JAEPXKABHA CIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JTHIIIPOIIETPOBCBHKIN OBJIACTI

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

BHCHOBOK
PO AKICTh BBE3€HOr0 B Y Kpainy JikapcbKoro 3zacofy
19.09.2024 Ne 47044/24/04
OKCAJIIUIATHH AMAKCA

(HaliMEHYBaHHA NikapCbKOro 3aco0y 3riHO 3 PEECTPaUiliHUM OCBIRUEHHAM)
KOHUEHTPAT AJ151 pO3uHHY Ajd iHdys3ii, 5 Mr/m1 o 40 mur y diraxonax Ne 1

{dopma aunycky, Ho3yBaHHA, BHX TIAKYBaHHA MiKapcLkoro 3acoly)

Howmep peectpauiiinoro nocsiauenas UA/14965/01/01 crpox aif peecrpauiiinoro nocsiguenus (1.01.2099

Cepis nikapcbkoro 3acoby Ne AI1230403 KinskicTs BBE3¢HOrO NiKapcekoro 3acoby 250
Bupo6HuK AxBiga I'm6X , Himeuunna
(naliMeHyBaHHA BHPOGHHKA Tikapcbkoro 3acoly, KpaiHa MOXOMKCHHA)
Baesero B Yipainy Topapucreo 3 o6mMexkeHol10 BignoBigannHicTIo "Ba/IM", inenr. xon:
31816235

(naiimMeHyBaHHA Ta koA 32 CHAPTIOY opuamsHoT ocofu abo npissuiue, iM'a, o 6aTekoBi
®isnanHol 0cobH - mianpHeMis, iT Mictie IPOKUBAHHA Ta peccTpauilinuii Homep o6aixoBoi
KAPTKH NIATHHKA NoJaTKiB abo cepis Ta HOMEp nacnopTa)

Ilpotokoa BizyansHoro koutpouio six 16.09.2024 Ne 07-01/2361/3.

3a pesynbTaTaMH J€pKABHOrO KOHTPONIO BCTAHOBJIEHO, WO Jikapcekuil 3acib BBeseHo B Ykpainy 3
JOTPHMAHHAM BHMOT 3aKOHOAABCTEA WIOA0 3abe3nedenHs AKOCTI JikapcbKHX 3acobiB.

B. o. HauanmpEuKa JlepkaBHoOl ciyxOH 3

JMKapchEKAX 3ac00iB Ta KOHTPOIIO 33
p . TPOIHO 32 Harans MAHIPUKA
HapKOTHKaMH y JHinpomeTpoBCEKii

obnacTi

(nocamoBa ocofa opraHy A€pIKaBHOTO KOHTPOMIO)
g
TOKY M EHT

Hixitiuesa Okcana +38(066)345-41-71
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Oxcaninnamun Amaxca, xoriternmpam dna poauuny dnn lngbyails, § ma/mn no 40 un y draxoni; no 1

KOHUEHTPAT ANA poaqMHy AnA iHdyaiid / concentrate for solution for infusion

Mo 40 mn ¥ dnakoki; no 1 GNaKoHY B KARTOHHIN kopaby / 40 mi i vial: 1 vial

TMixapenkui) 3aci6:
Drug product: hraxony € xapmonnlil vopobuyl

Oxaliplatin Amaxa, concenirate for solution for infusion, 5 mag/mi, 40 mi it vial: 1 vial in carfon box
Hiroua pevoguna: Oxcaninmamun (1 M1 xoHWoHMPamy micmums 5 me oxcaninnamuny)
Active ingredient: Oxalipiatin (1 mi concentrate contains 5 mg of oxaliplatin)
Homep cepl / Baich number Al230403
Aama eupobruumea / Date of Manufacturing 30.05.2023
Hama zaxinvennn cmpoxy npudamnocmi / Expiry date 0512027
Poamip cepll/ Baich size 1001 ynakosok/packs
Nirapcoxa hopma / Dosage form:
Cuna daxmusenicms | Strength/potancy: 5 mr oxcaninnamidy / § mg of oxaliplatin
Poamip Ta TMn nakyeanHn / Fackage size and lype:

in carton box

Pecompayiiine noceidvenns Ne / Marketing Authorization No. UA/M4965/01/01

Bupobwux, xpaina / Manufacturer, country

AxBina 'mbX, Himeyuuna / Aqvida GmbH, Germany

TTokaanuxu gocmi Honyemumi Hopmu (Requirements) Memodu xonmpomo Peaynemamuy
{Yests) (Quality methods) {Resuits)
Onuc Mposopuid GesbapsHui poadmrH BiayansHo Binnosigae
Appearance Clear colourless solution Visual Compilias
Mpo3sopicts KanamyTHlcTe pogunHy mac ByTi He Glnowe €ap.®.2.2.1 Bignosigae
Clarity ETaNOHHOTO PO3vHHY | Ph.Eur. 2.2.1 Complies
Turbidity of sofution should be not exceed of the .
standard solution |
KonwopoBicTb Konsopogicts poaunHy mae GyTi He Ginelue €sp.b,. 222 Bianosigae
Color ETanoHHOTo po3iuHy By Ph.Eur. 2.2.2 Complies
Color of solutfon should be not axceed the
standard solution By
IneHTuchikatis ¥&. BunpoGosysaHUi poaHMH NOBMHEH MaTH €ap.¢. 2.2.25. MeTon Blanoeigae
Identification MAKCHMYM, WO | pO3YHH NOPIBHAHHA, BUpoSHUKa 250 nm
UV. Sample solution should have the same Ph.Eur, 2.2.25. Complies
maximum as referance sofution. In-house 250 nm
BEPX. BigHocHMiA Yac yTPUMYBaHHSA NoBUHEH GyTu €pp.®. 2.2.29. MeTog Bignosigae
B Mexax 0,975 - 1,029 BUpOobHHKE 0.993
HPLC. The relative retention time should he Ph.Eur, 2.2.29, Complies
between 0.975-1.029 in-house 0.993
pH 40-7,0 €rp.$.223 5.7
Ph.Eur. 2.2.3
CynposigHi aomiLuxu Lomiuika A He Sinblue 0,3 % Cep.d. 2.2.29. MeTog 0.15%
Related substances Impurity A not more than 0,3 % evpobHuka
Romlwka B He Ginbwe 0.4 % Ph.Eur. 2229, 0.36 %
impurity B not more than 0,4 % In-house
Oomiwka C He Ginbwe 0,1 % 0.02 %
Impurity C not more than 0,1 %
ByAk-Au iHLW Aomilkk He Ginbiue 0,2 % 00 %
Any other impurities not more than 0,8°%
Cyma Helpentudlosarnx goml i 0.04 %
%
Sum of unspecified impurities
Cyma pgomlwok ne Ginbwe 1,024 0.480 %
Tolal impurities not more tha '
Kinkkiche BuaHaueHHsa | 95,0 — 105,0 % sig asrnenc] Kb 100.11 %

Assay

Qf'em, wo 200 wmr/40 mn: 2 40 mn Bianosinae (41 mn)
BUTATEETLES 200 mg/40 mi: = 40 mi Complies (41 mi)
Extractable volume
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Mixapcoxuis 2acks: Oxcaninmamun AMAKCR, KORUSHMPam AnR posysuny Anr ingysit, § maiun no 40 mn y chnaxonl; no 1
Drug product: hraxony e xapmonrniii wopobtyl
Oxatiplatin Amaxa, concentrate for solution for Infusion, § mgy/mi, 40 mi in vial: 1 vial in carton box
Ahova pevosuna: Owcaninnamun {1 mn voHysimpamy micmums 5 mz oxcaninnamuny)
Active Ingredient: Oxaliptatin {1 mi concentrate contains § mg of oxaliplatin)

Homep ceplt / Batch number Al230403

BaxTepiansHi eHAOTOKCMHKW | He Ginbiue 5 EO/mn €ap. . 2.6.14 <5 EO/MN
Bacterial endoloxins Not more 5 EU/MI Ph.Eur. 2.6.14 < 5 EU/mi
MexaHIuHi BKNICYeHHA: BineHuWi Big BMOUMUX YaCTOK €ap.®. 2.9.20 Bignosinae
BUAMMI HaCTKM Ph.Eur. 2.9.20 _
Particulate contamination: Free from visibla particles Complies
visible particles
MexaHluri BxnioyeHHs: 2 10 mim: < 6 (000 YaCrmoK He ghrakoH €ep.d. 2.9.19 35 vacTok Ha dnakoH
HeBUAWMI YaCTHW 2 25 mins: 5 600 vacmok Ha ghnaxoH Ph.Eur. 2.9.19 85 uacTok Ha dhnakoH
Particulate cortamination: 2 10 pym: < 6 000 particles per vial 385 particles per vial
sub-visible particles 2 25 pm: £ 800 particles per vial 85 particles per vial
CrepuneHicTs CrepunsHUiA Sep.®. 2.6.1 Blanoeinae
Sterility Sterile Ph.Eur. 2.6.1 Complies
OnHopigHicTs A030BaHMX Mpunyctime npuidManbHe YUGHo: €ap.®. 2.9.40 Bignosinae
oAHULL =15,0 % ( 1 eran) abo : Ph.Eur, 2.9.40 Complies
Uniformity of dosage unit 25,0 % Tamix 0,75 M1 1,25 M (2 eTan).

Acceplable acceptance number:

s 15.0 % (stage 1) or

s 25.0 % and between 0.75 M and 1.25 M

(stage 2)

HAomiwka A: eTaHiosa KUCNOTA (WaBnesa kKMenoTa)

HOowmiwka B: (SP-4-2)-guakeal{1R, ZR}-uuxnorexcan-1,2-aMamin-N, N’ JnnarmHym (AuakeaAnaMIHLMKNOreKCaHNAATHHYM)

DOomhuka C: {OC-6-33H{1R, 2R)-umknorexcan-1,2-auamin-N, kN'[[erangioar(2-} xO1, kO2]aurinpokcHnNaTUHYM

impurity A: Ethanedioic acid (Oxalic ackd} :

impurity B: (5P-4-2)-diaquaf{iR, 2R)-cyclohexane-cyciohexane-1, 2-diamine-xN, kN Jplatinum (dlaquodiaminocyclohexaneplatinum)

impurity C: {OC-6-33{(1R, 2R)-cyclohexane-1 «2-digmine-kN,xN Jfethanedicalo(2-)- kO1,x02]dinydroxyplatinum

Bucroeox: Cepla Ne AI230403 eignosigae sumaram MK, peectpanjive nocaiguenHa Ne UA/14965/01/01

Conclusion; Batch No. Al230403 complies with requirements to AND, marketing autharization Ne UA/14885/01/01

Haiimeryeannn, McyesHaxodXeHHR ma HoMep AlueHsiT ma capmuchixamy aidnoseidroomi GMP dinshuyl 3 supobruymes, wo eidnoeidae sa
KoHMpons Copli, Capmuchiaylio ma sunyck cepil:

2ire, DCHION gno NLMDeE O, C

batch raleage:
AxBida FwbX {AqVida GmbH)
Kedsep-Bineansm-Llimp. 89, 20355 Mambype, Hiveniuma (Kaiser-Withelm-Str. 89, 20355 Hamburg, Germany)
Hiyerin Ha supobruymao (Manufacturing license) Ne DE_HH _01_MIA_2019_0008
Cepmugsixam eidnosidnocmi GMP (GMP certificate) Ne DE_HH 01 GMP 2021 0002
TexHonoala sLUPOBHLULMAS, KOHMPONS AROCITH MAa BUEYEXTDoD EARA 230403 nikapcokoz20 sacoby OxCaminnemun AMBKCS, KONUGHMPEM
ana posvury Ona Ingysit, 5 Me/n no 40 mn y nefc ! TONYOR KapmoHHit xopobuy sidnoaidas sumozam GMP.
process, qualfly control and releas the - 03 of the product Oxaliplatin Amaxa, concentrate for soiution for
: ompliss with GMP-$i

infusion, 5 ma/mi, 40 mi in vial: 1 vial in ca. Yards.

f iKauio; Harum s i Q Heasdepa BUlue Iidbdpmalin & docmosipHor | Moo,
Haxa copin suzomoanena (SxmoYmoOyl i % 8aHHR), CEpM ”‘- gaHa | KOHmpons I AROCMI SUKOHeHUT Ha aXa2BHID Bullje
b SCIMIBHOSITENUMU MICLIESUM POBYNRMOPHUM 0p2aHoM | y

eupoSHUil dinsHulll 8 noswit eidnoeidrodrd i au u gopcBiiiie V
aldrosidnocmi 3i crevugbikawien, wo anwaXodimecn TP :“Hr o y (Gacge. [pomokamny eupobuymas, ynaxosku me enaniie Gynu

npoananisceani ma eldnosidnicms GMP i) HOHO. I bl
Certification ststement: | hereby confirm & '& wmenﬂonad:‘nfom}ﬂ‘ég s true and correct.
These baich of product Is manufactured (Incied j

- i packagingAabaling),/cbrijiied and it quality controf is carred out in the abuvementionsd
manufacturing area in full compliance with the' GMP i NE obl/by the local regulatory authonty and in accordance with the
specification lfocated in the regisiration dossier. Figtéoe .} _'f-' g, packaging and tests wers analyzed and their GMP compiliance
were confirnad. : el ;

Kepletux xonTponio skocT | (ynoanosakeHa ocoba)
Head of the Quality Controf {authorized person)

(CI ‘ l"\(‘;li‘;nm . chaitat tainge Llata / date 22.06.2023
signature) (ionuey

AqVide GmbH = Kaiser-Wilhelm-Str 89 ¢ 20355 Hamburg ° Germany = Tel. +4% 40 380 37190 © Fax +49 40 380 37192 * info@sqvida.com _
HRB 94083 © Managing Dircctor: Wolfgang H, Heinze ° VAT ID: DE 814418869 » TAX ID: 02/850/03083 ‘




HAEPKABHA CJIYXBA 3 JIIKAPCBKHNX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH
Y JHIITPOIIETPOBCBHKIN OBJACTI

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

BHUCHOBOK
Npo AKICTHL BBE3eHOro B YKpaiHy JlikapchbKoro 3aco0y

23.08.2023 Ne 42228/23/04

OKCAJHIIVIATHH AMAKCA

(HaltMeHyBaHHA Nikapcekoro 3acoby 3riiHo 3 peecTpaulitHuM NOCBiTYEHHAM)
KOHLEHTPAT AJI PO34uHY A indy3iii, S mr/ma no 40 ma y paaxonax Ne 1

(dopma BunycKy, N03yBaHHA, BHJ NaKyBaHHA JikapceKkoro 3acoby)

Homep peecrpauiitroro nocsimaenns UA/14965/01/01 crpox xii peecrpauiiinoro nocsizuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne A1230104 KinbkicTs BBe3eHOTO Jlikapchkoro 3aco6y 300
Bupo6Hux AkBiga I'M6X , Himeuunna
(naltMeHyBaHHS BUpOGHHKa JlikapchKOro 3aco0y, KpaiHa MOXOMKEHH)
BaeseHo B Vkpainy ToBapucTBo 3 06MexkeHoI0 BixnosinaabhicTio "BaJIM", inent. xon:
31816235

(nHatiMeRyBaHHs Ta kox 3a €E[JPTIOY 1opuau4Hoi oco6u abo mpissue, iM', no 6aTbkoBi BisuaHOT
oco6H - mianpueMi, 1i Miclie MPOXKMBaHHSA Ta peecTpauliiiHuit HoMep 061ikOBOT KAPTKHM IUIATHHKA
noaatkis abo cepis Ta HOMEp NMacnopTa)

IIpoTokon Bisyaannoro koutposmo Bix 22.08.2023 Ne 07-01/2405/7.

3a pesynbTaTaMH . AEPKABHOTO KOHTPOJIO BCTaHOBJIEHO, ILIO Jlikapchkuif 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA OO 3a0e3neueHHs AKOCTi JikapChKHX 3aco6iB.

Havansauk JlepxaBHoi ciyx6u 3
JiKapchKHX 3ac00iB Ta KOHTPOJIIO 3a

: Py Onis OBYAPEHKO
HapKOTHKaMH y JHinponeTpoBChKii
obnacri 4
(nocanoBa oco6a opraHy JepKaBHOTO KOHTPOJIO) (ni.un}lc( (imiuiamu Ta npi3Buiie)

n (SI

- 0{.
JOKYMEHTIB

Bumnskosa Kapina




Rixapcunul 3aciG:
Drug product:

Hioya peuoguna:
Active ingredient.

Homep cepll / Baich number

JAama eupobruymaa / Date of Manufacturing
Hama saxinvennn cmpoky npudamsdocmi / Expiry date

Poauip cepii/ Balch size

Rixapcera gropma [ Dosage form:
Cuna dlYarmuearnicms | Strength/potency.
Poamip Ta TMN nasyeanHn f Package size and type:

Peccmpayidne nocaidwenna Ne / Marketing Authorization No.
BupobHux, kpaiHa / Manufacturer, country

N\
AQVIDA

Owcaninnamun AMaxca, KOnLEHMPAM QA posduHy OnR IHpyail, 5§ me/mn no 40 mn y pnskoni; no 1

ghranony 8 xapmonHil xopobui

Oxaliplatin Amaxa, concenirata for solution for infusion, 5 mg/mi, 40 mi in vial: 1 vial in carlon box

Oxcaninnemun (1 M KoHUeHmMpamy Micmume 5
Cxelipiatin (1 mi concentrate contains 5 mg of axalip

Al230104

27.02.2023
02{2027
963 ynakopokfpacks

in carton box
VA 4865/01/01

ma2 okcaninmamuny}
tatin}

AxBina MmaX, Himewuvna f AqVida GmbH, Germany

KOHLIGHTPAT ANA poa-uHy ANg iHdysii / concentrate for salution for infusion
S mr oxcaninrataHy § 5 myg of oxaliplatin
Mo 40 mn y chnakoxi; 1o 1 hnakoHy B KApTOHHIK kopobui / 40 miin visl, T viel

fNoxaznuKu Akocmi HAonycmusi Hopmu (Requirements) Memodu koHmMpono Peaynumamu
(Tests) {Quality methods) {Resulis}
Cnue Mposopu it 6e3GapsHA POIYUH BisyanbHo Biancsiaae
Appearance Clear colouriess soiution Visual Complias
MpoaopicTu KanamyTHicTb po3qnHy Mae By He Binble €ep.d. 2.2.1 Binnosinae
Clarity TanoHHore poaunHy | Ph.Eur. 2.2.1 Complies
Turbidity of solution shouid be not exceed of the
standard solution {
KonbopobicTs KoneopoaicTs poadnHy mae Syt He Ginkwe Cep..2.2.2 Binnceigae
Color ETancHHOro posqmnHy Be Ph.Eur. 2.2.2 Complies
Color of solution should be not exceed the
standard solution By
laedTudhixaLia Y&, BunpoBoeypaHuil PO3YUH NOBMHER MaTH Eep.®. 2.2.25. MeToa Bignosiaae
Identification MAKCUMYM, LG | POSHMH NOPIBHAHHA. BMpobHUKa 254 nm
UV, Sample solution should have the same Ph.Eur. 2.2.25. Complies
maximum as reference sofution. In-house 254 nm
BEPX. BiaHOCHNIA Yac yTPUMYBaHHA noaurHeH Byty | €ap.®. 2.2.29. MeTtog Bianosigae
B mexax 0,975 - 1,028 s1pobHuka 1.000
HPLC. The relative refention time should be Ph.Eur. 2.2.29. Complies
between 0.875-1.029 in-house 1.000
pH 40-70 €pp.®.2.2.3 6.0
Ph.Eur, 2.2.3
CynpoBisHi AoMILLKU Nowmiwka A ke Ginewe 0,3 % €ep.0.2,2.29. MeToa 0.119 %
Related substances Impurity A not more than 0,3 % ? mﬁz .
Dowmiwka B He Ginbwe 0,4 % S Eur-2.2.29,, 0.169 %
impurity B not more than 0,4 % A /fn-ho?s& h
Oomiwka C He Ginbwe 0,1 % = AESITIE 0.016 %
impurity C not more than 0,1 % &/ JOKYMEL
Byab-AKi iHwi ZomMilky He Ginbwe 0,2 % < "
Any other impuriies not more than 0.2% (1 2| ' [5 9 D‘ M | 0.00 %
Cyma HeineHThikoBaHNX AoMiLOK He Binb QK 0.00%
Sum of unspecified impurities not more than 0§% _\| 4+
Cyma gomiwok He Sinbwe 1,0 % *h2igd 0.496 %
Total impurities not more than 1,0 % ey
KinbKcHe Bu3HauerHAa | 95,0 = 1050 % pig 3aasneHol KinbkocT . 2.2 99.7 %
Assay BupoBrnKa

95,0 - 105,0 % of Jabeied amount

Ph.Eur. 2.2.29.

in-house
Of'eM, WO 200 mMrf40 mn:z 40 Mn cep.®. 2.9.17 Bignoeigae (41 mn)
BUTArAETLCA 200 mg/40 mi: 2 40 mi Ph.Eur. 2.9.17 Complies (41 mi}
Exiractable volume
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Rigapcrrud 3acib: Oxcaninnemun AMaKca, KoHueHmpam ona pozduny 07 IHpy3ait, 5 ma/mn no 40 ma y draroni; no 1
Drug product: Grraxony & kapmonnli xopobui

Oxalipistin Amaxa, concenirate for solution for infusion, 5 mg/mi, 40 mi in vial; 1 vial in carton box
Hirova pevoaguna: Oxcanintnamun {1 M7 KORYEHMPamy Micmume 5 Mg oxcaminnanmuHy)
Active ingredient: Oxaliplatin (1 mi concentrate contains 5 mg of oxaliplatin}
Homep capif / Batch number Al230104
BaxTepianbHi eHACTOKCHHH Hea Ginbwe 5 EQ/MnN Eep.®. 2.6.14 < 5 EC/Mn
Bacterial endoloxins Nof more 5 EU/m] Ph.Eur. 2.6 14 < 5 EU/mi
MexaHiyHi BrritoueHHA: BineHwii Big BUAHMWE HACTOK Cep.®, 2.9.20 Bignosigae
SHANMI HACTKK Ph.Eur. 2.8.20
Particulate contarnination: Frae from visible particles Complies
visibla particles
MexXaHiuHi BKNKYEHHA. = 10 MxM; S 6 000 vacmox Ha ¢hrakon €pp.&. 2.9.19 3 MacToK Ha NakoH
HEeBWAWMI YACTKH 2 25 mxm: S 600 vacmor Ha hnakom Ph.Eur, 29.18 88 yacTok Ha tnakoH
Particulate contamination: 2 10 um; s 6 000 particles per vial 3 particles per vial
sub-visible particies 2 25 um: s 600 particles per vial 88 particles per vial
CTepunbHICTL CrepunbHuii €pp.®. 2.6.1 Bianoeigae
Stenility Sterile i Ph.Eur. 2.6.1 Complies
CaHOPIAHICTL AO30BAHKX MpunycTiMe NpUiManbHe YACHa: €pp.0. 2.9.40 Bianosinae
CAMHALL < 15,0 % { 1 eTan) abo Ph.Eur. 2.9.40 Complies
Uniformity of dosage unit < 250 % Ta mix 0,75 M i 1,25 M.{2 eTan). : C

5 Acceptable acceptance number:

£ 15.0 % (stage 1} or

% 25.0 % and between 0.75 M and 1.25 M

(stage 2) . :

Oomiluka A eTaHAI0Ba twenoTa (WEaBENens KNENoTa)

Domiwka B: (5P-4-2)-awaxsa[{1R, 2R}-unknorexkcad-1,2-auamin-«N, kN'Innatvym {nMaKaaAMAMIHLWKIOTEKCRHNABTHHYM)

Jdowiwka C; (OC-6-33)-[{1R, 2R}-umknorexcaH-1,2-anamiH-«N, kN'[[evanaicaT(2-)- kC1, kO 2ZlarniapokcunnaTiHyM

Impurity A: Ethanedioic acid (Oxalic acid)

Impurity B: {SP—4—2)-d:‘squa{(1R.2Rj-cyc.fohexan'e-cyc.fuhaxane—1,2—diamina-xN,xN;fpfaﬁnum {diaguodiaminocyciohexaneplatinum)

Impurity C; {OC-8-33)-f( 1R, 2R)-cyclohexane-1, 2-diamine-x N, kN Jfath anadioatof2-}- kO1,x02]dihydroxyplatinum

BucHosox: Cepia Ne Al230104 signosinae evmoram MKF, peectpauiiiie nocaigHenHs Ng UAS149865/01/01

Conclusion: Batch No. Al230104 complies with requirements to AND, marketing authorization Ne UA/14885/01/01

Haiimeryaars, MICUSIHEXOMKEHHR Ma HOMEP RiLaHIIY ma ceprnugpikamy sidnoaidnocmi GMP dineHuly 3 eupabruymea, uio eidnoeifas 3a
HOHMPOns Gepl, copmudhikauiio ma sunyck cepit:

Name, focation and number of the icense and GMP cerfificate of compliance of the proguction site responsible for the cedification and
balch releasa:

AxBida rwbX (AqVida GmbH)

Kaiisep-Binsgensm-Llimp. 89, 20355 Manbyps, Himewiuna (Kaiser-Withelm-Skr. 89, 20355 Harnburg, Germany]}

fiuenin Ha supobHuurnso (Menufacturing license) Ne DE_HH_01_MIA_2019_0006 — =
Cepmudixam eidnosidrocmi GMP (GMP certificate) Ne DE_HH_01_GMF_2021_000
Texromoaln aupolsuLIaa, KOHMPONR AKOGII ma aunycKy cepil Ne Al230104 nixapls
Ana posuury Qs ingyait, 5 Ma/n no 40 Mn y hagkori; no 1 (hIIBKORY & KBpMOH 7
" Manufacturing process, qualily control and release of the batch No. Al230104 of fresp
infusion,. § mg/mi, 40 mi in vial: 1 vial in carton box compligs with GMP standardy. &
Zenea npo cepmudixaio: LlaHus = RIOMEEPANYI0, WO HEaedeHa BLLLe iHGOPN
[lana copiA BUIDMOANEHE (BRINCYRIONU YNAKCEKY/MapKysaHis), capmudikogs
supoGHuYil dimpruui @ noawill aidmosidrocmi 3 suMoaamMu aupobHuymes GV
sidnosidHocmi 3 creuugixelien, WO SHaxXoouMsCR & poecmpauyiivomy JocHt
rpoananisosani ma eidnaeidnicms GMP nidmeepdieno.
Certification statemant: | hereby confirm that the sbovernentionad information is i
These batch of product is manufactured (including packaging/abeling), cortified aNg
manufacturing 8rea in full compliance with the GMP requirements set by the loo S
specification located in the registration dossier. Prolocols of manufaciuring, packaging amdiigs
wera confirmed.

o0y Dnes UH AMAKC8, KOHUBHMpam
ul sidnggidae e%_ hGMP.
L 3 cenirate for solution for
LKA .\1;-,.\
€ AOCMOBIPHAIG IdTIRINGO. T
i Wodmpoay | »m suﬂ:&aj d Ha ekadaHill euwe
mandsson DICHBEUM DERYIRMOBHUM ODBaHOM | Y

Bhomoxanu supOBHULIMEH /&Ea gKu ma axanisie Gynu
) PSR e |

=

e

< Gorrect. -V /
Hpguality doftrdd J\,M:’Qf:(f out in the ahovementioned
souatory euthonty”and in eccordance with the
'<\walre asdlyzed and their GMP comgliance

KepisHvK KOHTPGIC AKGCT | (ynoBrosaxeHa acoba)
Head of the Quality Control (authorized person)

C BemmE€._ chantal Hemmje [lava / date 04.07.2023
{signature) (midncc)

Page 2/2

AuyVida GmblH = Kaisee-Wilhehme-Str 80 o 20355 Famburg © Germmary © Tel. +49 40 380 37190 © [ax +49 4t} 380 37192 o infof@agvida.com
HRE 94083 » Mamaging Director; Wolfgang H. Heirzze © VAT II: DE 814418869 = TAX ID: 02/850/03083


http://www.tcpdf.org

