JIEPXUTIKCITY XBA YKPATHU
JTEPYKABHA CJIVKBA 3 IKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByJ1. Bepesusxinchka, 29, Kuis, 02098, ten./daxc: (044) 550-20-55, ten. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
HpPo AKICTH BBe3eHOro B YKpainy jikapcbkoro 3acofy

04.03.2020 Ne 11364/20/26

OIHIOJIMOI-BICTA

(maiiMeHyBaHHs JIKAPCHKOTO 3206y 3rifHo 3 peecTpaifHuM NOCBIYCHHAM)
kancysm no 0,5 mr; mo 7 kancya y fuicrepi, mo 4 6xicrepn B KapToHHiA Kopodui

{Gopma BuItycKy, JO3YBAHHS, BUJ ITAKYBAHHS JiKapCchKoro 3acoby)
Howmep peecrpauiiinoro mocsigaenns UA/17846/01/01 crpox aii peectpaniitioro nocsimuenns 17.12.2024
Cepis nikapcnkoro 3acoby Ne 1903703A Kinbxicts BBE3€HOrO NiKapeskoro 3acoby 502

BupoGHHK Cigron Xicrnanig, C.JIL., lcnanis

(HaitMeHy BaHH BUPOOHKKA JHKAPCHLXOro 3ac00y, KpaiHa TOXOJKEHHS)

Bgeseno B Vkpainy Tosapncrso 3 o6Mexenolo BixnosizanpuicTio "'MapManesTHIHA
Kkovmanis Bicra", inenr. xon: 37642513

(ualiMenysanns ta kox 3a CIPTIOV 1opruuHoi ocobu aGo mpissuiLe, iM'a, 1o 6aTeKOBI Qismunol
0coby - rixmpuemiy, ii Micle IpoXKUBaHKS Ta peecTpaLiiiHiil HoMep 061iKoBOT KAPTKY IaTHUKA
nozarkis abo cepis Ta HOMep racnopra)

Nporokon sisyansuoro konrpomo six 04.03.2020 Ne 673/2.

3a pe3ynbTAaTAMH JEPXKABHOTO KOHTPOJKO BCTAHOBNEHO, MO Jikapchkui 3aci6  BBeseno B Yipainy 3
AOTPHMAHHAM BuMOr 3aKOHONABCTBA IO/I0 3a0€3MeueH s AKOCT JikapchbKUX 3ac0GiB.

s

JIromvuna CTOPOXEHKO

B.o. Ha4YaJIbHHKg,
(r!i,{;m’té)’{ (inirdany Ta npiseyie)
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"OAPMALEBTHYHA
KOMMAHIA BICTA"
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Ceprudikar ananisy
Cropinka 232 |
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Ceprudixar ananizy
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Synthon Hispania S.L.

Certificate of Conformance

Responsible for batch release Synthon Hispania, S.L.
documentation and address: ClCastello, ri°1,
Sant Boi de Llobregat, Barcelona, 08830, Spain

Authorization nuinber of sit¢ responsible | 0438 (ML) NCF/1931/001/CAT (GMP)
for batch release documentation:

Batch size finished product; 502 Packs

Number of relevant deviations: Y

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 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 thie 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 and is released for Pharmaceutical company Vista LLC.
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Pags 2 of2

Certificate of Analysis
Fingolimod-Vista 0.5 mg Capsule, hard Lot Number:  1903703A
Tests Results Acceptance Criteria
Uniformity of dosage units Complies. Complies with Ph. Fur. 2.9.40
Minimur (% of label claim) 98.5 %
Maximum (% of label claiin) 1045 %
Average (% of label claim) 101.2.%
RSD 19%
Acceptance Value 45 <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 CRU/g
Escherichis colt Complies Not present/g
Quality Control Sites
Site Name: Syuthon Chile Ltda.
El Castatio 145
9380000
Santiago
CL

Authorisation Number: 3850 (ML)Y/NL/H17/101 3620{EUGW)

Fingolimod 0.5 mg (as hydrochloride) capsule Lot No: 1903703 A complies with the Specification CFPS.NUS,78193 (2.0). I

confirm that the conitent of this CoA is correct,

KOMMAHIR BICTA"
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Issued by : Miriam Bravo
QA CMO Specialist

Date of Issue :

27/Yan/2020

This is an electronic signature

Report: 135436 Date: 27 Jan 2020/13:14:11 From: LWY Production




Certificate of Analysis

Fingolimod-Vista 0.5 mg Capsule, hard

Lot Number : 19037034
Item Number 388710 Date of Manufacture . 15-Nov-2019
‘Expiry Date . Nov-2021 Analysis Nursber 1,257,192
Reference : CFPS.NUS.78193 (2.0)
Tests Results Accepisnce Criteria
Appeatance Complies Hard gelatine capsule of 16 mu
{size 3), with a white body and
yellow coloured cap.
Identification (fingolimod)
HPLC retention fime Complies The same as standard prep.
Assay (fingolimod)
mgfcapsule 0.517 mp/capsule 0.475 - 0.525 mg/capsule
% of label claim 104 % (95 -105%)
Impurities
M#1112 <0.1% <0.8%
Largest unspecified impurity <01% <08 %
Total impurities S01% £25%
Dissolution
Minimum- 89 % >80%
Maximum 96 %
Average 93 % 275 % (Q) in 30 minutes
Number of Units Tested 6
Dissolution (S2)
Minimum Not Performed >60%
Maximum Not Performed
Average Not Performed > 75 % (Q) in 30 minutes
Number of Units Tested Not Performed
Dissolution (83)
Minimum Not Performed 250%
Maximun - Not Performed
Average Not Performed 275 % (Q) in 30 minutes
Number of Units Tested Not Performed

\EBTAUHA
KOWMAHIA BICTA
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Synthon Hispania S.L.

Certificate of Conformance

Local trade name: Fingolimod - Vista
Marketing Authorization number: UA/17846/01/01
Synthon item number; 388710
Batoh number; 1903703A
Strength: 0.5mg / Fingolimod
Dosage form: capsules
Packaging size and type:. 7 capsules per blister; 4 blisters per carton box
Manufacturing site APIL; Synthon s.r.0.
Broenska 32/cp.597,

Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site API:

sukls126426/2015- (ML) /sukls 240195/2019 (AP1 GMP)

Manufacturing site Bulk Drug Product:

Synthion Chile Ltda.
El Castano No 145, Lampa,
Santiago, 0000, Chile

Auithorization number of Manufacturing
site Bulk'Drug Product;

3 850’(ML)/NI./H1’7/_ 1013620(EUGMP)

Testing site Bulk.-Drug Product:

Synthon Chile Ltda.
El Castano No 145, Lampa,
Santiago, 0000, Chile

Authorization number of Testing site
Bulk Drug Product;

3850 (ML)YNL/H17/1013620(EUGMP)

Primary and secondary packaging site:

Synthon Chile Ltda.
El Castano No 145, Lampa,
Santiago, 0000, Chile

Manufacturing Authorization number of
primary and secondary packaging site:

3850 (MLYNL/H17/1013620(EUGMP)

,_,,..._
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Cinron Icnmanis C.JI.
(Synthon Hispania S.IL.)

Ceprudikar Bixmosixmocri

Crop. 2/2

BinnosinansHuit 3a BUITyCK cepil:

Cinron Xicnanist C.JI.
K/Kacrtemto, Nel,

Canr boi ne Jlmo6perar bapcenona, 08830 Icnanis

Howmep nitensil Ha BUpOOGHUUTBO BUpOOHHKA

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

Posmip cepif rotoBoro npoxyKry:

502 ymaxoBku

Kinexicts BiNUOBIOHMAX BigxmieHs:

NA

IluM 3acBimayIo, MO HaBeeHa BuIne iHGOPMANis € ayTeHTHYHOIO Ta JIOCTOBIPHOIO,

s cepis mpoxykuii 6yna BHroTOBIEHA, BXIFOTAIOMH AKYBAHHA (SIKINO ¢ MOXHA 3aCTOCYBATH JO JAHOI'O BHIIAAKY) Ta
IPOBENEHHA KOHTPOMIO AxocTi Ha BumesragaHoMy Micui (micuax) simmosizHo mo sumor EU GMP micuesoro
PEryIsTOpHOTO OPraHy Ta BimoBimHo N0 cnermdixauifl, 3asnavedux y PeectpauiliHomy MoCBiTMeHH| JiKapchKOTo
3acoly kpaiHu-iMmopTepa, i 10 Oyap-IKUX JOJATKOBKX BHMOT, Y3TOKEHHX B YIOXi JIPO AKICTH.

Jlikapceka cy6erannis OinroniMoxy BUpoOISeTHCS BIANOBINHO X0 Bimor yuHHOro GMP,

Byso nepepipeno Ta BCTAHOBJIEHO, IO TOKYMEHTH 3 00pOOKH, MaKyBaHHs Ta aHAN3Y cepil BixnosinatoTs Bumoram EU
GMP.

TIpoxyxt Binnosinae uuHAMM OocHOBHUM HpuHUwaM BSE/TSE,

Bynp-saKe Bigxunenss Oyno NpoaHaTizoBaHo i 3aK0KyMeHTOBaHo. [ Gy Hp-1KOro BIIXMIIEHHS, SKEe MOXE BIUINBATH Ha
AKicTb Ta/abo Ha Gesniexy nporyKTy (3Ha4ylle BiaxuneHns), roxaerses 3pit mo Ceprudikara BinmosiqHocTi,

Pasom 3 BignosignuM CeprudikaTtom aHaI3y UeH JOKyMEHT € HO3BUIBHUM cepTH(IKaTOM SKOCTI Ha BUITYCK Naprii cepil
BUIIE33a3HAYCHOTO NOKIAJHO PO3IHCAHOTO MPONYKTY IS IPOAAXKY.

List napris signosinae CFPS.NUS. 78193 i sunycxaersest ot komnanii Mistral Capital Management Ltd, Ykpaina.

1lramn

Hinmue: Kawmino I'apcia , Hara: 30 ciums 2020 p.
YnosHOBaXEHA 0coba
YnosHoaxena ocoda Cinron Xicnania CJL
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Cinrou Ienania C.JI.
(Synthon Hispania S.L.)

Ceprudixar Binnosigaocri

Micuesa komepuiiina Haspa:

®iaronivon — Bicra
(Fingolimod - Vista)

Howmep Peectpanilinoro nocsigdersHs

Howmep cepil:

. UA/17846/01/01
JIKapChKoro 3acoby:
Homep BupoGy B xommanii Synthon: 388710
1903703A

Konnenrpanis:

0,5 mr / digroimo

Karcyiu

Posmip i Bux naxysanms

7 xancya y Oxmicrepi; 4 Gmicrepu B KapTOHHIH KOpoOIi

BupoOauua xinerunsg A®IL:

Cinron c.p.o.
bpuencexa 32 /cr, 597
M. brancko, 67801, Yeceka Pecmy6nika

Homep ninensii Ha BUPOGHAUTBO BUPOGHIIOT
minshuLi ADIL:

sukls 126426/2015 (ML) /sukls 240195/2019 (API GMP)

BapoGrrya pinsauns "in bulk":

Cinron Ymi JItn
En Kacrano Ne 145, Jlamne,
Canrparo, 0000,Uwi

Homep sinensii Ha BUPOGHUITBO BUPOGHMKA
BiZMOBiNAILHOTO 3a BHPOGHULTBO "in bulk":

3850 (ML)/NL/H17/1013620 (EUGMP)

BupoOnruk BinnosinansHuil 32 TecryBanns "in
bulk":

Cinron Yumi JItx
En Kacrarno Ne 145, Jlamne,
CanTpsaro, 0000, Yumi

Homep ninensii Ha BUpOGHHLITBO BUPOGHUKA
BifrosinansHOro 3a TectyBanns "in bulk":

3850 (ML)/NL/H17/1013620 (EUGMP)

Micie nepBHHHOrO i BTOPHHHOTO 11aKyBAHHS:

Cinron Ymni JIty
Eun Kacrano Ne 145, Jlamrre,
CanTsesro, 0000, Qi

Homep niuensii Ha BUpoGHULITBO Micis

3850 (ML)/NL/H17/1013620 (EUGMP)

"OAPMALEBTHUHA
KOWTIAHIA BICTA
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