y

JTEPKABHA CIYKBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBLKIA OBJACTI

rpoB. CeiTausnof Hagii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €IPIIOY 37078774

BHCHOBOK
Hpo AKICTH BBE3eHOro B YKpainy JiKapchKoro 3acofy

12.12.2023 Ne 61441/23/10

OKCAJIINJIATHH AMAKCA

(HaliMeHysanns nikapchxoro 3acoby 3rinpo 3 PCECTPALITIHEM NOCBi THeHHAM)

KOHHERTPAT I PO3UHHY A% indysiii, 5 mr/mu, mmo 20 Ma y daaxoni; no 1 (hiaxony B
KapToHHiil Kopobni
(hopma sxmycky, No3yRanN, BILT NAKYBAHRS NIKAPCEKOTO 33c00Y)

Homep peecrpagiitaoro noceimuenns UA/14965/01/01 erpox aii pecerpauiitroro noceingenss 01.01.2099

Cepia nikapcskora zacoby Ne AG230204 Kinbxicts sBesenore sikapeskoro sacoby 300

AxBiza I'moX, Himeuunna

(fiafimeryBaiia BupoGHIKd TikapeEKoro 1acody, KPAiHa NOXOTASIHA}

Bupodaux

Beesero B Yipainy ChineHe yKpainchKO-eCTORChKe THANIPHEMCTBO Y opari TOBAPHUCTRA

3 06mexeHol0 BignoBinanbHicT0 "OntiMa-@apm, ATH", inenr. roa:
21642228

(safiMeryBabng Ta Kox sa EAPIOY 1opHaKMYHOL 0coGH abo mpisanmue, i's, no Garsrosi Bizitsrol
acodir - mianpienmua, i micne npokiBaEEA Ta peecTpatiiinmit HoMep ofnikoBDi KapTHI DaTHIKA
nogaTKis afo cepit ta HoMep nacnopTa) '

HpoTokoen sisyannioro xeutpono six 11.12.2023 N: 3939/4.

3a  pesyiRTATAMM JEPKABHOIO KOHTPOMO BCTAHORNEHO, IO nikapceruil  3aci6  sBeseHo B Yrpaimy 3
AOTPHMAHHSIM BRMOr 30K0HONABCTAA LOAC 3a6e3NEYCHNT AKOCTI JKAPCEKIX 33c0bis.

Biarift BOHTAPEHKO

{inigiazm Ta npizshue)




Tlikapcbkui 3acib:
Drug product:

fitova pevoeura:
Active ingredient:

Homep cepii / Batch number

Hdama eupobruuymea / Date of Manufacturing
Aama 3axinvenns cmpoky npudamuocmi/ Expiry date

Posmip cepii/ Bafch size

flikapcbia chopmMa f Dosage form:
Cuna Biifakmuenicms | Strength/potency:
Poamip Ta Tin naxysanHs / Package size and fype.

Peecmpauiiine noceiduenns Ne / Marketing Authorization No.
Bupob6Huk, kpaina / Manufacturer, country

N\

AQVIDA
N

OxcaninnamuH Amakca, KoHueHmpam 015 pozvuty Ons ingyaid, 5§ me/mn no 20 mMn y ghnakoHi: no 1

QITaKOHY & KapmoHn#il kopobui

Oxaliplatin Amaxa, concentirate for solution for infusion, 5 ma/mi, 20 mi in vial: 1 vial in carton box
Oxcaninnamun (1 Mn KOHUEHMpPamy micmume 5 M2 oxcaninIamun V)
Oxaliplatin (1 mi concentrate contains 5 mg of oxaliplatin)

AG230204

22.02,2023
0272027

2001 ynakosok/packs

KCHLIEHTDAT ANA pO3dKMHY ANsA iHdy3iA / concentrate for solution for infusion
3 Mr oxcaninnatuny / 5 mg of oxaliplatin
Mo 20 Mn y dhnakoxi; no 1 dnakcHy B xapToHHiiA kopo&Ll / 20 mi in vial; 1 vial

in carton box
UA/14965/01/01

AkBipa M'MBX, Himeyuunna / AqVida GmbH, Germany

Tloxasnuku sskocmi Aonycmumi nopmu (Requirements) Memodu xoumposmio Pesynsmamu
(Tests) (Quality methods) (Resulits)
Onuc lNpo3opuin 6e3bapBHkin poadnH BisyanbHo Bianosigae
Appearance Clear colourless solution Visual Complies
[posopicTb KanamyTHicTe po3unHy mae 6yTn He Ginblue cep.®. 2.2.1 Bianoeipae
Clarity €TanoHHOrO PO3YMHY | Ph.Eur 2.2.1 Complies
Turbidity of solution should be not exceed of the
standard solution |
KonboposicTs KonboposicTe posunHy mae 6yTh He GinbLe €ep.$. 222 Bignoeigae
Color €TanoHHOro po3ynHy Bo Ph.Eur. 2.2.2 Complies
Color of solution shouid be not exceed the
standard solution By
lneHTUdIKauis Y®. BunpoBoByBaHuil pO34uH NOBUHEH MaT €ep.®. 2.2.25. MeTtopq Binnosigae
fdentification MEKCUMYM, LLO | PO3YMH NOPIBHAHHSA. BUPOBHWKE 255 nm
UV. Sample solution should have the same Ph.Eur. 2.2.25. Complies
maximum as reference solution. in-house 255 nm
BEPX. BiaHOCHWIA yac yTpumyBaHHa NoBUHEN Byt | Esp.®. 2.2.29. Metog Bianoeinae
B Mexax 0,975 — 1,029 BUPOOHKMKa 1.000
HPLC. The relative retention time should be PhEur 2229, Complies
between 0.975-1.029 in-house 1.000
pH 40-7,0 Cep.®. 223 5.8
Ph.Eur 223
CynposiaHi gOMiLKK Homitka A He Ginbwe 0,3 % €8p.®. 2.2.29. MeTtop 0.1%
Related substances Impurity A not more than 0,3 % BUPODHMKA
Homiwka B He Binble 0.4 % Ph.Eur. 2.2.29. 0.2 %
Impurity B not more than 0,4 % in-house
Howmiuika C He Ginswe 0,1 % 0.0 %
Impurity C not more than 0,1 %
Eynb-siki iHWI AOMIWKY He BinbLue 0,2 % 0.00 %
Any other impurities not more than 0,2 %
Cyma HeigeHTUdIKOBaHNX AOMILLOK He Binblue 0.6 0.00 %
%
Sum of unspecified impurities not more than 0,6%
Cyma pgomiwok He Ginbwe 1,0 % 0.5%
Total impurities not more than 1,0 %
KinbkicHe BusHaueHHa | 95,0 — 105,0 % Bif 3aaBNeHO! KiNbKocTi Eep.®. 2.2.29. MeTopg 100.0 %
Assay 95,0 - 105,0 % of labeled amount BUpOBHKMKA
Ph.Eur. 2.2.29.
In-house
Ob'em, o 100 Mr/20 Mmn: 2 20 mn €ep.®. 2.9.17 Binnosiaae (21 mn)
BUTAracThES 100 mg/20 mi: 2 20 my Ph.Eur. 2.9.17 o '
Extractable volume -

AqVida Gmbl{ ¢ Kaiser-Wilhelm-Str 89 © 20355 Hamburg © Germany ¢ Tel. +49 40 380 37190 o Fax +49 4%}

HRB 94083 © Managing Director. Wolfgang H. Heinze » VAT ID: DE 81441 8869 T

%km ofvo o1 787 JZ




Tlikapcouuuil 3acio:
Drug product:

Adiroya pevyosuna:
Active ingredient:

7 N\

AQVIDA
N

Oxcaninnamun AMaxca, KoHyeHmpam dns po3yuny ons ingby3iii, § ma/mm o 20 mn y ¢hnakori; no 1
(DNEKORY e KapmorHit kopo6yi

Oxaliplatin Armaxa, concentrate for solution for infusion, 5 mg/mi, 20 mi in vial; 1 vial in carton box
Oxcaninnamun (1 Mn koHYeHmMpamy Micmume 5 M2 CKCasinnamury)

Oxaliplatin (1 mi concentrate contains 5 mg of oxaliplatin)

Homep cepii / Batch number AG230204
bakTepianbHi eHAOTOKCUHM He Ginbuie 5 EO/mn €sp.®. 2.6.14 <5 EOQO/Mn
Bacterial endofoxins Nof more 5 EU/mI Ph.Eur. 2.6.14 <5 EU/mi
MexaHiuHi BKIoYeHHS; BinkHWit Bia BUAKMMKUX 4aCTOK Cep.¢. 2.9.20 Bignosigac
BUAWUMI 4aCTKW Ph.Eur. 2.9.20 |
Particulate confamination: Free from visible particles Complies
visible pariicles
MexaHiuHi BKNoYeHHs: 2 10 mxm: < 6 000 vacmok Ha ¢hnakod &ep.®. 2.9.19 59 yacTok Ha donakoH
HEeBKOKMI HYacTKu 2 25 Mkm: < 600 vacmok Ha hrakoH PhEur 2.9.19 48 yactok Ha dhnakoH
Particulate contamination: 2 10 um: < 6 000 particles per vial 59 particles per vial
sub-visible particles 2 285 pum: = 600 particles per vial 48 particles per vial
CTepunbHicTs CrepunbHUiG &ep.@. 2.6.1 Bignoeigae
Sterility Sterile Ph.Eur, 2.6.1 Complies
OaHopigHicTe go3osBaHmx [lpunycrume npuiMansHe Yncno: €ep.®, 2.9.40
O4MHUL Allowed acceptance value: Ph.Eur. 2.9.40 Binnoeigae
Uniformity of dosage unit =15,0 % ( 1 eTtan) abo

< 15,0 % (1 step) or Complies

£25,0% Tamix0,75Mi125 M (2 eTan).

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

step).

Aomilwka A: eTasgiosa kmcnoTa (llaenesa kncnota)

Homika B: (SP-4-2)-auakea[(1R, Z2R)-umrknorekcan-1,2-guamin-kN, kN 'lanaTtnHym (BAMaKB afvaMiHLMKIOrexcaHnnaTuHy m)
Homiwka C: (OC-6-33)-[(1R, 2R)-unknerekcan-1,2-anami-kN, kN')[eTangicaT{2-)- kO1, kKO2]anriapokernnaTtitiym
Impurity A: Ethanedioic acid {Oxalic acid)

Impurity B: (SP-4-2)-diaquaf(1R, 2R)-cyclohexane -1, 2-diamine-k/N, KN Jplatinum (dfaquod;’amfnacycfohexanep:'aﬁnum)
Impurity C: (OC-6-33)-[{ 1R, 2R)-cyclohexane-1,2-dia mine-kN kN Jlethanedioato(2-}- kO1,k02]dih vdroxyplatinum

Bucnosok: Cepia Ne AG230204 Bi

Anoeinae Bumoram MKS, PeECTpaLliiHe noceiavedHa Ne UA/14965/01/01

Conclusion: Batch No. AG230204 complies with requirements to AND, marketing authorization Ne UA/14965/01/04

Halimerysarns, micuesHaxooxeHHa ma HoMep niyeHsii ma cepmucdbikamy eidnoeidnocmi GMP dinbHUW 3 supobHuUWMEa, Wo 8idnosidac g
KOHMPOIib cepll, cepmuthikauiio ma sunyck cepii:
Name, location and number of the iicense and GMP certificate of compliance of the production site responsible for the certification and

bateh release:
AKkBida fmbEX (AgVida GmbH)

Kalizep-Binseensm-Liimp. 89, 20355 I amOype, Himeuwuna (Kaiser-Withelm-Str. 89, 20355 Hamburg, Germany)

Fliyeris Ha eupoBHUUMBO (Manufacturing license) Ne DE_HH 0 1T_MiA_20198 0006
Cepmuchikam sidrosidnocmi GMP (GMP certificate) Ne DE_HH _01_GMP_2021_0002

TexHosioeis eupobHUYMea, KOHMPONA SKoCMi ma 8unycky cepif Ne AGG230204 nikapeexozo 3acoby Oxcaninnamuwx Amaxca, KOHUEHmMpam

L4

drist po3yuHy Ans inchysiii, 5 mamn no 20 ma y Qonakoni; o 1 hnakoHy @ KapmoHHit Kopobyi eidrosidae sumozam GMP.

Manufacturing process, quality con

trol and release of the batch No. AG230204 of the product Oxaliplatin Amaxa, concentrate for solution

for infusion, & mg/mi, 20 m! in vial: 1 vial in carton box complies with GMP standards.

3anea npo cepmudhikauio: Jarum 5 nidmeepdxyio, wio Hasedena sutye iHGbopmayis e docmosipHow | moyHorw.
Hana cepia suzomoenexa (exkmoyaroyy ynaxKosky/MapkysaxHs), cepmughikosana i koHmpons II akocmi euxkoxarull Ha exasawill euye

fipoataniaosani ma eionosidricms GMP nidmeepdxexo

Ceriification statement: I hereby

These batch of product is man

confirm that the abovementioned information is true and cormect, .
ufactured (including packaging/ilabeling), certified and it qualify control is capegoNt Dvegentioned

-’

manufacturing area in fulf compliance with the GMP requirements set by the local regulatory authority apd

specification located in the registration dossier. Profocols of manufacturing, packaging and tests were :f

were confirmed.

AqVida GmbH e Kaiser-Withelm-Str 89 o 20355 Hamburg © Germany © Tel. +49 40 380 37190 o Fax +40 4N

IHRB 94083 o Managing Dircctor: Wolfgang H. Heinze ¢ VAT ID; DE 814418869  TAX ID:




AQVIDA

KepiBHWK KOHTPONIO AKOCT | (YNOBHOBAMEHa ocoba)
Head of the Quality Control (authorized person)

C . Hemmﬁ Chantal Hemmje Oara / date 04.07.2023

(signature , stamp}
(nidnuc, nevame)

AgqVida GmbH e Kaiser-Wilhelm-Str 89 « 20355 Hamburg © Germnany © Tel +49 40 380 37190 o Fax +49 40 380 37192 info{@aqvida.com

HRB 94083 o Managing Director: Wolfgang H. Heinze ¢ VAT ID: DE 814418869 » TAX ID: 02/850/03083




