HAEPJKABHA CJIYKFBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHITTPOIIETPOBCBKIN OBJIACTI

Huinpo, m1.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BHUCHOBOK
NIpo AKiCTH BBE3€HOro B YKpaiHy JiKapcbKoro 3aco0y

23.08.2023 Ne 42225/23/04

IPHHOTEKAH AMAKCA

(HafiMeHyBaHHA JiKkapchKoro 3acoby 3rifiHo 3 peecTpauiiHuM NOCBiXIEHHAM)
KOHIIEHTPAT AJifl po34uRny i1 indy3iii, 20 mr/ma no 5 ma y duakoni; no 1 pnaxony B
KapTOHHIii Kopooui

(dopma BunycKy, HO3yBaHHA, BUA NaKyBaHHS JIikapchkoro 3acofy)

Howmep peecrpauiitioro nocsizaenns UA/14902/01/01 ctpox aii peecrpauiitioro nocsimuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne BO230102 Kinbkicts BBe3€HOTO Jlikapcekoro 3aco6y S00
BupoGHuK AkBina I'M6X , HiMeuunna
(HaliMeHyBaHHS BUpOOHHKa JlikapchKoro 3acoby, KpaiHa IOXOMKEHHS)
Beeseno B Vkpaily ~ Toapucrso 3 o0mexeHnolo BiznosinaabHicTio "BaJIM", ienr. xoa:
31816235

(naliMeHyBaHHS Ta koA 3a €JIPTIOY ropuauyHoi ocobu aGo npizsuiLe, iM's, o 6aTekoBi dizuuHoT
ocobH - mianpueMud, ii Micue MPoKKWBaHHA Ta peecTpauilinuii Homep 06/1iKoBOT KapPTKH IIATHHKA
noznarkis aGo cepis Ta HoMep nacrnopra)

TIpoTokoa Bisyannuoro kourposo sig 22.08.2023 Ne 07-01/2405/4.

3a pesyibTaTaMH AEpXAaBHOTO KOHTPOMIO BCTAHOBJEHO, IO JIKAapchKMi 3aci6 BBeseHO B VYkpaiHy 3
AOTPHMAHHSAM BHMOTr 3aKOHOJABCTBA WIO/0 3a0e3neYeHHs AKOCTi JiKapChKUX 3aco6iB.

Havansauk JlepxaBHOT ClTyx0u 3

JKapchbKHUX 3ac00iB Ta KOHTPOJIIO 33 y .
P ; TPOIO 38 / IOnis OBYAPEHKO
HapKOTHKaMH y J{HiIponeTpoBChKii
obacTi '
(mocazoBa oco6a opraHy A€p>KaBHOTO KOHTPOJIIO) (nin}&c) ) / (iniuianm Ta npizsuIE)

M.IL




Tixeapcunuid 3aciG:
Drug preduct:

Afova pevoeuna:

vl
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ipuromexan AMakca, NOHUGHMPam AR poIHuny Ons Ingysil, 20 ma/mn no 5 Mn y nekoHi; no 1
thrakony 8 xapmonnii xopobul

Irinotecan Ameaxeg, concentrate for solution forinfusion, 20 mg/mi, 5 mi in vial; 1 vial in carton box
ipunomenan (1 Ma xoHUeHmpamy micmumb 20 M2 ipunomexany 2idpoxnopudy mpueidpany, wo

Active ingradient. gidnoaldac 17,33 ma ipunomexany)
irinotecan {1 mi concenirate for solution for infusion containg 20 mg of irinolecan hydrochionde titydrate,
comesponding fo 17,33 my irincfecan)
Homep ceplf / Baich numbar BO230102
Hama eupobHuymaa / Date of Manufacturing 21.03.2023
Hama saxinvenns cmpoxy npudamuocmi / Expiry dale 032028
Poamip cepli/ Baich size 1001 ynakosok/packs
fliapeoxa popma | Dosage forr. ®OHUENRTPAT BAA Po3YuHy Ans iHchyain / concentrate for solution for infusion
Cuna dfffaxsmuericme | Strength/potency: 20 Wr ipMHOTeKAHY rigpOXNopuay TRWrapaTy, Wo eignesinae 17,33 mr
IPUHOTEKaHY
;o my of ifinctecan hydrochioride trihydrate, corresponding fo 17,33 mg
ininotecan
Poamip Ta THN nakysaHHA f Package size and fyps: No 5 mn y ghnakoxi; no 1 hnakory B KAPTOHHIA kopoSui
5 miin vial: 1 vial in carton box
Pescmpayifine nocaldvennn Ne / Markating Authorization No.  No UA/14902/01/01
BupoBHUR, Kpaine / Menufacturer, country AxBiga MM6X, HimeuumHa / AqVida GmbH, Germany
fMoxasruxy axocmf Honycmumi Hopuu (Requirements) Memodu xoHmpome Peaynomamu
{Tests) {Quality methods} {Results)
Onue Mpo3opHid POIUNH XOBTOID KONLOPY BisyanbHo Bignoeigae
Appearance Clear yeflow solution Visual Compligs
Mpo3opicTs PoavuH noBuHEH Gyt NPo3opHM Eep.®. 2.2 Binnoeigae
Clarity Solution should be clear Ph.Eur. 2.2,1 Complies
KoneoposicTs 3abapeneHHA po3uney He NepesUlllye Eap.@. 2.2.2 Bignosigae
Color etanok GY) PhEur 222 Complies
Color of solution should not exceed the
standard GYi
MexaHiuMi BKNIOYAHHA; | BinbHWHA BlR BUAKMUX 4AcTOK €ep. 0, 2.9.20 Binnosigae
BUANMI YACTKH Ph.Eur. 2.8.20
Particulate Free of visible pariicles Complies
contamination: visible
| parlicies
MexaHiuH| BKNIOYEHHRA: Esp.®. 2.0,19
HEBMAWMI 4acTku Ph.Eur. 29.19
Particulate
contamination; sub-
visible particles
2 10 MKm £ 6 D00 yacTok Ha hnakoH 224 yacmox Ha HnaKoH
2 25 MKM = 600 vacTok Ha dinakoH 59 wacmok Ha hnaxor
z 10 pm < 6 000 particles per vial 224 particles per vial
225 um < 600 peariicies par vial 58 particles per vial
Ob’em, wo He meHwWe HoMiRanbHOro 0f'emy Eep.®. 2917 Bignoeigae (5.0 mn)
BUTArAeTECA Not less than labeled volume Ph.Eur. 2.9.17 Complies (5.0 mi)
Extractable volume
laeHTHdbikaLn Y& sianosifgae poayuuHy NopiBHARHA €pp.®, 2.2.25. Metoq eupobvka | Bignosigae
identification UV: complies with reference solution Ph.Eur. 2.2.28. In-house Complies
BEPX: signoslaae poaunHy NopisHAHHA Eep.®. 2.2.29. Bignoeigae
HPLC: complies with reference solution | Fh.Eur. 2.2.28. Complias
pH 3.0-38 €pp.®. 223 33
Ph.Eur. 22,3
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Nixapcerui aacls: Ipuromexan AMaKca, KOHYeHmMPam GNR podYuy Ang ingy3id, 20 maun o Smny asxoHi; no 1
Drug product: gnawony 6 sapmonniil kopobui
Ifinotecan Amexa, concentrate for solution for infusion, 20 mgsml, § mi in vial; 1 vial in carton box
Lirova pavoauna: fpuromexan (1 smn koRyeHmpamy sicmunte 20 M2 Ipunomexany 2/dpoxnopudy mpugldpamy, wo
Active ingrediant: aldnoeidac 17,33 M2 Ipuromerany)
Irinotecan (1 mi concentrate for solution for infusion conteins 20 mg of irinotecan hydrochicride tihydrate,
corresponding o 17,33 my irinctecan)
Hosmep ceplt / Balch number BO230102
KinbKicHe BUZHANEHHA €ap.¢. 22.29, 19.9 mrimn
(BEPX) 19,0 - 21,0 Mrimn Ph.Eur. 2.2.29. 99.6 %
IpuHOTEKAHY (95,0 — 105,0 % sig, aaneneHol kiNbKOCT)
rigpoxnopuay 18.9 mg/mi
TpUrigpaTy 18,0 21,0 rng/mi 996 %
Assay of Ininclecan (95,0 — 105,0 % of labeled amount}
hydrochioride
trihydrate (HPLC)
CynpoeigHi goMmiLku 7-evvn-10-iapOKCHKAMNTOTELMH: HE €ap.0. 2229, 0.0%
(BEPX) Binbwe 0,2 % Ph.Eur 2229
Related substances 7-athyl-10-hydroxycamplothecin: not morg
{HPLC) 02%
Byak-aka HelgeHTuikoBaHa AOMILLKS; He 0.1%
Ginbwe 0,2 %
Any individual unknown impurity. not mora
0.2% e
Cyma HeipeHTIpIKOBaHWUX AOMILIOK: He 01%
Ginwwe 0,6% _
Total unknown impurities: not more 0,6 %
Cyma pomlwiox: He Ginsiwe 0.8 %
Total impurities: not more 0,8% 0.1%
CrepyneHicTE CTepunuHWiA Eep.®. 26.1 Bipnosigae
Sterility Sterile Ph.Eur. 2.6.1 Compﬁss
bBaxTepiansHi He Ginewe 11,0 EQian Eep.®. 2.6.14 = 5 EQ/mn
SHEOTORCMHM Noi more 11,0 EU/mI Ph.Eur. 2.6.14 < § EU/mi
Bacterial endotoxins

Bucroeox: Cepn Ne BO230102 signonsisae Bioram MKA, peectpaujitie noceigussa Ne UA/14802/01/01
Conclusion: Batch No. BO230102 complies with requiremants to AND, marketing euthorization Ne UA/14302/01/01

HalMeHY8aHHE, MICLUEIHaXDIKOHHR MA HOMED NiueH3If ma cepmucbixamy eidnoeidnocmi GMP dinbruyl 3 supodHuymas, o eiR0sIOsE 38
KOHMpOns, Copmudgixauiio ma sutyck cepi:

Name, location and number of the Jicense and (GMP centificale of complianca of the production sita respansible for the cerfification and
betch reisase

AxBida MwaX {AqVida Gmbt)

Kaissp-Binpsonos-Liimp. 89, 20355 [ambypa, Himewiuna (Kaiser-Wilhelm-Str. 88, 20355 Hamburg, Germany)

fliyenin Ha eupoBruumeo (Manufacluring ficense} Ne DE_HH_01_MIA_2018 0006
GMP Cepmucbinam (GMP Certificate} Ne:DE_RH_01_GMP_2021_0002

TexHORORIA UPOBHLLTISS, KONMpANA Arocmi ma sunycky cepll Ne BO230102 nikepcuxosc 38c00y lpunomiexaH AMaKEs, KoHUSHMpam
1R posaUny ne ingbysid, 20 MaMa o 5 mn y dainaxchi; 1o 1 oraxody 8 kapmonnill kopoSui 8idrosides suMozaM GMP,

Manufacturing process, qualify conlrol and release of the batch No. BO230102 of the product irinotecan Amaxa, concenlrale for solution
for infusion, 20 mg/mi, 5 mi in vial; 1 viai in carfon box complias with GMP standards.

3gaga npo copmucbixguie; farum 5 Aidmeepdiro, wo Hasedena sLUE iHHOPMAUIR £ JOCMOBIPHO | MOYHOW.

a8 copin auacmoeneHa (SRITKNAIYL YTAKDSKY/MAPKYESHHR), cepmikbixoeana i Konmpone I axkocmi auxonanull Ha eradawil suile
aupobHuyill dineHuyi @ nosnil sidnosidHocmi 3 sumoeamMy supobHutynea GMP, acmanosneHuMu MICUSEUM DEayNAMODHUM QpagHoM |y
SidTomitHOCT I CreuuchiKauiclo, W amaxodumber 8 peccmpauiinomy docee. Mpomokanu eUpobRULMEs, yaKoeKy ma awanisia Gy
npoananizoaan] ma eidnoeiduicrms GMP nidmeepdweno.

Certification statement: | hereby confirrn that the abovementioned informstion is lrue and comect.

Thase baich of product Is manufactured (including packegingfabeling), certified and it quality control is carried out in the abovementioned
manufacturing area in full compliance with the GMP requimments set by the focal regulfatory authority and in accordance with the
specification localed in the registration dossier. Protocols of menufaciuning, packeging and tasts were anelyzed and their GMP compfiance
was canfirmed.

Kepigsuk koHTPOAID AKOCT | {ynosHoBaXEHa ocobia)

Head of the Quality Conirol (euthorized person)

C Herym\&._ chantst Hemmie Darva / date 20.06.2023
{signature) -
{midruc)
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