AEPKABHA CIYIXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINNPOIIETPOBCBHKIN OBJIACTI

Aninpo, nn.CobopHa,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog € IPITOY 37070665

BHUCHOBOK
PO SIKiCTHL BBE3€HOro B Y KpaiHy JIikapcbKoro 3acofy
01.12.2023 Ne 61363/23/0411
OKCAJIIIJIATHH AMAKCA

(HaiiMeHyBaHHA JiKapChKOTC 3aco0y 3rifHO 3 peecTpallifHAM MOCBiJY4EHHM)
KOHLEHTPAT AJisl pO34YHHY A8 iHys3ii, S Mr/ma mo 20 mi y duaakonax Ne 1
(dopma BUMycCKy, NO3YBAHHSY, BUJ NAKYBAHHSA JiKAPCEKOro 3acoby)

Howmep peecrpauiiinoro noceinuenns UA/14965/01/01 crpok nii peectpauitinore mocpiguenna 01.01.2099

Cepis nixapcekoro 3acoby Ne AG230204 KinbkicTh BBE3€HOrO Mikapchkoro 3acody 300
BHpoGHHK AxBina I'm6X , HiMeuynna .
(HaiimeHyBaHHs BHPOOHHKa JTIKapchkoro 3acoly, KpaiHa MOXomKeHHS)
Breseno B Vipainy ToBapucTio 3 o6MekeHolo Bianosinaasuictio ""baJAM", izenr. xon:
31816235 ‘

(natimenysanHs Ta koal 3a €JIPIIOY 1opuanuHoi ocobu abo npizeuuze, iM'a, o GaTekoBi disuunoi
ocobu - mianpuemus, ii Micle NpOKUBAHHA Ta PeecTpallifiHUi HoMep 00NIKOBOT KAPTKH NIATHHKA
nozaatkis aGo cepis Ta HoMep nacropTa)

TIfporokon Bisyansxoro kourpomo ein 30.11.2023 Ne 07-01/3402/5.

3a  pesyneTaTaMm ACPKABHOTO KOHTPONKO BCTAHOBACHO, IO JKapchkHi 3aci6 Bmeseno B VYkpainy 3
AOTPHMAHHSAM BHUMOT 32KOHOJABCTBA LIOO 3a0e3MeUEHHS AKOCTI JIiIKAPChKHX 3acobiB.

B. 0. HavansHEKa JlepxkaBHOI CIyx0H 3
JiKapchKHX 3ac00iB Ta KOHTPOIIO 32
HAapKOTHKaMH Y JIHinponeTpoBehKii
obnacti

Mapis BPE3IIbKA

(iviuiany Ta npi3BHIIE)
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Jiina pecoxuil acll: Owcaninnamus AMaKca, xonieHmpam Onn posuuny Ons fnghyall, 5 Maimn no 20 Ma y thnawoui; no 1
Drug product: chnaxony 8 xapmonnil xopobui
Osxaliplatin Amaxa, concentrate for solution for infusion, 5 mg/mi, 20 mi in vial, 1 vial in carton box
Ahoua pevoauna: Oucaninnamud (1 M KONYeHmpamy micmume 5 Mz oxcaninneamuny)
Active ingredient: Oxafiplatin {1 mi concenirate contains 5 mg of oxafiplalin)

Homep ceplf / Balch number AG230204

Aema eupobnuuymea / Date of Manufacturing 29 02.2023
Jflama 3axinvenus cmpoKy npudamuocmi / Expiry date 0272027
Po3swmip cepit / Batch size 2001 ynakosok/packs
Mivapcwxa chopma | Dosage form KOHUBHTPAT ANA PO34AHY ANR iHdiy3ikt / concentrate for solution for infusion
Cuna diVammuanicme [ Strength/botency: & mr okcaninratwhy § & mg of oxaliplatin
Poamip Ta THN nakyBaHHRA /| Package size and lype: Mo 20 mn y thriaxoHi; NG 1 enakoHy B KAPTOHHIA kopoSui / 26 miin vial; 1 vial
in certort box
Peccmpayidne noceidvennsa Ne / Marketing Authorization No. A/ 4965/0%/01
Bupobrux, xpalna / Manufacturer, country AxBina MMBX, Himeusuna f Aqvida GmbH, Germany
foxaznuxu srocmi Honycmusi Hopmu (Requirements) Memodu xoHmMpPomo Pazynumamu
{Tests) {Quality methods) {Resuits)
Onuc Mpoasopnit GeabapBHMii PO3UKH BiayaneHo Bignoeinae
Appearance Cloar colouriess solution Visual Complias
MpoaopicTe KanamyTHicTs poauvHy mae Gyt He Ginble €ep.®. 2.2.1 Bianasigae
Clanty STANCHHOrS po3vnny | Ph.Eur. 2.2.1 Complies
Turbidity of solution should be nof exceed of the
standard solution !
KonboposicTe KonboporicTs poaJuHy mae Gyt e Sinblue Esp.®. 2.2.2 Bianosipae
Color ETancHHOro po3unHy Be Ph.Eur. 2.2.2 Complies
Color of solution should be not excesd the
standard sofution Be
|aeHTUEDIKaLIA Y&, Bunpo5oByBaHMiA po3yiH NOBAHEH MATH Eap.®. 2.2.25. MeTog Bignosigae
Identification MEKCHMYM, WO | PO3HMH MOPIBHAHHS. BUpoDHWKA 255 nm
o ' UV. Sample solution should have the same Ph.Eur. 2.2.25, Complies
maximum as reference solution. In-house 255 nm
BEPX. BiqHOGHUH YacC yTpuMyBaHHA noeuHeH By | €ap.@. 2.2.20. MeTtoj Bignosifae
B Mexax 0,975 - 1,029 BupoBHuka 1.600
HPLC. The refative retention time should be Ph.Eur. 2.2.29. Complies
befween 0.975-1.029 In-house 1.000
pH 40-7,0 €ep.0.223 5.8
PhEur. 223
CynposigHi AoMiwki Nomiwka A ve Ginbwe 0,3 % _ €ep.®. 2.2.28. MeTog 0.1%
Rolated substances Impurity A not more than 0,3 % gupobruka
Jomiwka B He Sinbwe 0,4 % Ph.Eur. 2.2.29. 0.2%
impurity B not more than 0,4 % in-house
Nowmiwka C He Ginswe 0,1 % 0.0%
Impurity C not more than 0,1 %
By, b-AXI iHU AomiLik4 He Binbwe 0,2 % Q.00 %
Any other impurities not more than 0,2 %
Cyma HainauTudikoarux aomiwok Ha Ginbwe 0,6 0.00 %
% :
Sum of unspecified impurities not more than 0,6 %
Cyma gomiwork He Ginbwe 1,0 % == 05%
Total impurities not more than }mm
KinbKcHe BnanajeHns | 95,0 — 105,0 % Bi aasBmneHg) RitboeTi 3, 100.0 %
Assay 95,0~ 105,0 % of labeled s N
Of'em, Lo 100 mr/20 mn: 2 20 M Bignogigae (21 mn}
BUTAMRETRCS 100 mg/20 mi: = 20 m! Complies (21 mi}
Extractable volume - )

AqVida GrobsH o Kaisee-Wilhelim S 80 0 20355 Farnburg @ Germany © Tel. +49 40 380 37190 © Fax +49 40 380 37192 © info@uuvida.com
'HRB 94083 - Managing Director: Wolfgang FL Heinze « VAT ID: DE 814418869 » TAX ID: 02/850/03083
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Aixapcexull 38cit: Oxcaninnamun AMaics, KONLeNMpam AnA po3HuNy dns ingysid, 5 sme/mn no 20 un y caakoni; no 1
Drug product: thnaxony e xapmouslis wopobyl
Oxaliplatin Amaxa, concaritrate for solution for infusion, 5 mg/mi, 20 mi in vigl; 1 vial in carton hox
Hitowa pevosuna; Ouxcarinnamim (1 Ma koxyenmpamy micmumb § Mg oncaninmamuny)
Active ingredient; Oxaliplatin (1 mi concentrate contains & mg of oxaliplatin}

Homep cepll / Belch number AG230204

BakTepianbHi eHA0TOXCHHW He Ginbwe 5 EQ/mn €ep.®. 2.6.14 < 5 EO/Mmn
Bacterial endofoxins Not more § EU/M Ph.Eur. 2.6.14 < 5 EU/mi
MexaHiuHi BKNICHEHHA: BintHWP Big BULUMHX YACTOK eep.d. 2.9.20 Bianceigae
BHAVMI YaCTRK FPh.Eur. 2.8.20
Particulate contamination: Frae from visible particles Complies
visible particles
Mexaniuni BKIOHEeHHA: Z 10 MkM: S 6 000 yacmoK na chnakon €ep.®. 2,9.19 59 yacTox Ha (NaKkoH
HEEWAMMI HacTKK = 25 MM < 600 wacmok Ha (hnaKoH Ph.Eur. 2.9.19 48 JacToK Ha NaKkeH
Particulate contamination: z 10 um: s 6 000 particles per vial 59 particlas per vial
sub-visible particles = 25 ym: < 600 particles per vial 48 particles per vial
CrepunsHicTs CrapunHvit Eep.®. 2.6.1 Bianosiaae
Sterility Sterile Ph.Eur, 2.6.1 Complies
OAHOPIAHICTE 4030BAHNY FpunycTuMa npuAMansHe YWcho: €pp.®. 2.9.40
CAMHMLUB Allowed acceptance valua: Ph.Eur. 2.9.40 Bignosigae
Uniformily of dosage unil <15,0%( 1ervan)afio - - : ;

<150% (tstep)or- - . Complies

< 25,0 % Ta mbk 0,75 M 1 1,25 M (2 eTan).

< 25,0 % and between 0,75 M and 1,25 M (2

stap).

ToMilka A: eTaHaiosa kwenoTa (Wasnesa KMCnoTa)

Tomiluka B: (SP-4-2)-amakeal{1R, 2R}-umknorexcan-1 2-pnamiH-kN, kN'InnarnHym (AMBKEAnMAMIHLIMKNOMEKCAHNMATUHY M)
Howiwga C: (OC-§-33)-[(1R, 2R)-LMknorexkcan-1,2-avwamin-kN, kN'|[eraHaioaT(2-)- k01, kKO2]gurinpoKCHNATIAHY M
impunily A: Ethanedioic acid (Oxalic acid)

Iimpurily B: (SP-4-2)-diaquef{ 1R, 2R)-cyclohexang -1, 2.gdigrnine-kN.xN'Tplatinurn {diaquodiaminocyclahaxaneplatinum)
impurity C: (OC-B—33)-[{'.I'R.2R)-Cyclohexana-1,2-diamina—xN,xN?{e!hanedinato(z-)- x O kO2]dinydroxyplatinum

Bucnoaox: Cepin Ne AG230204 sianoeigas eumoram MKS, peecTpauifne nocaiguerHa Ne LA/ 4865/01/01
Conclusion: Batch No, AG230204 complies with requirements to AND, marketing authorization N2 UA/14966/01/01

HaliMeHySaHHA, MICLE3HEXOIKEHHA ME HOMED niyen3it ma cepmucbikamy sidnosidnocmi GMP dinbhul 2 aupobHuumea, wo aidnoeidse ag
KOHMPOIE CEPIt, CEpMUPIKaLiio ma sunyck cepi:

Name, location and number of the license and GMP certificalte of complignce of the production site responsible for the carlificatiorr and
batch release:

AxBida 'm8X (AgVida GmbH)

Kaiisep-Binsaensm-limp. 89, 20355 Faubypa, Hive\iipa-(K wisar-Afheim-Sir. 88, 20355 Hamburg, Germany)

Nliyenis #a aupobruumen (Manufacturing licenspVie - )
Cepmudgixam sidnoeldnocmi GMP (GMF certififgte) Ne DE _GME20R1_0002

rixapconoeo sgcoby QucaninamuH AMaxca, KOHUeHmpam
i xopobuf eidnoaidac suMcaan GMP.
f the product Onaliplatin Amaxa, concsnitrate for solulion

TaxHONOSIT BUPOBALULMES, KOHMPONA AKOCH
O posuumy dna ingyaid, 5 medus o 20 Mj)
Manufaciuring process, qualily confrol and i

Lefnanoni; no 1 q;ﬁr
elzncd 1 230264
for infusion, 5 mg/md, 20 mi in vigl; 1 vial in Eatipn box willl GMP starrda

JbDpItaLs £ BOCMOSipHOI0 | MOYHOI.

fkosana i xonwmpons i RroCT suKoHaHULU Ha BxalaHil euwe
nea A4 'MP, acmaHoRNeHUMU MICUSEUM DESYNRAMORRUM OfeaHoM iy
e JAocee. Mpomoxant supobHULMEa, ynakoexu ma awanisie Oynu

Havg cepin suzomoanena (BKTOYBIONY Y8
supobHuill dinorutli @ noexid eidnceidHoCm N
gidnoeidrnocmi 3 cieuugbinawesn, Wo JHaxodums
npoananiaeaani ma aidmosidwicms GMP ridmeepdxans

Cegtification statement: | hereby confirm that the abovamentioned information is {rue and corract.

These batch of product is manufactured (inciuding packagingfabeting), certified and i quelity control is carrisd out in the abovementioned
manufscturing ares in full compliance with the GMP requirements set by tha local regulatory suthority and in accordance with the
specification located in the registration dossier. Protocols of manulacturing, packaging and tests were analyzed and their GMP complisnce
were confirmed.

AqVida Gerbl 1 Kaiser-Wilhelny Sty 89 © 20355 Harribung © Geamarry o Tel. +49 40 380 37190 < Fax +49 40 380 37192 = info@aqida.com
1 IRB 94083 » Managing Director: Wolfgang H. Heirpe » VAT TD: DIE 814418669 o TAX ID: 02/850/03083
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KepiBHUK KOHTRONIC AKOCT | (YNoBHOBAXEHS ocofia)
Head of the Quality Control (authorized person}

C Hemm €. chantat Hammie [lava / date 04.07.2023

{signature , stamp}
{ridnuc, neuams)

AqVida Gerdil © Kaiser-WilhelmSte 89 o 20355 Harrburg » Gerrrany = Tel. +49 40 380 37190 » Fax 49 40 380 37192 = infol@aqvida.com
HRB 54063 » Managing Director; Wolfgang H. Heinze ¢ VAT ID: DF 814418869  TAX 11 02/850/03083
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