JEPKABHA CJIY)KBA 3 JHKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIITPOIIETPOBCBKIHA OBJACTI

Auinpo, nn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog CHAPIIOY 37070665

BUCHOBOK \
Mpo AKICTH BBE3€HOI0 B YKpaiHy /likapcbKOro 3acody
24.10.2024 Ne 54669/24/04
IPHHOTEKAH AMAKCA

(HaliMenyBaHHA nikapchxoro jacofy 3riiHO 3 peecTpauifiitnM nocela4eHHAM)
KOHLEHTPAT AJIA po34HHY ANA indy3iii, 20 mr/Ma no S ma y ¢nakoni; no 1 ¢paaxony B
KapToHHiH kopobui

((popma BHMYCKY, A03YBAHHI, BH TTAKYBAHHA NikapcLkoro 3acofy)

Homep peectpauittioro nocsizuenns UA/14902/01/01 crpok it peectpauiiinoro nocsinuenna 01.01.2099

Cepisa nikapcekoro 3acaty Ne BO240110 Kinbkicte BBE3€HOrO Nikapcukoro sacoby 250
BupoGusk AxBima 'm6X , Himeuunna
{HafmenyBanns BUpoGHRKa nikapekxoro 3acefy, kpailia noxoikeds)
Beesero B Ykpainy ToBapucTBo 3 06MekeHo10 BianosizansnicTio "Ba/IM", izenr. kox:
31816235

(HakMenyBanng Ta koa 3a €JIPMIOY opuanunoi ocobu abo npissuiue, iM'e, no GaTLKORI
(pizuinol ocoby - niAnpHemus, 17 Micue NpoxHBaIHA Ta peccTpauifnyil HoMep o6ikosol
KAaPTKH NaTHHKa nofaTkis abo cepis Ta HoMep nacmopTa)

MpoTokon Bisyansnoro kontpomw eia 21.10.2024 N2 07-01/2718/3.

32 pe3ynnTaTaMH  JEPXKABHONO KOHTPOMIO BCTAHOBIGHO, WO Jikapebkui  3acid seeseHo B Ykpainy 3
AOTPHMAHHAM BMMOr 3aKOHOABCTRA 1100 3a0e3NeueHHA AKOCTi NikapcbkHx 3acobiB.

B. 0. HauaneHuka [epixaBHol ciayx0u 3
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fMikapcoxuil 3acib:
Drug product:

Ahova pevoauna:
Active ingredient:

Howmep cepil / Batch number

Hama eupobruumes / Date of Manufaciuring
Hama zaxinaonunn cmpoxy npudamuocmi / Expiry date

Paauip copli / Balch size

Jixaposxa popma | Dosage form:
Cuna dl/axmussicms | Strength/potency:

Paaulp Ta Twn nakysanun { Package size and type:

Peecmpayline noceldvernns Na / Markeling Authorization No.
Bupobuux, xpaiia / Manufacturer, country

N

AQVIDA
\__/

Ipuriomesan AMance, RoHueRmpam OnA poayuny dnn indysiii, 20 ma/mn na 5 mn y chraosi; no 1

chnaxony @ xapmonsii kopobyl

frinotecan Amaxa, concenirate for solution for infusfon, 20 mg/mi, 5 mi in vial; 1 vial in carfon box
Ipunomasas {1 M wowyenmpamy Micmums 20 me ipunomexany 2idpoxnopudy mpuzidpamy, uio

aidnosidae 17,33 Mz ipunomexany)

tinotecan (1 mi concentrate for solution for infusion coritains 20 mg of irinotecan hydrochloride trihydrate,

corrasponding to 17,33 mg irnotecan)
BO240110

15.02.2024
0212028

501 ynakonow/packs

ipvHoTEKaHY
20 mg of ininotecan hydrochioride trifydrate, comesponding te 17,33 mg

irinotecan

5 mi int vial; 1 vial in carton box

UA/14902/01/01
AxBina MmbX, HiMeuyuuva / AqVida GmbH, Germany

KOHUSHTRSET ANA posuMHy Ans ingy3if / concentrate for solution for infusion
20 mr ipuHOTSKaHY rinpoxnopuay Tpuriapaty, WwWo sinnoeigae 17,33 Mr

Mo 5 Mn y danakoHi; No 1 thnakoHy B KEPTOHHIA kopoBUl

Noxaznuku akocmi HBonycmumi nopmu (Requirements) Memodu xormponio Peaynemamu
{Tests) {Quallty methods) {Results}
Onuc Mpo3opui PO3UMH XKOBTOrG KONLOPY BisyanbHo Bignoainae
Appearance Clear yellow solution Visual Complies
Mpo3opicTh PosuuH nosuHeH ByTy NposopuM €ap.®. 2.2.1 Binnosinae
Clarity Solution should be clear FPh.Eur. 22.1 Complies
Konwopoegicts JabapeneHHA PO3YUHY HE NepeBuLLye €rp.®, 2,22 Bianoeigae
Color eTanoH GY+ Ph.Eur. 2.2.2 Complies
Color of solution should not exceed the
standard GY1
MexaHivHi BknioueHHsT: | BinbHWIA Big BUAMMMX YaCTOK Eep.. 2.9.20 Bignoeigae
BHOUMI YACTKH Free of visible particies Ph.Eur. 2.9.20 Complies
Particulate
contamination: visible
particles
MexaHiuHi BKIOUeHHS: €ap.®. 2.9.18 83 4acToK Ha (hnakou
Ph.Eur. 2.9.19 17 4acToK Ha thrakoH

HeBUOUMI YACTHH

Particulate 83 particles per vial
canlamination: sub- 17 particles per vial
visible particles
2 10 Mem £ 8 000 YyacToK Ha hraKkoH
2 25 MM < 600 qacTok Ha ¢hnakoH
2 10 ym s 6 000 particies per vial
225 um = §00 particlas par vial i
Ob'em, wo He meHLe HOMIHNBHOro of WCHO M :‘ op.®. 2.9,17 Bianoslgae (5.2 mn)
BUTATAETLCA Nof fess than labeled volupled— '} PhEur. 2.9.17 Complies (5.2 mi)
Extractable volume _,f‘/ 1 %
laerTudpikattia Yo: signoainae poaum z:l’{lﬁwgﬂ\x F T EsE2.2.25. Metoa empoBihuka | Bignosigae
identification UV: complies with refe ution Ph.Eurl.2.25. In-house Complies

BEPX: Bignosiaac p ﬁ«t noﬂmﬂ M“é'api?«_? 2.29 Bianosinae

HPLC: complies with téfErencelsalfioiry Ph-EE!'-,]E-ZN Complies
pH 30-38 AW Eopo /223 34

\( v | PH.Eur 2.2.3
KinbKicHe BUaHa4eHHA SO 318\ Sl Eap#. 2229,
(BEPX) 19,0 — 21,0 mrfmn Paina v / Eur. 2.2.28. 20.1 Mr/mn
IpuHoTeKaHy (95,0 — 105,0 % min 3asBneHO Teidh S 100.2%
rigpoxnopuay
TRUnpaTy 18,0 - 21,0 mg/mit 20.1 mg/mi
Assay of irinofecan (95,0 — 105,0 % of Iabeled amount) 100.2 %
hydrochioride
trihydrate (HPLC)
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Mrapenxuil acis: ipunomexan AMaxca, KoHuewmpam Gna poavury Ona lugyalil, 20 me/mn no 5 mn y cdnexoni; no 1
Drug product: dnaxony & xapmonnili kopatyl

Irinotecan Amaxa, concentrate far solution for infusion, 20 mg/mi, 5 mi in vial: 1 vial In carton bax
Ahosua pavoguna: Ipunomerxan (1 smn xoHyssmpamy smicmums 20 Mz lpunomexany ei@poxnopudy mpuaidpamy, wio
Active ingredient: sldnoeidac 17,33 ma Ipunomexany)

Irnotecan (1 mi concentrate for sciution for infusion contains 20 mg of irinotecan hydrochloride trihydrate,
corresponding to 17,33 mg irnotecan)
Homep cepii / Baifch number BO240110

CynpogiHi gomiLKm 7-eTun-10-rigpoKcukaMnToTeLuH: He €ap.®.2.2.29, 0.02 %
(BEFPX) Ginbe 0,2 % Fh.Eur. 2.2.29, 0.02 %
Related substances 7-ethyl-10-hydroxycamptothecin: not more
{HPLC) 0,2%
Byfb-ska HeigeHTU(DIKORIHA QOMILLKE: He 0.09 %
6inswe 0,2 % 0.08%
Any individual unknown impurity: not more
02% 0.09%
Cyma HeifgeHTUgIKOBaHMX OOMILLOK: He 0.09 %
Ginbwe 0,6%
Total unknown impurities: not more 0,6 % 0.1%
Cyma gomiok: He Sinbiue 0,8 % 0.1%
Total impurities: not more 0.8 %
CrepunsHicT CTepunbHHi Esp.9. 2.6.1 Bianosinae
Sterlifty Sterile Ph.Eur. 26.1 Complies
Bakreplanenl Ha Sinswe 11,0 EO/Mn Cop.®.26.14 < 5 EQ/mn
EHOOTOKCHHI Not more 11,0 EU/mi PhEur 26.14 < 5 EU/mi
Bacterial endotoxins

Bucnoaok: Capia Ne BO240110 signosinae sumoram MKA, peectpauiiiie noceiguenns Ne UA/M14902/01/01
Conciusion: Batch No. BO240110 complies with requirements fo QCM, marketing authorization Ne UAN4S02/01/H

Halmasyeanis, MicUeIHaxoOXeHHA Ma HOMBP MiueHIll ma cepmudbixamy aidnoeidHocmi GMP dlnsHuty 3 supofsuymea, wo sidnoeidac 3a
KCHMPORs, capmibixaliio ma eunycx cepit:

Mame, location and number of the license and GMP certificate of complisnce of the production site rosponsible for the ceriification and
batch releage;

AxBige NwtX (AqVida GmbH)

Kausep-Binszensm-Uimp. 89, 20355 Mambype, Himewiura (Kaiser-Withelm-Str. 89, 20355 Hamburg, Germany)

Tliyenia Ha eupobriuymeo (Manufacturing licenss) Ne DE_HH_01_MIA_2024 0014
GMP Cepmucbixam (GMP Certificate) Ne: DE_HH 01_GMP_2024 0034

Texnonoein eupobiuymea, xowmpons axoemi ma aunycky copll Ne BO240110 nikapcucoac sacoby Ipunomexan Amaxca, KONUaHMpam
Gnn posiuHy Ana inghyaiti, 20 mefun 0o § MR y chnaxoni; no 1 chaxory & kapmonilii xopobiui eidnosidac aumosas GMP.

Manufacluring process, qualfly control and release of the balch No BO240710 of the product Irinotecan Amaxa, concentrete for solution for
infusion, 20 mg/mi, 8 mi in vial; 1 vial In carton box complies with GMP standards.

Sanea npo cepmudbikayfic; Harum 5 midmespdxyio, wo Hasedexa aliue IHpopasls DB :

Hara copin 8UZOMOAGNSHE (SKIMOMINOYL [18KYGBHH/MBDKYSEHHS), CODIT e - T, ARQEmI UNKOHAHUL HA exazanid eyws

BupobHuYiT dinsuyl @ noewil eidnosidwocl 3 sumozamu eupobruumen 3 ME dgtiRauM peaynmmopHuM opzarom | y
) g, ynakosku ma aHanisie Bynu

eidnositrocmi 3 crisuuginauien, Wo sHaxodumbes 8 peecmpeuitinomy fiacké. I
npoaHanizogari ma sidnoeldrioms GMP midmespdxens. ;
Cenification statement: | hereby confirm that the ebovementioned informitiani

These baich of product Is manufacturad (including packaging/abeling), cetifielf abd ed out in the abovementioned
manufacluring ares in full compllance with the GMP requirements skf o) and in accordance with the
specification located in the registration dossier, Prolocols of manufacturife oo ed and thoir GMP compliance

KepigHuk konmporwo svocmi (ynoarosawora ocobal) / Head of the Quality

g ; = .-/ 3
e ".._ rize ._p?l /' ".
. d D’L/ —
LY. ~""__ Dovangi Patel / JesaHz! [Tamens Hama / date 12.09.2024
{signature){nidnuc)
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JEPKABHA CJIYXKEA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH
Y JHINTPONETPOBCBKIU OBJACTI

Huinpo, m1.CobopHa,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €JIPTIOV 370706635

BUCHOBOK
Npo AKiCTh BBE3eHOTr0 B YKpaiHy JiKapcbKoro 3acody
23.07.2024 Ne 36482/24/04
IPUHOTEKAH AMAKCA

(HaliMenyganHs NTiKapcskoro 3acofy 3riIHO 3 PEECTPALlIHAM MOCBIAYEHHAM)
KOHIEHTPAT A PO3uuHy aas indysii, 20 Mr/ma no 5 ma y ¢uiaxoni; no 1 dpisaxony B
KapTOHHiH Kopobui

{thopMa BHIYCKY, TOZYBAHHA, RHA NAKYBAHHS NiKapChkoro 3acoly)

Homep peectpauiiinoro nocsizuenns UA/14902/01/01 crpox ait peecrpauiittoro nocsiguenns 01.01.2099

Cepis nixapcokoro sacoby Ne BO240105 Kinbkicts BBE3€HOrO Nikapcskoro 3acoby 100
Bupo6Huk AxBiga I'mM0X , Himeuunna
{HailiMeHYRAHHI BUPOGHHKA TiIKAPCLKOTo 3aco0y, KPaiHa NOXOMKEHHA)
Beeseno B YkpaiHy ToBapucTBO 3 00MEKEHOIO BIANOBIIANILHICTIO "BaJlM", inenr. koa:
31816235

(HalmenyBanus Ta kon 3a €PIIOY ropuau4Hoi 0coGH abo npisBue, iM'a, M0 GaTEKOBI
hiznunci ocobu - nianpuemus, Ti Miclle NPOXKHBAHHS T peccTpaLlifinuii Homep ofnikoBoi
KapTKH NNaTHUKa nofaTkis afo cepis Ta HoMEp nacnopTa)

TpoToxon sisyansHoro koutpomo sin 18.07.2024 Ne 07-01/1822/2.

3a pelyAbTaTaMM AEPKABHOTO KOHTPOMO BCTAHOBNEHO, 110 AiKapChKHii jaci6 mmeseHo B VYKpaiHy 3

AOTPHMAHHAM BHMOF 3aKOHOJABCTBA 110710 3a0e3NeUEHH AKoCTi Nikapenkux 3acofis.

B. 0. HauanbHKKa HepsxaBHoI ciyk0H 3 e
JIKapchbKHUX 3aco0iB Ta KOHTPOIIO 3a
P ‘ p " %ﬂﬂﬁ/ Harana MAHIPUKA
HApKOTHKaMH y JIHIIpOneTpoBChKIH :
obnacri = \
Q

""""""""""""""""" % g : . Pyt )
(nocanosa ogRa L HHals g KEN (nianuc) VLUH{.im\mwumﬂ FiIRLIe)
Dy ¢ =

Hixitiuesa Oxcaua +38(066)345-41-71



Mixapcekud 3aci6:;
Drug product:

Ahoya pevogura:
Active ingredient:

Homep cepit / Batch number BO240105

Hama eupobruymea / Date of Manufacturing 15.02.2024
Hama saxivenns cmpoxy npudamsocmi / Explry dafe 0212027
Poamip cepii / Balch size

flixapenxs thopma ! Dosage fornr

Cuna diifaxmuanicms | Strength/potency:

Poamip 7a Tun nakysaxHs /

Paccmpauliine nocaidvenns Ne / Marketing Authorization No.
Bupobuux, kpaina / Manufacturer, country

N\

AQVIDA

Ipunomexan Amaxca, KoONUeNmpPam OnR poavury Ana lughyald, 20 ma/mn no 5 mn y nakoni; no 1

draxcHy 8 xapmonnii kopobuyl

Irinotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 5 mi in vial; 1 vial in carton box
Ipunomexan (1 mn xorgesmpamy amicmumb 20 Mz lpusomaxany eldpoxnopudy mpuaidpamy, wo

eldnosidac 17,33 m2 Ipunomekany)

Irinotecan (1 mf concentrate for solution for infusion containg 20 mg of irinotecan hydrochioride trihydrate,

corrasponding to 17,33 myg irnotecan)

701 ynakoeok/packs

ipMHOTEKAHY
20 myg of irinotecan hydrochloride trihydrate, coresponding to 17,33 mg

irinotecen
Package size and type:

5 mi in vial: 1 vial in carton box

Ne UAM4902/01/01
AxBiga 'mGX, HiMeuvuna / AgVida GmbH, Germany

KOHUEHTPaT SR po34uKy AnA iHgdyaia / concentrate for solution for infusion
20 Mr ipuHoTexaHy rigpoxnopuay TpWriaparty, wo eignosigac 17,33 Mr

Me 5 mn y conakoHi; no 1 hnakoHy 8 KAPTOHHINA kopobui

\

Noxaznuxu avocmi HAonycemumi nopmy (Requirements) Memodu xoHmpomo Pesynemamu
{Tests) {Quality methods) {Results)
Onuc Mpo3opui posuMH KOBTOMO KONLOPY BisyanobHo Binnosigae
Appesrance Clear yellow solution Visual Compligs
MposopicTe PosuuH noBuHEeH ByTH NPOAOPHUM Cep.d. 2.2.1 Bignosinae
Clarity Solution should be clear Fh.Eur. 2.2.1 Complies
KonboposicTe 3abapBneHHA POSUYMHY He NepeBuLLYE €ep.P. 2.2.2 Bignoeigae
Color eTanoH GY+ PhEur 222 Complies
Color of solulion should not exceed the
standard GYy
MexaHIuHI exroveHHa: | BinbHuii 84 BuaMmux 4acToK €ap.d, 2.8.20 Bignosginae
BHﬂHMi YACTKM Ph.Eur. 29.20
Particulate Free of visible particles Complies
contamination: visibla
particles
MexaHiuHi BKNIQUEHHR: Eep.d. 29,19
HEBUAWMI YaCTKH Ph.Eur. 29.19
Particulate
contamination: sub-
visible particles
2 10 MM £ 6 000 yacToK Ha dnakoH 83 vacmox Ha thnaxoHn
= 25 MKM % 800 vacTok Ha dnakoH 17 vacmok Ha (hrrakoH
z 10 um £ 6 000 pariicles per vial 83 patlicles per vial
z 25 ym s 600 pariicies per vial 17 parlicles per vial
Cb'em, Wo He Merilue HoMiHansHoro of'emy €ep.®. 29,17 Bianoeigae (5.2 mn)
BUTArECTLCA Not fess than labeled voluma Ph.Eur 2.8.17 Complies (5.2 mi)
Extractable volume
laenTudikauis Yo®: sinnosigae posuMHy NopiBHARHA ,ﬁz eTon eupoBhuka | Bignoeigae
Identification UV: compiles with reference solution > m Complies
BEPX: elpnoaigae poaunHy RopiBHsHKS L, 2.2.29° \, Bignosinae
HPLC: complias with reference solutiod/ »|/Ph.Eurl 22129, Compties
pH 30-38 3/ TCRpD 223 1110 3.4
i Ph Eur. 2. ggM 1 |
[*=)
i
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flixapeoxuil 3acib: {puromenan Auakca, konuesmpam anw posvuny ans ingysld, 20 ma/vn no 5 mn y dnawonl; no 1
Drug product: iraxory & kapmonnll xopobyl

iffnotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 5 mi in vial; 1 vial in carton box
Avoua pavoguna; ipuromeran (1 mn xongenmpamy micmums 20 Mz lpunomexary sidpoxnopudy mpuzidpamy, o
Acthve ingrediant: aldrmoeidac 17,33 m2 ipunomexany)

Irinotecan {1 mf concentrate for solution for infusion contains 20 mg of irinotecan hydrochioride trihydrate,
corresponding to 17,33 my innotecan)
Homep cepii / Batch number BO240105

KinbkicHe BUsHauaHHA Cep.d. 2.2.20. 20.1 mrfmn
(BEPX) 18,0 - 21,0 mr/mn Ph.Eur. 2.2.29. 100.2 %
IpuHOTEKAHY (95,0 — 105,0 % elg 3ansneHol KiNbKoCTi)
rigpoxnopugy 20.1 mg/mi
TpurigpaTy 19,0 — 21,0 mg/mi 100.2 %
Agsay of lrinotecan (95,0 — 105,0 % of labeled amount)
hydrochioride
trihydrate (HPLC)
CynpogigHl goMiwgm 7-aTun~-10-rigpoKCUKaMNTOTOLMH; He €ap.d. 2,2.29, 0.02 %
(BEPX) Ginbwe 0,2 % Ph.Eur. 2.2.28,
Related substances 7-ethyl-10-hydroxycamptothecin: not more
(HFPLC) 0,2 %

Byab-sxa HelaeHTudbikoBaHa AoMillka: He 3.09 %

6lnbwe 0,2 %

Any individual unknown impurily: not more

02%

Cyma HeigeHTUdIKOBaHMX OOMIILIOK: He 0.09%

6inewe 0,6%

Total unknown impurities: not more 0,6 %

Cyma gomiwok: He Ginblue 0,8 %

Total impurities: not more 0,8 % 0.02 %
CTepunbHiCTD CrapunbHHiA €ap.®. 2.6.1 Bignoeinae
Starility Sterile Ph.Eur. 2.6,1 Complies
BakTapianoHi He Ginbwe 11,0 EO/Mn €ap.®. 2.6.14 <5 EQ/mn
BHAOTOKCKHM Not more 11,0 EU/mt Ph.Eur. 2.6.14 < & EU/mit
Bacterial endotoxing 2

Bucnosox: Capin Ne BO240105 sinnosiaac swmoram MKH, pecoTpaiiine nocaiguena Ne UA/14902/01701
Conciluslon: Baich No. BO240105 complies with requirements to AND, marketing authorization Ne UA/14902/01/01

HalimeHyeanns, MiCLEIHaXOMKOHHR Ma HOMEP NiLBH3N ma cepmubikamy eidnoaidnocmi GMP dinsHuli 3 BUPOBHUYMAE, We eidnosidse 3a
fonmpaorns, cepmuchinatiio ma auryck copii:

Name, location and number of the license and GMP certificate of compiiance of the production site rasponsible for the certification and
batch release

AkBida rMEX (AqVida GmbH)

Kaliasp-Blnuaersm-imp. 89, 20355 Mambype, Hiveuduna (Kaiser-Withelm-Str. 89, 20355 Hamburg, German 1y}

fHiuenin va supobruymao (Manufacturing license} Ne DE_HH_01_MIA_2019_0006
GMP Capmudbixam (GMP Coertificate) Ne: DE_HH_01_GMP_2021_ 0002

TexHonozin eupoSHULIMOa, KOHMPONA AKoot ma eunycky cepli Ne BO240105 JuKapekiodo 3acoby Ipunomexar AMaKCa, KOHUEHMPEm
dna possuHy OnA iHghysid, 20 mz/un o § Mn y ghraxoki; no 1 gonarowy & kapmaonnil kopobui eidnosidac eumosast GMP.
Manufacturing process, gualify controf and release of the bafch No. BO240105 «of the product Irinotecan Amaxa, concenirate for solution

for infusion, 20 mg/mi, 5 mf in vial; 1 viel In carton box compiles

2anen npo coprmudixauiio: Jarus i 1idmespdyo, wo Hagedghawiiu
Hara cepin susomosnena (aKOYaIONU YTaKoaKy/Mapryaaiia
BUpoBHUYIT dinsHuul 8 NosHID eidnosidnocmi 3 eumMozamu ¢

npoaxaniaoaari rma eidnoeidnicms GMP nidmeepdxeno.
Centification statement: | heraby confirm that the abovernenijol
These balch of product is manufactured (including packagifi
manufacturing area In full compliance with the GMP reqid
specification located In the registration dossfer. Profocols of fha
was confirmed.

KepiaHuK KOHTPOMO AkocT | (ynosHOBaXeHa ocoba)
Head of the Quality Control (authorized person}

sl GAIE, | domanier oMy MICUOSUM PBZYAMOPHUM ODEEHOM i ¥
he, FIPKOFU supabHuymes, yraxasxku ma gHanisie Gynu

| U6 and core.

26 jng). cettified and it'qQys W control is carried out in the abovementioned

ments set by the a‘qcb{/@gatory authonty and in accordance with the
ffaciuring, packaging and/fests were analyzed and their GMP compliance

83 W
it

o
gﬂ@ﬁ m,é) Devangl Patel Oata/ dste 16,04,2024
(signatlrey="
{rnidnuc}
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JEP)KABHA CJIYXKFBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHIMPONETPOBCHLKINA OBJACTI

Jninpo, nn.CobopHa,4, x. 601-605, 49005, +380 (66) 345-41-71
E-mail: dis.dp@dls.gov.ua, Kox €JIPTTIOY 37070665

BUCHOBOK
Npo AKICTHL BBE3€HOr0 B YKpainy JdikapcsKkoro 3acoly
19.03.2025 Ne 12883/25/04
IPHHOTEKAH AMAKCA

{naliMeHyBaHHA nikapchKore 3acofy 3rigHo 3 peecTpauifiHUM NoCBiAYeHHsM)
KOHIIEHTPAT JUIA PO34HHY 1if iHdy3iil, 20 Mr/mx o 5 ma y ¢uiakoni; no 1 duraxony B
KapTOoHHi Kopobui

(hopma BunyCKy, O3YBAHHA, BHA NAKYBaHHA NiKapcekoro 3acoby)

Howmep peectpauiitnoro nocsimuenns UA/14902/01/01 crpox nii peectpauiiinoro noceizuenna 01.01.2099

Cepis nixapcrkoro 3acoby Ne BO240304 KinekicTb BBe3eHOO Nikapcskoro 3acoby 200
Bupo6uuk AkBinma I'M6X , HiMeuunna
(HalMeHYBaHHA BUPOOHKKA NiKAPCLKOTO 38C08Y, KpaiHa TOXOMKEHHS)
Bee3eHo B Ykpaidy ToBapucrso 3 00mexeHow Bianopizanasnictio "Ba/IM", inen. kon:
31816235

(HafiMerysatna Ta koa 3a EAPTIOY wopuauyanoi ocobu abo npissuuie, iM'a, o 6aTeKOBI
¢iznsHol ocobu - nianpuemua, i Miclie MPOXMBAHHA Ta peecTpauiiHui HoMmep obnikosol
KapTKH MNaTHHKa ToAaTkiB abo cepid Ta HOMEp nacriopra) o

TlpoTokon BisyansHoro kontponio Bz 14.03.20235 Ne 03-01/578/7.

3a pe3yiaeTaTaMH [IEpKaBHOTO KOHTPOJIO BCTAHOBNEHO, IO JNikapchkuit 3aci®é BBeseno B VYkpaiwy 3
AOTPHMAHHAM BHMOI 3aKOHOAABCTBA WOAO 3abe3nieueHHs AKOCTI Nikapcbkux 3acobiB.

T.p.0. HauanpHuka JlepkaBHOT CITyk0H 3
niKapchbKUX 3ac001B T2 KOHTPOJIIO 33
HapKoTHKaMH y J[HinponeTpoBCchKii
obnacti

Slna JPAT'AH

{Hiltiany Ta npizeHile)

Hikitizesa Oxcana +38(066)345-41-71
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{punomexan AMaxca, KORUEHMPam OnR po3vuRy Onn ingyaid, 20 me/vn no 5 Mo y thraxont; no 1

Irinotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 5 mi in viai; 1 vial in carfon box
{punomexan {1 mn xoMyewmpamy sicmume 20 M2 ipuromexaHy zidpoxnepudy mpuzidpamy, ujo

Irinatecan {1 mi concentrate for sciution for infusion containe 20 mg of Inatecan hydrochioride trihydrate,

501 ynakosox/packs

Aivepenruli 3aci6:

Drug product: chnaxony e kapmonsiil kopobul

Hihova peqoatida:

Active ingredient: aidnoeidace 17,33 Mz ipunomenany)
corresponding to 17,33 mg ininatecan}

Howmep capli / Batch number BO240304

HAama eupoSuuymaa / Dale of Manufacturing 28.08.2024

HAama saxinyennn cmpoky npudamsacini / Expiry dafe 08/2026

Posmip cepil / Balch size

fMixapcuxa ghopma | Dosage form:

Cuna di/axmuenicms | Strength/potency:

Poamlip Ta Tvn naxypaKre [ Package size and fype:

Peecmpatline moceidvwendn Na / Marksting Authorization No.
Bupobnux, kpaina / Manufecturer, country

ipHHOTEXaHY
20 my of Irinotecan hydrochioride trihydrate, corresponding to 17,33 mg

irinatecan

5 ml in vial; 1 vial in carton box

UAM4902/01/01
AxBlga Fu6X, HiMewavHa ! AgVida GmbH, Germany

KOHUSHTPAT ANA posuuHy anA iHdyaiR f concentrate for solution for infusion
20 mr lpuHoTekaHy rinpoxnopuay Tpurigpary, wWoe eignoeinae 17,33 Mr

Mo & mn ¥ hnaxkoHi; no 1 dnakoHy B KapToHHIA xopobui

Mokaznuku axocmi Honycmumi nopmu (Requirements) Memodu xonmponio Peaynsmamu
{Tosts} {Quality methods) {Results)

Onue Mpoaopuii posuMH XOBTOTO KOMbORY BisyanbHo Bianosiaae
Appearance Clear yeliow solution Visual Compiias
MposoplcTs Pos4uud noeuHeH ByTH NpoaopuM €ap.. 2.2.1 Bignosigae
Clarity Solution should be clear Ph.Eur. 2.2.1 Complies
KoneoposicTe 3aGapBneHHR PO3HMHY HE NEPEEMLLYE €ep. b, 2,22 Bignoseigae
Color eTanoH GY; Ph.Eur. 2.2.2 Complies

Color of solution should not exceed the

standard GY1
MexaHivHi Bkniovenna: | BineHwi Big BUAMMKWX YacTOK €ap.d, 2.9.20 Bignosigae
BUOVMI 4acTKI Free of visible particles Ph.Eur. 29.20 Complies
Particulale
contamination. visible
parficles
MexaHiMHi BRNIOMEeHHA: Eep.d. 2.9.19
HeBMHMi JACTKH Ph.Eur, 2.8.19
Particulate
comtarmination. sub-
visible particles
z 10 MkM 5 6 000 yacTok Ha thnakoH 67 yacTok HA donakoH
2 25 mkm £ 600 uacTok Ha nakoH 15 yacTok Ha hnakoH
e 10 ym = 6 000 particles per vial 67 particles per vial
2 25 um % 600 particies per vial e 15 particles per vial
Ob'em, wo He meHlwe HomMiHanbHOro o6 gkiy, e M= & . 2817 Binnosigae (5.3 Mn)
BUTArAETHCH Not lass than labeled volun® o~ ~KREdR 2.9.17 Complies (5.3 mi)
Extractable volume / I ISI e ’; \
laeHTHdikauia Y&: pignosinae poaquuy YA €6p.Q) “‘2 .25. MeTop supotiuka | Bignosigae
identification UV: complies with refere Lo _ F gﬂfﬂf 09 .25, In-house Complies

BEPX: pignosigae poaqi BRG] | p.&f 22429 Binnoeinae

HPLC. complies with referén i Ph,EuFE 29 Complies

H 30-38 i € :
i \Y* T B‘m £x 33
KinbkicHe BU3HaueHHR o L L ‘—‘ 2 2.29,
(BEPX) 19,0 - 21,0 Mp/Mn laina v 'Baur 2.2.29. 19.9 Me/mn
IpMHOTEKAHY (95,0 — 105,0 % Bin 3arBNEHOT KINLKGGETI 90.4%
riapoxnopuny
TpurigpaTty 19,0 — 21,0 mg/mi 19.9 mg/mi
Assay of lrinofecan {95,0 - 105,0 % of labslsad amouni) 89.4%
hydrochloride
trihydrate (HPLC)
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Mikapesiuil 3acls: lpunomexan Amaxca, koHUaNmpam dna pozsuny Onn ingyalil, 20 ma/mn no § mn y ginaxonl; no 1
Drug product: dunaxony & kapmonHlii xopotyl
Irinotecan Amaxa, concentrate for solution for infuslan, 20 mg/mi, § il in vial; 1 vial In carton box
Ahoua paiosuna: fpunomeaxan {1 Mn xoNuenmpamy sicmums 20 M2 Ipunomexany eldpoxnopudy mpueidpamy, wo
Active ingredient; ofdnoeidac 17,33 ma ipunomerxany)
Irinotecan {1 m! concenirate for solution for infusion containg 20 mg of innotecan hydrochloride frihydrate,
corrasponding to 17,33 mg irinotecan)
Howmep ceplt / Batch number BO240304
CynpopigHi AoMiLLiKn 7-aTun-10-rigpoKCUKAMNTOTELIMH; He €sp.$. 2.2.29. <005 %
(BEPX) Binbwe 0,2 % Ph.Eur. 2.2.29, <0.05%
Rolated substances 7-othyl-10-hydroxycamptothecin: not more
{HPLC) 02%
byab-Aka HelgeHTUdhikoBaHA AOMIWKA: He 0.1%
Ginbwe 0.2 % 0.1%
Any individual unknown impurity: rot more
0.2 % 0.1%
Cyma HeigeHTubikoBaHUX AOMILLOK: He 0.1%
Ginbwe 0,6%
Total unknown impurities: not more 0,6 % 0.1 %
Cyma gomiwok: He Ginewe 0,8 % 01%
Tolal impurities: not more 0,8 %
CrepuneHicTs CTepunbHUA £sp.d, 2.6.1 Bignoeinae
Sterility Sterile Fh.Eur. 2.6.1 Complies
BaxTapiansHi He Ginkwe 11,0 EQ/mn €ep.®. 26.14 < 5 EQ/mn
GHOOTOKCHHW Not more 11,0 EU/mi Ph.Eur. 2.6.14 < 5§ EU/mit
Bacterial endcioxing

Bucnoeox: Cepin Ne 80240304 signosigae Bumoram MKH, peecTpauiliHe nocaiguerHa Ne UA/14802/01/01
Conclusion: Batch No. BO240304 complies with requirements to QCM, marketing authorization Ne UA/14902/01/01

HalieHyganHs, Micuesnaxodienin ma HoMep niyexall ma copmudixamy sidnosidwocm! GMP dinbruui 3 eupobHuumea, wo eldmoeldee 3a
KOHMPOAib, capmubikaliio ma auyeK copir:

Name, location and number of the license and GMP certificate of compliance of the production site responsible for the cerlification and
bateh refease:

AxBida FmbX {AqVids GmbH)

Kadaep-Binoeenum-Limp. 89, 20355 Fambype, Himeuiuna (Kaiser-Withelm-Str. 89, 20358 Hamburg, Germany)

Tiyenia Ha eupobHulmso {Manufacturing license} Ne DE_HH_01_MIA_2024 0014
GMP Capmucbixam (GMP Certificate) Ne: DE_HH_01_GMP_2024 0034

TexHonozis supobHULMEa, KOHMPONR AKocri ma sunycky cepil Ne BO240304 nivapcoiozo sacaly IpunomexeH AMENCa, KOHUEHMpam
dnr possury Ons ingbysitl, 20 m2/vn no § mn y dnaxoni; no 1 gonaxory 8 kapmonnil kopobul sidnosaidac sumozam GMP.

Manufacturing process, qualily control and release of the batch No BO240304 of the product lrinolecan Amaxa, concenirate for solution for
infusion, 20 mg/mi, & mi in vial; 1 vial In carton box complies with GMP standards.

Sagey o cepmudbikauilo: fanum 7 nidmaepdxyio, wo HasedeHa euwle InbapMaliii & SocmosipHOW | MOYHOI,

HaHa copin U2OMOBNEHA (GKNKNAKML NEKYSAHHA/MBDKYEaHHNA), capmubikoesra i konmpons T Axocmi eukonanull Ha sxalawiil eutye
SUpOGHUYIG dirbruyl & noaewiil eidnoeidnocmi 3 eumozamiu BLUPOGHULMES GMP, BCMAHOBNOHUMY MICUSBLIM DEEYNRMODHUM ODEBHOM | y
eidnasidrocmi 3t cneyudhirayien, wo sHaxodumecs e pecompatfinomy docoe. fpomonony aupoGHUUMEs, ynaxKoexu ma axanizia Symu
npoanamizoeani ma eidnogidvicms GMP nidmeepdweHo,

Certification staterment: | hereby coniirm that the abovernentioned information is frue and correct.

These batch of product is manufactured (including packaging/iabeling), certified and it qualily control iz carried out in the abovementioned
manufacturing area In full compliance with the GMP_requirements set by the lacal reguiatory authority and in accordance with the

specification located in the registrafion dossier, Erartenls, of metmdaciuring, packaging and tests were analyzed and their GMP compliance
wes confirmed. a5 A
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Haj Hama / date 27,11.2024
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