JAEP)KABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnuunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo AKICTh BBE3EHOro B YKpaiHy JiKapcbKoro 3acody

10.02.2025 Ne 6199/25/26

IEMETPEKCE/I-BICTA COJIIOT

(HaiimenyBanns nikapebkoro 3aco0y 3rijHO 3 peceTpattifHUM NOCBIAYEHHSM)
KOHUEHTPAT /LISl NPUIOTYBAHHA PO34HHY Aas indy3iit no 25 mr/mi; no 40 ma (1000 mr) y
daaxoni; no 1 paakony y kaprouniii kopoouti

(popma Bunycky, no3yBaHns, BUI NaKyBaHHA fikapcekoro 3acoby)
Howmep peecrpauiiitoro nocsinuenns UA/18044/01/01 crpok nii peecrpauitivoro nocsinuenus 05.05.2025
Cepis nikapcskoro 3acoby Ne 2403008D KinbkicTh BBE3eHOrO Nikapcbkoro sacoly 547

BupoGHuK Cinron Xicnanis, C.JI., Icnanis

(naiimenyBali s BHPOOHMKa Jikapchkoro 3aco0y, kpaiHa NOX0/KEHHA)

TOBAPUCTBO 3 OBMEKEHOIO BIITNTOBIAAJIBHICTIO
"BYCT ®APMA", inent. kon: 44107410

Baeseno B Y kpainy

(naiimenynanns Ta ko 3a €JIPIMOY opuanuHoi ocobu abo npissuiue, iM'sa, no 6arbkosi (isnunoi
ocobM - nianpuemus, i Miclle NPOKUBAHHA Ta peecTpauiiinuii nomep 061iKOBOT KAPTKH NAATHHKA
nojarkis abo cepis Ta nomep nacnopTa)

MpoTokoa Bizyanshoro konrpomo sia 04.02.2025 Ne 284/01.10-25/3.

3a  pesynbTataMM  ACPKABHONO KOHTPOMKO BCTAHOBIEHO, WO JNikapchkuii 3acid Bmezeno B VYkpaidy 3
AOTPHMAHHSAM BMMOT 3aKOHOIABCTBA OO 3a6e3neUenHs AKOCTI JlikapchKkuX 3aco0bis.

ﬂ, Biktop MAXHOBEL[b

e -+

10) (nianuc) (ininianm Ta npizsuiie)
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CinToH Xicnanisa C.JL.

Synthon

Ceprudikar Bimmosignocrti

Micepa KoMepIliiiHa Ha3Ba: IIEMETPEKCE]] - BICTA COJIFOT

Homep PeecTpariiiiHOTO TOCBUTIEHHA IIKApCHKOTO 3ac00y UA/18044/01/01

Homep noznuii 8 kommanii Synthon: 389099

Homep cepil: 2403008D

Jo3yBaHHA: 25mr/mn / TleMeTpexcen

Jlikapceka opma: KoHreHTpar I1st po3diHy Uit iHdy3ii

Po3Mip i THI TAaKyBaHHS: 40m (1000Mr) v drakowni; 1 prakoH y KapTOHHII Kopobiti
Bupobmiga nutsHmms ADI: CIHTOH €.p.0.

Bpuenceka 32 /um. 597
M. Brancko 67801, Yecrka Pecmy6mixa

Howmep mirnensii Ha BIpoOHIIITBO BiIpo 6HIrgol aimsHmm ADI: sukls 69528/2021 (API GMP)
Bupobumnua ginsamms "in bulk": OmnxoMen MaHy(aKTOpiHT a.c.

Kapasmex 2229/16

621 00 BPHO — Pxeuxogine, Yeckka Pecybmika
Howmep mirtensii Ha BupoOHIIITBO BiIpo 6HIrgol aimsHmmi "in bulk": sukls 218061/2024 (API GMP)
TlepBIHHE TAKYyBaHHS: Onkome ManydaxkTopiHr a.c.

Kapasmex 2229/16

621 00 BPHO — Pxeuxogine, Yeckka Pecybmika
Howmep mireH3ii Ha BHPOOHHIITBO MICIIS HePRHHHOTO MaKyBaHH: sukls 218061/2023 (ML)/sukls 201725/2022 (GMP)
BTopuHHe TaKyBaHHA: ki @apmacsrotikanc JITa.

Tugycrpiansua 3oua "Uekanina Cays" Patfion
2140 Botesrpas, Bonrapis

Howmep mireH3ii Ha BHPOOGHHIITBO MICIISI BTOPHHHOT O TTAKYBAHHS: NeBG/MIA-0465(ML) / BG/ GMP/2022/197 (GMP)

BiamopimansHmil 3a BHIIYCK cepil: CIHTOH XICIIAHIA, C.JI.
By K/Kactemno, Nel, Caur Boi e Jlnobperar,
Bapcenona, 08830 Icnanis

Howmep mireH3ii Ha BHPOOGHIIITBO BIPOOHIIKA BLIITIOBLIATEHOTO 32 TToTowmmil mificHiil HOMep B YKpaiHi:

BHITYCK cepii: 0438 (ML) / NCF / 2344/002/CAT

TTotounmnil mificumuil HoMep B €C, 04iKye cXBaleHHS B YKpaiHi:
0438 (ML) / NCF / 2344/002/CAT

Po3Mip mapTii TOTOBOTO IPOIYKTY: 547 ynax
KinpKicTh BIIIOBLIHIX BIIXIITIEHE: TW151452
PemMapxiy/koMeHTapi: NA

ITimv 3acBiTdyIo, IO HaBe/leHa BHOIe iH(opMalisd € ayTeHTIMHOIO Ta JOCTOBipHOIO.

Il cepis mponykuii Oyla BHIOTOBJIEHA, BKIFOYANOWI NAKYBAaHHA (AKIIO IIe MOKHA 3acTOCYBATII JI0 JAHOIO BIMNAIKY) Ta IPOBEISHHA
KOHTPOJIFO AKOCTi Ha BIIIe3raJaHOMYy Micmi (Micmgx) BiamoBinHO 10 BrMor EU GMP MiclieBOro peIyISTOpHOTO OpraHy Ta BiINOBITHO 10
cremmdikaniil, 3a3HadeHIX y PeecTpamiiiHoMy IOCBiIdeHHI MiKapchKOIO 3acoly KpaiHH-iMmopTepa, i 110 OyIB-AKIIX JOJATKOBIX BIIMOT,
Y3TODKEHIIX B YTOi IIpo AKiCTE.

Jlikapceka cyOcTanmis ITemeTpekcel BIPOOIA€TECA BIMIOBLTHO J10 BIIMOT HITHHOTO GMP.

By1o nepeBipeHO Ta BCTAaHOBISHO, IO JOKYMEHTIH 3 00pOOKII, MaKyBaHHA Ta aHATi3y IapTii BiamoBigarots Bimoram EU GMP.

TIpoIyKT BiNIOBiNA€ TIHHIM OCHOBHIM HpHHINIIaM BSE/TSE.

Byns-ske BiXIIIeHHS Oy7I0 POaHAIiz0BaHO Y 3a]0KyMeHTOBaHO. J[111 OyIb-AKOT0 BiIXIUIEHHS, SKe MOJKe BIUIIBATII Ha AKicTs Ta/ado Ha
OesmeKy OPOAYKTY (3HaUyIle BIIXIUIeHH:), 10MAeThCA 3BIT Jo CepTidikaTa BiJIIOBIIHOCTI.

PazoM 3 BinmoBinHIM CepTidikaToM aHATII3y Heil TOKyMeHT cKiIaliae cepTiHgikaT AKOCTi 714 J03BOIY Ha BIITYCK Cepil g Ipolaxy cepil
BIIIIE3a3HAYEHOTO JOKIAHO PO3IIIICAHOIO IMPOIYKTY.

JHaHa cepis Biymorinae CFPS.NUS.75742 (1,0) i BimyckaeThes 11 kKoMmaHil Mistral Capital Management Ltd, Vkpaiza.

Iligmmic:  Kawino Iapcia Hara: 27 ciums 2025p.
ViioBHOBaXKeHa 0coba
kommasgig Synthon Hispania S.L.

[Tigmc/

ITeit Cepr¢ikaT BiIIOBITHOCTI 3aMiHIO€ IIOTIEPEIHIIL, 110 OYB BrAammil 23/12/2024 depe3 MOMILIKY YV 3BiTi
/IIITAC/ 27 ciunsa 2025p.

Bepcis: MCOC.ES01.PXD.inj25. Mistral Capital Management.. UA. 389099.10.doc



Synthon Hispama, SL

o/ Castelid, 1
08830 Sant Boi de Llobregat
Barcelona - Spain :
Fax -34 936 401 146 o A
www synthon com Ceprudikar anamnizy
Crop. 131
IIEMETPEKCE] - BICTA COJIIOT 25 Mr/mJI KOHIeHTPAT /18 PO34HHY 118 iHdy3ii
Howmep cepii : 2403008D
Howmep BupoOy : 389099 JlaTa BUpoOHMITTBa : 04 BepecHa 2024 p.
TepMiH IPHIATHOCTI : Bepecens 2027 p.
BupoOHITua iTBHHIT : OEKOMe ] MaHy(haKTOpIHT a.c.
Hocaimxenns PesyabTatn Kputepii npuiiMmanas
Ome Binmosiniae TIposopmii po3dnH, BiJ 6e36apBHOrO ab0 JI€Ib KOBTYBATOTO
ab0 KOPHYHIOBATOTO J0 KOPIYHIOBATO-KOBTOT'O KOIBOPY
abo 3eJIeHyBaTO-KOBTOI'0 KOJIb0PY. [IpakTHIHO BLTBHIII Bil
gacToK. ¥ 0e30apBHIX CKISHIX (hrakoHaX 06’emom 50 mu
3 TYMOBOIO POOKO0 Ta alOMiHIEBIM KoBmaukoM flip-top.
@1aKoH MicTHTE 40 MJI KOHIICHTPATY
3a0apBICHICTE PO3UNHY Biamnosigae < cTaHgapTHOTO po3unHY B5, Y3, BY3 abo GY3
IIpo30picTs PO3UHHY Biamosigae IIpo3opuil (< cTaHmapTHOI cycmeH3ii I)
pH pozauny 8,7 8,390
MexaHIYHI BKIIIOUYEHHSI Bigmoigae Bignorigae €Bpomneiicekiit @apmakonei 2.9.19
YacTki > 10MKM 23 < 6000 po3mipom 10MKM abo GimbIe
YacTKi > 2 5MKM 2 < 600 po3MipoM 25MKM abo GinmbIre
Inentngikamnia ITeMeTpexceay
Metog BEPX I (wac yIpHMyBaHHS) Biamosigae Takil, K y CTAHIApTHOTO PO3UHHY
MeTon Y@ (CHeKTp MOTTIIMHAHHA) Biamnosigae Taximl, IK Y CTAHJapTHOTO PO3UHHY
Buict ITemerpekceny Metoq BEPX 1
MT/MI 25,53 Mr/MI 23,75 -26,25 Mr/m
% BIJ 3a4BIE€HOTO HA ETHKETII 102% (95-105%)
06’eM, 10 BUTATAETHCA Bigmnosigae > 40M1
Howmimkn (BEPX)
N#1110-1 <0,05% < 0.2%
N#1110-2 <0,05% < 0,2%
N#1107 (zomimka B) <0,05% < 0.2%
N#1108 (momimka C) <0,05% < 0.2%
MaxkcnmansHa HeineHTndikopana gomimka < 0,05% < 0.2%
CyMa JoMIIIoK <0,05% < 1.3%
EHanTioMepHa gncrora (Metoq BEPX II)
N#1103 (momimxka E) 0,12% < 0,3%
InenTnogikamnia arTnokcnganTy (Lcteina)
metoa BEPX III ac yrpiuMyBaHHS Bigmnosigae Taximl, K y CTaHJapTHOT'O PO3YNHY
Buict arTHOKCHIaHTy MeToq BEPX IIT
IucTeiny 1,25 Mr/ma 0,50-2,10mr/M1
CrepibHicTs (ABTOKIAB 1) Bigmnosigae CrepIIbHIIT
BakTepialbHi eHIOTOKCHHI (ABTOKIAE 1) <0,20 MO/Mr = < 0,20 MO/Mr ITeMeTpekceny
CrepwibHicTE( ABTOKIAB 2) Biamosigae CrepbHIIT
BakTepialbHi eHI0TOKCHHI (ABTOKTIAB 2) <0,20 MO/Mr = < 0,20 MO/Mr ITeMeTpekceny
I cepis Binmosinae Creruikanii CFPS.NUS.75742 (1.0)
KM Bunano: Aajpea Jlome3 I6ane3 Jata Bujaui: 23 rpyaas 2024p.
@DaxiBers i3 3a0e3MeUeHHT IKOCTI ITe enexTpoHHUIT i IIHC.

3eim: 249833 Hama: 23 epvoua 2024p./14:37:12 Bio: LW7 _Production




Synthon Hispania S.L.

Certificate of Conformance
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Local trade name:

Pemetrexed-Vista Solute

Marketing Authorization number: UA/18044/01/01

Synthon item number: 389099

Batch number: 2403008D

Strength: 25mg/ml / Pemetrexed

Dosage form: concentrate for solution for infusion
Packaging size and type: 40ml (1000mg) per vial; 1 vial per carton box
Manufacturing site API: Synthon s.r.o.,

Brmenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site API:

sukls 69528/2024 (API GMP)

Manufacturing site Bulk Drug Product:

oncomed manufacturing a.s.
Karasek 2229/1b
621 00 Bmo- Reckovice, Czech Republic

Authorization number of Manufacturing
site Bulk Drug Product:

sukls 218061/2023 (ML)/ sukls 201725/2022 (GMP)

Primary packaging site:

oncomed manufacturing a.s.
Karasek 2229/1b
621 00 Bmo- Reckovice, Czech Republic

Manufacturing Authorization number of
primary packaging site:

sukls 218061/2023 (ML)/ sukls 201725/2022 (GMP)

Secondary packaging site:

GE Pharmaceuticals, Ltd
Industrial Zone "Chekanitza-South" area
2140 Botevgrad, Bulgaria

Manufacturing Authorization number of
Secondary packaging site:

BG/MIA-0465 (ML) BG/GMP/2022/197 (GMP)

Responsible for batch release
documentation:

Synthon Hispania, S.L.
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/2344/002/CAT (GMP)

Current valid number in EU:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Version: MCOC.ESO1.PXD.inj25.Mistral Capital Management.UA 389099.10.doc
Synthon Hispania S.L. | CIF: ES B-61739645
C/ Castelld 1 | Pl. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | www.synthon.com

Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184,023, folio 43, tomo 30.987, inscripcion 1



Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2
| Batch size finished product: 547 Packs
| Number of relevant deviations: AW\ \WUT 2
Remarks/comments: /B

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 Pemetrexed 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.75742 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

Date: L / JAN 2025

Signature:

Qualified Person Synthon Hispania S.L.

‘ Thas Coc ecdes 'fauour our (s yued U
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Synthon Hispania S.L. | CIF: ES B-61739645
C/ Castelld 1 | P, Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | www.synthon.com

Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1



Synthon Hispenia, SL

o Castell6, 1

08830 Sant Boi de Licbregat
Barcelona - Spain

Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis P 1ot

PEMETREXED-VISTA solute 25 mg/ml Concentrate for
solution for infusion
Lot Number : 2403008D

Item Number : 389099 Date of Manufacture : 04-Sep-2024
Expiry Date : Sep-2027
Manufacturing Site : Oncomed Manufacturing a.s.

Tests Results Acceptance Criteria
Appearance Complies Clear, colourless to slightly
yellow to brown, brown yellow
or green yellow solution,
practically free from particles in a
colourless 50 ml glass vial with a
rubber stopper and an aluminium
cap with flip-top.
The vial contains 40 ml of
concentrate.
Colour of solution Complies <Reference solution BS, Y3, BY3
or GY3
Clarity of solution Complies Clear (< Reference suspension I)
pH of solution 8.7 83-9.0
Particulate matter Complies Complies with Ph. Eur. 2.9.19
Particles >= 10 pm 23 <6000 of 10 pm or larger
Particles >=25 pm 2 <600 of 25 pm or larger
Identification Pemetrexed
HPLC I retention time Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay Pemetrexed HPLC I
mg/ml 25.53 mg/mL 23.75 - 26.25 mg/ml
% of declared amount 102 % (95 - 105 %)
Extractable volume Complies =40ml
Impurities HPLC I
N#1110-1 <0.05% <02%
N#1110-2 <0.05% <02%
N#1107 (Impurity B) <0.05% <02%
N#1108 (Impurity C) <0.05% <02%
Largest unspecified impurity <0.05% <02%
Total impurities <0.05% <13%
Enantiomeric Purity HPLC IT
N#1103 (Impurity E) 0.12% <03%
Identification of antioxidant (Cysteine)
HPLC III retention time Complies The same as standard prep.
Assay of antioxidant HPL.C III
Cysteine 1.25 mg/mL 0.50 - 2.10 mg/ml

Report: 249833 Date: 23 Dec 2024/14:37:12 From: LW7 Production




Synthon Hispania, SL
¢/ Castelld, 1

08830 Sant Boi de Licbregat

Barcelona - Spain

Tel. +34 936 401 516 Synthon
Fax. +34 936 401 146

www.synthon.com

Certificate of Analysis Pigh 2ot

PEMETREXED-VISTA solute 25 mg/ml Concentrate for Lot Number: 2403008D
solution for infusion

Tests Results Acceptance Criteria

Sterility (Autoclave 1) Complies Sterile

Bacterial endotoxins (Autoclave 1) <0.20 EU/mg <0.20 EU/mg Pemetrexed

Sterility (Autoclave 2) Complies Sterile

Bacterial endotoxins (Autoclave 2) <0.20 EU/mg <0.20 EU/mg Pemetrexed

This batch complies with the specification set in CFPS.NUS.75742 (1.0).

Issued by : Andrea Lopez Ibafiez Date of Issue :  23/Dec/2024
QA CMO Specialist This is an electronic signature

Report: 249833 Date: 23 Dec 2024/14:37:12 From: LW7 Production
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