JEPXKIIIKCITYKBA
AEPIKABHA CIIYIKBA 3 JIKAPChKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KUEBI

ByJ1. bepesuskischka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.cov.ua, Kog CAPIIOY 37079055

BUCHOBOK
PO SIKICTL BBE3EHOT0 B YKpainy Jikapcebroro 3aco0y

28.10.2022 N 46292/22/26

NEMETPEKCEJ - BICTA COJIIOT

(nalimenypanss nixapeskoro aaco6y 3rifno 3 pecerpatifiHumM nociAueHHIM)
KOHICHTPAT LISt PUTOTYBANNA PO3UuHY [ts indysiit no 25 mr/mur; no 40 ma (1000 mr) y
araxoni; no 1 daakony v xapronniii Kopobui

((hopma BUnyCKy, RO3yBaHHS, BHA NAKYBAHHS 1KAPCLKOrQ 3aC00Y)
Howmep peecrpauiitiioro nocsinuenns UA/18044/01/01 crpox ait peccrpauiitvoro nocsinucuns 05.05.2025
Cepin nikapebkoro sacoby Ne 2102655A - Kinbxicrs sresenoro aikapeskoro saco6y 2000

Bupofunk Cinron Xicnanis. CJ1, lcranis

(HaBMeHy Ban Bupodinicy AKAPCLKOrD 33000y, KPaTHa HOXOKEHHH)

Brescro s Vipainy Tosapucrso 3 obmencenoro sinnosigansuicrio "BYCT GAPMA",
inent. kon: 44107410

(nalimenysains ta koa 3a CAPMOY RpMARLIYT 0codn 4bo apisuuge. Mg, mo Garbkosi Gizminol
ocoBu - nianpueMun. 1 Micue npeRuBIHNS Ta peccrpadiinui nomep oGaikoBol kapTry HATHIKA
nmoaatkis abo cepia ta HoMep nacnopra)

3a  pesynbratamMu  AEPWABHOrO KORTPOJHO  BCTAHOBICHO, MO Jikapeokull  3aci6  sBe3eHO B Yipalvy 3

AOTPHMAHHAM BAMOT 38KOHOMARCTBA 1010 3a6e3neUents AKOCT] mxap'}gmx 3acobis.

Muxkosna XOJIOJEHKO

O ROBTPONIO) (1tiime) (iniuiann ta npissune)
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Cinron Xicmanisg C.JI.

CepTudikar Bignmosignocri

MicueBa koMepiiilina Ha3Ba:

Ilemerpexcen — Bicra Cosror

Homep Peectpauiiinoro mocsiguenus

; UA/18044/01/01
JIKapchbKOro 3aco0y
Homep nosunii B kommnanii Synthon: | 389099
Homep maprii: 2102655A

Jo3yBanHs:

25wmr/mi / Tlemerpekcen

Jlikapcbka (opma:

Konnenrpar mist posunny s indysiit

Po3smip i Tim makysanHs:

40mu (1000mr) y dmakowi; 1 durakon y kapTorHiit kopobrii

BupoOunua aineauns A®I:

CiHTOH c.p.0.
bpnenceka 32 /um. 597
M. Birancko 67801
Yecnka PecnyOimika

Homep minensii Ha BHUpoGHULITBO
BUPOOHMYOT minbHuIl ADI:

sukls 132091/2021 (API GMP)

Bupo6uuua ginsEAns "in bulk":

Onxomen Manydakropisr a.c.
Kapasiex 2229/16

621 00 BPHO — PxeuxkoBine
Yecwka Pecniybiika

Howmep ninensii Ha BUpOOGHUIITBO
BUPOOHNYOI AibHUI "in bulk":

sukls 38374/2021 (ML)/sukls 201293/2021 (GMP)

ITepBuHHE MaKyBaHHs:

Onkxomen ManydaxTopiHr a.c.
Kapasiiek 2229/16

621 00 BPHO — PxeuxoBire
Yecpka Pecny6imika

Howmep nirensii Ha BUpOGHUIITBO
MICIIsl HEPBUHHOTO MAKyBaHHS:

sukls 38374/2021 (ML)/sukls 201293/2021 (GMP)

BTOpI/IHHe IMaKyBaHHSA:

Hoxi @apmacerotikaic JITa.
Innycrpianmsha 3ona "Yekanina Cays" Paiton
2140 boresrpan, Bonrapis

Howmep nimensii Ha BUpoGHUIITBO
MICIISl BTOPHHHOI'O IIaKyBaHHS:

NeBG/MIA-0303(ML) / BG/ GMP/2022/197 (GMP)

Bepcis: MCOC.ES01.PXD.inj25.Mistral Capital Management.UA. 389099.03.doc




Cinrton Xicnanisa C.JIL.

Ceprudikar BigmoBimnocti

crop. 2/2

CIHTOH XICITAHIA, C.JI.
K/Kacremno, Nel,

Canr Boi ne JImoGperar
bapcenona, 08830 Icnanis

BinnosinansHuii 3a Bumyck cepii:

Iorounnit mificauit Homep B VipaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
HoTounuii pilicauit Homep B €C:

0438 (ML) / NCF / 2225/001/CAT (GMP)

Howmep ninensii na BUPOOHUIITBO
BUPOOHUKA BiANOBINAIBHOTO 34
BHITYCK cepii:

Poswmip maprii rorosoro npomyxry: 2997
KineKicTh BigmOBITHUX BinXHUiIeHD: NA
Pemapxu/komenrapi: NA

um 3acBiquyro, 0 HaBexeHa BUIIE inpopManis € ayrenTHyHOIO TA JIOCTOBIPHOIO.

[ cepist mponykuii 6yma BUTOTOBJICHA, BKJIIOYAOYW MaKyBaHHS (SKIIO L€ MOKHA 3aCTOCYBaTH A0 NaHOTO BUITA/IKY)
Ta TIPOBEIICHHS KOHTPOIIO SIKOCTI Ha BUILE3rafiaHoMy Miclli (Micusx) BinmosigHo o BuMor EU GMP micueroro
PETYIATOPHOTO OpraHy Ta BiANIOBINHO A0 crienu(ikalii, 3a3HaUeHIX y Peectpanifinomy mocsinuenni mikapcskoro
3aco0y KpaiHu-iMIopTepa, i 10 6yIb-KAX 10TaTKOBHX BUMOT, y3TOJDKEHUX B YTO/I PO AKiCTE.

Jlikapcbka cy6cTanmis ITemerpexcen BUpobIseThCs BiJINOBiIHO 10 BUMOT uMHHOTO GMP.
Byuo nepesipeno Ta Bcranosneno, 1o AOKYMEHTH 3 06pOOKH, MaKyBaHH Ta aHali3y NapTii BiAlOBiat0Th BUMOraM
EU GMP.

[Mponykr Biamosinae YMHHUM OCHOBHIM npunnunam BSE/TSE.
Bynb-sike Binxunenus 6ymo npoanaizopano Y 3a10KyMeHTOBaHO. {115t 6y Ib-5KOr0 BiIXHICHHS, IKE MOKE BIUIHBATH
Ha SIKiCTh Ta/abo Ha GesmeKy TPORYKTY (3HAYYIUE BiIXHICHHS), JONAETHCA 3BIT 10 Ceprudikara BigmosigHocTi.

Pasom 3 Binnosinaum Ceprudixarom aHayIi3y Lel IOKYMeHT cKianae cepTugikaT sKocTi s JI03BOJIy Ha BUITYCK
cepii JuIs npozaxky cepii BUIIE3a3HAYCHOrO JOKIAIHO PO3IMHUCAHOTO NPOIYKTY.

Haua cepis Binnosinae CFPS.NUS.75742 (1,0) i Bumyckaersest s komnanii Mistral Capital Management Ltd,
VYkpaina.

IMignne:  €Brewis Abpaxam Hara: 13 Bepecus 2022p.
VYnoBHOBaxkeHa ocoba
kommanis Synthon Hispania S.L.

Mingmac/

Bepcist: MCOC.ES01.PXD.inj25.Mistral Capital Management.UA. 389099.03.doc



Ceprudixar anamizy

Crop. 132

[lemerpexcen - Bicra comror 25 mr/mJ KOHIEHTPAT ISl pO3YMHY MJIs iHy3iii

1 2102655A
: 389099

Howmep cepii

Howmep BupoOy
Tepmin nmpugaraocTi
Bupo6uuya ninpHUALS

: BepeceHb 2024 p.
: Oukomen ManyakTopinr a.c.

Hara BupobnunTBa: 13 Bepecns 2021 p.

Bwmict ITemerpexceny meron BEPX |

Hocaimkenus PesyanTaTu Kpurepii npuitmanns
Omuce Binnosinae IIposopwuii po3uus, Bix Ge36apBHOro a6o nep
XKOBTYBATOT'0 260 KOPUIHIOBATOTO JI0 KOPHYHIOBATO-
JKOBTOTO KOJIbOPY 60 3€MEHyBaTO-XKOBTOTO KOJHOPY.
IIpakTiyHO BiNbHMIA Bif yacToK. Y 6e36apBHUX CKISHIX
¢naxonax 06’emMom 50 MI1 3 'yMOBOIO TIPOGKOIO Ta
anoMiHieBUM KoBmaukoMm flip-top.
®naxoH MicTHTB 40 Mt KOHIIEHTPATy B
3abapBiIeHicTs po3unMHy Binmosinae < craHxapTHOTO po3uuny B5, Y3, BY3 a6o GY3
ITpozopicTs po3unny Binmnogsinae Iposopwuit (< craugaprHoi cycmensii I)
pH pozuuny 8,9 8,3-9,0
MexaHiuHi BKIIIOYeHHS Bianoginae Binnosinae €sponeticokiit ®apmakorei 2.9.19
Yactku > 10MKkM 12 <6000 pozmipom 10MkM abo Ginbie
Yacrtku > 25MkM 1 <600 pozmipom 25MkM abo Ginsire
I)IeHTmInKaum HeMeTpeKcez[y
- MeTox BEPX I (wac y'I‘pI/IMyBaHHﬂ) Binmnosinae Taxwui, six y cranmapTHOro posuuny
- MeToA YCD (criexTp mornuMHaHHS) ; anomnae - Taxnii, sx y crangapTHOro posuunny

Mr/(bnaKOH - 25 ,40 ﬂ«r/q)qaxqg | 23,75-26 ,25 Mr/(bﬂaKOH )))))))))))))
% Bix BaHBHeHOI‘O Ha eTHKeTm ____ 102% 1 (95- 19»5»%)
06’ €M, IO BUTATAEThCS , Bumomaae - 2 40Mn
HOMHHKH (BEPX) ; SRR [0 .o S S
N#1110 <0,05% < 0,2%
N#1107 (nomimka B) <0,05% .<0,2%
N#1108 (zomimka C) <0,05% < 02%
Maxcumarsha HeilleHTI/I(biK(‘)Baﬁa”l_IOMiHlKa <0,05% < 0,2%
Coma ﬂoMimOK . : 5 0’05%", . 3
EHaHTiOMepHa uncrora (Merog BEPX II)
N#1103 (nomimxa E) ' 0,10% <03%
Iz(eHTmbi;calﬁ;x ;ﬁmoxcnnaHT;“(LIHCTelHa) | ”
MeTon BEPX III 'Iag.;;prMyBaHHﬂ Biﬁhoﬁinae Takuii, K y cramgapraoro posunny

36im: 196456 Jama: 13 sepecnsn 2022 p./11:46:23 Bio: LW7 _ Production




Ceprudikar anasnisy
Crop. 232

ITemerpexcen - Bicra couror 25 mMr/mo KOHIEHTPAT JIJIA PO3YUHY

st indpysiii Homep cepii: 2102655A

Hociimkenns Pe3ynbrarn Kpurepii npuiiManus

Buict antrokcupanty meton BEPX 111

Unereia Lo 0s02loumn
Crepunenicrs, B  Binnosinae Crepwmewt .
baxrepiansui engoroxkcunn - <0,20 MO/Mr < 0,20 MO/mr BinpHOI KHCIOTH IMemerpexceny

Cepis Binnoginae Crienudikanii CFPS.NUS.75742 (1.0).

Kum Bunano: Mipiam Bpago, Hara Bunaui: 13 Bepecus 2022 p.
(axiBens i3 3a6e3MeUeHHS IKOCT] e enexrponnwmit mimmuc.

36im: 196456 [lama: 13 gepecns 2022 p./11:46:23 Bio: LW7_ Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

Pemetrexed-Vista Solute

UA/18044/01/01

Marketing Authorization number;

Synthon item number: 389099

Batch number: 2102655A

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.0.
Brnenska 32/¢p.597,
Blansko, 67801,
Czech Republic

Authorization number of Manufacturing
site AP

sukls 132091/2021 (API GMP)

Manufacturing site Bulk Drug Product:

oncomed manufacturing a.s,

Karasek 2229/1b
621 00 Brno- Reckovice,
Czech Republic
Authorization number of Manufacturing | sukls 38374/2021 (ML) / sukls 201293/2021 (GMP)
site Bulk Drug Product:
Primary packaging site; oncomed manufacturing a.s.
Karédsek 2229/1b
621 00 Bmo- Reckovice,
Czech Republic
Manufacturing Authorization number of | sukls 3837472021 (ML) / sukls 201293/2021 (GMP)
primary packaging site: V
Secondary packaging site: GE Pharmaceuticals, Ltd
: Industrial Zone "Chekanitza-South” area
2140 Botevgrad,
Bulgaria

Manufacturing Authorization number of
Secondary packaging site:

BG/MIA-0303 (ML) / BG/GMP/2022/197 (GMP}

Yersion: MCOC.ESO1.PXD. inj25 Misteal Capital Management, UA. 389099 03.doc




Synthon Hispania S.L.

Certificate of Conformance

Responsible  for  batch  release Synthon Hispania, SI,

documentation and address: C/Castello, n°1,

Sant Boi de Llobregat,

Barcelona, 08830, Spain

Authorization number of site responsible | Current valid number in UA:

for batch release documentation: 0438 (ML), NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2225/001/CAT

Batch size finished product: 2997
Number of relevant deviations: NA
Remarks / comments: NA

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.

Eu 'niavji‘,v;aha 1
alffigd harbdin /| {
LU SONE
\ti/@\"

Qualified Person Synthon Hispania S.L.

Date: 1 3 SET‘ 2622

Signature;

Version: MCOC.ESO1.PXD.inj25 Mistral Capital Management. UA.389099.03.doc




Certificate of Analysis

Synthon

Page 1 of 2

Pemetrexed-Vista solute 25 mg/ml concentrate for solution

for infusion

Lot Number

Item Number 1 389099

Expiry Date

Manufacturing Site

1 2102655A

. Sep-2024

Date of Manufacture

. Oncomed Manufacturing a.s.

© 13-Sep-2021

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 B5, Y3, BY3
or GY3
Clarity of solution Complies Clear (< Reference suspension I)
pH of solution 8.9 83-9.0
Particulate matter Complies Complies with Ph. Eur. 2.9.19
Particles >= 10 pm 12 <6000 of 10 um or larger
Particles >= 25 ym 1 <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 25.40 mg/mL 23.75 - 26.25 mg/ml
% of declared amount 102 % (95-105 %)
Extractable volume Complies >40 ml
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 II
Ni#1103 (Impurity E) 0.10 % <03%
Identification of antioxidant (Cysteine)
HPLC III retention time Complies The same as standard prep.

Report: 196456 Date: 13 Sep 2022/11:46:23 From: LW?7 Production




Certificate of Analysis Page 2 of 2

Pemetrexed-Vista solute 25 mg/ml concentrate for solution Lot Number: 2102655A
for infusion
Tests Results Acceptance Criteria
Assay of antioxidant HPLC IIT
Cysteine 1.10 mg/mL 0.50 - 2.10 mg/ml
Sterility Complies Sterile
Bacterial endotoxins <0.20 EU/mg <0.20 EU/mg Pemetrexed

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

Issued by : Miriam Bravo
QA CMO Specialist

Date of Issue : ~ 13/Sep/2022

This is an electronic signature

Report: 196456 Date: 13 Sep 2022/11:46:23 From: LW7 Production
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