NEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH
Y JTHINTPOIIETPOBCBKIN OBJIACTI

Iuinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dis.gov.ua, Kog €JIPTIOY 37070665

BHCHOBOK
npo sKicTh BBeseHoro 8 Ykpainy Jikapcebkoro 3acody

26.04,2023 Ne 19361/23/04

IPHHOTEKAH AMAKCA

(HaAMeHyBaHHA NiKapCHKOro 3acoby 3riTHo 3 peecTpaliiHAM [IOCBIATEHHAM)
KOHIEHTPAT Jist Po39aHHy Aas indysiii, 20 mr/ma no 15 mary thaaxoni; mo 1 ¢rakony B
KApTOHHi KopoOui

(dopma BHITYCKy, 103YBAHHS, BIA NAKYBAHHS JIKAPCLKOTO 3acoby)

HoMep peectpauiitioro mocsimuenns UA/14902/01/01 crpok aii peectpauifinoro nocsindeHus 01.01.2099

Cepia nixapcnkoro 3aco6y Ne BP220204 KinbkicTs BBe3eHOTO Jikapcbkoro 3acofy 500
Bupo6Huk AxBina I'm6X , HiMeuyunHa
(naitMeHyBaHHs BUpoGHHKa mikapcekoro 3acofy, kpaiHa MOXOLKEHHS)
Baeseno B Ykpainy ToBapHCTBO 3 06MeKEHO0 BIIMOBIAAILHICTIO "BaJIM", igent. xon:
31816235

(saliMenypanns Ta koa 3a CIIPIIOY opunuyHoi ocobu abo npizsunte, iM'a, Mo Garbxosi Gizuunoi
ocoGu - minnpuemis, ii Micle MPoOXKHBAHHA Ta peecTpauiiHHil HOMep 061ikoBOT XKapTKH MNATHUKA
nozarkis 260 cepis Ta HoMep macmiopra)

TipoTokoa BisyansHoro Koutpoio in 25.04.2023 Ne 07-01/1082/3.

3a pesyipTaTaMH JEPIKABHOTO KOHTPOJNFO BCTAHOBIEHO, WIO mikapcekuit  3aci0  BBe3eHO B YKpailny 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTBA 1100 zabe3neueH s AKOCTI KapChKHX 3aco6iB.

B. 0. HagansHEKA JlepikaBHOI CITyxKOH 3
JKapchKHX 3ac00iB Ta KOHTPOIIO 3a
P . TPOIIO 34 €rop BOJIKOB
HapkoTHKamH Y JIHINpOIeTpOBCHKIA
obnacti

—d
(mocanopa ocoba Oprasy e EaRMaEREK (migmuc) (iniLiamu Ta Mpi3sHILIE)




Mikapenkud sacis:
Drug product:

Hirava pesoausa:
Active ingrediant:

Homep cepiv / Bafch number

Hama supobnuymea / Dale of Manufaciuring
Hama 3axlavennn cmpoxy mpudamuec / Expiry dats

Pozmip cepif / Batch size

Mixapcsra gropsa | Dogage form:
Cuma difasmusricms { Strangth/potency:

Poamip Ta TUN nakysaHHA / Package size end lype:

Peccmpaylive noceidvesnn N2 / Marketing Authorization No.
Bupobiix, kpalka / Manufacturer, courtiry

N

AQVIDA

Ipuriomexan AMBKCE, KoHUeNmpanm Jaa poavuHy Ans iHgyaiid, 20 sma/mn no 15 mn y cnavoni; no 1

chriakony @ kapmonnll kopobyl

{nnotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 16 mil in vial; 1 vial in carton box
lpuromexan (1 Mn Konuexmpamy micmumb 20 me Ipuvomexany eidpoxnopudy mpuzidpamy, wo

aidnoaldac 17,33 Ma ipunOmeKany)

{nnotecan (1 m! concentrate for solution for infusion contains 20 mg of irinotecan Rydrochioride tiltydrele,

parraspanding to 17,33 mg innotecan)
8P220204

11/2026

03.11.2022

1501 ynaroeor/packs

KOHLGHTPAT ONA po34UWKy ANA iHdyaiik / concentrate for solution for infugion

20 mr ipuHoTeKany rigpoxnopyay Tpurigpary, we sianoeinac 17,33 mr
ipMHOTERAHY

20 my of irinotacan hydrochloride tritydrate, correspanding to 17,33 myg

frinotecan
Ma 15 mn v donaxcHi; N 1 rakoHy B KApToHHiA kopobui

15 mi in vial; 1 vigi in carton box

UA/14802/01/01
AxBina MafiX, Himawunna / AqVida GmbH, Germany

floxaanuxu REOCMY Honycmunsi nopmu (Requirements) Memodu xonmposno Pesynsmamu
{Tests) {Quality methods) {Results)

Onue MNpo3cpuid pO3YMH XOBTOFO KONBbOPY Blayanato Bignosigae
Appearance Ciear yellow solution Visual Complies
MpoaopicTs PosyuH noBuAeH ByTH NpO3opUM €ap.d. 221 Bianosigae
Clarity Solution should be clear Ph.Eur. 2.2.1 Complies
KonaaposicTh JabanBRNeHHA PO3YHHY HE NepeBHLlYE Eep.®. 2.2.2 Bignoeigae
Color eTanoH GY1 Ph.Eur, 22.2 Complies

Color of solution should not exceed the ,

standard GYi
MexaHuH| BKMIQYEHHA: | BiNkHUA Bif BAOUMUY YACTOK €ep.®. 29.20 Bianceinze
BUOUMI HACTKH Free of visible particies Ph.Eur. 2.9.20 Complies
Parliculaie . :
contamination. visibie
particles
MEeEXaHi4HI BKIKHYEHHA; €op.d, 28,19
Particulate
contamination: sub-
visible pariclas
z 1) MkM 5 6 000 uacTok Ha dnakoH 158 JacTox Ha
2 25 MKM = 600 JacTok Ha (inakcH dnakoH
z 10 pm = 6 000 particles per vigl 44 YaCTOK HA NaKeH
225 pm < 600 particles per vial 169 particies per vial

44 patticles per vial

O6'em, wo He meHwe HomiHaneHOrO 06'eMy €ap.®. 2.8.17 Bignoeigae (16 mn}
BUTAMAETLCA Nat lass than labeled volume Ph.Eur. 2.8.17 Complies (16 ml)
Extractable volume
lpertuchikauia Y& slanoslgae poaunHy nopiBHAHHA €ap.b, 2.2.25. MeTon Bupobuvka | Bianosinae
Idantification U\V: complies with raference solution Ph.Eur. 2.2.25. In-house Complies

BEPX: nlancelnas posdnHy nopleHsaHHA €ep.d. 2.2.28 Blanoslgae

HPLC: complies with reference soiution Ph.Eur. 2.2.29 Complles
pH 3,0-38 : €ap.¢. 2.2.3. as

Ph.Eur 2.2.3

KiNbKIGHE BU3HAYEHHA Csp.$. 2.2.28.
{BEFPX) 19,0 — 21,0 mr/mn Ph.Eur. 2.2.28. 20.0 Mrfian
IpuHoTEKaHY {85,0-— 105,0 % &in sassnanol KiNekocTi} 100.1 %
rinpoxnopuay
TRMriapaty 19,0 - 21,0 mg/mi 20.0 mg/mi
Assay of lrinotecan (95,0 — 105,0 % of labeled arnount) 100.1 %
hydrochioride

trihydrate (HPLC)
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AQVIDA
N

Jlinapeoxuil 3acl6: ipunomesxan AMaKca, KoNyeHmpam ana posvuky dng fnyald, 20 ma/vn o 15 mn y raxoni; no 1
Drug produet: dhinanony g xapmonHil kopo8ul
lrinotecan Amaxa, concantrate for solution for infusion, 20 mg/mi, 15 mi in vial; 1 viaf in carion box
Adirova pevosuna: ipuromescan (1 mn xouienmpamy sicmums 20 M2 [pusomekany aldpoxnopudy mpuzidpamy, o
Active ingredient: gidrroaidac 17,33 me ipunomesany)
iinotecan (1 mf concentrate for solution for infusion eontains 200 mg of lrinotecan hydrochioride irihydrate,
coesponding v 17,33 mg innofecan)
Howsmep copit / Balch number BP220204
CynpoBigHi QoMiLLIKW 7-6TUN=10-MQpCKCHKEMITIOTELMH; He €rp.®, 2,229,
(BEPX) Ginbwe 0,2 % PhEur 2.2.29. 0.0%
Relaied substances 7-ethyl-10-hydroxycamptothecin: not more
(HPLC) 0,2 %
ByAb-sika HelasHTUikoBaHA AoMilika: He
Ginswe 0,2 % 01%
Any individual unknown impunty: not more
0.2%
Cyma HeigeHTU(IKOBEHWX OMILLOK: HE 0.1%
Sinbie (,8%
Total unknown irmpurities: not more 0,6 %
Cyma gomiwok: He Ginswe 0.8 % 01%
Total impurities: not more 0.8 %
CTepwibHicTs CTepHnsHU eapP. 2.6.1 Bianosigac
Sterility Sterile Ph.Eur. 26.1 Complies
BarkTepiansHi He Ginewe 11,0 EQ/mn Erp.®. 2.6.14 < 71 EO/Mn
©HROTOKCUHK Not more 11,0 EU/mil Ph.Eur. 2.6.14 < 11 EW/mi
Bacterial andotoxing

Bucnaaoic Cepis Ne 8P220204 slanoslnac pumoram MKA, peecTpalifive noceigueHHs Ne UA/1 4902401701
Canclusion: Batch No. BP220204 complies with requiraments ta QCM, markeling authorization Ne LA 4902/01/01

HallMonyaaHNA, MICUSIHAXOKERHA MB HOMER nilersl ma cepmugiixamy sidnoaidHoemi GMP dineHuLl 2 supobRuwmes, we sidnoeidae 38
KCHIMPO/L, CopmUGhikaLifiio ma eunyck cepi:

Name, location and number of the license and GMP centificate of compliance of the production site responsibie for the cerilfication and
bhatch reipase.

AxRida FuEX (AqVida GmbH)

Kaiizep-Dinusensu-timp. 89, 20355 FambGype, Himowuna (Kalser-Withaim-Sir. 88, 20355 Hamburg, Germany)

Tiiyenin #Ha supobtuuymeo (Manufacturing license) Ne DE_HH_Q1_MIA_2018_0006
GMP Cepmudpixarn (GMP Cartificale] Ne:DE_HH_01_GMP_2021_0002

Toxnonozin supolHULrmes, KOHMPONA AXOCITY ma eunyexy cepli Ne BP220204 nivapctkoso sacoly IpuHOmBKan AMAKCR, KOHUSHMDEM
Ans poavuny dna lHebysill, 20 ma/mi no 15 mn y chnakosl: no 1 conaxony @ kapmonkiti kopobuf sidmoeidac sumosam GMP.

Manufacturing process, quality control and release of the batch No BP22(1204 of the product Irinotecan Amaxa, concantrate for solutlon for
infusion, 20 mg/ml, 15 mlin vial, 1 vial in carton box complies with GMP sfandards.

Basga npo ceprmudhinayir: danus 5 nidmeepdxyio, wio nasedena outile fnhopmadia & SocmoaipHam | rmodrae.

- FlBna Cepin auzemMOoancHa (SKMONEIOYU [TaKySaHHs/MEDYSantR), cepmibixoeana [ KORMPpOTE f ANOCTH GLUKOHDHUED Ha exalamil auue
SuUPOBHUSIT OiMbHUL 8 NDEHIE BiIdNDeIOHOCITI 3 BuMOEaMY aupobruymas GMP, eLmBHOGNEHLIMU MIGUEGLIM DESYNITIODHUM ODEBHOM | ¥
aidnosidnocmi 3 IRBUIE0, WG 3HEX00UMLCR 8 peccmpauilnomy Jocke. MNpomoronu gupobHIYMBes, ynaxkoaxy ma ananizie Bynu
npoananizosani ma eidnosidnicmes GMF midmeepdwenc.

Cortification statermnent. | hereby confirm that the abovementioned information is trus and corrsct.

Thase batch of praduct is manufactured (including packaging/labeling), certiffed and If quality controi is carried out in the abovemsntioned
manufaclring area In full compliance with the GMP requirements set by the local reguiatory authorlly and in accordance with the
specification locatad In tha registration dossiaer. Frotacals of manufacturing, packaging and tests were analyzed and thelr GMP compfiance
was confirmsd.

Kepignux konmpon sxocimi {ynoarcsanena ocobal / Head of the Quaiity Control {authorized persan)

T N eww e . Bemd Temme [ama / date 07.03.2023
{signature, sfamp)/(n@vm. newams)
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