AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BHUCHOBOK
PO SAKICTH BBE€3€HOI0 B YKpaiHy JiKapcbKoro 3acody

02.09.2024 Ne 44420/24/26

@IHI'OJIMOI-BICTA

(HaiiMeHyBaHHA NikapchkKoro 3acoby 3rijiHo 3 peecTpallifiHiM MOCBIIMEHHIM)
kancyyau mo 0,5 mr; mo 7 kancya y oJricrepi, mo 4 dJricreps B KAapTOHHIH KopoO1i

(dopma Bunycky, K03yBaHHs, BHI [1AKyBaHH JlikapcbKoro 3aco0y)
Howmep peectpauiitnoro nocsimaenns UA/17846/01/01 crpox nii peectpauiiinoro nocsinenns 17.12.2024
Cepis nikapcbkoro 3acoby Ne 2304934C KinbkicTh BBe3eHOrO Jikapcskoro 3acoby 533

BupoGuuk Cinron Xicnanis, C. JI., Icnanist

(HaiiMeHyBanHs BHpoGHHKa JlikapceKoro 3aco0y, KpaiHa NOXOKEHH)

BeeseHno B Ykpainy ToBapucrBo 3 06mMexenor0 BignosinansuicTio "BYCT ®APMA",
inenT. xon: 44107410

(naitmenyBanus Ta kon 3a €JIPIIOY 1opuauuHoi ocobu abo npizBuile, iM's, no 6arbkosi
(pizuunoT 0cobH - nianpuemus, if Miclie POMXHBAHHA Ta peccTpaliiuuit Homep o6iikosoT
KApTKH NaTHHKA NojaTkis abo cepis Ta HOMEp nacnopra)

IpoTtokoa Bisyansnoro kontposio Bia 02.09.2024 Ne 2945/1.

3a pesynbTaTaMM JEpPKaBHOrO KOHTPOJIIO BCTAHOBNEHO, 11O Jikapchbknid 3aci6 BBeseHo B VYikpaiHy 3
JAOTPHMAHHSAM ByMOTr 33aKOHOJABCTBA 100 3a0e3neueHHa AKOCTI JiK

bKHX 3ac00iB.

Muxkona XOJIOJEHKO

(mianuc) (imiwiany Ta npizeuLe)




CinrTon Icnanis C.JI.
(Synthon Hispania S.L.)

Synthon

Ceprudikar BignoBinHocTi

Miciepa KoMepIliiiHa Ha3Ba:

®inroaimoxn — Bicta (Fingolimod - Vista)

Howmep PeecTpartiiiHOTO IOCBUTIEHHS TIKAPCHEKOTO 3aC00Y:

UA/17846/01/01

Howmep Bupoby B koMmanii Synthon:

388710

Howmep cepil:

2304934C

Konnentpartis:

0,5 mr / @igromiMor

Jlixapceka dopma:

KaIlcy Il

Po3Mip i BIJI TAKYBAHHS :

7 xancyn y 6mictepi; 4 6IicTepH B KapTOHHII KopoO1il

Bupobunga gimsamms ADI:

CiuToH c.p.o.
Bpuenceka 32 /em. 597
M. Brancko, 67801, Yecska Peciybimixa

Howmep mireH3ii Ha BHpOOHHITRO BHIpo OHIIOI minpHmI A®I:

sukls 132091/2021 (API GMP)

Bupobunaa gimsHmms "in bulk":

CigTon Ynm JItx
Ex Kactamo Ne 145, Jlamme,
CanTtearo, 0000, Yl

Howmep mireHsii Ha BHPOOGHNIITRO BHPOOHNIKA BiAIOBIIATEHOTO
3a BupobHIuTEO "in bulk":

3850 (ML)/NL/H23/2074700 (GMP)

MicIie IepRHHHOTO | BTOPHHHOTO MAKyBaHHS:

Cinron Ymmi JItn
Ex Kactamo Ne 145, Jlamme,
CanTtearo, 0000, Yl

Homep mireH3ii Ha BHPOGHIIITRO MicIiS IEPRIHHOTO 1
BTOPHHHOTO IIAKYBAHHS:

3850 (ML)/NL/H23/2074700 (GMP)

BiamoBiansHILI 3a BUITYCK cepil:

Ciuton Xicnanig C.JL
K/Kactemno, Nel,
Caut Boi e JInobperat Bapcenona, 08830 Icnanis

Howmep mireHsii Ha BHPOGHIIITEO BUPOOHIIKA BiIOBIIATEHOTO
3a BHIIYCK cepil:

Tlorowminl aificHil HoMep B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT (GMP)\
Tloroumimt aificHmit Homep B €C:

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

Po3sMip cepii roTOBOTO IPOAYKTY:

533

KiTbKicTE BIOIOBIIHIIX BIIXILIEHE: /NA
Pemapxu / koMeHTapi: /NA

ITrv 3acBLTIYIO, IO HaBeIeHa BHINe IHPOPMAIIis € ayTeHTIMHOIO Ta JOCTOBIPHOIO.

114 cepis mpo IyKIil Oy71a BITOTOBIEHA, BKIHOYAKYI MTAKYBAHHA (SKIIO I1e MOJKHA 3aCTOCYBATII J0 JAHOTO BITAIKY) Ta IPOBEIeHHA
KOHTPOJIO SKOCTI Ha BHINE3IrafaHoMy Micmi (Micisax) BimmoBiguo g0 BiMor EU GMP MIcCIIeBOTO peryIaTOpPHOTO OpraHy Ta
BiAmoBigHO 10 crrenudikariil, 3a3HaveHnx y PeecTpaniiiHoMy HOCBITIeHHI TIKapCcLKOro 3acoby KpalHi-iMmopTepa, 1 10 6yas-saxiux

JOOATKOBIX BIIMOT, ¥3TO/UKEHIIX B yTOJIi IIpo SIKICTE.

Jlikapcpka cyocranmia QiHromiMoxy BHpoOIAETECS BIATOBLTHO 10 BIMOT YHHHOTO GMP.

Bymo mepeBipeHO Ta BCTAHOBJIEHO, IO JOKYMEHTH 3 00po0OKIl, IaKyBaHHS Ta aHATI3Y cepil Bimmoeigarors Biumoram EU GMP.

TIpoayKT BiAMOBIga€ THHHIM OCHOBHIIM IpuHImmnamM BSE/TSE.

Bymb-sike BiaxiieHHs OyI0 IpoaHATi30BaHO 1 3aJ0KyMeHTOBaHO. [ OyIs-AKOTO BIIXIUIEHHS, SKe MOXe BIUIIBATI Ha AKICTH

Ta/abo Ha Ge3meKy IpoAYKTY (3HAaUYINe BiIIXIIEHH), 101a€Thes 3BIT 10 CepTudikaTa BiIIOBIIHOCTI.

Pazom 3 BimmoBigmmMm CeprudikaToM aHamizy Iell TOKYMEHT € TO3BIMBPHIM cepTH(]IKaTOM SKOCTI Ha BHIIYCK IapTii cepil
BHII€3a3HAYEHOTO JOKJIAJHO PO3INICAHOTO IPOAYKTY /I IPOIAXKY.

ITa maptisa Biznosinae CFPS.NUS. 78193 (2,0) i BumyckaeTscs 1 komnanii @apManeBTiaHa KoMnasis Bicta, Yipaiza.

IITramMm
Iigmmc: Axna MapTiHes
VnoBHOBaKeHa ocoba
YrnosHoBa:xkeHAa ocoda CinToH Xicmania C.JL.

Hata: 12 ceprms 2024 p.

Bepcia: MCOC.ES01.FGD.hcl.cap0.5 Mistral Capital Management.UA.388710.04.doc

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

Anpeca B lcnauit: Kappep Kactenno 1 | LI Mec Canivec | 08830 CanT-Boit-ae-TinoGperar | BapcenoHa | Icnakia | 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 Hispania, SL

¢ Casteld, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel +34 936 401 516

Fax +34 936 401 146
www.synthon com

CepTtudikat aHaATIZY

®dinroaimoa — Bicra 0,5 mr Kancy.au, Teepai

Homep cepii :2304934C
HomMep BHpoOy : 388710
Tepmin npugaTHOCTI : I'pyznens 2026

BupooHHnua Ji1bHHANSA

: CigroH Yumi JITh

JlaTa BHPOOHHIITBA 121 rpynua 2023

BunpodysaHHs PesyasTaT Kpurepii npuiiMaHHsa
TBepa KelaTHHOBA Karcyna 16 MM
30BHIMMHIIT BUTIIA Bigmogiae (po3Mip 3) 3 GimHM TLTOM Ta KPUIIEUKOIO
7KOBTOT' 0 KOIIBOPY
Inentudikamig (hiHromimor)
BEPX uac yTpumMaHHA Bigmogiae Taxkuil camiil, K Y CTaHAapTHOTO PO3UHHY
Buict (dirromimon)
MI/KaTCyITy 0,482 mr/kamcymy 0,475-0,525 mr/kancymy

% BIJ 3agBJIEHOTO
CymyTHI JOMIMIKI
M#1112
MaxkcuManbHa HeclienpikoBaHa
CyMa JTOMIIIoK
Po3unHeHHA
MiziMyMm
Makcumym
CepenHe 3HaUeHHS
KinekicTh BUIIPOOYBaHUX OJHHHITH
BHCHOBOK
OIHOPITHICTH J1030BaHUX OJHHHUIIb
MiniMansHuii (% BiA 3asBIeHOT0)
MaxkcuManbHHil (% Bi 3asBIEHOT0)
CepepHill (% BiJ 3asBIE€HOT0)
Jo3a, IoB’g43aHa 3 pH3HKOM
TToKa3HIIK MPIITHATHOCTI
KITBKiCTh TPOTECTOBAHIIX BIPOOIB
MikpobionoriuHa 9ucTora

3arajbHE WIICIIO aepoOHIIX MIKpOOpTaHi3MIB

(TAMC)

KombiHoBaHa 3araabHa KiIbKiCTB
IpbkmKiB/maicHaBIX rpudie (TYMC)
Escherichia coli

96%

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

92 %

99 %

95 %

6
Bimmosigae, S1
Biamosigae
93,5%
99,9%
97.,6%
2.2%

6.1

10

<100 KYO/r

<100 KYO/r

BiamoBinae

I1g cepis BigmoBigae crermugikanii CFPS.NUS.78193 (2.0).

(95-105 %)

<0.8%
<0.8%
<2.5%

> 75 % (Q) 3a 30 XBIINH

Biamogijiae €Bpomneiicekiili ®apmakorei 2.9.40

<15,0

<1000 KYO/r

<100KYO/r

BiacyTtai/T

Kim Bumano: AHapea Jlomes I6aHes

TONIOBHHII (paxXiBellb i3 3a0e3MedeHHS IKOCTi

Jata Bujaui: 12 cepmusa 2024p.
Ile eneKTpOHHMIT ITi/TIIIIC.

3eim: 241779 Jama: 12 cepnua 2024p../08:06:31 Bid: LW7 Production




Synthon Hispania S.L.

Synthon
Certificate of Conformance
page 1/2

Local trade name: Fingolimod - Vista
Marketing Authorization number: UA/17846/01/01
Synthon item number: 388710
Batch number: 2304934C
Strength: 0.5mg / Fingolimod
Dosage form: capsules
Packaging size and type: 7 capsules per blister; 4 blisters per carton box
Manufacturing site API: Synthon s.r.o.,

Brnenska 32/cp. 597,

Blansko, 67801, Czech Republic
Authorization number of Manufacturing | sukls 132091/2021 (API GMP)
site API:
Manufacturing site Bulk Drug Product: Synthon Chile Ltda.

El Castano No 145, Lampa,

Santiago, 0000, Chile
Authorization number of Manufacturing | Current valid number in UA:
site Bulk Drug Product: 3850 (ML)/ NL/H23/2074700 (GMP)
Primary and secondary packaging site: Synthon Chile Ltda.

El Castano No 145, Lampa,
Santiago, 0000, Chile

Manufacturing Authorization number of | Current valid number in UA:
primary and secondary packaging site: 3850 (ML)/ NL/H23/2074700 (GMP)

Responsible for batch release | Synthon Hispania, S.L.
documentation: C/Castello, n°1,8ant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible | Current valid number in UA:

for batch release documentation: 0438 (ML)/ NCF/2344/002/CAT (GMP)
Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)
Batch size finished product: 533 packs
Number of relevant deviations: /NP
Remarks/comments: /N

Version: MCOC.ES01.FGD.hel.cap0.5 Mistral Capital Management. UA.388710.04.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 nimero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon Hispania S.L.

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 Fingolimod 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.78193 (2.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

1 2 AUG 2024

Signature: Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.FGD.hcl.capl.5.Mistral Capital Management.UA.388710.04.doc




Synthon Hispanis, SL.
o Castell6, 1

08830 Sant Boi de Liobregat
Barcelona - Spain

Tel. +34 936 401 516
Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis

Synthon

Page 10f1

Fingolimod-Vista 0.5mg Capsule, hard

Lot Number 1 2304934C
Item Number . 388710 Date of Manufacture : 21-Dec-2023
Expiry Date : Dec-2026
Manufacturing Site : Synthon Chile Ltda.
Tests Results Acceptance Criteria
Appearance Complies Hard gelatine capsule of 16 mm
(size 3), with a white body and
yellow coloured cap.
Identification
HPLC retention time Complies The same as standard prep.
Assay (HPLC)
mg/capsule 0.482 mg/capsule 0.475 - 0.525 mg/capsule
% of label claim 96 % 95-105%
Impurities (UHPLC)
M#1112 <0.1% <08%
Largest unspecified impurity <0.1% <08%
Total impurities <0.1% <25%
Dissolution
Minimum 92%
Maximum 99 %
Average 95 % >175 % (Q) in 30 minutes
Number of Units Tested 6
Conclusion Complies, S1 g
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 93.5%
Maximum (% of label claim) 99.9 %
Average (% of label claim) 97.6 %
RSD 22%
Acceptance Value 6.1 <15.0
Number of Units Tested 10
Microbial contamination
Total aerobic microbial count (TAMC) <100 CFU/g <1000 CFU/g
Total combined yeasts / moulds count <100 CFU/g <100 CFU/g
(TYMC)
Escherichia coli Complies Not present/g
This batch complies with the specification set in CFPS.NUS.78193 (2.0).
Issued by : Andrea Lopez Ibafiez Date of Issue :  12/Aug/2024
QA CMO Specialist This is an electronic signature

Report: 241779 Date: 12 Aug 2024/08:06:31 From: LW7 Production



http://www.tcpdf.org

