Iixrsep/kenns sinopignoeri

Sassuuk/Bnacuux PIT:
Hassa nponyxry:

Kpaina upusnavens:

Howmep PIT:

Jlosysanns/BmicT ailouoi peosusn:
Dopma BunyCKy:

Posmip ta Tun ynakosku:
[locunanus na Yrony 3 sxocri:

Homep cepii rotosoi npoxyxuii:
Homep cepii npomixnoro NpoAyKTY:
Howmep cepii neposdacopanoi
NPOYKLIT:

Kiabkicts nponykuii:

Micue Bupobunursa:

Jlara BupoGuuuTBa;
Hara 3akinueHns repminy
NPUAATHOCTI:

Mictpan Kenitax Menemkment Jlimiten
KAJIBUIIO ®OJITHAT - BICTA

Vkpaiua

UA/15243/01/01

Kansuio goninar 10 mr/an
Posunn ans in’exuiii

20 ma1 y dnaxoni y kapronmiit KopoOi Ne |
18.03.2016

CuUo0s
22PRO003
A22PRO003

8 878 ynakosox

Xaynr ®apma Bonsdparcxaysen I'm6X
Ipaddenpinep llrpacces

82515 Boasdparcxaysen, Bapapis, Himewunna
Howmep minensii: DE_BY _04_MIA 201 9 0139

06.01.2022 p.
07.2024

A nixTBepKYIO, 110 eTanH BHPOOHMUTBA, 3a3HaucHi B Yrom 3 aKocti, Oy nposeieHi B nosmiii
BiinosiaHocTi 3 Bumoramu GMP €C | ymopamu, ommcannmu B Yrom moao 3abesnedenus
Adotpumanis  Bumor PeecTpauifiHoro nocsinueHHs, Sk ue nepenbaueno Micrpan Kenirtan
Menejukment Jlimites.

He Gyno 3apeectpoBano miskux Bijxmiens, ski Mormu 6 srmHy ™ na BHIIYCK cepil.

O Bei siaxunenns, siki MOXKYTL BIUIMNYTH Ha BHIYCK cepii, Oymu posrasuyri i 3aTBEPILKEHI
BIUTOBIINO 10 BCTAHOBJICHOT LPOUEAYPH OWIHKH  BiIXHJICHB. Hacrynui  pinxunenns Oyan
3apeecTpoOBaHi;

Biznosiano 10 Yroau 3 skocti us cepist npoayxuii 6ysia punyiena juis Tpancnoptysanis 8 Mictpan
Keniten Menezkment Jlimiten. Bianosiano o mupekrusn €C GMP Jloxarox 16 ﬁogpgg_!a‘MﬁTpan
Keniten Menement Jlimiren nece BiumoBianbticTs 3a poak npoLyKiti H; -p/l;ntfxy. e\

Komenrap:

[17 Tpasusi 2022) [rionuc]

= Mapio Copiano Poug
Ynonuonakena ocoda

O Jip. turpia Mocaep (i

JAara O Enwke Bosanex (Elke Wollanek) / Ynosnormseia ocoda
O j1p. Credian Jlonep (Dr. Stefan Launer) / Ynosiosmscia ocoba
B Hp. Maxuen Ecya (Dr. Maceniell Esua) / ¥Ynonnonakena ocoGa

Xaynr ®apma Bonbdparcxaysen Fm6X — Yneu rpynu komnawin
WWW.aenova-group.com



aeno. g

Ceprugirar ananizy

Cropinka 1 3 1

Marepian: KAJIBLUIO ®OJIUHAT ~ BICTA 10 MI7MJI 20 MJ] Cepis: cuo0s

I MISTR UA
|'|0Mtfp Mm!)iﬂ.ny: 31547 Hara supoGuuiraa; 06.01.2022
Haprin pocaimkenns: 040000245562 Hara saxinvenns 31.07.2024

TEpMiny npuiartiocti:
[aan nocninxenns: F05844F3 /5

Xapaxrepueria Coewndirauin Pesyawrar
KOHTPOJIb GMP KIHLIEBOI'O MPOAYKTY Bignosiynmii Binnorinae
3PA30K: 30BHILUHIF BHIJISIA Bianosimuitt Bianosiznac

Matepian Gya0 q0caivkeno sianosiano no susor GMP T4 IONYICHO HA PHHOK,
Honyweno: Mupio Copianio-Posepo (Mario Soriano-Romero), 17,05.2022
IMocana: Yunosnosaskena ocoGa

Leii nokysment Gyno siaano ABTOMATHYHO, i Bill He BHMarac nassiocri nianncy.

XaynT @apma Bonbdparcxaysen ImbX — YneH rpynu Komnasii i

WwWWw.aenovasgroup.com

Nbaddenpigep Wrpacce 5, 82515 Bonbpparcxaysen; Ten.: +49 8171 414 -0; daxc:
JBara apyxy 18.05.2022 06:47:55



Ceprudikar ananizy

Marepian:
Homep marepiany:

Tapria nocnizxenns:
Iaan nocniaskenns:

Xapaxkrepnernia

KAJIBLUIO ®OJIHAT - BICTA 10 MI/MII
IH'E€KLL 20 MJI BJIAKOH SPECI
102139

890000102936
FO584483 /5

OINKC 30BHILIHBOTO BHUIJISAAY

Cneundixauin

TMPO30OPUIL JKOBTYBATHIA PO3YMH:
BI3YAJILHE [HOPIBHSIHH A

BEPX 11 ®OJIIHOBOI KUCJIOTH

Crieundrikanis

[poneaenns BEPX ua sn

2.2.29

XIM. AHAJI3 11 HA BMICT KAJBLLIIO
Hociunanus: Coponeiichka (apmarones 2,3,1
[IPO3OPICTD + PIBEHb OITAJIECLIEHTHOCTI PIWH

Crennirauin

Po3sunn 3a crynenem kanamyruocTi ne mae nepesuuy sarn eranon |
Hociaanis: €sponeficuka Qapaakones 2.2, 1

BUIPOBYBAHH S HA PIBEHL 3ABAPBJIEHHS PIJIMH

Cueundikanis

3aGapsietiy posummy (e Mac GYTH irrencH i 30 eranon pozunny Y6

Hocimmua: Coponeiicuka dapamkones 2.2.2

BHIPOBYBAHIIS HA PIBEHb pH
Hocnaanns: Coponeficuia papmakones 2.2.3

BHIIPOBYBAHHS HA OBCAI OBEMY, LLLO BUTSI'ACTHCS
Hocnsanns: €sponeiicnra dapmakones 2.9.17

BHIPOBYBAHHS HA HASIBHICTH MEXAHIYHUX BKJIIOUEHD

Hermsmi acrku (>=10 mrm)
Hocunama: Cuponelicuka dapsakones 2,9.19

BHIPOBY BAHHS HA HASIBHICTb MEXAHIMHUX BKJIIOYEHE

HEBIMMI yperrn (>=25 akm)
Hocunanun: Esponeficura hupmakones 2.9.19

BHITPOBY BAHHA HA BIACY THICTb MEXAHIMIMX BKJIOMEHL

BIULHA 4OCTEN

Mocumanns: Coponeiicura dapsakones 2.9.20

BHITPOBYBAIHS 0OJNCBOT KHCIIOTH

Cewndrikanis

lposeacuns BEPX na supoGunnrni niznosiano 10 Enponeiicukoi dapmakonet

2.2.29

Xaynt ®apma Bonbpparcxaysen FMEX =\neH rpynu Komnanii Aekosa

WWwW.aenova-group.com \
Néaddenpigep Wrpacce 5, 82515 Bonvdparcxaysen; Ten.: +49 8171 414 -0; dakc:™
[ata apyky 18.05.2022 06:48:31

Cepis:
Nava supoGumursa;

lowsropue recrypanna:

Creundixauisn

Bianosinac

NOSHTNBIHi

poGnursi sianosiano a0 E€uponehicukoi (hapmakonei

NO3NTHBHNA

Bianosiaae

Bianosinac

7.0-8.6

>=20.0

<=6000

Bianosiane

<=

% deno. g
Cropinka | 3 3

CU05 / 22PRO00D3
06.01.2022

06.01.2023

Pesyawrar

Bianosinae
Ho3uTHBHNIT

no3uTHBIMii

Bianonigac
Bianosiae
8.4

20,4 ML

36

Bianosiaae

<piRng suABiCHin %o



'-'n-:\c:u.mc.-mraewqmm-_m _#31547 doc

SATOTAT MAHPVAQMID2_BatchComplance\Kur

Confirmation of Compliance

ApplicantUMA Holder:

Name of product:

Mistral Capital Management Ltd.

Calcium folinate-Vista

Destination Country: Ukraine

MA Number: UA/15243/01/01
Strength/Potency: Calcium Folinate 10 mg/m
Dosage form: Solution for injection
Package size and type: 20 ml vial in a box of 1
Reference to TQA: 18.03.2016

Batch No. Finished Product: cuos

Batch No. Semi-finished Product: 22PR0O003

Batch No. Bulk: A22PR0O003

Delivered Quantity: 8.878 packages

Manufactured at: Haupt Pharma Wolfratshausen GmbH

Pfaffenrieder Str. 5
82515 Wolfratshausen, Bayern, Germany
Licence number: DE_BY_04_MIA_2019_0139

Date of manufacture: 06.01.2022

Expiry Date: 07.2024

| hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have
been carried out in full compliance with the GMP requirements of the EU and the terms described in
the Agreement for ensuring compliance with the requirements of the Marketing Authorisation(s) as
provided by Mistral Capital Management Ltd.

No deviations have been registered that may influence the release of the batch.

[C] All deviations that may influence the release of the batch have been reviewed and approved in

accordance with an established deviation procedure. The following deviations have been
registered:

According to the technical agreement this batch has been released for transport to Mistral Capital
Management Ltd. Release to the market according to EU-GMP guidelines Annex. 16 is in the
responsibility of Mistral Capital Management Ltd. fa

Comment:

£ = 333y acoe
A O AT

Date e Elke Wollanek / Qualified Person
o Dr, Stefan Launer / Qualified Person
a Dr. Macniell Esua / Qualified Person

Haupt Pharma Wolfratshausen GmbH — Member of the Asi
www.aenova-group.com



Certificate of Analysis

Page2o0f 3
Material: CALCIUM FOLINATE-VISTA 10MG/ML 20ML Batch: CuU0s | 22PRO003
VIAL SPEC1
Material no.: 102139 Manufacturing date:  06.01.2022
Inspection lot; 890000102936
Inspection plan: F0584483 /5
Retest date: 06.01.2023
[Characteristic Specification Result
TEST HPLC PABG <=1 o %
Specification
TEST N-{P-AMINOBENZOYL) GLUTAMIC ACID
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.28
TEST N-10-FORMYL FOLIC ACID <=0.5 <RL %
Specification
IN-HOUSE HPLC BASED ON PH, EUR. 2.2.20
TEST HPLC 5-FORMYLTETRAHYDR.AC <=1 0 %
Specification
5-FORMYLTETRAHYDROPTEROIC ACID
IN-HOUSE HPLC BASED ON PH, EUR. 2.2.29
TEST SINGLE UNKNOWN IMPURITY <=1 0 %
Specification
{IRC)
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29
TOTAL IMPURITIES <=2.75 0.31 %
Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29
ASSAY HPLCFOLINIC ACID 9.50 - 10.50 10.22 mg/mi
Specification
IN-HOUSE HPLC BASED ON PH, EUR. 2.2.20
STERILITY TEST Caonforms Conforms
Specification
MEETS THE REQUIREMENTS OF THE TEST
REF.: PH, EUR, 2.6.1
BACTERIAL ENDOTOXINS <= 1,95 < 0.06 EU/mg
Specitication e,
CALCIUM FOLINATE b e X
REF.: PH. EUR, 2.6.14 B P " \
4 4 b
GMP CONTROL SEMI-FINISHED PRODUCT Conforms C;pnfpéns = 3\

VJ}F

Y Himg

A

g L

Haupt Pharma Wolfratshausen GmbH - Member of the Aén:

www.aenova-group.com :

Pfaffenrieder Str. 5 - 82515 Woliratshausen ; Tel.: +48 8171 414 - 0; Fax: +49 817%:414
printout date 18.05.2022 06:48:31



Certificate of Analysis aenova

Page 1 of 1

Material: CALCIUM FOLINATE-VISTA T0MG/ML 20ML Batch: Cuos

1 MISTR UA
Material no.: 31547 Manufacturing date:  06.01.2022
Inspection lot; 040000245562 Expiry date: 31.07.2024
Inspection plan: FO5844F3 /5
Characteristic Specification Result
GMP CONTROL FINISHED PRODUCT Conforms Conforms
SAMPLE: APPEARANCE Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Mario Seriano-Romero, on: 17.05.2022
Position: Qualified Person

This docurnent was issued automatically and is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of th _
www.aenova-group.com %

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fan +
printout date 18.05.2022 06:47:55




Certificate of Analysis

aenova
Page 3 of 3
Material: CALCIUM FOLINATE-VISTA 10MG/ML 20ML Batch: CuU0s / 22PRO003
VIAL SPEC1
Material no.: 102139 Manufacturing date:  06.01.2022
Inspection lot: 890000102936
Inspection plan: F05844S3 /5

Retest date: 06.01.2023

The material was tested in conformity with GMP and is released.
Release by: Mario Soriano-Romerg, on: 17.05.2022
Pogition: Qualified Person

This document was issued aulomatically and is valid without signature.

N\
Haupt Pharma Wolfratshausen GmbH - Member of thi At

www.aenova-group.com %

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax. +

printout date 18.05.2022 06:48:31



Certificate of Analysis aenova

Page 1 of 1
Material: CALCIUM FOLINATE-VISTA 10MG/ML Batch: Cuos | A22PRO003
SPEC 1

Material no.: 102136 Manufacturing date:  06.01.2022

Inspection lot: 890000102935

Inspection plan: F05844B1 /5
Retest date: 05.02.2022

| Characteristic Specification Result

BIOBURDEN <= 10 0 cfu/100ml

Specification
BEFORE TERMINAL FILTRATION/BIOBURDEN 2
REF.: PH. EUR. 2.6.12

The material was tested in conformity with GMP and is released.
Release by: Mario Soriano-Romero, on: 17.05.2022
Position: Qualified Person

This document was issued automalically and is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of th2
www.aanova—group.com Y
Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax.
printout date 18.05.2022 08:49:14



Ceprudixar ananizy

Marepian: KAJIBLITO ®OJIHAT - BICTA 10 MI/MJI Cepia:
[H'EKLL 20 MJT ®JIAKOH SPEC]I
Homep marepiany: 102139 Jlara supoGinnrea:

Hapris nocaimrenua: 890000102936

Isan mocnivxenim: F0584483 /5 [losTopie TecTyBatiis:
Xapakrepucruka Cneundirkauis
BHIIPOBYBAHHSI BEPX <=
Cneundpikauin

TECT N-{I-AMII IOBEH30J1) Y TAMIHOBA KHCJIOTH

TPOBEAEHNS BEPX HA BUPOBHHLITBI BIANTOBIAHO JIO

CBPOTEACHKOT ®APMAKOIES 2.2.29

BHITPOBYBAHHS N -10-0OPMUI @OJIICBOT KHCIOTH <=(),5

Croenndrikanis
NMPOBEAEHHS BEPX HA BUPOBHHIITBI BIANOBIAHO 110
CBPOINERCHEKOT ®APMAKOIIE] 2.2.29

BHIIPOBY BALIN BEPX 5-@0]%\1IJI'I'IE.'I'I'AI'I,J.U’UI ITEPMHOBOT KMCJHIOTH
Creundpikanin

5-0OPMUITETPATIAPONTEPHHOBA KHCJIOTA

NIPOBEJIEHHSA BEPX HA BUPOBHHULITBI BIAIIOBIJIHO J10
CBPOIEACBKOT ®APMAKOIET 2.2.29

BUIPOBYBAHHSI HA HASIBHICTE OJHIET HAMBIIBILO! CYMYTHROI
JIOMILUKH

Cneundikauin

(HHK)

MPOBENEHHS BEPX HA BUPOBHULITBI BIAUTOBIAHO 10
E€BPOMNEACEKOT ®APMAKOIET 2.2.29

3ATAJILHA CYMA JIOMILLIOK
Cuenirunin

HPOBE/IEHHS BEPX HA BUPOBHUIITBI BIANIOBILHO A0
CBPOINEACBKOT ®APMAKOIIE] 2.2.29

BHIPOBYBAHI BEPX PO3UMHY GOJIHOBOT KHCHOTH (xinukicue
BHZHAMCHNR)

Crewndikanis

HPOBEJIEHHS BEPX HA BUPOBHHLITBI BUUIOBIJIHO IO
EBPONENCBKOI ®APMAKOIIET 2.2.29

BHITPOBYBAHIS HA CTEPHIIBHICTb
Creunpicanin

BIANOBIIAC BUMOIAM BHUITPOBY BAHH S
HNocnaanmn: Coponeiicuka Qapsmakones 2.6.1

BAKTEPIAJNILHI EHJIOTOKCHHM
Cueunpirauin

KAJIBLUIO OJIHAT

HMocnaaus: €pponeiicska dapsakones 2.6.14

GMP KOHTPOJIL MPOMBKHNOIO HPOJIYKTY
Marepit 6y10 J0CHAKCH0 sLnosiAno 1o snyor GMP Ta jonyueno a puiox.
Jonvineno: Mapio Copianio Posepo (Mario Soriano-Romero), 17.05.2022

ocuwta: Ynosnosmwkena ocoGa
Lleii JIORYMEHT OY10 BILIOHO QW TOMUTHMHO, | BII HC BUMATSEE HANBHOCT] nanmcy.

www.aenova-group.com

<=|

<=2.75

9.50 - 10.50

Bianosinae

<=1.08

Ndaddenpinep Wrpacce 5, 82515 Bonbdparcxaysen; Ten.: +49 8171 414 -0; Paxts+d

[ata apyky 18.05.2022 06:48:31

L aeno. g

Cropinka 2 3 3

CU05 / 22PRO003
06.01.2022

06.01.2023

Pesyautar

<pinus sussnenus %

< pisi suasienna %

0 Y
0 %
031 Y%
10.22 MIfsn
Bianosinac

<006 MO/ mr




Certificate of Analysis aenova

Page 1 0of 3

Material: CALCIUM FOLINATE-VISTA 10MG/ML 20ML Batch: CU0s / 22PRO003
VIAL SPEC1

Material no.: 102139
Inspection lot; 890000102936
Inspection plan: F05844S3 /5

Manufacturing date:  06.01.2022

Retest date: 06.01.2023

I Characteristic Specification Result

DESCRIPTION VISUAL Conforms Conforms

Specification
CLEAR, YELLOWISH SOLUTION;
VISUAL COMPARISON

ID HPLC FOLINIC ACID positive positive
Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

ID CHEM CALCIUM positive positive
REF.: PH. EUR. 2.3.1

CLARITY+DEGREE OF OPALESCENCE OF LIQUIDS Conforms Conforms

Specification
NOT MORE OPALESCENT THAN REFERENCE
SUSPENSION 1

REF.: PH, EUR. 2.2.1
TEST DEGREE OF COLOURATION OF LIQUIDS Conforms Conforms

Specification
NOT MORE INTENSIVE THAN REFERENCE SOLUTION Y&
REF.: PH. EUR. 2.2.2

TEST pH VALUE 7.0-886 8.4
REF.: PH. EUR. 2.2.3
TEST EXTRACTABLE VOLUME >= 200 20.4 mi
REF.: PH. EUR. 2.9.17
TEST PART. MATTER (>= 10 pym) <= 6000 B .
REF.: PH, EUR. 2.9.19 e \OEARHCIG N
TEST PART. MATTER (>= 25 uym) <=600 3
REF.: PH, EUR. 2.8.19 74
TEST ABSENCE OF VISIBLE PART. Conforms
REF.: PH. EUR. 2.6.20
TEST FOLIC ACID <=1

Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

%

Haupt Pharma Wolfratshausen GmbH - Member of the ‘Aer
www.aenova-group.com NG

Pfaffenrieder Str, § - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +4
printout date 18.05.2022 06:48:31



Ceprugikar ananizy

Marepian; KAJIBLIIO ®OJIHAT - BICTA 10 MI/MI
IH'EKLL 20 MJ1 ®JIAKOH SPEC|

Homep marepiany: 102139

Tapris gocaivkenns: 890000102936
Iman aoenizxenns: FO584483 /5

Cepin:

Hara supoGunirsa:

HMosropne Tectymanus:

Marrepian Gyao zocnizkeno siznonizno xo sivor GMP T JAONYINEHO HA PHIOK.

Jonyueno: Mapio Copiano Pomepo (Mario Soriano-Romero), 17.05.2022

[Mocana: Vnonuosakena ocoGa

Lleii nokysent Gyno sunano ABTOMATH'INO, i Bill e BHMArae nussHocTi nizn Hey.

Xaynt ®apma BonsdparcxayseH ITmMEX - YneH rpynu Komnaiin AeH
www.aenova-group.com

Ndaddenpinep Wrpacce S, 82515 BonspparcxayseH; Ten.: +49 8171 414 -0; Gakc: 2T

Lata apyky 18.05.2022 06:48:31

‘:“:,.d(' o 4
g

Cropinka 2 33

CU05 / 22PRO003

06.01.2022

06.01.2023



ACT1O

Ceprudixar ananizy
- Cropinka 1 3 |

Marepian: KAJIBUIIO ®OJIIHAT - BICTA 10 MIYMJI Cepis: CU0S / A22PRO003
IH'E€KL] SPEC 1

Homep mavepiany: 102136 JHara supoGumrna; 06.01.2022

Mapria noenimkenus: 890000102935

ran pocaikenns: F05844B1/5 Mowsropue Tecrysanua:  05.02.2022

Xapakrepucrura Cuenndivanin Pewavwrar

BIOHABAHTANKEHHA A0 MEMBPAHIOL OUILTPALUT == 0 KYO/ 100821

Mo : Epponeiicuxa $apaakonen 2.6.12

Marepian Oyio noenimkeno sianosiano 1o sumor GMP ta J0NYIEHE HA PUHOK,
Honyuieno: Mapio Copiaso Posepo (Mario Soriano-Romero), 17.05.2022
Hocama: Ynoruonaxkena ocoGa

Lieit aokysent 6yn0 suaano anromatiio, i Bil fie BHMArac HaABHOCT] nijnucy.

Xaynr ®apma BonodpartcrayseH TmbX — YneH rpynu KomnaHii
wWww.aenova-group.com

Naddenpinep Wrpacce 5, 82515 BonedparcxayseH; Ten.: +49 8171 414 -0; ®axc:
Data apyky 18.05.2022 06:49:14

9 8171 404 °
\"-n-.,.__/



JEPXKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB: .
TA KOHTPOJTIO 3A HAPKOTUKAMM y m, KHEBI

Byn. Bepesnskisebka, 29, Kuie, 02098, ten. (044) 295-26-85 ven. (044) 795~26-82
E-mail: dIs.kyiv@dls.gov.ua, Kon €JIPITOY 37079055

BUCHOBOK /
npo AKicTh BBE3eHOT0 B Ykpainy Jikapeskoro 3ac05y

03.07.2023 No 33787/23/26

KAJBUIIO POJITHAT - BICTA

(HaBMenyRAHKS HKAPCHKOID 3acoBy 3riH0 3 peeeTpanifins nOCBLAMCHIEM) Sl
po3uuH ans in’ exuili, 10 mr/ma no 20 s, posqunty y daakeui; no 1 guaaxony y u‘opoﬁm 4
KapToHy g

(hopyra pHTY Chy, A03Y BANNA., I NAKY BRI ATKAPCHEOTO 38¢00Y)

Homep peccrpauifinoro nocsinvenns UA/15243/01/01 crpok ait peccrpauiiinoro nocBiaueHNs neoﬁmu«euum

Cepis nikapcbkoro 3aco6y Ne DB09 KinbkicTs sBescuoro nikapeskoro 1acoby 3800
Bupobuuk Xaynrt Qapma Bosibdparcxaysen I'm6X, Himeyuuna ©
(HaimenyBanus BUPOOHIKA AIKAPCHKOr0 3acoby, kpaina noxwm«.mm)
2%
Baeseno B Ykpainy ToBapuCTBO 3 0GMEKEHOIO BiANOBIAAIBHICTIO "BYCT CDAPMA"
inenr. xox: 44107410

(nakimenysanis Ta ko 3a CAPIIOY opuinunoi ocobu aGo npissuie. iy, ILQ 6m KON
diznuanol ocobu = nianpuemis, 1 Micne NpOKUBAHIHA TA peccrpaitinimni ﬂomep oﬁmmam
KAPTKH NAaTHHER IIOA&’IKU! abo cepis Ta noMep nacuopra) g e

. 18

Tpotokon sisyanshoro kourpomio sin 03.07.2023 Ne 1855/1.

BEier
3a pesynbTataMu  ACPIKABHOTO KOHTPONKY BCTAHOBRASHO., IO  Jikapchkuit 1acid suexeuo 8 yxpmn\ 3

— Silhal

(nianuc) (iniuini Ta npizanme)

LT +




ia! [!_i“:‘?

IlinTBepIKEeHHs BianoBiaHOCTI

ggaSIBHPIK/BI[aCHPIK PIT: Mictpan Kenitan Menemxment Jlimites
Flésea npogyxry: KAJIBLIIFO ®OJIHAT - BICTA

Kp aiHa pU3HAYEHHS: Vkpaina

Homep PIT: UA/15243/01/01

Ho3yBaHHa/BMicT mitouoi pewosunu:  Kanswiro doninar 10 mr/mn

dopma BuIycKy: Po3uun qns in’exuiit

Po3wmip Ta THI ymakoBKu: 20 a1 y dnaxoHi y KapToHHIH Kopo6ii Ne 1
ITocus HH3 Ha YroAy 3 AKOCTI: 18.03.2016

Howmep c&pii rotoroi mpoaykuii: DB09

Howmep cepii npomixxnoro npoxykry:  23PRO007B
Howmep cepit Heposzdacosanoi A23PRO007B

fipoykuii:* -

KinskicTs npomykiii: 7 592 ynakoBok

VIS

O licue BUpoOGHHUIITBA: Xaynt ®apma Bonsdparcxayzen I'm6X

LS e Tpaddenpinep tpacces

82515 BonsbparcxayseH, basapis, Himeuunna
Howmep ninensii: DE_BY_04_MIA_2023 0042

Jlata BUPOGHHULTBA: 03.04.2023 p.
IMpunatuwmit mo: 10.2025

S migTBepiikyro, Mo eTanu BUPOGHMLTBA, 3a3HaueHi B YTOMi 3 KOCTi, Gy/nM NpOBeXeHi B MOBHIi
BianoBimHOcti 3 BuMoravm GMP €C i ymoBammu, onucanumu B Yromi 0A0 3abe3neycHHs
JOTpUMaHHA BHMMOT PeecTpauiliHoro 1mocBigueHHd, sk ue nepen6aseHo Mictpan Kemitan
Menemxmenr Jlimiren.

X He Gy10 3apeecTpoBaHo HiSKMX BifXHIICHB, SKi MOIIIH 6 BIUIMHYTH Ha BUITYCK cepil.

S ki
R

[ Beigsinxunenns, sAki MOXYTh BINMHYTM Ha BUNyCK cepii, Gy pO3IIAHYTI i 3aTBepIKeHi
BITOB{{HO 10 BCTAHOBNEHOI TPOLEAYPH OUIHKM BiaXmneHp. HacrynHi Bigxunenus Oynu
3apeecTPOBaHi;

Binnosinso no Yroau 3 sxocti us cepist npoaykuii 6yna BumyieHa s TPaHCIOpTYyBaHHSA B MicTpan
- Keniren Menemxment Jlimiten. Binnosigno no aupexrusn €C GMP Honartok 16 komnanis Mictpan
. Keniten Menemxment Jlimiten Hece BianosiganshicTs 3a mpoaak npoxykuii Ha PHHKY.

Komenrap:
01.06.2023 [nionuc]
: ) HiT“ '™ [ Enbxe Bonnanex (Elke Wollanek) / YnosHoaxena ocota [ Mapio Copiaro Pomepo (Mario Sotiano Romero) /
+ [X] ITp. Credban Jlonep (Dr. Stefan Launer) / Vnostosasena ocoba  YMOBHOBaXeHa 0co6a

JIp. Maxnen Ecya (Dr. Macniell Esua) / YrioBHosaxeHa oco6a O Hp. Inrpin Mocnep (Dr. Ingrid Mosler) / YnioBHoBaxeHa oco6a

Xaynt ®apma BonbppartcxayseH Im6X - YUneH rpynu komnaHiii AeHoBa
Www.aenova-group.com
NoaddeHpiaep Wrpacce 5, 82515 Boabdpatcxaysen; Ten.: +49 8171 414 -0; dakc: +49 8171 414 - 308
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Ceprudikar ananisy

CpriﬁKa 131

)

Marepian: KAJIBIIIIO ®OJITHAT — BICTA 10 MI/MJT 20 MJT  Cepis: DB09 VT

1 MISTR UA D
Homep Marepiany: 31547 JlaTa BUpOGHULITRA; 03.04.2023
IMapris nocmimxkenna: 040000274791 IMpupatauii no: 31.10.2025

Tlnan mocnmimkenns: F05844F3 /6

XapakTepucTuka Crneundixanis Pesyabrar
KOHTPOJIb GMP KIHIEBOI'O IPOAYKTY = Biamnosiguuit i , : Bimnosimae
3PA30K: 30BHHHHIﬁ BUTTIN Bignosigumii ~ Binnosinae

Bt ottt

Marepian Gyso gocnimkeHo BiAMoBiaHO K0 BuMor GMP Ta I0MymEHO Ha PUHOK.
JonymeHo: Credan Jlonep, 01.06.2023

Ieit noxymeHT GyI10 BUIAHO aBTOMATHYHO, i BiH He BUMarae HasBHOCTI nigmucy.

Xaynr ®apma Bonbdparcxaysed rM6X — YneH rpynu KomnaHiii AeHoBsa
WWw.aenova-group.com
NaddeHpiaep Wrpacce 5, 82515 BonbdpatcxayseH; Ten.: +49 8171 414 -0; dakc: +49 8171 414 - 308
[Oata apyky 02.06.2023 12:22:52
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Ceprudixar anaxizy

Marepian::; ®OJITHOBA KHACJIOTA 10MI/MJI IH’€EKI]
20 MJI ®JIAKOH SPEC1

Homep.marepiany: 102139
BUETIR

' Tlapris JIOCTIDKEHHA:
Inan pociigxenus:

890000117167
F05844S3/6

Cepis:

Jlata BUpoGHHULTBA:

IToBTOpHE TecTyBaHHs:

Cropinka 1 3 2

23PRO007B

03.04.2023

02.04.2024

- XapakTepHcTHKA

OITIC 30BHILUIHBLOIO BUTJIAY
Chiemmdixanis”

[1PO30PHIA, JKOBTYBATHIA PO3UNH;
BI3YAJIBHE [TIOPIBHAHHS

Crienmdixanis

Bignosigae

BEPX /1 ®OJIHOBO! KMCJIOTH
Crienidiixdnia: BayTpimmus Metonuka

XIM. AHAJII3 Il HA BMICT KAJIBLITIO
Hocuramst: €sponeiicoka hapmaxones 2.3.1

NO3UTHUBHUI

PesyabTar

Bianosigae

TO3UTUBHUH

TO3UTUBHMIA

NO3UTUBHMIA

TIPO3OPICTD + PIBEHD OIIAJIECHIEHTHOCTI PIIUH
Crenmdikaris

Po3uuH 3a CTyneHeM kanlaMyTHOCTI He Ma€ [IEPEBHIIYBATH ETANOHY CYClEH3ito I
Hocunanns: €sponeitchka apmakones 2.2.1

Biamosinae

Bianosigae

BUITPOBYBAHH HA PIBEHD 3ABAPBJIEHHS PIIVH
Crietmdixais

3a0apBIeHHs PO3UMHY He Mae Gy TH iHTEHCHBHIIMM 32 €TaTOH po3unHy Y6
[Tocunanns: €sponeiicrka papmakornes 2.2.2 Merox I

Ofiuc iepesipku: Y7

Binnosinae

Biamosigae

BUTPOBYBAHHS HA PIBEHb pH

7,0-8,6

8,1

TTocustanns: €pponetickka apmaxones 2.2.3

BUITPOBYBAHHA HA OBCAT' OBEMY, 1110 BUTATAETHCA
[ocunanua: €sponeticbka papmaxones 2.9.17

>=20,0

20,2 M

BUIPOBYBAHHS HA HASBHICTh MEXAHIYHITX BKJIFOYEHb (>=10 Mxm)
_Hocunanns: Esponeiicbka hapmakornes 2.9.19

<=6000

67

BUITPOBYBAHHSI HA HASIBHICTb MEXAHIYHUX BKJIIOUEHb (>=25 mMxm)
Hocunauns: €sponeiicbka papmakones 2.9.19

<=600

BUITPOBYBAHHA HA BIZICY THICTh MEXAHIYHUX BKJIIOYEHD

*~BHIUMI YaCTKH

Ilocnnanus: €sponeticska dpapmaxomnes 2.9.20

BUIPOBYBAHHS ®0JIIEBOI KUCJIOTU
Creuudixanis
BuyTpimss MeTouka

Bianosigae

<=1

Biarosinae

<piBH BusiBlieHHS %

Xaynt ®apma Bonbdpartcxaysen Im6X — YUnen rpynu komnaHiii AeHosa

www.aenova-group.com

Naddenpiaep LWrtpacce 5, 82515 Boabppatcxaysen; Ten.: +49 8171 414 -0; dakc: +49 8171 414 - 308

[Aata apyky 02.06.2023 12:23:11



Ceprudikar anajizy

Marepian:

Homep matepiany:
Tapris mocnimkenus:
ITnan gocmimxennsa:

®OJITHOBA KHCJIOTA 10 MI/MJI IH’€KI]
20 MJI ®JIAKOH SPEC1

102139

890000117167

F05844S3 /6

sy
o

aenova

Cropinka 23 2
Cepis: 23PRO007B
Jata BupoGuuLTRA: 03.04.2023

TTosTOpHE TecTyBaHHS: 02.04.2024: g4y

Xapaxrepucruka

CVIIPOBIZHI JOMILIKHA

TECT N-(II-AMIHOBEH30JI) I'TTYTAMIHOBA KHUCJIOTH
Crermdikauis

BryTpimns MeTozrka

BUITPOBYBAHHA N -10-@OPMUI ®OJIIEBOI KUCJIOTH
BuyTpimHs MeTonuka

. Crenudixauis

<=1

<=0,5

BUITPOBYBAHHA BEPX 5-®OPMUITETPATTIPOIITEPUHOBOI KUCJIOTH
5-©OPMUITETPATIAPOITTEPUHOBA KUCJIOTA
BuyTpimns Metoauka

L <=1

BUTIPOBYBAHHS HA HASIBHICTb OJTHIEI HAMBUIBIIO! CYITY THBOT
JOMILIKA
Crienndikauis

3ATAJIbHA CYMA IOMIIIIOK
Crietmdikanis
BuyTpimnsa MeToauka BEPX

<=1

<=2,75

Pesynbrar

< piBHA BUABNEHHA Y%

< piBH# BUsBIeHHA - %
I ik 8ip)

oioibanm

0 %

SR

0187 PRI

BUTIPOBYBAHHSA BEPX PO3YMHY ®OJITHOBO! KUCJIOTH (kinbkicHe
BHU3HAYECHHA)

Creundikanis (95,0 -105% Bix 3assneHoro)

BryTpimHs MeTozyka

9,50-10,50

9,94 MI/MIT

BUITPOBYBAHHS HA CTEPUJILHICTh
Crienmdikanis

BIZIMIOBITIA€ BUMOI'AM BHUIIPOBYBAHHS
Hocunanns: €sponelickka dapmaxomnes 2.6.1

BAKTEPIAJIBHI EHIOTOKCUHA
Crienmdixanis

KAJIBIIIO ®OJTHAT
IMocunanns: €sponeiicrka dapmakones 2.6.14

GMP KOHTPOJIb [TPOMDKHOI'O TTPOYKTY
Marepian 6yno nocnimkero BianosiaHo 1o BumMor GMP Ta J0MyImIEHO Ha PHHOK.
Jomyuieno: Credan JIonep, 22.05.2023

Ieit noxyMeHT GyJ10 BUIAHO aBTOMATHYHO, i BiH He BUMarae HasBHOCTI MiMHCY.

Xaynt ®apma BonbdparcxayseH rM6X — YUneH rpynu KomnaHiii AeHoBsa

WWW.aenova-group.com

Biamoginae

<=1,95

Bianosiauuii

Binmosigae

<0,06

MO/mr

Bianosinae

Ndadpdenpinep Ltpacce 5, 82515 BonbppatcxayseH; Ten.: +49 8171 414 -0; dakc: +49 8171 414 - 308

Nara apyky 02.06.2023 12:23:11
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CepTudixar ananisy

(e

Marepian:

ba ]

®OJITHOBA KUCJIOTA 10 MI/MJI IH’EKII SPEC  Cepis:
1

HOMCp Martepiany: 102136 Jlata BupoGHHULITBA:
IIame jgochizpkenss: 890000117160
Tlnan gocsimkenHs: F05844B1/6 IToBTOpHE TECTyBaHH::

denova
i

Cropinka 13 1

A23PRO007B
03.04.2023

03.05.2023

XapakTepHCTHKA

Cuenndixanis

PesyabraT

BIOHABAHTAXEHH 10 MEMBPAHHO!I ®UILTPAILIIT <=10
. Tlocunanus: €sponeiickka hapmaxones 2.6.12

0 KYO/100mn

Marepian Gyno gocitimxero BimmoBinHo g0 Bumor GMP Ta fOMyMmEHo Ha PHHOK.

JoriymeHo:
Tlocaza:

Credan Jlonep, 22.05.2023
VnoBHoBaxeHa ocoGa

Iieit foxymeHT Gymo BUAAHO aBTOMATHYHO, i BiH He BUMarae HasBHOCTI MiTHCY.

Xaynt ®apma Bonbdparcxaysen Fm6X — YUneH rpynu KomnaHiii AeHosa
Wwww.aenova-group.com
Noaddenpiaep Wrpacce 5, 82515 Bonbdpatcxaysen; Ten.: +49 8171 414 -0; dakc: +49
[Aara apyky 02.06.2023 12:23:40

8171414 -308
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ceiKunder

SE7.07.47 MARPWIQMIDA BatchCompli

Confirmation of Compliance

Applicant/MA Holder:
Name of product;

Destination Country:
MA Number:
Strength/Potency:
Dosage form:;

Package size and type:
Reference to TQA:

Batch No. Finished Product:

Batch No. Semi-finished Product:

Batch No. Bulk:
Delivered Quantity:

Manufactured at:

Date of manufacture:

Expiry Date:

Mistral Capital Management Ltd.
Calcium folinate-Vista

Ukraine

UA/15243/01/01

Caleium Folinate 10 mg/ml
Solution for injection

20 ml vial in a box of 1
18.03.2016

DBO09
23PRO007B
A23PRO007

7.592 packages

Haupt Pharma Wolfratshausen GmbH

Pfaffenrieder Str, 5

82515 Wolfratshausen, Bayren, Germany
Licence number: DE_BY_04_MIA_2023 0042

03.04.2023

10,2025

aenova

I hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have
been carried out in full compliance with the GMP requirements of the EU and the terms described in
the Agreement for ensuring compliance with the requirements of the Marketing Authorisation(s) as
provided by Mistral Capital Management Ltd.

(X No deviations have been registered that may influence the release of the batch.

(1Al deviations that may influence the release of the batch have been reviewed and approved in
accordance with an established deviation procedure. The following deviations have been

_registered:

According to the technical agreement this batch has been released for transport to Mistral Capital
Management Ltd. Release to the market according to EU-GMP guidelines Annex 16 is in the
responsibility of Mistral Capital Management Ltd. .

Comment;

01.06. 2524 Q;Zi(

Date 1 Elke Wollanek / Qualified Person
HOr. Stefan Launer / Qualified Person

t1 Dr. Macniell Esua / Qualified Person

Haupt Pharma Wolfratshausen GmbH ~ Member of the Aenova Group
www.aenova-group.com
Pfaffenrieder Str. 5, 82515 Wolfratshausen; Tel.: +49 8171 414 -0; Fax; +49 8171 414 - 308

o1 Mario Soriano Romero / Qualified Person
o Dr, Ingrid Mosler / Qualified Person



Shon 4

Certificate of Analysis aenova

Page 1 of 1
Material: CALCIUM FOLINATE - VISTA 10MG/ML 20ML  Batch: DB09
1 MISTR UA

Material no.: 31547 Manufacturing date:  03,04.2023
Inspection:lot: 040000274791 Expiry date: 31.10,2025
Inspection plan: F05844F3/6
|Characteristic Specification Result

GMP CONTROL FINISHED PRODUCT Conforms " Conforms

SAMPLE: APPEARANCE Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Stefan Launer, on: 01.06.2023

This document was issued automatically and is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
www.aenova-group.com

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +49 8171 414 - 308
printout date 02.06.2023 12:22:52



Certificate of Analysis

aenova

Specification

REF.: IN-HOUSE HPLC

www.aenova-group.com

printout date 02.06.2023 12:23:11

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +49 8171 414 - 308

Page 1 of 2
Material: FOLINIC ACID 10MG/ML. INJ 20ML  Batch: 23PRO007B
VIAL SPEC1
Material no.: 102139 Manufacturing date:  03.04.2023
Inspection lot; 890000117167
Inspection plan: F05844S3 /6
Retest date: 02.04.2024
1 Va
1§‘§§‘
[Characteristic Specification Result
DESCRIPTION VISUAL Conforms Conforms
Specification
CLEAR, YELLOWISH SOLUTION;
VISUAL COMPARISON
ID HPLC FOLINIC ACID positive positive
REF.: IN-HOUSE METHOD y
ID CHEM CALCIUM positive positive A
REF.: PH. EUR. 2.3.1
CLARITY+DEGREE OF OPALESCENCE OF LIQUIDS Conforms Conforms o
Specification
NOT MORE OPALESCENT THAN REFERENCE
SUSPENSION | PEREUT SR g el ee BB T e T G e e R e B L e
REF.: PH. EUR. 2.2.1 gt
TEST DEGREE OF COLOURATION OF LIQUIDS Conforms Conforms
Specification
NOT MORE INTENSIVE THAN REFERENGE SOLUTION Y6
REF.: PH. EUR. 2.2.2, METHOD |
Inspection description:
Y7
TEST pH VALUE 7.0-8.6 8.1
REF.: PH. EUR. 2.2.3 ;
TEST EXTRACTABLE VOLUME >= 20.0 20.2 mi-*
REF.: PH. EUR. 2.9.17
TEST PART. MATTER (>= 10 pm) <= 6000 67
REF.: PH. EUR. 2.9,19
TEST PART. MATTER (>= 25 pm) <= 600 0
REF.: PH. EUR. 2.9.19
TEST ABSENCE OF VISIBLE PART. Conforms Conforms £
Specification
PRACTICALLY FREE FROM PARTICLES
REF.: PH. EUR. 2.9.20
TEST FOLIC ACID <=1 <RL %
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- Certificate of Analysis aenova
i Page 2 of 2
Material: .. - FOLINIC ACID 10MG/ML INJ 20ML  Batch: 23PRO007B
o VIAL SPEC1
Material no.: 102139 Manufacturing date: 03.04.2023
Inspection lot: 890000117167
Inspection plan: F05844S3 /6
TES W Retest date: 02.04.2024

I Charéétgﬁistic Specification Result B

ifleadia i
RELATED SUBSTANCES <=1 <RL %
TEST N-(P-AMINOBENZOYL) GLUTAMIC ACID

Specification
REF.: IN-HOUSE HPLC

]EST N-10-FORMYL FOLIC ACID <=0.5 <RL %
¥/ REF.: IN-HOUSE METHOD
TEST ];iPLC 5-FORMYLTETRAHYDR.AC <=1 0 %

5-FORM:?LTETRAHYDROPTEROIC ACID

REE.: IN-HOUSE METHOD

[N o e

TEST SINGLE UNKNOWN IMPURITY <=1 0 %
S‘Eg;lﬂé_atlbn
REE.: INzHOUSE HPLC

TOTAL IMPURITIES <=275 0.18 %

Specification
REF.: IN-HOUSE HPLC

ASSAY HPLCFOLINIC ACID 9.50 - 10.50 9.94 mg/mi

Specification
£.. (050-1050%L.C)

" REF.: IN-HOUSE HPLC
STERILITY TEST Conforms Conforms

* Sspacification
. MEETS THE REQUIREMENTS OF THE TEST
REF.: PH. EUR. 2.6.1

BACTERIAL ENDOTOXINS <=1.95 <0.06 EU/mg
Specification
CALCIUM FOLINATE
REF.: PH. EUR. 2.6.14

GMP CONTROL SEMI-FINISHED PRODUCT Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Stefan Launer, on: 22.05.2023

This document was issued automatically and Is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
www.aenova-group.com

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +49 8171 414 - 308
printout date 02.06.2023 12:23:11



Certificate of Analysis aenova

Page 1 of 1
Material: FOLINIC ACID 10 MG/ML INJ. SPEC Batch: A23PRO007
1
Material no.: 102136 Manufacturing date:  03.04.2023
Inspection lot: 890000117160
Inspection plan: F05844B1 /6
Retest date: 03.05.2023
Bl (b |
Ga
| Characteristic Specification Result
BIOBURDEN <=10 0 cfu/100m|
BEFORE TERMINAL FILTRATION/BIOBURDEN 2
REF.: PH, EUR. 2.6.12
The material was tested in conformity with GMP and is released. L

Release by: Stefan Launer, on: 22.05.2023

This document was Issued automatically and Is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
www.aenova-group.com

Pfaffenrieder Str. & - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +49 8171 414 - 308
printout date 02.06.2023 12:23:40



S Fi
-
>
- — . - —


http://www.tcpdf.org

