HAEPXABHA CJIVXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHKAMM y m. KHEBI

npos. Hapnii Ceitnuunof, >3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €JIPIIOV 37079055

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JikapcsKoro 3acoby

02.09.2024 Ne 44420/24/26

PIHIrOJIMO/A-BICTA

(vatiMenyBanns Aikapchroro 3acoby 3rijno 3 peecrpauiiinum noCBiRMCHHSM)
Kancysm no 0,5 mr; 1o 7 xancya 'y 6Jicrepi, no 4 6aicrepy B kapTonuiil xopo6ui

(hopma BrIyCKy, D03y BAHHS, BUA 1AKYBAHHSA NKaPCLKOTO 32c06Y)
Howmep peecrpauiiinoro nocsixuenns UA/17846/01/01 ctpox nii peectpaniiinoro nocsinuenns 17.12.2024
Cepis nikapcbkoro zacoby Ne 2304934C Kinskicts BBeseroro aikapebkoro 3acoby 533

BupoBuui Cixron Xicnanis, C. J1., Icnanis

(naiiMenysanss srpoGumka Jikaperkoro sacoy, Kpaina MOXO/DKCHHS)

Bueseno B Yipainy ToBapucrso 3 odMexenolo Binnosinaasnicrio "BYCT MAPMA'",
inenr. won: 44107410

(nadimenypanus ta ko4 3a CAPITOVY wpuaminol ocoby abo npissue, im's, 110 Garbiosi
hisuanol ocobu - nigupuemig, i Micue NpoxvBanHs Ta peectpaniiinuit Homep obnikonol
KapTkH markHKka nojarkis abo cepis Ta HOMep racnopra)

fiporoxon sizyansroroe xonrpomo i 02.09.2024 Ne 2945/1.

3a pesynprataMd  ACPXKABHOIO KOMTPOJIO BCTAHOBAECHO, WO Jikapchkuil 3aci6 BBeseno B Vikpalwy 3
AOTPHMAHMAM BIMOr 3aKOHOAABCTEA BIOAO 3abe3ne e s AKoCTi Tk LKHX 3acobis.
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Cinron Ienanis C.JL
(Synthon Hispania S.L.)

Ceprudixar Bianosianocri

Micuesa koMmepuiiina Ha3Ba: Dinroxivon — Bicra (Fingolimod - Vista)

Homep Peecrpauiiinoro nocsiguenms nikapesroro sacoGy: UA/17846/01/01

Homep Brpoby B xommanii Synthon: 388710

Howmep cepil: 2304934C

Konnenrpauis: 0,5 mMr/ ®inronimMox

Jlixapcwka Gopma: Kancynu

Po3Mip 1 Bux makysamms : 7 xancyn y Guictepi; 4 GricTepy B kapToHHilH KopoGiti
Cinron c.p.o.

Bupobumya nineauns AQI: Bpuencrka 32 /en. 597

M. Brancko, 67801, Yeckka Pecriybnixa
Howmep niuensii na BUpoGHHLTBO BHpo6HUUOT Ainbuuii ADL: sukls 132091/2021 (API GMP)

Cinron Yui Jlry
Bupobruya ninsruns "in bulk™ En Kacrarno Ne 145, Jlame,
Canrtparo, 0000, Yuni

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

Howmep ninensii Ha BUpoGHAIITRO BUpOBHUKa BignoBinanbHOTO
3a BUpOOHUUTEO "in bulk™:

Cinron Yuni Jitn
Micie mepBHHHOTO | BTOPUHHOTO naKkyBaHH: En Kacrano Ne 145, Jlamne,
CanThbsiro, 0000 Yuri

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

Cinton Xicrauis C.J1.

K/Kacrenmo, Nel,

Canr Boi ne JInoGperar Bapcenona, 08830 Temanis
Ilorounuit nificuuit Homep B Ykpaini:

Howmep ninensii na BHpoGHANTBO BUpobHIKa BifnoBiansHoro | 0438 (ML) /NCF / 2344/002/CAT (GMP)\

Howmep niuensii na BUpoGHULITBO MiCLA TIEPBUHHOTO |
BTOPHHHOIO HaKYBaHHL;

BianosinaneHuii 3a BUIycK cepii:

3a BHIIyCK cepii: Torounuit nifficnnit Homep B €C:
0438 (ML) / NCF / 2344/002/CAT (GMP)
Poswmip cepii rorosoro npogyxry: 533
Kinbkicts BinmoBigaux Bigxusiens: /NA
Pemapku / komenTapi: , /NA

IiM 3acBintyIo, o HaBeaCHA BHIUE iHd)OPMAlLis € ayTCHTHIHOK Ta JIOCTOBIPHOIO.

L cepin npoxykuii 6yia BuroToBIICHA, BKIIOYAIOMH IAKYBAHHS (IKIO LE MOKHA 3aCTOCYBATH JI0 JAHOTO BHITAAKY) Ta IIPOBENEHHS
KOHTPOMIO JIKOCTI HA BHINE3rafaHoMmy Micui (Micuax) Bignosizao no sumor EU GMP micuesoro PErynsaToOpHOro opraHy Tta
BiANOBiAHO 0 cieundikaniif, sasradennx y PecctpauiitnoMy nocsigdenni JiKapCLKOTO 3ac00y KpaiHU-iMIIopTeEpa, i A0 6YIb-TKiX
J0JaTKOBHX BUMOT, Y3rOJXKEHNX B YTOII TIPO AKICTE.

Jlikapceka cyGerannis PiHroniMony BUpo6IACTHCS BIINIOBIAHO 40 BUMOT YuHHOrO GMP.

Byno nepesipeno Ta BCTaHOBIIEHO, (IO TOKYMEHTH 3 00po6KH, IaKyBAIHS Ta aHaNi3y cepil BiaroinaoTs BuMoram EU GMP.,
TIposykT BiATIOBINAE THHHAM OCHOBHUM npuHiMiaM BSE/TSE.

Byne-sixe Binxunenns 6ymo npoauainizoBato i 3agoxymentoBano. Jna 6yLb-1KOro BIIXHIEHHS, SKe MOKE BIIMBATH HA SKiCTb
Ta/ab0 1a Ge3neKy MPOAYKTY (3HAUYILE BiTXHUICHHA), LOAETHCA 3BT 10 Ceprrdikara BixnosiaHocTi.

Pasom 3 Binnosinuum CeprrdikaTom anamisy uell JokyMeHT € HOSBITBHUM ceptrdixarom AxocTi Ha BUMycK WapTii cepil
BHIIE3a3HAUCHOI0 HOKIaMHO PO3NHCAHOTO NPOAYKTY ISt MPOAaXKY.

LITs napris signosinae CFPS.NUS. 78193 (2,0) i BuniyckaeThon [ KOMTaHT PapmauesTHyHa KoMmaHis Bicra, Ykpaina,

MIrammn ]
[Tianuc: Anua Maprines Hata: 12 ceprus 2024 p.
YropHoBaxeHa ocofa
Ynosnosaxena ocoba Cinron Xicnanis C.J1,

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

«CinroH Xicnanis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Agpeca 8 lcnarii; Kappep Kacrenno 1 {11 flec Canitec | 08830 Canr-Boif-ne-Nnubperar | Bapcenona | cnanis | Ten.: +34 936 401 516 Gaxe: +34 936 401 14€
(C/Castelld 1| P.I Las Salinas | 08820 Sant Boi de LLobregat | Barcelona | Spain}) '

1 | 3apeectposana y TosapHoMy peecTpi Bapcenomu aa Homepom B-184.023, cropitka 43, Tom 30,987, sanmuc 1




Synthon Hispania, SL

¢/ Castelid, |

08830 Sant Boi de Llobregat
Barcclona - Spain

Tel. +34 936 401 516

Fax. 434 936 401 146

www.synthon.com Ceprudikar ananizy
(I)mro.mmozl Bicra 0,5 mr Kanchm, TBepai
HoMep cepii - 12304934C
Homep Bupoﬁy : 388710

Lo Jata BUpOOHMIITBA : 21 rpynns 2023
Tele}l npwla'mocn o l“pyuem 2026
Bupodnuua xiernus - Cinron Uy Jrx ‘
Bunpo6ysanns PesyavtaTu KpuTepil npuiiManns

_ ‘Tepaa skelaTUHOBA Kancyna 16 Mm

3oBHIIUHIA BUIIIAR ~ Bignmosigae (po3uMip 3) 3 GiTEM TiTOM Ta KPHIIEUKOIO

| OBTOrO KONBOPY

IJlLHTI/I(l)IKaHIH ((])mro in 011) ,

BEPX uac yTpMMaHH;I Bumoﬂjiéém Tamm caMuuﬂgx y CTaHHapTHOI‘O posqm{y‘

Bwmicr (pinromimomy ‘ . - ‘
Mr/Kancyny o 0,482 mr/kancymy , 0, 475 0 525 Mr/Kancyny
% nin SHHBJ'ICHOFO R v (95 105 %)

CymyrHt gowituicr . B Nl e
Mgtz S00% <08%
MaKchanLHa HecneummeBaHa ' <0,1% - <08%
CyMa JIOMIIIOK - S 0,1% < 2,5%

Do e O e e
Minimym
Macimiyn |
Copeic 3Haquﬁ;1W:” R sy S (Q) 3230 s
KIHBKICTL Bnnpo6yBaHHx ommnur) )

BHCIIOBOK .............................. . e it e sttt + bbbttt e i
O,HHOplI(HICTB IIOBOBaHHX OI[I/IHI/IIIL ,; Bumom,uae anomaae €BpOHeMCBK1H CDapMaKonel 2.9.40

Minivansini (% sizsamaneroro)  935%

CepeﬂHm (% Bm 3a${BJ'IeHOI‘O)
Ho3a, 0B’ 13aHa 3 PUSHKOM

HOKE\BHI/IK l'IpI/II/[HﬂTHOCTl

KIHLKICTL TPOTECTOBAHUX Bwpo6m

Mucpo610nontma YHCTOTa

3aranpHe YHCIIO deO6HHX MleOOpI“aHIBMlB

<
..... (TAMC) I ..100 KYO/r 1000 KYOFr
KOM(IHOBHH& 3'lraJ'H>Hd KUIBKI(/I‘I)
pirepxinfmicnsax rputis (TYMC) = '%° KVO/F | ST00KYOR
Bscherichiacoli ~ Biamosizae  Bigcymifr

LIs cepis Bianosinae cnemudikanii CFPS.NUS.78193 (2.0).

Kum sunano: Aunpea Jlomnes [6anes Hata Bupaui: 12 ceprmst 2024p.
roNOBHUH daxiBels i3 3abe3reueHs sIKoCTi Ile enexTpoHHuH mianKc.

36im.: 241779 Qama: 12 cepnus 2024p../08:06:31 Bio: LW7 Production




Synthon Hispania b.L.

Certificate of Conformance

page |

-

Local trade name:

Fingolimod - Vista

Marketing Authorization number: UA/17846/01/01
Syathon item number: 388710
Batch number: 2304934C

Strength:

0.3mg / Fingolimoed

Dosage fornu

capsules

Packaging size and type:

7 capsules per blister; 4 blisters per carton box: -+

Manufacturing site API:

Synthon s.r.o.,
Brnenska 32/¢p. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site APL:

sukls 13200172021 (APT GMP)

Manufacturing site Bulk Drug Product:

Synthon Chile Lida.
El Castano No 145, szmpa,
Santiago, 0000, Chile

Authorization number of Manufacturing

site Bulk Drug Product;

Current valid number in UA:

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

Primary and secondary packaging site:

Synthon Chile Lida.
El Castano No 145, Lampa,
Santiage, 0000, Chile

Manufacturing Authorization number: of

! primary and secondary packaging site:

Current valid mumber in UA:

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

Responsible for batch reiease
documentation:

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

i
|
i

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:

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

Current-valid nuomberin FU:

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

Batch size {inished product:

533 packs

Number of relevant deviations:

J

Remarks/comments:

Jrify

T Version: MCOC
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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 EUJ 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 Agresment.

" 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 wuh the correspondmg Cerufzc‘ate of Analysis thf‘ document form‘; me qua!ltv batca release
certification for sales for the above detailed product batch.

The batch complies with CTPS. NUS, 78193 . ’)) and is releas ed for Mistral Capital Manawmuxt Limited,
UK, and for territory: Ukraine.
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S //

{ualified Person Synthon 'Hispzinia S.L.

ES ‘i,i“(}fﬁ)ihcl.cab{).Sa\’fistra! Capital ManagcmcntUAA383'7IOAO4',’(”1"E{6WM




Synthon Hispania, SL

o/ Castell6, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Certificate of Analysis

Page 1 of1

Fingolimod-Vista 0.5mg Capsule, hard

Lot Number . 2304934C
Item Number : 388710 Date of Manufacture . 21-Dec-2023
Expity 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 bgdy 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% <0.8%
Largest unspecified inapurity <0.1% <0.8%
Total impurities <0.1% <2.5%
Dissolution
Minimum 92%
Maximum 99 % L v
Average 95 % 275 % (Q) in 30 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) 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




