JAEPIIKCIIYXBA
JAEPIKABHA CHYXKBA 3 JIKAPCBKUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMT y m. KUEBI
By bepesusaxiscrka, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps:/www.dls.gov.ua, Kox €JIPTIOV 37079055

BUCHOBOK
PO AIKiCTH BBE3eHOro B Ykpainy Jikapesioro 3acoby

25.01.2021 ‘ Ne 2199/21/26

EBEPOJIIMYC-BICTA

(naHmenyRanms nixapcekoro 3acoy 3rinuo 3 peecrpaniiianm HOCBIAYEHHAM)
Tabdaerku 1o 10 Mr o 5 rabaerox y Gaicrepi; uo 6 Gaicrepis ¥ KapToHHil xopoOui

(thopma BrIyCKY, JIO3YRAHNKS, BHIL NAKYBAHHS THKAPCHKOro 3ac00y)
Howmep peecrpaniiinoro nocsinenus UA/17149/01/03 crpox aii peectpanitinoro nocsimaenns 02.01.2024
Cepin nixapeskoro zacoby Ne 2001709A Kinexicts BBe3eHOr0 Hikapeskoro saco6y 300

BupoGuux Cinron Xicnanis, C. JL, Icriamis

(nalivenynannst BUPOGHHUK JIIKapCLKOro 3acofy, KpaiHa MOXOIKEHHN)

Beeseno 3 Yipaimy Tosapucrso 3 o6mexenoro signoBixamsHicro
"OAPMANEBTHYHA KOMITAHISI BICTA", ixent. xon: 37642513

(wativerynanus Ta oz 3a CJIPTIOY 1opunuanoi ocotu abo npissue, iM', 110 GaTLKoBi Qisuanof
0co0n - nignpuems, i Micue NpOsKHBAHHA Ta peecrpariiumii HOMEp 0ONiKOBOT KAPTKH IJIATHUKA
nojarkin a6o cepist Ta HoMep nacnopra)

TIIporoxon Bisyansuoroe kourposso Bix 22.01.2021 Ne 229/1,

3a  pesynbTaTaMd  JIEpXKABHOTO _KOHTPOJIO BCTAHOBIIEHO, IO Jikapoekuit 3aci6 meeseno B Vkpaimy 3
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Cinron Xicrnanis C.JI.

(Synthon Hispania S.L.)

Ceprudikar Bigmosignocri

Micuea koMepiiina Ha3Ba;

EBEPOJIIMYC-BICTA / (EVEROLIMUS — VISTA)

Howmep Peectpariiinoro mocsigaenns

; UA/17149/01/03
JIKapCHKOTo 3ac00y
Homep mozuuii B kommnanii Synthon: | 381262
Howmep maprii: 2001709A

Jlo3yBaHHS:

10 mr/ EBepomnimyc

Jlikapceka opma:

Tabnerxu

Po3awmip i Tin makyBanus:

5 Tabinetox y Omictepi, 6 GricTepiB y kapToHHiH Kopo6ii

Bupo6uuya gineaunsg A®I:

Bioxon Jlimitesn,
Hopora Xocyp 20 xm Enekrponne micto Banrainop
560 100, Iumis

Howmep nineH3ii Ha BUpOOGHUIITBO
BUPOOHMYOI AinbHuIi ADI:

KTK/25/514/2005 (ML)/
DCD/CR-1424/SPL.CL-1/2019-20
G.S.C NeDD0990000018124(GMP)

Bupo6unua ginmsauig "in bulk";

Cinron Yuni JItna
Enb Kacransito 145, Jlammna
Cantssaro, 0000, Yuii

Homep ninensii Ha BUpoGHUIITBO
BUPOOHUYOI minpaui "in bulk":

3850 (ML) / NL/H19/2014267 (EUGMP)

Bupo6Huk, BinmosinansHuii 3a
TecTyBaHHA "in bulk":

KBinra Anamnituka c.p.o.
ITpasbka 1486 /18c,
102 00, ITpara-10, Yecpka Pecny6mixa

Homep ninensii Ha BUpoGHUIITBO
BUPOOHNYOI AUTHUIL BiMOBiZaNbHO]
3a TecTyBaHHsA "in bulk":

sukls 298557/2018 (ML) / sukls 1182/2019 (GMP)

[lepBuHHE Ta BTOPUHHE TAKYBAHHS:

Cinron Yuii JItna

Enp Kacransito 145, Jlamna
Cantbsro, 0000, Ywmi

Howmep ninensii Ha BUpoGHUIITBO
MiCIsl HEPBHHHOTO Ta BTOPHHHOTO
TIaKyBaHHS:

3850 (ML) / NL/H19/2014267 (EUGMP)

Bepcis: MCOC.ES01.EVS.tab10. Mistral Capital Management.UA.381262.04.doc




CinTon Xicmanist C.JI.
(Synthon Hispania S.L.)

Ceptudikar Bignosignocri

crop. 2/2

Cinron Xicnawnis, C.JI.
BianosinansHuii 3a BUIycK cepii: K/Kacremmo, Nel,
Canr boi ge JIno6perar, Bapcenona, 08830 Icnanis

Howmep ninensii Ha BUpOGHUIITBO
BUPOOHMKA BiAMOBIAAILHOTO 32 0438 (ML) / NCF / 1931/001/CAT (GMP)
BUITYCK cepii:

Po3smip maprii roToBOro MpoayKTy: 750 ymakoBoK

KinbkicTs BignoBinHuX BimxuneHs: | /NA

ITum 3aceinuyro, mo HaBeseHa BHIe iHQOPMALLi € AyTEHTHYHOIO Ta JOCTOBIPHOIO.

LIt cepist mpoxykuii Gysna BUTOTOBIEHA, BKITIOYAIOUH TTAKYBAHHS (SIKIIO 1€ MOYKHA 3aCTOCYBATH [0 JAHOTO BHITAJIKY)
Ta NPOBEACHHs KOHTPOJIO AKOCTi Ha BHINE3rafaHoMy Micii (Micisax) simmosigno mo Bumor EU GMP miciesoro
PEryJISATOPHOro OpraHy Ta BiXNOBIAHO 1o cneuubikamiil, 3a3Hauennx y PeecrpauiiiHoMy mocsimuenHi nikapcbkoro
3aco0y kpaiHu-imnoprepa, i 10 6yab-SKNUX AONATKOBUX BUMOT, y3rOIKCHUX B YTOAI TIPO SIKICTb.

Jlikapceka cy6cranist EBeponiMyc BUPo6IAETECS BIATOBIAHO 0 BUMOT urHHOr0 GMP.
By1o nepesipeHo Ta BCTaHOBIIEHO, 1110 JOKyMEHTH 3 06p0GKH, MaKyBaHHS Ta aHalli3y MapTii BiAMOBINaOTE BUMOTraM
EU GMP. IIpoayxr Biamosigae YMHHAM ocHOBHMM IpuHIunaM BSE/TSE.

Byne-sike Binxunenns 6yno npoanamizoBaHo y 3a10KyMeHTOBaHO. Jjis Gy/Ib-SIKOTO BiIXHIEHHS, SIKe MOKE BITUBATH
Ha AKICTb Ta/abo Ha Ge3MeKy MPOAYKTY (3HAUYIIE BiAXMICHHS), T0AAETHCS 3BIT 10 CeptHdikaTa BimmoBigHOCTI.

Pasom 3 Bignosigaum CeprrdikaToM aHaiisy 1ei JOKYMEHT CKIagae cepTH(IKaT SKOCTI JUIST JO3BOJLY HA BUITYCK
cepii Juis ponaxy cepii BUIIE3a3HAYEHOTO JOKIAAHO POIMUCAHOTO TPOLYKTY.

Hana cepis Bixmosinae CFPS.NUS.71020 i BumyckaeTbest mis kommanii TOB «PAPMALIEBTUYHA KOMITAHIA
BICTAY, Yxpaina.

ITinnuc: Axna Maprines MHara: 03 Bepecus 2020 p.
VYnoBHOBaxeHa ocoba
koMnanist Synthon Hispania S.L.
/ionuc/

Bepcis: MCOC.ES01.EVS.tab10. Mistral Capital Management.UA.381262.04.doc



Ceprudikxar ananisy

Crop. 132
EBEPOJIIMYC-BICTA 10 mr Taéiaerku
Homep cepii : 2001709A
Homep Bupo0y: 381262 Hata BupoOnuuTsa: 24 keitus 2020 p.
Tepmin npugaTnocTi: kBiTenn 2022 p. Homep anaunisy: 1,298,590
IMocunanns: CFPS.NUS.71020 (1.0)
Hociixkenns PesyabTatn KpuTepii npuitmanns
3oBHIIIHIN BUrIsAg I He mpoBoauitocs . Bin 6imoro 1o maibxe 6inoro KOJIBOPY
(IlomanHs cepii) OBaJIBbHI JIBOOITYKIIi TaGIETKH 3 THCHEHHIM

E9VS 10 3 oxgHoro Goky Ta 3 niniero

pO3JIOMY 3 iHIIIOTO

30BHIMmHI Buran I1 Bi}lﬁOBil{aC | Bi)1 6inoro 10 Maiixe 61110r0 Konbopy
(Komepuiiini maprii) | OBaJbHi ABOONYKIII TaGNETKU 3 TUCHEHHIM

 E9VS 310 OJIHOT'O GOKY

3amuuikosi po3ynHHEKH (T'X)

Erason 0,20% <0,5%
Huxnopmeran 0,009% ’ 50,06%
Pozunnenns
Mimimgpm 86% >80 %
Maxcumym \ 94% f
CepenHe 3HaYeHHS 91% - >75%(Q) 3a 15 xBrumH
Kinbkicts BI/Il’IpOG};géHHX OJIMHHIIb 6 ‘
Pozunnenns (S2)
MinimMym ' v ~ He NPOBOAMIOCH > 60%
- Makcumym -  He np‘dBoanocﬁ
~ Cepenne 3navenns » - ' He nposopmiiocn 275 % (Q) 3a 15 XBIHH
KinpkicTb BUIPOGYBAaHUX OJUHHIE He npoBoaumocs

Posunnenns (S3)

Minimym He npoBoauiocs F 250%
' M"alcchyM ‘ He nposoauiocs f
éébenﬂe 3HaYCHHs He npoBomunocs - >75% (Q) 3a 15 xBunH
""""""" Kiﬁﬁkicrshnﬁﬁ%yBaHHx OJMHMIIL He npoBoauiocs ‘
Inentudikanis (Ereponimycy) (YBEPX) ”
Yac yrpumyBaHHs Biznosinae - Bignosinae cranpaptHOMy po3unny
Y@ Cnektp ' Bignoginae - Biamosinae CTaHIapTHOMY PO3YHHY
Kinekicue Busnauenns (Eseponimycy)
(S;BEPX) | 9,6 Mr/Tabnetky 9,5-1‘6,5 MI/TabJIeTKy
(YBEPX) (% Bix 3as1BICHOI KUIBKOCTI) 96% | (95-105%)

3eim: 149493 Hama: 27 cepnnn 2020 p./ 10:36:59 Bid: LW7 _Production




Ceptudikar ananisy

Crop. 232
EBEPOJIIMYC-BICTA 10 mr Ta6aetku Homep cepii: 2001709A
Mocmimxenns PesynsTaTn KpuTepii npuiitmanus
%LS[%IE%(%KMM (6yTunrizpoxcuTonyony)
”R‘{ac'ﬁbm\'&y’isaﬂﬁﬁm ” Bigmosinae Binmoginae CTaHﬂapT}iomy po3umHy
- KinbKicHe BU3HAYEHHS o ' o -
(6yTHArinpoKCHTOMYOITY)
(YBEPX) 0,244 mr/Tabnerky < 0,263 mr/Tabierky
(YBEPX) (% Bix 3asBIICHOI KiILKOCTI) 97% (£105%) ‘
OnHopigHiCcTh ;ZIO30BaHI/IX OJIUHUIE ’ Biﬂl‘[OBiﬂaC Binnosinae €Bponeiicekiit ®apmakornei
) 2.9.40
MiniMansHuM 97,3%
‘ MdRCHManLHHﬁ » 98,8%
Cepenniit 98,2 %
/Jo3a, 1oB’s13aHa 3 pusukoM ’ 0,4% ‘
IToxa3HUK MPHUIAHATHOCTI 1,3 <15,0
- Kinbkicts TIPOTECTOBaHUX BUPOOiB 10
Homimkn (YBEPX)
M#1317 <0,1% <1,0%
M#1323 - ' ' <0,1% <0,5%
~h : - . . =007, 055
MakcHMaTbHa Heinentudikosana qomimka - <0,1% =0,2%
Cyma nomimok _ <0,1% - <1,5%
Mikpob6iosoriuna uacTora
3aranbHa KilbKicTh aepoOHHIX He nposoaunocs
MIKpOOprauismis (TAI{)/IC) =D R0
3a1_‘anLHa KinLKiC?L npixq:piéb};ﬁx Ta He nposommiocs <1 OO KYO/r
mniceneBux rpu6is (TYMC)
Escherichia coli - He nposoxuinocs BincyTasi/r

Micire KOHTPOJIIO SIKOCTI
Hasea micya: «KBIHTA AHAJIITUKA C.P.0.» (QUINTA-ANALYTICA S.R.O.]
Aopeca 6 Yecokiii Pecnybniyi: HPA)&(CKA 1486/18C
102 0
TIPAT'A-10
Yecrka Pecniy6itika
Homep 0o36ony: sukls 298557/2018
Homep cepmughixamy GMP: sukls1182/2019

Eseponimyc 10 Mr taGnerku Cepis Ne: 2001709A sixmosinae Creundixanii CFPS.NUS.71020 (1.0). 5T minTBepmky:o, mo 3mict
usoro CeprudikaTa BiAIIOBIZHOCTI € IPABUIBLHIM.

Kum Bupano: FOnenis Mapickan Omniapec , Hata Bunaui: 27 cepmast 2020 p.
roJIOBHHUH (haxiBelb i3 3a6e3MeYeHHS SIKOCTI e enexTponHuii miamuc.

3eim: 149493 Hama: 27 cepnus 2020 p./ 10:36:59 Bio: LW7_Production




Synthon Hispania S.L.

Certificate of Conformance

page 1/2

Local trade name:

Everolimus-Vista

Marketing Authorization number:

UA/17149/01/03

Synthon item number: 381262

Batch number: 2001709A
Strength: 10 mg / Everolimus
Dosage form: Tablets

Packaging size and type:

5 tablets per blister, 6 blisters per carton box

Manufacturing site APL

Biocon Limited,
20th KM Hosur Road Electronics City Bangalore
560 100, India

Authorization number of Manufacturing
site APL:

KTK/25/514/2005 (ML) /
DCD/CR-1424/SPL.CL-1/2019-20
G.8.C N° DD0990000018124 (GMP)

Manufactuﬁng site Bulk Drug Product:

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

Authorization number of Manufacturing
site Bulk Drug Product:

3850 (ML)/ NL/H19/2014267 (GMP)

Testing site Bulk Drug Product;

Quinta-Analytica 8.R.O.,
Prazska 1486/18C,
102 00, Prague-10, Czech Republic

Authorization number of Testing site
Bulk Drug Product:

sukls 298557/2018 (ML) / sukls 1182/2019 (GMP)

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 (ML) NL/H19/2014267 (GMP)

Version: MCOC.ESOLEVS tabl0.Mistral Capital Management UA.381262.04.doc




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

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

Authorization number of site responsible | 0438 (ML) NCF/1931/601/CAT (GMP)
for batch release documentation:

Batch size finished product: 750

Number of relevant deviations: /N P

1 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 Everolimus 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 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.71020 and is released for Pharmaceutical company Vista LLC, UA.

Date: 8 3 SEP éU?ﬁ

Signature:

Qualified Person Syntﬁﬁln Hispania S.L.

Version: MCOC.ESO1.EVS.tabl0 Mistral Capital Management.UA 381262.04 doc
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Certificate of Analysis

Everolimus-Vista 10mg Tablet

Lot Number : 2001709A
Item Number 1381262 Date of Manufacture s 24-Apr-2020
Expiry Date T Apr-2022 Analysis Number » 1,298,590
Reference » CFPS.NUS.71020 (1.0)
Tests Results Acceptance Criteria
Appearance [
{Submission batches) Not Performed ‘White to off white oval and
biconvex tablet, debossed with
E9VS 10 on one side and with
scoring line on the other side.
Appearance I N
{Commercial batches) Complies White to off white oval and

biconvex tablet, debossed with
E9VSE 10 on one side.

Residual solvents (GC)

‘Ethanol 0.20% £0.5%
Dichloromethane 0.009 % < 0.06%
Dissolution
Minimum 86 % Z R0 %
Maximum 94 %
Average N% 275 % () in 15 minutes
Number of Units Tested 6
Dissolution (82)
Minimum Not Performed 260 %
Maximum Not Performed
Average Not Performed > 75 % (Q) in 15 minutes
Number of Units Tested Not Performed
Dissolution (83)
Minimum Not Performed >50%
Maximum Not Performed
Average Not Performed > 75 % {Q) in 15 minutes
Number of Units Tested Not Performed
Identification (Everolimus) (UHPLC)
Retention time Complies The same as standard prep.
UV Spectrum Complies The same as standard prep.
Assay (Everolimus)
(UHPLC) 9.6 mg/tablet 9.5 - 10.5 mp/tablet
(UHPLC) (% of label claim) 96 % (95 - 105 %)

Report: 149493 Date: 27 Aug 2020/10:36:39 From: LW? Production




Certificate of Analysis Page 2 of 2

Everolimus-Vista 10mg Tablet Lot Number: 2001709A
Tests Results Acceptance Criteria

Identification (BHT) (UHPLC)

Retention time Complies The same as standard prep.
Assay (BHT)
(UHPLC) 0.244 mg/tablet £0.263 mg/tablet
(UHPLC) (% of label claim) 97 % (2105 %)
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 973 %
Maximum (% of label claim) 98.8%
Average (% of label claim) 98.2 %
RSD 0.4 %
Acceptance Value 13 <150
Number of Units Tested 10
Impurities (UHPLC)
M#1317 <01 % <1L0%
M#1323 <01 % £0.5%
M#1328 S01% <05%
Largest unspecified impurity <01 % <02%
Total impurities <0.1% <15%
Microbial contamination
Total gerobic microbial count (TAMC) Not Performed <1000 CFU/g
‘Total combined yeasts / moulds count Not Performed <100.CFU/g
(TYMC)
Escherichia coli Not Performed Not present/g
Quality Control Sites
Site Name: QUINTA-ANALYTICA S.R.O.
PRAZSKA 1486/18C
102 00
PRAGUE-10
CZ

Authorisation Number: sukls 298557/2018
GMP Certificate Number: sukls 1182/2019

Everolimus 10 mg tablets Lot No: 2001709 A complies with the Specification CFPS.NUS.71020 (1.0). 1 confirm that the content of
this CoA is cotrect.

Issued by : Ylenia Mariscal Olivares Date of Issue :  27/Aug/2020
QA CMO Specialist This is an electronic signature

Report; 149493 Date: 27 Aug 2020/10:36:59 From: LW7 Production
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