Mistal Capial Management UA 394310 0% doe
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Certificate of Analysis

Pape ol 2

Anagrelide-Vista §1,3mg Capsule
Lot Number ;24021238
frem Nutrber 1394310
Expiry Dae CApr-2027

Reference

T CFPSNUSEMLQ.0)

Date of Manufucture

Analysis Number

T 2Y-Apr-2024

1,684,958

Tesig

Hesnlts

Acceptance Criteria

Appedrance

Z>|>5‘11z11i:1.11
Niimmum
Madmum
A\'ctiu;‘;(‘
Number of Units Tested
Conclusion »
Uniformity of dosage units
Minimum ("o of labe! claim)
Maximum (% of label claim)
/&w’mgﬁ (%% of tabel claim)
LS
Acceptance Value
Number of Units Tested
Fentitication
HPLA retention time
HPEC-UY
A (HPHCY
mgcapsule
%o of Tabel claim
impurities (JIPLC)
PHI01 LAGL rekited compound B)
PEISOS
Largest Unspecified impurity
Total Impuritics
Microbial contamination
Total serahic mivrobial coant (FAMCY
Total combined yeasta/moulds count (1'YMC)

Escherichia coli

Complics

U6 %
HO R

G99 04

0

Comoplics, St
Complies
9.3 %

104.7 %
101.0 %
20"y

6.2

34

Complics

Complies

0.49 mpieapsule

98 %%

<~ A1) 0
“ (L] %
<O Y%

AL %

Nat Performed
Not Perfornmed

Not Pertormed

A capsule with an apague white
hody and cap. The capsule iy
filled with white 1o off-white
powder.

= 80 %% () in 15 minutes

Complics with Ph Eur. 2,940

L1580

The same as Ret St Prep,

The same as Rel” St Prep.

047 « 0,53 mgieapsule

9% - 105 %

< 1000 CFU
5 100 CFLg

Not present/y

Hopart 254823 Dot 89 Oor Q0582 508 Frome P17 Producion




Synthin Hispama, 81,
oHastelin, |
ORR30 Sant Kol de Llobregat

Barvel Spain
Tel. «34 936 401 516
Fay 349236401 146

www symhon.com
. Page 2oi 2

Certificate of Analysis

Anagrelide-Vista 0,5mg Capsule Lot Number:  2402123B

Quality Control Sites
Site Name: Synthon Hispania S.1..
C/ Casteltd, n" 1
(8830
Sant Boi de Liobregat (Bareelona)
LS

Awthorisation Number: 0438
GMP Certificate Number: NCF23447002/CAT

Anagrelide 0.5 mg (as hydrochloride monohydrate) capsules Lot No: 24021238 complies with the Specification
CFPSNUSRYOTT (2.0). 1 confirm that the content of this CoA s correct.

lssued by : Ylenia Mariscal Olivares Daie of fssue :  04:0¢2024
QA CMO Specialist This is an electronic signature

Hopors, 24933 xare O 202412 2R0U Prom DIET Prashiction







