JEPXIJIIKCIIY)XXBA
JEPXKABHA CJYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

By.n. Bepesnskiecbka, 29, Kuig, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
11.11.2021 Ne 67730/21/26
IPHHOBICTA

(naliMeHyBaHHA 1iKapcbkoro 3acoly 3riHo 3 peecTpaliifHHM NOCBIAYEHHAM)
KOHIEHTPAT /il Po34mHy Jis indys3ii, 20 mr/ma, no 15 ma (300 mr) konuesTpary y
¢aaxoni; mo 1 dyiakony B nauni

(dhopma BUMYCKY, IO3YBAHHS, BHII N1aKyBaHHA JlikapcbKoro 3acoby)
Howmep peectpauiiitoro noceimuenns UA/17306/01/01 crpo aii peectpanitisoro nocsinuenns HEOOMEXKEHHH
Cepis nixapcskoro 3acoby Ne CK70 Kinbkicts BBe3eHOro Jikapcskoro 3acoby 1860

Bupo6HuK Xaynt ®apma Bonsdparcxayszen I'm6X, Himeyunsa

(HadMeHyBanHs BUPOGHHMKA NiKapchKoro 3acoby, kpaiHa MOXOMKCHHS)

BaeseHo B Vipainy TOBAPUCTBO 3 OBMEXEHOIO BIIIOBITAJIBHICTIO
"BYCT ®APMA", inenr. kon: 44107410

(naitmeryBanns Ta ko 3a E/IPTIOY ropunuinOi 0oco6u a6o npissuLLe, iM'A, IO GarbkoBi
(izuunoi 0cobu - mianpuemus, ii Micue NPOXHBAHHS Ta peecTpalifiHuh HoMep obnikoBol
KapTKH MIaTHUKA NOAATKIB 260 cepis Ta HOMEp nacnopTa)

TpoTokon BisyansHoro koutpomo six 11.11.2021 Ne 4144/2.

3a pesyNbTATAMHM [EPKABHOTO KOHTPOMO BCTAHOBNEHO, WO JiKapChKHMHA zaci6 BBeseHoO B VYKpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHQ 0.3a6e3MeueHHsA AKOCTI JliKapghKuX 3aC06iB.

Muxona XOJIOJEHKO

(nianuc) (iniwianu Ta npizeHie)

HauaneHuk

(nocanosa ocoba opraHy ae

MIL ¥



IlinTBepaaxeHHs BignoBiaHOCTI
3agBHUK/BiIacHUK PII:

Haszpa npoaykry:
Kpaina npusHaueHHs:
Howmep PII:

J103yBaHHS/BMICT JIIF0U01 peIOBHHU:

@opMa BHUITYCKY:
Po3Mip Ta THIT YIIAKOBKH:
ITocmtanns Ha YTOIY 3 AKOCTI:

Homep cepii roTOBOT IPOIYKIIIi:

Homep cepii IpoMIKHOTO IPOAYKTY:

Howmep cepii Hepo3dacopaHoi
TIPOTYKITI:
KUTBKICTD MPOAYKITIi:

Micite BUpOOHHUITTBA:

Jlata BUpOOHHUIITBA:

JlaTa 3aKiHYeHHS TePMIHY
MIPHIaTHOCTI:

Mictpan Kemitan MenepkmenT Jlimiten

[PUHOBICTA

Vkpaina

UA/17306/01/01

Ipunotekan 20 mMr/mi

KoHmeHTpar Juis po3uuny i 1HGY31i

15 M y ¢urakoH1 y KapToHHII KopoO1ii Ne 1
18.03.2016

CK70

21IRA003

A21IRA003

2 308 ymax.

Xaynt @apma Bonsdparcxaysen I'moX
IIpaddenpinep mrp. 5

82515 Bonwdparcxayzen, HiMeaanma

Homep mirensii: DE BY 04 MIA 2019 0139
30.03.2021 p.

03.2024

aenova

S maTBepaKyIo, IO eTalmd BUPOOHHIITBA, 3a3HA4YeHI B YTO/1 3 AKOCTI, OyJIH IMpoBeJieHI B IMOBHI
BUIMOBIAHOCTI 3 BuMoramun GMP €C 1 yMoBaMH, ONHCaHHMH B YTOJl MIOAO0 3abe3lmedeHHS

JOTpUMAaHHSA BHMOT PeecTpallliiHOTO IIOCBITUCHHS,

Menemxment JIiMiTem.».

K Ile TepenbadeHo

He 0Oyi10 3apeecTpoBaHo HISKHX BIAXIWICHb, K1 MOTJIH O BIUTMHYTH Ha BHITYCK ceplii.
O Bcei BIAXWICHHS, AKI MOXYTh BIUIMHHYTH Ha BHUITYCK cepii, OyJIH pO3IISHYTI 1 3aTBepKeHI

BIOIIOBIJHO 10 BCTAHOBIIEHOIL
3apeecTPOBaHI:

poIeAypu

OIIIHKH BIIXWIeHb. HacTymHi

«Mictpan Kemitan

BIIXHUIIEHHS Oyiu

BianoBinHO 10 YToau 3 AKOCTI 14 cepis MpoAyKIlii OyJIa BHITyIIeHa JIIS TPaHCIIOPTYBaHHS B « MicTpan
Kemrtan Menemxment Jlimiten.». BiamoBimHo no aupektuBn €C GMP JlojaTtoxk 16 KoMmaHig
«Mictpan Kemitax MeremxmenT JliMiTe/1.» Hece BIAMOBLIAIBHICTh 3a BUIIYCK MPOJIYKIIIL HA PHHOK.

Komenrap:

[naTa 26 TpaBHS 2021]

[mammc]

Jara

[ f1p. Bpirra Tepir (Dr. Britta Gerig) / YrosHoBazkeHa ocoba

[ Emsxe Bomanex (Elke Wollanek) / YoBHOBa:KeHa ocoba

ocoba

Xaynt ®apma BonbdparcxayseH Tm6X — YneH rpynu KomnaHi AeHoBa

Ndaddenpinep LTpacce 5, 82515 BonbdpaTtcxayseH; Ten.: +49 8171 414 -0; Pakc: +49 8171 414 - 308

Www.aenova-group.com

Mapio Copiato Pomepo (Mario Soriano Romero) / VIIoBHOBaKeHa

[ fp. Iurpix Mocnep (Dr. Ingrid Mosler) / VioBHoBakera ocoba



Ceprudikat aHamizy

Marepian: IPITHOBICTA 20 MIVMJI 15 MJIV1 Cepis:

MISTRAL UA
Homep MaTepiamy: 31883 Jata BIpoOHIIITRA:
Tlaprig nocnimxenHas: 040000234939 Jata 3aKiHdeHHA

TepMiHY OpIIaTHOCTI:

IInan moCTiDKe HHA: F06355F2 /4

XapaKkTepHCTHKA Crnenudikania PesyaepTaTr
3PA30K: 30BHIIITHIIT BIITJISIT BinnoBinHImi BimmosiHIm1
BIOTIOBIAHICTE GMP Binmoeinarmii BimmosiHIm1

Martepian 6y710 JocIiIKeHO BilIOBiMHO 10 BriMor GMP Ta JOIyIIEHO Ha PITHOK.
Homymeno: Mapio Copiaro Pomepo (Mario Soriano Romero): 26.05.2021
Ilocana: ‘VHoBHOBaxkeHa ocoda

ITeit moxymeHT Oy710 BIIAaHO aBTOMATIIIHO, i BiH He BIIMATa€ HAgBHOCTI IIiIIIICY.

Xaynt ®apma BonbdparcxayseH Tm6X — YneH rpynu KomnaHii AeHoBa
WWW.aenova-group.com

aenova

Cropiaka 13 1
CK70

30.03.2021
31.03.2024

NéaddeHpigep WTpacce 5, 82515 Bonbdpatcxayzen; Ten.: +49 8171 414 -0; Pakc: +49 8171 414 - 308

[ata gpyky 27.05.2021 07:30:27



Ceprudikat aHamizy

Marepiai: IPITHOTEKAH 20 MI/MJI
KOHII. JI/PO3Y. JI/TH® 15 MJI V ®JIAKOHI
Homep marepiamy: 102283

Iapris 890000098853
JIOC T DKEHHS:

IInan F0635553 /4
TOCTIKEHHS:

XapaKkTepHCTHKA

BI3VAJIBHIIIT OITIIC

Crermdikaris

TIPO3OPIII] PO3UITH JXOBTOI'O KOJILOPY, 10 MA€ 3ABAPBJIEHHA HE
BUIBII GY3, BUIBHIII BT BHIIIMIIX YACTOK;

BI3VAJIBHE ITOPIBHAHHA

INEHTIIOIKAIA VO

Cremidikaris

INEHTIIOIKAIILA IPITHOTEKAHY I'TIPOXIIOPIIAY TPIITTOAPATY
TlocinaHHs: BHYTpIiNIHA MeTOAIIKA

INEHTII®IKAIIA BEPX

Cremmdikaris

INEHTIIOIKAIILA IPITHOTEKAHY I'TAPOXIIOPIIAY TPIITTOAPATY
TlocinaHHS: BHYTpIiNIHA MeTOAIIKA

BINMNIPOEYBAHHS HA PIBEHD 3ABAPBJIEHHA PO3UITHY
Cremdikaris
3abaperieHHS pO3YIHY He Mae OyTH iHTeHCHBHINIIM 3a eTaloH pozdHy GY 3

BINMNIPOBYBAHHA HA PIBEHDb pH
TlocunaHHA: €Bponeiickka papmakones 2.2.3

BIMNIPOBYBAHH OCMOJIAJIbHICTD
TlocinanHsA: €Bponeiickka papmakomnes 2.2.35

BINMNIPOBYBAHHS HA OBCAI OBEMY, IO BIITAT AETBCA
TlocinaHHS: €Bponeiickka papmakones 2.9.17

BITIPOBYBAHHS HA HASIBHICTH MEXAHTUHITX BKJIIOUYEHD (=10 MxM)
Cremdikaris

HEBIIIIMI JACTKII

TlocinaHHs: €Bponefickka papmakones 2.9.19

BINTIPOBYBAHHS HA HASIBHICTH MEXAHTUHITX BKJIIOUEHD (>25 MKM)
Cremmdikaris

HEBIIJIIMI JACTKII

TlocunaHHs: €Bponefickka papmakones 2.9.19

BIMTIPOBYBAHHSA 7-ETIUI-10-TTAPOKCII-KAMITTOTEITIIH
Cremdikaris

BEPX

TlocinaHHS: BHYTpIiNmHA MeToAIIKa

Cepis:

Jata
BHPOOHIIITBRA:

IToBTOpHE
TeCTYBAaHHS:

Crnenndikamis

Bimmozinae

HO3NTHEHILT

THO3UTIBHILT

Bimozinae

31058

270—-340

<600

<0,1

Xaynt ®apma BonbdparcxayseH Tm6X — YneH rpynu KomnaHii AeHoBa

Www.aenova-group.com

aenova

Cropinka 132
21IRA003

30.03.2021

30.03.2022

PesyasTaT

Binmorinae

THO3MTIBHILT

THO3NTIIBHILT

Binmogrinae

303 MOCMOIIE/KT

=]
=]

< piBHA BHABIEHHA %

NéaddeHpigep WTpacce 5, 82515 Bonbdpatcxayzen; Ten.: +49 8171 414 -0; Pakc: +49 8171 414 - 308

[ata gpyky 27.05.2021 07:31:03



Ceprudikat aHamizy

IPITHOTEKAH 20 MI'/MJI

KOHII. J/PO3Y. JYTH® 15 MJI Y ®JIAKOHI
102283

890000098853

Marepiai: Cepis:
Homep matepiany:
ITapria
IIOCTILKEHHS :
IInan
JTOCIIKCHHS ;

F06355S3 /4

XapakTepHCTHKA

BHITPOBYBAHHS HA HASIBHICTE BY/Ib-IKOI HEIJIEH TH®IKOBAHOT JIOMIIIIKIT

Crermdikaris

BEPX

TlocinaHHS: BHYTpIiNIHS MeTOAIIKA

BITIPOEYBAHHS BEPX CYMA HEIJIJEHTII®IKOBAHIIX JOMIIIOK
TlocinaHHA: BHYTpiNmHS MeTOAIIKA

CVMA JJOMIIIIOK
Cremdikaris

BEPX

TlociunaHHS: BHYTpIinIHS MeTOAIIKA

KUIBKICHE BII3HAUEHH BEPX IPITHOTEKAHY I'TIPOXJIOPIIAY TPINTAPATY
Crenmdikaris

(95.,0-105,0%)

TlocinaHHS: BHYTpIiNIHA MeTOAIIKA

BINMNIPOBYBAHHA HA CTEPIUIBHICTD
TlocunanHas: €Bponeiickka apmakones 2.6.1

BAKTEPIAJIBHI EHJJOTOKCIIHII
TlocinaHHA: €Bponeiickka papmakones 2.6.14

BIJIIOBIHICTH GMP

Marepianx Oymno ITocaipKeHO BimoBinHO no Biivor GMP Ta JOITyIIeHO Ha PITHOK.
HomymeHo: Mapio Copiaro Pomepo (Mario Soriano Romero): 26.05.2021
ITocana: ‘VooBHOBaxKeHa ocoda

ITeit moxymeHT OyI0 BIIAaHO aBTOMATIIIHO, i BiH He BIIMATAa€ HASBHOCTI IIi IIICY.

Jata BupoOHHITTBA:

IToBTOpHE TECTYBaHHS

aenova

Cropinka 2 3 2

21IRA003

Crnenudikamis

<0,6

<0,8

19,0-21,0

Binmorinae

<11,00

Bixmorinae

Xaynt ®apma BonbdparcxayseH Tm6X — YneH rpynu KomnaHii AeHoBa

Www.aenova-group.com

30.03.2021

30.03.2022

PesyabTat

0,1 %

0,1 %

0,1 %

20,0 MI/MIT

Bimogimnae

<240 MO/MT

Bimoginae

NéaddeHpigep WTpacce 5, 82515 Bonbdpatcxayzen; Ten.: +49 8171 414 -0; Pakc: +49 8171 414 - 308

[ata gpyky 27.05.2021 07:31:03



Ceprudikat aHAJI3Y

Marepiai: IPITHOTEKAH 20 MI/MJI Cepis:
KOHII. 1/PO3Y. JI/TH®
Homep marepiamy: 102280 JlaTa BIpOOHIIITRA:
ITapria 890000098849
IIOCTILKEHHS :
IInan F06355B1 /4
JIOC T DKEHHS:
XapaKTepHCTHKA Crnenndikamis
BIOHABAHTAKEHHS 1O MEMBPAHHOI ®UIBTPAITI <1000

TlocinanHs: €pponefickka papmakones 2.6.12

Martepian Oyi10 TociiDKkeHO BiMMoBiMHO 10 BitMor GMP Ta JOIyNIeHO Ha PIHOK.
HomymeHo: Mapio Copiaro Pomepo (Mario Soriano Romero): 26.05.2021
Ilocana: ‘VroBHOBaxkeHa ocoda

ITeit moxymeHT Oy7I0 BIIAaHO aBTOMATIIIHO, i BiH He BIIMATa€ HAgBHOCTI IIi IIIIICY.

Xaynt ®apma BonbdparcxayseH Tm6X — YneH rpynu KomnaHii AeHoBa

Www.aenova-group.com

aenova

Cropiaka 131

A21TRA004

30.03.2021

PesyabTart

<10 KV O/100m1

NéaddeHpigep WTpacce 5, 82515 Bonbdpatcxayzen; Ten.: +49 8171 414 -0; Pakc: +49 8171 414 - 308

[ata gpyky 27.05.202107:31:27
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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:

Mistral Capital Management Limited
Irinovista

Ukraine

UA/17306/01/01

Irinotecan 20 mg/ml

concentrate for solution for infusion
15 ml vial in a box of 1

18.03.2016

CK70
21IRA003
A21IRA003
2.308 packages

Haupt Pharma Wolfratshausen GmbH

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

Date of manufacture: 30.03.2021

Expiry Date: - 03.2024

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 Limited.

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

[] 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 Limited according to EU-GMP guidelines Annex 16. Release to the market according to
local pharmaceutical law in the destination country is in the responsibility of Mistral Capital
Management Limited.

Comment:

26 MAY 2021

Date o Elke Wollanek / Qualified Person
o1 Dr. Britta Gerig / Qualified Person

sMario Soriano Romero / Qualified Person
o Dr. Ingrid Mosler / 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



Certificate of Analysis aenova
Page 1 of 1
Material: IRINOVISTA 20MG/ML 15 ML V1 Batch: CK70
MISTRAL UA

Material no.: 31883 Manufacturing date:  30.03.2021

Inspection lot: 040000234939 Expiry date: 31.03.2024

Inspection plan: F06355F2 /4
| Characteristic Specification Result

SAMPLE: APPEARANCE Conforms Conforms

GMP CONTROL Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Mario Soriano-Romero, on: 26.05.2021

Position: Qualified Person

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 27.05.2021 07:30:27



Certificate of Analysis

IRINOTECAN 20MG/ML
CONC.F.INF. 15ML VIAL

102283
890000098853
F06355S3 /4

Material:

Material no.:
Inspection lot:
Inspection plan:

Batch:

Manufacturing date:

Retest date:

acrnova

Page 1 0f2

21IRA003

30.03.2021

30.03.2022

Eha racteristic

Specification

Result —|

DESCRIPTION VISUAL
Specification

CLEAR YELLOW SOLUTION NOT MORE COLOURED THAN GY3,

FREE OF VISIBLE PARTICLES
VISUAL COMPARISON

IDENTITY UV-VIS

Specification
IDENTITY IRINOTECAN HCI TRIHYDRATE
REF.: IN-HOUSE METHOD

IDENTITY HPLC

Specification
IDENTITY IRINOTECAN HCI TRIHYDRATE
REF.: IN-HOUSE METHOD

TEST DEGREE OF COLOURATION OF LIQUIDS
Specification

NOT MORE THAN REFERENCE SOLUTION GY3
REF.: PH. EUR. 2.2.2

TEST pH VALUE
REF.: PH. EUR. 2.2.3
TEST OSMOLALITY
REF.: PH. EUR. 2.2.35
TEST EXTRACTABLE VOLUME
REF.: PH. EUR. 2.9.17
TEST PARTICULATE MATTER ( >/= 10 pym)

Specification
SUB-VISIBLE PARTICLES
REF.; PH. EUR. 2.9.19

TEST PARTICULATE MATTER (>/= 25 pm)
Specification

SUB-VISIBLE PARTICLES
REF.: PH. EUR. 2.9.19

TEST 7-ETHYL-10 HYDROXYCAMPTOTHECIN

Specification
HPLC
REF.: IN-HOUSE METHOD

Conforms

positive

positive

Conforms

3.0-38

270 - 340

>= 15

<= 6000

<=600

<=0.2

Conforms

positive

positive

Conforms

3.5

303 mOsmol/kg

15 mi

22

<RL %

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 27.05.2021 07:31:03



Certificate of Analysis aenova
Page 2 of 2
Material: IRINOTECAN 20MG/ML Batch: 21IRA003
CONC.F.INF. 15ML VIAL
Material no.: 102283 Manufacturing date:  30.03.2021
Inspection lot: 890000098853
Inspection plan: F06355S83/4
Retest date: 30.03.2022
[Cha racteristic Specification Result
TEST SINGLE UNKNOWN IMPURITY <=0.2 0.1 %
Specification
HPLC
REF.: IN-HOUSE METHOD
TEST HPLC TOTAL UNKNOWN IMPURITIES <=0.6 0.1 %
REF.: IN-HOUSE METHOD
TOTAL IMPURITIES <=0.8 0.1 %
Specification
HPLC
REF.: IN-HOUSE METHOD
ASSAY HPLC IRINOTECAN HCL 3H20 19.0-21.0 20.0 mg/mi
Specification
(95.0 - 105.0 %)
REF.: IN-HOUSE METHOD
STERILITY Conforms Conforms
REF.: PH. EUR. 2.6.1
BACTERIAL ENDOTOXINS <=11.00 <240 EU/mI
REF.: PH. EUR. 2.6.14
GMP CONTROL Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Mario Soriano-Romero, on: 26.05.2021

Position: Qualified Person

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 27.05.2021 07:31:03



Certificate of Analysis aenova

Page 1 of 1
Material: IRINOTECAN 20 MG/ML CONC. F. Batch: A21IRA003
INFUSION
Material no.: 102280 Manufacturing date:  30.03.2021
Inspection lot: 890000098849
Inspection plan: F06355B1 / 4
[Characteristic Specification Result

BIOBURDEN AFTER PREPARATION <=1000 <10 cfu/100ml

Specification

BIOBURDEN 1

REF.: PH. EUR. 2.6.12

The material was tested in conformity with GMP and is released.
Release by: Mario Sorianc-Romero, on: 26.05.2021
Position; Qualified Person

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 27.05.2021 07:31:27
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