AEPABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €/IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpainy Jiikapcbkoro 3acofy

29.10.2024 Ne 56905/24/2611

EBEPOJIIMYC-BICTA

(HaiiMeHyBanHa Nikapcekoro 3aco0y 3riaHO 3 peecTpaulifiHuM NOCBIAYEHHAM)
Tabaerku no S mr, no S rabsierok y 6Jicrepi; o 6 6aicrepis y kaprouuiii kopooui

(dopma Bunycky, NO3yBaHHA, BUI NaKyBaHHA NiKapcekoro 3aco0y)
Homep peecrpauiitioro nocsinuenns UA/17149/01/02 crpoxk aif peectpauiiinoro noceinuenns HEOOMEXKEHH
Cepis nikapcbkoro 3acoby Ne 2401242A KinbkicTh BBE3EHOrO NNikapcbkoro 3acoby 97

BupoGumk Cinron Xicmanis, C. JI, Icnaunis

(naiiMeHyBanHs BUpoGHMKa Nikapcbkoro 3acoby, kpaiHa NoXo1KeHHs)

Beeseno B Vkpainy TosapucTso 3 oomesxenoio Bianosinaapnicrio "BYCT ®APMA",
inent. kon: 44107410

(nalimenyBanus Ta koA 3a CJIPITOY opuamnunoi ocoGu abo npissuue, iM's, no GaTLKoBi
(izuuHoT 0coBH - mianpuemus, 1T Micue NpoxuBaHHA Ta peecTpauilinui Homep obaikosoi
KapTKH naaTHuka noaatkis abo cepis Ta Homep nacnopra)

Mpotokon Bizyansuoro koutpomio Bin 29.10.2024 Ne 3761/4.

3a pe3y/NbTaTamH JepKaBHOrO KOHTPOMO BCTAHOBJIEHO, IO nikapcekuii  3aci® Beeseno B VYkpaiHy 3
AOTPHMAHHSAM BHMOr 3aKOHOJABCTBA LLOJ0 3a6e3neyeHHA AKOCTI JlikapcLKkHX 3acobiB,

/ Mukona XOJIOOAEHKO

HTPOMIO) (niﬂnlnfﬁ (iniuianu Ta npissuie)




Cinron Xicnania C.JL. Synthon
Ceprudikar BitnosignocTi

MicrieBa KoMeplIliiiHa Ha3Ba: EBEPOJIIMY C-BICTA / (EVEROLIMUS — VISTA)
Howmep PeecTpaliiilHoro moCBi TIeHHS IKapCEKOTo 3ac00y UA/17149/01/02

Howmep mo3miii B koMmasil Synthon: 381261

Homep mapTif: 2401242A

JozyBaHHs: 5 mr/ Erepomimyc

Jlikapceka opma: TabmeTku

Po3smip i THIT TaKyBaHHS: 5 TabmeTok y OmicTepi, 6 OIicTepiB Y KapTOHHII KOpoOIIi

Biokou JlimiTen, cremialbHa eKOHOMIYHA 30Ha,
nmimsgakn Ne 2,341 5, haza IV,

Bupobuira gimsunms ADI: Bommacannpa-JLxurani JIink Poym,
Bauranop-560099, Iuzis

KTK/25/514/2005 KTK/28/351/2005 (ML)/
Howmep minenzii Ha BHUpoOGHINTRBO BHpoOHIMOI gimpHmm ADL DCD/SPL-1/CR-1272/2021-22
GSC Ne: DD011S210000292 (GMP)

CigTon Ymri JItna
Exrs Kactaneiio 145,

Bupobnria ginsams "in bulk': Jamma, Canrasro, 9380000, Ui

Howmep minensii Ha BupoOHIITRO BipoOHIrIol mimeHmm "in bulk": | 3850 (ML) / NL/H23/2074700 (GMP)

CimTon Ymri JItoa
Exrs Kactansiio 145, JTamma,

IlepBHHHE Ta BTOPHHHE TaKyBaHHS: Canrssro, 9380000, Ur

Howmep mineHsii Ha BHPOOHIIITBO MICIIT IIEPBHHHOTO Ta

! 3850 (ML) / NL/H23/2074700 (GMP)
BTOPHHHOI'O IIaKYBAHHA.

CiuTon Xicnanisa, C.JL
BiamopiamsHINT 3a BHIIYCK cepii: By K/Kactenno, n°1, Caur Boi ge Jlmobperar,
Bapcenona, 08830, Icmanis

Homep minensii Ha BUpOOHIIITBO BHPOOHIIKA BIIIOBLIAIEHOTO 32

i 0438 (ML) / NCF / 2344/002/CAT (GMP)
BIIIYCK cepil:

Po3mip mapTii TOTOBOTO TIPOIYKTY: 626 ymax.
KitbKicTh BIATIOBITHIIX BiIXIDIEHD: NA
Pemapxi / KoMeHTapi: NA

Il 3acBiIdyI0, IO HaBe/IeHa BIMIe iH(opMaris € ayTeHTIMHOI Ta JOCTOBipHOLO.

1T cepis npoxykiii Oy1a BITOTOBIEHA, BKIIOYAKOYII IAKyBaHHA (AKINO Ile MOXKHA 3aCTOCYBATII [0 JAHOIO BIIAJIKY) Ta IPOBEICHHA
KOHTPONIO SKOCTi HAa BHIIe3TaJaHOMy MicIi (Micniax) BinmorimHo mo BmmMor EU GMP MicIleBOIO peryIsSTOpPHOIO OpraHy Ta
BIJMIOBINHO 1o cmernidikariif, 3a3Haderx y PeecTpaniffHoMy DOCBLIYeHH] TiKapchKOro 3acody KpaiHI-iMmopTepa, i 1o OyIb-AKIX
JI0IATKOBIIX BIIMOT, 3T OIEHIIX B VIOl PO AKICTb.

Jlikapceka cyocTannis EBeponiMyc BIpoOIA€TbCS BiIOBITHO N0 BIIMOT UIHHOr0 GMP.

By1o mepeBipeHO Ta BCTAHOBISHO, IO JNOKYMEHTH 3 0OpOOKIL HMaKyBaHHA Ta aHATi3y HapTii BiimoBimaroTe BiMoram EU GMP.
TIpoayKT BiMORBiNa€ IITHHAIIM OcHOBHIIM IpuHIMmaM BSE/TSE.

Byne-fiKke BinxivleHHA Oy/I0 IIpoaHAi?0BaHO V 3aJI0KyMeHTOBaHO. J[1s OyIb-AKOTO BiIXIUIeHHd, SKe MOJKe BIUNIBATII Ha AKIiCTh
Ta/abo Ha Oe3NeKy IPOIyKTY (3HaTylle BIIXIUIeHH:), J0aeThCA 3BIT N0 CepTndikaTa BiIIOBIIHOCTI.

PazoM 3 BijmosimHmM CepTidikaToM aHATiZy Iell JOKyMeHT cKiIajae cepTidikaT SKOCTI 114 103BOY Ha BIITYCK cepil /i IpoIaxy
cepii BIIe3a3Ha9eHOT0 JOKIATHO PO3MIICAHOTO IPOLYKTY.

JaHa cepis BimmoBigae CFPS.NUS.71019 (1.0) i BumycKaeTbes And kommaHii MicTpat Kamitar MeHem#meHT JlimiTen, BB, Ta 11
TepruTopii VipainiL

Iigmic: Kamizo I'apcia Jara: 19 ueppnsa 2024 p.
VmoBHOBa)keHa ocoba kommanig Synthon Hispania S.L.
[Migmc/

Bepcigs: MCOC.ES01.EVS.tab5 Mistral Capital Management..UA.381261.05.doc

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

Anpeca B Icnavii: Kappep Kactenno 1 | M.I. Mlec Canivec | 08830 CanT-Boit-ae-NnobperaT | BapcenoHa | lcnawis | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastello 1] P.J. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi BapcenoHu 3a HomepomM B-184.023, cTopitka 43, Tom 30.987, 3anuc 1



Synthon Hispania, SL
¢/ Castelid, 1

08830 Sant Bo1 de Llobregat

Barcelona - Spain
Tel +34 936 401 516
Fax. +34 936401 146
www.synthon com

Ceprudikar anamizy

Synthon

Crop. 132

EBEPOJIIMYC-BICTA 5 Mr TadJ1eTKH

Homep cepii
Homep BHpOOY

Tepmin mpagaTHOCTI

Crnenndikanisa

1 2401242A

: 381261

: JTrotmii 2027
: CFPS.NUS.71019(1.0)

JlaTa BHpoOHAITBA
AHaJgi3 HoMep

: 16 arwToro 2024
: 1,662,247

Jocaigxenns

‘ PesyabTaTH

‘ Kputepil npuiimanas

30BHINHII BT I
(ITonamHus cepii)

3oBHimHIi Buran 11
(Komepmiitai cepil)

3ammkoBi po3urHHNK (TX)

Ertanon
JixnopMeran
Po3zuiHeHHA
MiziMyM
MaxcuMymM
Cepe/1HE 3HaYEHHA

KinBKicTh BHIIpOOYBaHIIX OIHHIIE

BiicHoBok

Inentngikamia (Eseponimycy) (YBEPX)

Yac yTpUMyBaHHI
V@ Cnektp

Kinpkicue Bi3Hauenns (EBeponiMycy)

(VBEPX)

(YBEPX) (% BijJ 3agBICHOI KLIBKOCT1)
InenTHOiKamiga (6yTILTiIpPOKCHTONY0IY)

(VYBEPX)
Yac yTpUMYyBaHHSI

KinpkicHe BI3HaueHHA (OYTILITIIPOKCHTONIYOIY)

(VYBEPX)

(VYBEPX) (% BijJ 3agBICHOI KiIBKOCTI)

He nposoamnocs

Bigmosigae

0,06%
< 0,006%

78 %

94 %

85%

12

Bigmosimae, S2

Bigmosigae
Bigmosigae

4,80 Mr/TabneTKy
96%

Biamosigae

0,121 mr/TabneTky
96,6%

Bix 6i10ro 1o Maibke O0i10T0 KOIBOPY OBaNbHI
IBOOIIYKJII TabmeTk 3 TicHeHHAM E9VS 5 3 ogHoro
OOKY Ta 3 JiHIEI0 PO3TIOMY 3 IHIIIOTO

Bix 6i1oro 1o Maibke 0i10T0 KOIBOPY OBaNbHI
JBOOIIYKJII TabneTkn 3 TicHeHHaM E9VS 5 3 omHoro

OoKy

<0,5%
<0,06%

> 75 % (Q) 3a 15 XBIUTIIH

BiamoBigae cCTaHIAPTHOMY PO3UITHY
BiamoBigae CTaHIAPTHOMY PO3UITHY

4,75-5,25 mr/Tabnerky
(95-105%)
Biamogizae cTaHIapTHOMY PO3YIHY

<0,132 Mr/TabneTky
(<105%)

3eim: 238340 [ama: 19 uepena 2024 p./ 14:45:53 Bio: LW7 _Production




Synthon Hispania, SL

¢/ Castelid, 1

08830 Sant Box de Llobregat
Barcelona - Spain

Tel +34 936 401 516 Synthon
Fax. +34 936 401 146
TWWW symllon.com

Crop.232
Ceprudikar anaaizy
EBEPOJIIMYC-BICTA 5 mr Ta0o1eTkn Howmep cepii: 2401242A
HocaimxeHnHsa PesyabTaTH Kpurepii npuiiMmanasa
OIHOPITHICTE T030BaHIX OINHIIIE Bigmosigae Bigmogigae €ppomneiicekiit @apmakornei 2.9.40
MiHiMaTbHII 95,6 %
MaxcHMaIbpHIIT 98.,7%
Cepe aHiil 97.7 %
Jlo3a, mOB’g3aHa 3 pH3IKOM 1,1%
IToKa3HIK IPHITHATHOCTI 3.4 <15,0
KiTBKicTh IIpOTECTOBAHIIX BIPOOIB 10
Jomimkn (YBEPX)
M#1317 <0,1% <1,0%
M#1323 <0,1% <0,5%
M#1328 <0,1% <0,5%
MakcnmanibHa HeineHTH(hiKOBaHa TOMIIITKa <0,1% <0,2%
CyMa JoMIIIoK <0,1% <1,5%

MixkpoGionoriuna gacToTa

3aranbHa KUTHKICTh aepOOHIX MIKpOOPraHi3MiB Hikrpeneanoe <1000 KYO/r

(TAMC)
3araibHa KiIBKICTh JIPLKIKOBIX Ta IUTICEHEBHX
: =
rpu6is (TYMC) He nposoamnocek <100 KYO/r
Escherichia coli He nporomiuiock BigcytHa/T

EBepomiMmyc 5 Mr Tabnetkn cepis Ne: 2401242A Bigmosimae cnemmugikarii CFPS.NUS.71019 (1.0). 5 migTBepmKyto, 110
3MicT 1boro CoA € IIpaBIUTBHIIM.

K Bumano: FOneHis Mapickan OmniBapec Jata Bujaui: 19 ueprHs 2024 p.
TONIOBHHII (paxiBells i3 3a0e3MedeHHS AKOCTi ITe eneKTpOHHMUIT Ti/TIIIIC.

3eim: 238340 [ama: 19 vepena 2024 p./14:45:53 Bio: LW7 _Production




Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 1/2

Local trade name:

Everolimus-Vista

Marketing Authorization number:

UA/17149/01/02

Synthon item number: 381261

Batch number: 2401242A

Strength: 5 mg / Everolimus

Dosage form: Tablets

Packaging size and type: 5 tablets per blister, 6 blisters per carton box

Manufacturing site API:

Biocon Limited,

Special Economic Zone,

Plot No 2,3,4 & 5, Phase — 1V,
Bommasandra-Jigani Link Road,
Bangalore-560099, India

site API:

Authorization number of Manufacturing

KTK/25/514/2005 KTK/28/351/2005 (ML)
DCD/SPL-1/CR-1272/2021-22

GSC N°: DD0118210000292 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Chile Ltda.
El Castano No 145,
Lampa, Santiago, 9380000, Chile

site Bulk Drug Product:

Authorization number of Manufacturing

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
primary and secondary packaging site:

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

Responsible  for  batch
documentation and address:

release

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

for batch release documentation:

Authorization number of site responsible

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

Batch size finished product: 626 Packs
Number of relevant deviations: (VIaN
Remarks / comments: N

Synthon Hispania S.L. | CIF: ES-61739645

Version: MCOC.ES01.EVS tab5. Mistral Capital Management.UA.381261.05.doc

C/ Castelld 1 | P, 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 numero B-184.023, folio 43, tomo 30.987, inscripcién 1



Synthon Hispania S.L.

Synthon
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 Everolimus 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.71019 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine. -

Camin’o,Gaffﬁ/"
L 19 JUN 2024

Date:

Signature:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ES01.EVS tab5 Mistral Capital Management.UA 381261.05.doc

Synthon Hispania S.L. | CIF: ES-61739645
C/ Castello 1 | PI, 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 numero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon Hispania, SL

¢/ Castell6, 1
08830 Sant Boi de Llobregat
Barcelona -
Tel. +34 9363&?516 Synthon
Fax. +34 936 401 146
www.synthon.com
Certificate of Analysis e e
Everolimus-Vista Smg Tablet
Lot Number 1 2401242A
Item Number 1 381261 Date of Manufacture . 16-Feb-2024
Expiry Date : Feb-2027 Analysis Number 1,662,247
Reference : CFPS.NUS.71019 (1.0)
Tests Results Acceptance Criteria
Appearance I
(Submission batches) Not Performed ‘White to off white oval and
biconvex tablet, debossed with
E9VS 5 on one side and with
scoring line on the other side.
Appearance II
(Commercial batches) Complies ‘White to off white oval and
biconvex tablet, debossed with
E9VS 5 on one side.
Residual solvents (GC)
Ethanol 0.06 % <0.5%
Dichloromethane <0.006 % <0.06%
Dissolution
Minimum 78 %
Maximum 94 %
Average 85% > 75 % (Q) in 15 minutes
Number of Units Tested 12
Conclusion Complies, S2
Identification (Everolimus) (UHPLC)
Retention time Complies The same as standard prep.
UV Spectrum Complies The same as standard prep.
Assay (Everolimus)
(UHPLC) 4.80 mg/tablet 4.75 - 5.25 mgftablet
(UHPLC) (% of label claim) 96 % (95 - 105 %)
Identification (BHT) (UHPLC)
Retention time Complies The same as standard prep.
Assay (BHT)
(UHPLC) 0.121 mg/tablet <0.132 mg/tablet
(UHPLC) (% of label claim) 96.6 % (£105 %)

Report: 238340 Date: 19 Jun 2024/14:45:53 From: LW7 Production




Synthon Hispenia, ST.

¢/ Castelld, 1

08830 Sant Bol de Llobregat
Barcelona - Spain
Tel. +34 936 401 516
Fax. +34 936 401 146

Synthon

www.synthon.com
Certificate of Analysis S

Everolimus-Vista Smg Tablet Lot Number: 2401242A
Tests Results Acceptance Criteria
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40

Minimum (% of label claim) 95.6 %

Meaximum (% of label claim) 98.7 %

Average (% of label claim) 97.7 %

RSD 1.1%

Acceptance Value 3.4 <15.0

Number of Units Tested 10
Impurities (UHPLC)

M#1317 <0.1% <1.0%

M#1323 <0.1% <0.5%

M#1328 <0.1% <0.5%

Largest unspecified impurity <0.1% <02%

Total impurities <0.1% <15%
Microbial contamination

Total aerobic 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

Everolimus 5 mg tablets Lot No: 2401242 A complies with the Specification CFPS.NUS.71019 (1.0). I confirm that the content of
this CoA is correct.

Issued by : Ylenia Mariscal Olivares Date of Issue :  19/Jun/2024
QA CMO Specialist This is an electronic signature

Report: 238340 Date: 19 Jun 2024/14:45:53 From: LW7 Production
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