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Nikapetrui 3aci6:
Drug product:

Hiroua pevosuna: -
Active ingredient:

IouHomeran Amakca, Konyenmpam Ona po3yuny Ons IHysit, 20 vz/mn no 15 M y aakoki; e 1

GhaakoRy g kapmouHil kopoldui

Irinotecan Amaxa, concentrale for solution for infusion, 20 mg/mi, 15 ml in vial; 1 vial in cartort box
Ipuriomexan (1 M koHuenmpamy Mmicmums 20 m2 ipuromekaHly 2idpoxmopudy . mpuzidpamy, 1o

‘aidnoeidac 17,33 Mz ipuHomexaty}

‘IHnotecan (T mi concenirate for solution for infusion contains 20 mg of irinctecan hydrochloride trihydrate,

corresponding to 17,33 mg irinotecan)

-Houmep cepii / Batch number. BP240201

Hama supobruymea / Date-of Manufacturing 02.04.2024

Hama 3akinvesHHs cmpoky npudamuocmi / Expiry date 04/2027

Po3mip cepii / Balch size 487 ynaxosok/packs

flikapceka hopma | Dosage form:
Cuna diifakmuenicins | Strengthipotency:

PoaMip Ta TUn nakysanus | Package sizé and type:

Peccmpauitide noceidvennn Ne / Marketing Authorization No.
Bupo6huk, kpaina / Manufacturer, country

KOHUEHTPAT 4N poauuHy Afis iHthyailt /-concentrate for solution for infusion
20 Mr ipyHOTEKAHY rApoxXnopway Tpurigpary, Wo signoaigae 17,33 mr
iprHOTEeKaHy

'20 myg of irinotecan hydrochioride frihydrate, corresponding 16 17,33 mg

irinotecan
Mo 15 Mn y driakoxi; no 1 chnaxoHy B KAPTOHHIA xopobu

156 mi in vial; 1 vial in carfon box

UA/14902/01/01
AkBiga 'm6X; Himeuuuna f AgVida GmbH, Germany

fMokasHuku skocmi HOonycmumi Hopmu (Requirements) Memodu konmponto Pezynnmamu
(Tests) (Quality methods) (Results)

Onuc Mpo3opuii PO3UNH XKOBTOrO KONBLOPY BisyansHo Bianosinae
Appearance Clear vellow soiution Visual Complies
MposopicTe PoaunH noeuHeH OyTy nposopum €sp.®, 2.21 Bignosinae
Clarity Solution should be clear Ph.Eur. 2.2.1 Complies
KensopoBicTe 3abapBneHHsa po3HuHy He Niepesuilye €ep.®. 2.2.2 Bignosinae
Color eTancH GY4 Ph.Eur. 2.2.2 Complies

Color of solution should not exceed the

) standard GY1
MexaHiudi BknioyeHHaA: | BinbHWA BiO, BUOWMKX YaCTOK €ap.b. 2.9.20 Bignosigae
BUAWMI UACTRM Free of visible particles Ph.Eur. 2.8.20 Complies
Particulate
contamination: visible
particles
MexaHiuHi BKNIYEHHSR: €pp.P. 2.9.19
HEBWAUMI YACTKU Ph.Eur. 2.9.18
Particulate
contaminalion: sub-
-visible particles 297 4acTok Ha
210 MKM =6 D00 wacTok Ha hNakoH chnaxoH
z 25 MKM = 600 yacToK Ha dnakoH 118 yactoX Ha
=10 um <6 000 particles per vial donakoH
=25 um < 600 particies per vial 297 parficles per vial
118 particles per vial

OB'emM, WO He MeHwe HoMIHanbHoro o6'eMy €rp.®, 2.9.17 Bignoeigae {16 mn}
BUTAMZETLCA Not less than labeled volume Ph.Eur. 2.9.17 Complies (16 ml}
Extractable volume
IneHTUdIKaUs Y&: Bignosigae po3vnHy NOpIBHAHHA €ep.®. 2.2.25. Meton Bupobrvka | Bignosigae
Identification UV: complies with reference solution Ph.Eur.2.2.25. In-house Complies

BEPX: rignoBiAae posyuHy NOPIBHAHHS cep.®. 2.2.29 Bignosigae

HPLC: complies with reference solution Ph.Eur. 2.2.29 Complies
pH 3,0-38 E€sp.d, 2.2.3 3.4

Ph.Eur. 2.2.3

KinbKicHe BUaHAYEHHA €pp.d. 2.2.29,
(BEPX) 19,0 — 21,0 Mr/mn Ph.Eur. 2.2.29, 19.7 Mr/Mn
IpnHoTekaHy 95,0 — 105,0 % sifa 3aABReHOT KiNBKOCTI) 028.3 %
rigpoxncepuay
TpurigpaTy 16,0 — 21,0 mg/mi :
Assay of Irinotecan (95,0 — 105,0 % of labeled amount)
hydrochloride
trihydrate (HPLC)
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Hikapcokiit 34¢i67 Ipunomekait AMakca; koHuenmpam dna posyury 6ns ingysii, 20 ma/kin e 15 mn y hnaiconi; no 1
Drug product: hrakoHy @ KapmoHHitl kopobyi
frinotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 15 ml in viai; 1 vialin carton box
Hiroua peyosuHa: Ipunomexar (1 M kontenmpamy Micmums 20 m2 ipuHomekady zidpoxmopudy mpuzidpamy, wo
_Active ingredient: gidniogidae 17,33 Mz ipuHomekay)

frinatecan (1 mi concentrate for selution for infusion contains 20 mg of irinotecan hydrochloride trihydrale,
corresponding to 17,33 mg irinctecan)

Howmep cepil / Batch number BP240201
CynposigHi A0MILUKA 7-eTn-10-rigpOKCUKaMNTOTBLMH: He Eep.@. 2.2.29.
(BEPX) Binblue 0,2 % Ph.tur. 2.2.28. 0.0 %
Related substances 7-ethyl-10-hydroxycamplothecin: not. more
(HPLC) 0.2%
Byfb-sika HeifeHTUdikoBaHa JoMillka: He
Binewe 0,2 % 01 %
Any individual unknown impurily: not imore
0,2%
CyMa HeiReHTUIKOBAHINX JOMILLICK: He 0.1 %

Ginsue 0,6%
Total unknown impurities: not more 0.6 %

CyMa gomiwok: He Ginbwe 0,8 % 104 %
Total impurities:.not more 0,8 % o
CTEpUNbHICTh CTepunbHuiA Eep.d. 2.6.1 Bignosigae
Sterility Sterite Ph.Eur. 2.6:1 Complies
BakrepianeHi He Binbwe 11,0 EQ/mn €ap.. 2.6.14 < § EO/mn
EHOOTOKCUHN Not more 11,0 EU/mi Ph.Eur. 2.6.14 <8 FU/mi

Bacterial endoloxins

Bucrosoxk: Cepin Ne BP240201 sianceigac sumoram MKS, peecTpaliiiie noceigqeHHa Ne UA/14902/01/01
Conclusion: Batch No. BP240201 complies with requirements to QCM, marketing authorization Ne UA/14902/01/01

HalimeryeaHHsA, MicyesHaxodxeHHs ma HoMep nidensil ma cepmudbikamy eidnosionocmi GMP dinsruui 3 eupobtruymea, wo sidnosidae 3a
KOHMPOAL, cepmudhikaliio ma sunyck cepi:

Name, location and number of the license and GMP certificate of campliance of the production site responsible for the certification.and
batch release: )

ArBida 'ueX (Ag\Vida GmbH)

Kaiizep-Binszensm-Limp, 89, 20355 Mambypa, Himeuvuna (Kaiser-Withelm-Str. 89, 20355 Hamburg, Germany)

Niveris Ha supobruumeo (Manufaciring license) Ne DE_HH_01_MIA_2018_0006
GMP Cepmudpixam {GMP Certificate) Ne:DE_HH_01_GMP_2021_0002

TexHonoain guUpabHULMEE, KORMPONA AKOCMI Mma. eunycky cepii Ne BP240201 rikapctkozo 3acoby IpuHomeran Amakca, KORUeHmparn
ona po3vuHy Ons ingbyail, 20 ma/mn no 18 ma y thraxowi; no 1 chnakory e kapmodHiii kopobui eidnogidae sumozam GMP.

Manufacturing process, qualily control and release of the batch No BP240201 of the product Irinotecan Amaxa, concentrate for solution for
infusion, 20 mg/mi, 15 ml in vial; 1 vial in carton box complies with GMP standards.

Basea npo cepmudbikauiio: Hanium s nidmeepdxyio, wo HasedeHa suwie iHeopmayis & docmosipHolo { movoio.

Lara cepin sus0mOBNeHa (BKMONaIYU NaKysaHHs/Mapkyaattn), cepmudbikosara | Konmpons T axocmi eukoHanull Ha skasarill sule
-eupobnulil dinsnuyl e noekid sidnoeidHocmi 3 suMozamu aupobruymesa GMP, scmatOsNeRUMU MICUSSUM PecyNAMOPHUM apzaHoMm i y
gidnoeidHocmi 3i cneyudbikauiero, Wo aHaxodumeca 8 peecmpadiivoMy docke. Mpomaoxonu supoBrUUMEea, YNaKosky ma adarnisia Gynu
npoatanizoeadi ma eidnosionicms GMP nidmeepdxeto.

Certification statement: 1 hereby confirm that the abovementioned information is true and correct.

These batch of product is manufactured (including packagingflabeling), cettified and it qualily control is carried out in the -abovementioned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance with the
specification located in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and their GMP compliancs
was confirmed.

KepisHux kosmpormo akoemi (ynosHosaxena ocoba) / Head of the Quality Control {authorized person)

Pn g it

Cr it - Bernd Temme Hama / date 23.05.2024
(signature)/(nidnuc)
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AEPKABHA. CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN Y KHIBCHKIH OBJIACTI

-apos. Ceitnnunol Hamt, 3, st.Kuis, 02099, ter/dakc: (044) 363-06-50
E-mail: dls.ko@@dls.gov.ua, Kog €HPIIOY 37078774

BHCHOBOK
PO SIKiCTH: BBE3eHOro B YKpaiuy JikapChKoro 3aco0y

30.07.2024 N 37303/24/10

IPHHOTEKAH AMAKCA

(naiivenyBaRHA HKIPCHKOTO 30C06Y 2rigN0 3 peectpauifiaimt nocsiauenuasr)
KOHIRCHTPAT A/ POsuHuy 1 indy3ii, 20 mr/aa no 15 a1 y daaxonis no 1 gaaxony s
KapTouuiil Kopobiri

{ipopMa sunyexy, TO3YRANIA, BHA TSKYEIHNA AiKAPCLROrS 31¢00Y)
Homep pecerpauifinora nocsimuenns UA/14902/01/01 crpox aii peectpatiitnoro nocsimuenna 01.01.2099
Cepis nixapcrkoro sacofy Ne BP240201 Kinnkictb seesenoro aikapeskoroaacody 186

Brpobunk AxBiaa I'moX, Himeuynna

{naiinenynanud ppoSHNKL Nikaporkuro sacofy, Kpaila NOXogkeHHs)

Beeactio 8 Vipaiuy Cniabuc yxpalHenKo-cCTonchbKe NiIPHEMCTRO ¥ dopati
TOBAPKHCTBA 3 06Meakentoie Bifnosizaasicrio "Ouriva-Papw,
JITH", inenr. won: 21642228

(aafinenyranis 1a xon 3a EAPTIOY wpmmunol ocabit abo- npizenue, iv', no Garkkoni
diznuriol ocobu « nianpieasur, i Micue FpowuBanEA Ta peceTpauiiinmii HoMep obairopo
KAPTAI ILTATIHKD TOANTKIE 290 cepif Ta HoMep mcropTy)

Ipotokost Bisyaisioro Komrposo sia 24.07.2024 N 2163/2.

32 peIVILTATANMH  ACPAKUBHOTO KOHTPOMO BCTAHOBIEHMG, IRG IHKApCHKIGE 4aci  BcicHo. B Vapulny 3
JAOTPHMAHHAM eraor 3aK0H0A2BCIBE WO0 3a0e30edennn ARoCTi siKkapesxitx 3acodis.

“Oiiis CPLOMEHKD
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TEPKABHA CJIYKBA 3 JIIKAPCBKMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMH ¥ KHNIBCHKINA OBJACTI

npoe. CriTmugHOL Hagnii, 3, m.Kuig, 02099, Ten/paxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Koat €JIPTIOY 37078774

BHCHOBOK
npo AKicTH BBE3EHOI0 B Vkpainy jikapcbkoro 3acofy

20.03.2024 No 11804/24/10

.II’HHOTEKAH'AMAKCA.
(HaiiMenyBAHHS NiXapCLEOT0 acoBy TifHO 3 PEECTPATHUM TIOCEI TICHHAM)
KOHLEHTPAT JJifl PO34YnHY /st inidpyaiit, 20 mr/mu o 15 Muy duraxoni; o 1 gaxony B
KapToHHiil Kopodui
((popMa BHITyCKY, HO3YBAHHA, B NAKYBAHIL aiKkapceroro 3acody)

Honep peecTpaltifiHoro NOCBIMCHHR UA/14902/01/01 crpok aii peectpatiiiroro nocsifents 01.01.2099

Cepist fikapesxoro 3acoby Ne BP230301 KinbKicTs BBe3HOTO Jikapcskoro sacoby 200
BupoBuiX. AxBiga Tm6X, HiveuurHa o
(naitMeryBaHns BHPOGHITKA fikapceroro 3acofy, Kpaia NOXoLKexH HA)
Baeaeno B YipaiHy CrisisHe YKpaiHCHKO0-eCTOHChKE NINMPHEMCTBO Y ¢$opmi TOBApHCTBA
3 0GMeKeHOK BikNMOBIIAILHICTIO "Onrima-®apm, JIT", igenr. xoa:
21642228

(pativeHyBaHIA TA KOK 32 EPTIOY wpuyiynoi ocobu aGo mpiasnme, iM'a, 1o 6arpkoBi hizHaHol
ocobH - mmnpuesus, i Micue HPOXHBAHIA T2 peectpaniinuii Homep 0BMiK0B0T KAPTKH MIATHIKA
nopaarkis abo cepid Ta HOMEp IaclopTa)

HipoTokon Bi3yadRioro KOHTPO/IIO pixn 20.03.2024 Ne 0508/2.

3a pesynpTaTaMi JEPKABHOTO KOHTPOMIO BCTAHOBNEHO, MO JMKApCHKHM 34ci6  BBE3eHO B Vipaiiy 13
AOTPHMAHHAM BHMOT 32KOHOZABCTEA 10710 32Ge3NeueHHs AKOCTE JHKAPCHKHX 3acobis.

Bixtop CTEGKIBCEKHH

{ini iianu T npizn ﬁin;_)_-




Tixapcexud 3aci6:
Drug product:

Airova pevoeuna;
Active ingredient;

Howmep cepil / Batch number

flama eupobruymea/ Date of Manufacturing
Mflama 3axinyenna cmpoky npudamuocmi / Expiry dafe

Po3wmip cepii/ Balch sizo

fikapceka popma [ Dosage form:
Cuna ditfaxmusxicms [ Strength/potency:

‘Poamip ta Tin nakysanns | Package size and type:

‘Peccmpagitine noceidyenns Ne / Marketing Authorization N,
Bupobruxk, kpaita / Manufacturer, country

N

AQVIDA

N

&

Ipuromexai Amarca, koHuermparm Ons poavusy s inghy3il, 20 Ma/vn o 15w ¥ $nancHi; no 1

¢hnakoHy e KapmoHHit Kopobyi

Irinotecan Amaxa, concentrate for sofition for infusion, 20 mg/ml, 15 mi in vial: * vialin carfon box
Ipunomexan (1 mn konyenmpamy micmums 20 w2 Ipunontexany 2idpoxnopudy mpuzidpamy; ujo

eidnoeidae 17,33 Mz ipunomexany)

lrinotecan (1 mi concentrate for solution for infusion contains 20 my of irinctecan hydrochioride trihydrate,

corresponding to 17,33 mq irinotecan)
BP230301

01.12.2023
12/2026

-501 ynakoeok/packs

KCHUEHTPAT ANS pO3uuHy &S iNchyaifl / concentrate o solutich for infugion

20 Mr ipuHoTeKaHY riapoXNopuaY TpWHApaTy, Wo BiANoBiaac 17,33 mr
‘ipwHoTEKaHY

20 my of irinotecan hydrochioride trihydrate, corresponding to 17,33 mg

“irinotecan
Mo 15 Mny dinakori; 1o 1 hrakeHy B KapTOHKIA Kopo8ui

18 m! in vial, -1 vial in carfon box

UA/14902/01/01
-AkBina TMoX, Himeuuvsa / AqVida GmbH, Germany

fokaanuxu akocmi

AyVida GmbH ° Kaiser-Wilhelm-Str 89 20355 Hambusg o Germany > 'I'c g
HRB 94083 » Managing Directos: Wolfgang H. Heinze © V

Honycmumi nopmu (Requirements) Memodu konmpomo Peaynomamu
(Tests) {Quality methods) {(Results)

Cnwe MMpo3opwit poa4rH XORTOrO KONbLOpyY BiayansHo Bianosinae
Appearance Clear yellow solution Visual Complies
MNpozopicTk Po3yny neBWHEH GYTH Npo30puUM EBp.®. 2.2.1 Bianosinae
Clarity Solution should be clear PhEur 2.2.1 Complies
KonkbopogicTk 3abapenenHs posunHy He nepeBuLye €ep.®. 222 Bianoeinae
Color eTanoH GY1 Ph.Eur. 222 Complies

Color of solution should not exceed the

. standard GY1
MexaHiuni Bkntoverts: | BinsHui Big BUAMMAX YaCTOK €sp.d. 2.9.20 Bignosigae
BWAMMI 4aCTKK Free of Visible particles Ph.Eur.2.9.20 Complies
Particutate
contamination: visible
articles
MexaHiuHi BKnoYeHHR: €ep.®. 2.9.19
HEBNAVMI YaCTKM Ph.Eur. 2.9.19
Particulate
confamination: sub-
visible particles
210 MKM £ 6000 yacTok Ha dinakoH 199 vacTok Ha
225" MKm < 600 vacTox Ha dnakoH thrakoH
2 10 um < 6 000 particles per vial 78 yacToK Ha ridKoH
=25 um = 600 particles per vial 199 particles per vial
. . 78 particles per vial

OB'em, Wo He mMeHuie HoMinankHoro of'emy Eep.d. 2.9.17 Bignosigae (15.5 mn)
BUTAraeThCH Not less than labelsd volume Ph.Eur. 2.9.17 Complies (15.5 mf)
-Extractable volume
laeHTUhikauia Y®: signosinae poaunHy NopisHaHHSA €8p.®. 2.2.25. MeToa BupobHuka | Bignosigae
Identification UV: complies with reference solution Ph.Eur. 2.2.25. In-house Complies

BEPX: eianoBinae posuuHy nopigHaHHS €ep.¢. 2.2.29 Bianosinae

HPLC: complies with reference solution Ph.Eur. 2.2.29 Complies
pH 30-38 Eep.d. 223 3.4

Ph.Eur. 2.2.3
KinbkicHe By3HaueHHs Ep.d. 2229
(BEPX) 19,0 — 21,0 mrimn Ph.Eur. 2.2.29. 20.0 Mr/mr
IpuHOTEKEHY (95,0 - 105.0-% Bin 2asBreHcl KiNbKoCTi) 100.0 %
rigpoxnepuay
Tpurigpary 19.0- 21,0 mg/m! 20.0 mg/mi
Assay of Irinofecan {95,0 — 105,0°% of labeled amount) J 100.0 %
hydrochieride
irihydrate (HPLC)
Page 1/2
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Jlivapceruli 3aci6:; -puromeKak AMEREs, KoHUueHmpam Ona po3yuHy dns ingyait, 20 me/mn no15 Ma'y nasxoni: no 1
Drug product: PITaKOHY @ KapmoHHiil Kopobui

Irinotecan.Amaxa, concenirate for soiution for infusion; 20 mg/mi, 15mi in vial; 1 vial in carton box
fitoya pedoeuna: Ipunomexan (1 Mn koRUeHmpamy micmums 20 M2 ipuomexany zidpoxnopudy mpuzidpamy, wo

Active ingredient:

aidnoeidae 17,33 Mz ipunomexany)

Jrinatecan (1 mi concentrate for soiution for infusion contains 20 mg of irinotecan hydrochloride trihydrate,

‘corresponding fo 17,33 mg irinotecan)

Homep cepii / Batch number BP230301
CynpeBigHi A0MiLLKK 7-etun-10-rigpoKCMKAMNTOTELME: He €sp.B, 2.2.29.
(BEPX) Binbwe 0,2 % Fh.Eur. 2.2.29. 0.0 %
Relaled substances 7-ethyl-10-hydroxycamptothecin: not more
(HPLC) 0,2 %
Byab-Aka HeigeHTnhikcaHa AoOMILKA: He _
Ginbwe 0,2 % 0.1%
Any individual unknown impurity: not more
0.2 %
Cyma HeigeHTUDIkoBaHMX SOMILLOK: He C.1 %
Ginkwe 0,6%
Total unknown impurifies: nol more 0,6 % B
Cyma pomilok: He Sinbwe 0.8 % 01%
] Total impurities: not more 0,8 % _
CrepuneHicTs CrepunsHud CBp.®. 2.6.1 Bignoeinae
Sterility Sterile Ph.Eur. 2,61 Complies
BaxkTepianbHi He Ginbwe 11,0 EO/mn SBp.¢. 2.6.14 < 5§ EO/mn
EHAOTOKCHHM Not more 11,0 EU/mi Ph.Eur. 26,14 <5 EUWmf
Bacterial endotoxins

Bucroaox: Cepia Ne BP230301 signosiaae sumeram MK, peecTpauifHe nocsinueHHa Ne UA/14902/01/01
Conclusion: Batch No. BP230301 complies with requirements to QCM, marketing authorization Ne UA/14902/01/01

Haiivenyeanis, micuesnaxodxenHs ma HoMep JiiueHsiT ma cepmucdbikamy -8idncsionocmi GMP dinsHuy 2 supobHuymea, wo sidnoeidae aa
KOHMPOAL, Cepmubikalin ma sunyck cepii:

Name, location and number of the license and GMP cerfificate of compliance of the production site responsible for the cerfification. and
batch release:

AxBida fmbX (AqVida GmbH)

Kallzep-Binbeensm-Llimp. 89, 20355 "amBype, Hivewiuna (Kaiser-Willielm-Str, 89,. 20355 Hamburg, Germany)

Tivenin Ha supobHuuymeo (Manufacturing ficense ) Ne DE_HH_01_MIA_2019_D006
GMP Cepmucbikam (GMP Certificate) No:DE_HH_01_GMP_2021_0002

TexHo102if 6UPOBHUYMEa, KOHMPONA AKOCMI ma qunycky cepil Ne BP230301 nixapcakoat 3acoby IpuHomesat Amanca, KoHueHmpam
Ons po3uury 0ns indhyaid, 20 memn no 15 M Y Qhnakoui; no™1 chnakcily e kapmorkil kopobui eidnosidac sumozam GMP.

Manufacturing process, quality controf and release of the batch No BP230301 of the product frinotecan Amaxa, concentrate for solutiorr for
infusion, 2¢ mg/mi, 15 mi in vial; 1 vial in carton box compligs with GMP standards.

3anea npo cepmudbikauiie: Janum 7 nidmeepdxyrw, wo Hasedera alue THghopmatyn & GoCmosipHOW | MoYHoK0. )
fana cepin suzcmosneHa (sxmoyanoyu NaKyeanHA/MAPRYEanHHs), cepmuhikosana i KoHmponb i SKOCMi eUKOHaHUD HA BKATAHIT suile
eupoBkuyil OinbHuul & nosHid eidnoeidrocmi 3.euMoeamu supobiuymea GMP, ecmarnosnetumy micueeum peaynamopruMm op2anom i y
eidnosidrocmi ai creyugpixauiero, Wo Haxodumecs e peecmpaviiinomy docee. fpomoxonu eupobHuUMes, . ynaxoexy ma ananisie bynu.
npoananizosani ma sidnosiduicms GMP nidmeepdxero,

Certification statement. | hereby confirm that the abovementioned information is frue and correct,

These halch of product is manufactured (including packaging/labeling). certified and it quality control is carried outt in the abovementioned

-manufacturing area in full compliance with the GMP requirements set by the local regqulatory authority and in accordance with the
specification ocated inthe registration dossier. Protocols of manufacturing, packaging and tests were analyzed arid their GMP compliance
was confirmed.

KepiaHLix KORMPOITIO-AKOCIN (YrIOEHOBEKEHE ocoba) / Head of the Quality Control {authorized person)

C g Hemm@ Chantal Hemmje

Hlama / date 08.02. 2024
{signature)/{nidnuc)
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Nikapcbruli 3acib:
Drug product:

Hiova pevoeuna:
Active ingredient:

Homep cepli / Batch number

Hama eupobnuymea / Date of Manufacturing
[Mama 3axiviyeHHa cmpoky npudamuocmi/ Expiry date

Poamip cepii/ Batch size

Nikapcwka chopma/ Dosage form.
Cuna diifakmuenicms | Strength/potency:

Po3amip Ta TMn nakyBaHHg / Package size and type:

Peecmpauiiine noceiduexna Na / Marketing Authorization No.
Bupo6Hux, kpaina / Manufacturer, country

/N

AQVIDA

Wit

Ipuromexan AMaKca, KoHyenmpam Anst po3yuHy Ons ingpyai, 20 Ma/mm no 15 mn y ¢hnakoni; no 1

chnaxoHy @ kapmonnit nopobui

Irinotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 156 mi in vial; 1 vial in carfon box
Ipunomexar (1 Mn KoHueHmpamy micmumes 20 mz ipuHomenaHy zidpoxnopudy mpueidpamy, wo

aldnoaidae 17,33 me ipuHomexaty)

Irinotacan (1 mi concentrate for solution for infusion contains 20 mg of irinctecan hydrochioride trihyarate,

corresponding to 17,33 mg irinotecan)
BP240301

03.04.2024
04/2028

501 ynaxosow/packs

KOHLEHTPAT AN pos4MHy AN iKchy3iit / concentrate for solution for infusion
20 Mr ipUHOTEKaRY FAPOXNOPUAY TPUFIAPATY, Lo BlaNoBIAaE 17,33 Mr
IpHHOTEKAHY

20 mg of irinotecan hydrachioride lrihydrate, correspanding to 17,33 mg

irinotecan
Mo 15 mn y thnakoxi; no 1 nakoHy B KapTOHHIA KopoBiy

15 miin vial; 1 vial in carton box

UA/14302/01/01
AkBiga MMEX, Himeuunna / AqVida GmbH, Germany

Mokaanuku akocmi Honyemumi Hopmu (Requirements) Memodu koHmpono Pesynbmamu
(Tests) (Quality methods) (Results)

Onwe Mpo3opuit PO34MH HOBTOrO KONLCPY BlayankHo Bianosiaae
Appearance Clear yellow solution Visual Compliss
MpoaopicTs PoauitH nosuHex 6yTi NpO3CPUM €op.®.2.2.1 Bipnoeigae
Clarity Solution should be clear Ph.Eur. 2.2.1 Compligs
KonboposicTb 3abapsneHHA poaylHy He NepesuLLye €ep.®. 2.2.2 Bianoeiaae
Color eranoH GY1 Ph.Euwr 222 Complies

Color of solution should not exceed the

standard GY1
MexaHiyHi BknioueHHA: | BinsHWA Big BUAMMUX H4aCTOK €8p.®, 2.8.20 Bignosinae
BUAWMI 4ACTKM Free of visible particles Ph.Eur. 2.9.20 Complies
Particulate
contamination: visible
particlas
MexaHivHI BKMIOYeHHS: esp.®. 2.9.19 396 yacToK Ha
HEBUAUMI H4aCTKM Ph.Eur. 2.9.19 chnakoH
Particulate 73 4acTOK Ha (hnakoH |
contamination: sub- 396 particles per vial
visible particlas 73 particles per vial
z 10 MKM %6 000 yacTok Ha nakoH
Z 25 Mem = 600 yacTok Ha nakoH
210 pm $ 6 000 particles per vial
225 um < 600 particles per vial
Ob'em, Wo He meHwe HomiHaneHoro ob'emy €ep.®. 2,917 Bignoeigae (15.4 mn)
BUTArAETHCA Not less than labeied volume Ph.Eur. 2.9.17 Complies (15.4 mi)
Exiractable volume
laeHTrdikauia Y&: signopigae poaunHy NOpIBHAHHA €ep.®. 2.2.25. Meton supobvrka | Bignoslaae
Identification UV: complies with reference solufion Ph.Eur. 2.2.25. In-house Complies

BEFPX: BiaNoBiaae posyuHy NORIBHAHHA €8p.®, 2.2.29 Bianoeinae

HPLC: complies with reference solution Ph.Eur. 2.2.29 Complies
pH 3,0~-38 Eep.®. 2.2.8 3.4

Ph.Eur. 2.2.3
KinbKicHe BUaHa4eHHA Esp.@. 2.2.29.
(BEPX) 19,0~ 21,0 mrimn Ph.Eur. 2.2.29, 19,7 Mrimn
IpKoTEKaHY (95,0 — 105,0 % sig aansneHol KinbkocTi) 98.7 %
rigpoxnopuay
TpurigpaTty 19,0 - 21,0 mg/ml 19.7 mg/mi
Assay of Irinotecan (95,0~ 105,0 % of labeled amount) 08.7 %
hydrochloride
trihydrate (HPLC)
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Nikapcbkul 3aci6:

IpuHomexan AMaKca, KOHIeHmpam Ans po3duHy ans iHghyaii, 20 ma/ms no 15 mn y chnawoHi; no 1

Drug produci: ¢hnaxoxy 8 KapmoHHil KopoByi
Irinotecan Amaxa, concentrate for solution for infusfon, 20 mg/mnl, 18 mi in vial; 1 vial in carton box
Aivova pevoauxa: Ipunomexan (1 M1 KoHuedmpamy micmumb 20 m2 ipunomexaHy zidpoxnopudy mpuzidpamy, wo

Active ingredient:

aidnoeidac 17,33 me lpuHomeraHy)

Irinotecan {1 ml concentrate for solution for Infusion contains 20 mg of irinatecan hydrochlaride trihydrate,

corresponding to 17,33 mg irnotecan)

Homep cepii / Batch number BP240301
CynposiaHi Aomitku 7-etun-10-riapoKCHKaMNTOTEUMH: He €pp.®. 2.2.29. He BUABNEHO
(BEPX) Ginbwe 0,2 % Fh.Eur. 2.2.28.
Related substances 7-sthyl-10-hydroxycamptothecin. not more Not detected
(HPLC) 02%

Byab-fika HeigeHTugikoBaHa AoMilLKa: He

Binbwe 0,2 % 0.1%

Any individual unknown impurity: nof more 0.1%

0,2%

Cyma HeigeHTdIKOBaHWX AOMILIOK: HE 0.1%

Binbwe 0,6% 0.1%

Total unknown impurities: nof more 0,6 %

Cyma pomiwok: He Binbwe 0,8 % 0.1%

Total impurilies: not more 0,8 % 0.1 %
CrepunbHicTs Crepunbhui €ep.®. 2.6.1 Bignosigae
Sterility Steril Ph.Eur. 2.6.1 Complies
BakreplanbHi He Ginbwe 11,0 EO/mn €sp.@. 2,6.14 < 5 EQ/Mmn
EH/0TOKCHHM Not more 11,0 EU/mi Fh.Eur. 2.6.14 < §EUmI
Bacterial endotoxins

BucHosok: Cepin Ne BP240301 signosinac suvoram MKH, pecctpauiiie nocaigyenta Ne UA/T 4902/01/01
Conclusion: Balch No. BP240301 complies with requirements to QCM, marketing authorization Ne UA/14802/01/01

HalmenysanHs, MICUBsHaXodxeHHA ma HOMeR fikenail ma cepmudbikamy eldnosidnocmi GMP GlnbHuul 3 supobHuwnaa, wo sidnosidas 3a
KOHMPOML, cepmudbikauilo ma sunycx cepil.

Name, location and number of the license and GMP cerlificate of compliance of the producticn site responsible for the certification and
batch release:

AxBida MubX (AqVida GmbH)

Kailsep-Binszensm-LUmp. 89, 20365 Mambypa, Himeuiuna (Kaiser-Wilhelm-Str. 89, 20355 Hambura, Germany)

Niyenia Ha aupoBHuymeao (Manufacturing license) Ne DE_HH_01_MIA_2024_0014
GMP Cepmugpikam (GMP Certificate) Ne: DE_HH_01_GMP_2024_0034

TexHonoein eUpoBHUUMes, KOHMPONA AKoomi ma eunycky cepll Ne BP240301 nikapcbiozo 3acoby lpuHomexan Amaica, KOHUEHMpam
A poavuky Ons ingayaid, 20 madun no 15 mMn y conaxonl; no 1 gnakoHy e kapmonkil kopoBul eidnosidae eumozam GMP.

Manufacturing process, quality control and release of the batch No BP240301 of the product Irinatecan Amaxa, concentrate for solution for
infusion, 20 mg/mil, 15 ml in vial; 1 vial in carton box complies with GMP standards.

Jasea npo cepmudikauiio: Hanum s midmeepdiyio, Wo Hasedena 6uius ghopmayia & S0CMosipHOK i MOYHO.

LaHa cepin 8U0MOBNEHA (KMONAIONL NaKYBAHHA/MAEPKYSaHHR), Cepmubikoaana | Konmpons I AKoCMI eukcHanul wa exazanil eule
sUpobHuYill dinsHuyl & noswill sidnosidHocmi 3 sumoeamu eupobuymea GMP, scmaHosneHUMU micuesUn pPeeynAmopHUM CpzaHoM | Y
aidnosidHocmi ai cneyudbixayiero, wio aHaxadumecs a peecmpayiiHoMy docke. Mpomokonu eupobHuymes, ynaxosku ma axanials Gynu
npoaxanizoaani ma sidnosidricms GMP nidmeepdxeHo.

Cedification statement; | hereby confirm that the abovementioned information Is true and correct.

These batch of product Is manufactured (including packaging/iabeling), certified and it quality control is carried out in the abovementicned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authonty and in accordance with the
specification located in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and thelr GMFP compliance
was confirmed.

KepisHuk KoHmpomo Akocmi (yriosHoeaxeHa ocoba) / Head of the Quality Control (authorized persen)
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RY QDEM('( ./é

‘ {nﬁ/f Hama /date 10.09.2024
(sfgnatdré)/(nidnuc)

' Davangi Patel / feeanel Mamens
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JNIEPJKABHA CJIYIKBA 3 JIKAPCHKUX BACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥V KUIBCHKIU OBJIACTI

npos. Ceimmunoi Hazii, 3, m.Kuis, 02099, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €/IPTIOY 37078774

BUCHOBOK
npo sAKicTb BBE3CHOr0 B YKpaiiy JiKapcLKroro 3aco0y

31.10.2024 No 54957/24/10

IPHUHOTEKAH AMAKCA

(nalimMedyBanna nikapebioro 3acely sTiAHO 3 PEECTPALLIFHKM TTOCKIICHHAM)
KCOHICHTPAT LISt PO3uMHY JUIst indys3iii, 20 Mr/mJ, no 15 ma y gpnaxorti; no 1 gaaxony B

[y

kaproxuii xopobui

(dhopma BrnycKy, NO3YBAHAA, BHI MIKYBAHHA nikapeekoro sacofy)

Homep pecerpauitinioro mocsiguenna UA/14902/01/01 erpox aii pecerpanifinoro nocsizwents 01.01,2099

Cepin nikapeskoro saco6y Ne BP240301 Kinbkicts Bpesenoro ikapeskoro sacoby 200
BupoGuuk AxBixa I'm6X, HiMeuunHa
(uajiMeryBaiis BUPOOHUKA JKAPCHKOTO 3ncoBy, KpaiHa 10XOIKEHHAY
Baccro 8 Vpainy . ChilbHe YKPAaiHChKO-eCTOHCHKE MANPHEMCTBO Y (hopmi TOBAPHCTEA
3 oBvexenoro Bixnosizansbuicrio "Onrima-dapm, JITL", inenr. xon:
21642228 .

(nafimenysanns ta koa 3a €IPTIOY opruudnol ocobu alo npigsuite, iM', no Gavekoni (iguiol
0coH ~ NiANpHEMUA, Ti MicUe TPOXHBANIY Ta peecTpauiiini HoMep obNIKOBOT KAPTIKH A THHKA
nogaTkin afo cepis Ta HOME) nacnopTa)

[porokos sisyaasioro konrpomo sin 24.10.2024 Ne 3253/2.

30 pesynpraTaMi  JAEPKABHOTO  KOHTPOMLO  BUTAHOBICHO, IO micapebkui  3acif  Bmeseno B Ypaiwy 3

JOTPUMAHHAM BUMOT 30KOHOXABETRA OO safesncyens akoeTi nikapesKX 3acobis,
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