JAEPKABHA CJIY)KBA 3 JIIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €EIPTIOY 37079055

BUCHOBOK
Npo AKiCTh BBe3€HOro B YKpaiHy JikapcbKoro 3acody

04.09.2023 Ne 44814/23/26

JEHAJIJIOMIJ-BICTA

(HafiMenyBanHa hikapcbkoro 3acoBy 3riiHo 3 peceTpauiinuM NOCBIIMEHHAM)
KancyJu Teepai no 25 mr; no 3 kancyau y 6uaicrepi, no 7 6JticrepiB y kaprouHiii kopobui

(hopma Bunycky, 103yBanis, BH/L NakyBanHs nikapckkoro 3acoby)
Homep peecrpauiiioro nocsinuenns UA/17466/01/07 crpok aif peectpauiiinoro nocsiauerns 30.05.2024
Cepis nikapcwkoro 3acoby Ne 2301908C Kinskicts BBesenoro sikapeskoro 3acody 400

Bupo6uuk Cinrton Xicnauis, C.J1., Icnanis

(nafMenyBanns BHpoGHMKa nikapckkoro 3acofy, kpalHa NOXOMWKCHHA)

Bse3sero B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAMMOBIJAJIBHICTIO
"BYCT ®APMA", inenr. kon: 44107410

(HafiMenybanns Ta koa 3a €APTIOY opuanuHoi oco6u aGo npiseuiLe, iM's, no Garbkosi gisu4noi
ocobu - nianpuemus, ii Micle NpoXkHBaHHA Ta peccTpallifiHKA HoMep 001iKOBOT KAPTKH NIATHHKA
nonarkis abo cepis Ta HOMEP Nacnopra)

IMpotoxon Bisyanshoro koutpomo sia 04.09.2023 Ne 2644/3.

3a pesynbTaTaMM JEPKABHONO KOHTPOJIO BCTAHOBAEHO, WO Jikapcbkuil 3aci0 BBeseHo B Ykpaidy 3

JLOTPHMAHHSIMEFTHMOL TR
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aBcTBa W00 3abe3neueHHs AKOCTI NikapcbkHX 3acodis.
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CinToH Xicnania C.J1.

CepTtudikaT BIAIOBIHOCTI

MicreBa ToproBa Ha3Ba:

Jlenaminomin-BicTa

HoMep MapKeTHHTOBOI peecTpartii: UA/17466/01/07
Howmep Bupoby CiHTOH: 384964
Howmep cepii: 2301908C

KoumeHTparisi:

25 mr / JIeHanigoMimgy

Jlikapcpka opMa:

Trepai kancym

Po3mip i THIT yITaKOBKIL:

3 xamcynn y 6rmictepi; 7 0nicTepiB y KopoOii

BupobHnua gimpHIIE ADI:

CinroH AprentnHa C.A.
Tpaca 11 kM 325, 2200 Can-JlopeHro,
IIpoeinmis Canra-®e, ApTeHTHHA

Howmep minen3ii Ha BUpOOHUIITBO BHPOOHITIO1
aineHa A®I:

CE-2023-72595762-APN-DGIT#ANMAT (ML) /
2014-20132014-000182-23

BupobHiua ainsHun "in bulk":

Cigron Ymnnmi JITx
Enb Kactaneiio Ne 145, JIamma,
Cantbaro, 0000, Ym1i

Howmep minen3ii Ha BHPOOHHIITBO BHPOOHUKA
BiIOBigaIEHOTO 32 BHPOOHUITBO "in bulk":

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

ITepBiHHE Ta BTOPHHHE ITaKyBaHHIA:

Cigron Ymmi JITx
Enp Kactansito Ne 145, JIamma,
Cantbaro, 0000, Y11

Howmep minen3ii Ha BHPOOHHIITBO MicCIIf
IIepBHHHOI TAKyBaHHA:

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

BiamogiianpHIMIT 32 BUITYCK cepii:

CIHTOH XICITAHIA, C.JI.
Byn. K/Kactemno, Nel, Canrt Boi fie JImobperat
Bapcenona, 08830 Icnanis

Howmep minen3ii Ha BHPOOHHIITBO BHPOOHIKA
Bi/IMIOBiZaNIEHOTO 33 BHITYCK Cepii:

TToTounuii fificHNil HOMep B YKpaiHi:

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

TToTounuii mificHuii HoMep B €C, 04iKy€e cXBalleHHS B YKpaiHi:
0438 (ML) / NCF / 2317/001/CAT (GMP)

Po3wmip cepii:

765 yIIakoBOK

KIinBKICTE BIITIOBITHIX BIIXIIEHE:

NA nionuc 16 cepnna 2023

Pemapku / komeHTapi

NA

Bepcia: MCOC. ESOL .INL.cap 25. Mistral Capital Management. UA.384964.09.doc




CinToH Xicnauia C.JI.

Ceptudikat BIIOBLIHOCTI

Crop. 2/2

Il 3acBimdyro, 110 HaBeICHA BIIIE iH(OpMAIlid € ayTCeHTIYIHOIO Ta JOCTOBIPHOIO.

Ia cepig mpoaykiii 6ya BUTOTOBIEHa, BKIFOUAIOUI TTAKyBaHHS (SKIIO ITe MOJKHA 3aCTOCYBATH JIO JaHOTO BHITAJIKY)
Ta IPOBEJCHHI KOHTPOIIO SKOCTI Ha BHINE3TagaHOMY Micili (Micigx) BimmoBigHOo mo BmMor EU GMP wicueBoro
PETYIATOPHOTO OpPraHy Ta BIAMOBIMHO o cmemmgikamiil, 3a3HadueHNX y PeecTpaimiilHOMy IIOCBITYeHHI JIKapChKOTO
3aco0y KpalHH-iMIIopTepa, i 10 OYIb-IKIX T0JaTKOBHX BHMOT, Y3TOKEHIIX B YTO/I IIPO IKICTh.

Jlikapceka cybcraniis JIeHami JOMiTy BupoOIsSeThes BIIOBLIHO [0 BIMOT ditHHOTO GMP.

ByIo mepeBipeHO Ta BCTAHOBICHO, IO JTOKYMEHTH 3 00poOKII, MaKyBaHHA Ta aHAII3y cepil BINIOBITaIOTE BIMOTraM
EU GMP.
TIpoayKT BiAIIOBia€ YIMHHIIM OCHOBHIM IpuHIaM BSE/TSE.

Bynp-aKe BiOXIuleHHS OYy7I0 IMpoaHali30BaHO i 3aJ0KyMeHTOBaHO. J[1g Oyab-IKOr0 BIOXIUICHHS, AK€ MOXKE BIUIHBATH
Ha AKiCTh Ta/a00 Ha Oe3leKy MpoAyKTY (3HAUVILE BIIXIUICHHS), ToJacThes 3BIT Ho CepTidikara BigIOBITHOCTI.

PazoM 3 BigmoBigHmM CepTHgikaToM aHai3y Ieil JOKYMEHT € JO3BUIBHIIM CepTH(IKaTOM AKOCTI Ha BIITYCK MapTii
cepii BHIE3a3HAYSHOTO JOKIAIHO PO3IIICAHOTO IPOAYKTY IS TIPOIaKy.

Il mapris Bimmopimae CFPS.NUS. 58868(1,0) i Bmmyckaerbca I Kommasii Mistral Capital Management Ltd,
VYKpaiHa.

ITramm
ITimmmc: Biatpic Xeppepoc, Jara: 16 cepmaa 2023 p.
YnoBHOBaxkeHa ocoba
Cinron Xicmanis C.JI.

YooeHoBa:keHA ocoda Cinton Xicnania C.JL.

Bepcia: MCOC. ESOL .INL.cap 25. Mistral Capital Management. UA.384964.09.doc




Synthon Hispama, SL

¢/ Castelid, 1

08830 Sant Bo1 de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax +34 936 401 146
www.synthon com

Synthon

Ceprdikart aHaIizy Crop. 131
JEHAJIIJTOMIJI-BICTA 25 mr Kancyau, TBepai
Homep cepii : 2301908C
Homep BHpPOOY : 384964

Jlata BHpoOHHITBA : 13 kBiTHS 2023 Pp.
Tepmin nmpagaTHOCTI : KpiTens 2026
BupoOHHYA JiTEHAIA : CinTon Y JITh
Hocaimxkenns PesyabTatH Kpntepii npaiiMmanasa
TBepna JKeIaTIIHOBA Kalcyia 3 OiIM HeIpOo30pHM TLIOM i

30BHIIIHII BUTTIAT Biamogigae 0im0i HETPO30pOI0 KPHMINIEUKOIO 3 HAHSCSHIIM paJliadbHO

HamHcoM Ha Timi kamcyin LINL i 25. Po3mip kamcym: 0

IneHTHOIKAINA TeHAIToMITY
Metoq BEPX (Jac yTpuMyBaHHS) Biamosgigae Take X, 9K i Y CTAHIAPTHOTO PO3UIHY
MeTo Y@ (CHeKTp MOTIITHAHHS) Biamosgigae Take X, 9K i Y CTAHIAPTHOTO PO3UIHY

KinpKicHe BI3HAUEHHA JCHATI IOMITY

BEPX 24,87 Mr/Karcyiy 23,75-26,25 Mr/ Karcyiy
BEPX (% 3asBICHOTO BMICTY) 99,5% (95,0-105,0%)
CyIIyTHI JOMITIIKII
BEPX <0,1% <0,2%
BEPX (% 3asBICHOTO BMICTY) <0,1% <1,0%
Pozunmerns
MiHiMalbEHe 96%
MaxkcnmanbHe 99%
Cepenne 98% >85 % (Q)3a 15 xBWmH
KiIBKICTE IPOTECTOBAHHX OIIMHIIIb 6
BIHCHOBOK Bimmosigae, S1
O HOPIHICTS O30BAHITX OTHI Bixmonixae B BiIIIOBITHOCTI 10 BUIMOT IIOTOYHOT'O BIIaHHA €Bp.
®@apm. 2.9.40
MinimansHe (% 3aSBICHOTO BMICTY) 97,7%
MaxkcmmansHe (%0 3agBaeHOTO BMicTy)  100,1%
0,5 99,1%
RSD 2,1%
3HaYeHHA MPIITHATTS 2.2 <15,0
KiTBKiCTh IPOTECTOBAHIIX OJIHIIIb 10

115 cepis Biamorinae Crerudikarnii CFPS.NUS.58868 (1.0).

KM Bupano: Jlaypa Kactinseoc Carifo,
TOJIOBHHII (paxiBels i3 3a0e3meueHHS IKOCTI

Jara Bugadi: 07 ceprms 2023 p.
Ile eneKTPOHHINT ITiImIIC.

3eim: 218245 Jama: 07 cepnra 2023 p./ 13:05:21 Bio: LW7 _Prodhiction




Synthon Hispania S.L.

_ Synthon
Certificate of Conformance
page 1/2

Local trade name: Lenalidomide-Vista
Marketing Authorization number: UA/17466/01/07
Synthon item number: 384964
Batch number: 2301908C
Strength: 25 mg / Lenalidomide
Dosage form: hard capsules
Packaging size and type: 3 capsules per blister; 7 blisters per box
Manufacturing site API: Synthon Argentina S.A.

Ruta 11 km 325, 2200 San Lorenzo,
Provincia de Santa Fe, Argentina

Authorization number of Manufacturing
site API:

CE-2023-72595762-APN-DGIT#ANMAT (ML) /
2014-20132014-000182-23

Manufacturing site Bulk Drug Product: Synthon Chile Ltda.
El Castano No 145, Lampa,
Santiago, 0000, Chile
Authorization number of Manufacturing | 3850 (ML)/ NL/H23/2074700 (GMP)
site Bulk Drug Product:
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 release | Synthon Hispania, S.L.
documentation and address: C/Castello, n°1, Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible
for batch release documentation:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)
Currently valid in EU, pending approval in UA:
0438 (ML)/ NCF/2317/001/CAT (GMP)

Batch size finished product:

765

Number of relevant deviations:

Remarks/comments:

Fi
NA A(]c, M WA

Version: MCOC.ES01.LNL.cap25 Mistral Capital Management UA.384964.09.doc



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 Lenalidomide 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.58868 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

16 AGO. 2023

Signature: Beatrig Herreros Date:

Qualified Person Synthon Hispania S.L.

Version: MCOC.ESO1.LNL.cap25 Mistral Capital Management.UA 384964.09 doc




et ko
08830 Sant Boi de Llobregat
Barcelona -

Tel. +34 936 401 516 Synthon
:::34 936 401 146
Certificate of Analysis Pl
Lenalidomide-Vista 25 mg Capsule, hard
Lot Number : 2301908C
Item Number : 384964 Date of Manufacture : 13-Apr-2023
Expiry Date : Apr-2026
Manufacturing Site . Synthon Chile Ltda.
Tests Results Acceptance Criteria
Appearance Complies Hard gelatine capsule, with an
opaque white body and opaque
white cap with "LONL" and "25"
printed radial on body.
Capsule size: 0
Identification lenalidomide
HPLC retention time Complies The same as Standard Prep.
UV spectrum Complies The same as Standard Prep.
Assay (lenalidomide)
HPLC 24.87 mg/capsule 23.75 - 26.25 mg/capsule
HPLC (% of label claim) 99.5% (95.0 - 105.0 %)
Impurities
Largest unspecified impurity <0.1% <02%
Total impurities <0.1% <1.0%
Dissolution
Minimum 96 %
Maximum 99 %
Average 98 % =85 % (Q) in 15 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) 97.7%
Maximum (% of label claim) 100.1 %
Average (% of label claim) 99.1 %
RSD 0.9 %
Acceptance Value 21 <15.0
Number of Units Tested 10

This batch complies with the specification set in CFPS.NUS.58868 (1.0).

Issued by : Laura Castillejos Salido
QA CMO Specialist

Date of Issue:  07/Aug/2023
This is an electronic signature

Report: 218245 Date: 07 Aug 2023/13:05:21 From: LW7 Production
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