Mivapesnuii sacis:
Drug product:

- Aivoua pevosuna:
Active ingredient:

Hquep cepit / Batch number

Hama supobuuymea / Date of Manufacturing

N\

AQVIDA

Oxcaninnamun Amarca,
hranony 6 kapmonwii KopoGui

Oxaliptatin Amaxa, concentrate for solution for infusion,
{1 mnr KOHUeHmpamy micmums 5 pe
concenirate containg 5 mg oxaliplatin)

Orcaninnamuy
Oxalipiatin (1 my

AF200204

Kouvenmpam ns

po3yuny dns Ingbyaiis, 5 masmn nof0mny thranoni;

oKcaninnamury}

Smg/mi, 10 mi in vial; 1 vial in

o1

carton boyx

26,05.2020
Hama saninvenus cmpoxy npudamuocin / Expiry date 05/2024
Poawmip cepit / Batch size 1001 ynakosok/packs
Jlixapesia hopma / Dosage forn: | KGHUBHTDAT Anm poaunny gns. Iutbysiit / concentrate for solution for
infusion ’
Curra difasmuenicms | Sx‘rengih/patency; 5 wmr oxcaninnarumy / 5 mg of oxaliplatin
Poamip 1a Tun nakysanun | Package size and type: Mo 10may thnaxoui; no 1 Gnakouy s KapTonHil kopobiui / 10 mil in
‘ vial; 1 vial in carton box .
Peecmpauiiine noceidvenns Ne/ Marketing Authorization No, UA/14865/01/01
Bupo6uux, spaina / Manutactur or, country AxBiza M'wbX, Himeuunsa ! AqVida GmbH, Germany
Wox&sna«u AKOCT Honyemumi HOpMy (Raquifem@nts) Memody KOHmMpOm Peaynomami
_____{Tests) {Quality methods) (Results)
Onuc Tposopuiy GeabapeHiup pPo3ymy Bisyaneto Bignosinae
_Appsarance Clear colourless solution Visual Complies
Mposopicrs Kanamyruicrs PO3MMHY Mae ByTy He Binbiie Cep.®. 221 Bignosigae
Clarity ©TANOHHOTO PoduMNy | PhEur. 224 Complies
Turbidity of solution should be not exceed of |
- v the standard solution |
Koneoposicts Konboposicrs PosuMHy mae ByTu He Binbiie €sp.®. 222 Binnosinae
Color ETAaNCHHOIO posquHy By PhEur. 2.2.2 Complies
Color of solution should be not exceed the
standard solution By ] .
Inewrudikauia Yo, Bunpobosysanu PO3YMH NOBUHEH Epp.®. 2.2.25. Meropn Bianosigae
Identification Martu Taxui xe MAKCUMYM, 110 | posumnn BApOOHMKa 253 nm
fopiBHsHKS, - | PhEur. 2225
UV. Sample solution shoutd have the same In-house Complies
maximum as reference solution 283 nm
BEPX. Bignochut vyas YTpUMyBanHs C8p.®. 2.2.20. MeTop Bianoeigae
noButeH ByTi B Mexax 0,975 - 1,029 BUpoBHUKa 1.005
HPLC. The relative retention fime should be Ph.Eur. 2.2 29 Complies
- . | between 0.975-1.029 | In-house : 71.005
pH 4,0-7,0 Eep.®. 223 6.02
- e e - Ph.Eur. 2.2.3 ‘ |
Cynposinsi nomitiku Homituka A e Ginpuse 03% €sp.d, 2.2 29 Meropn 0.217 %
Related substances Impurity A not more than 0.3% BupobHuka
Homiuwka B e Binbue 04 % Ph.Eur. 2.2 20 0.178 %
Impurity B not more than 0.4% In-house .
Bomiwka C ve Sinsie 0,1% 0.027 %
Impurity C not more than 0.1%
Byas-sid i AOMiWIw He Binble 0,2% Not detected
Any other impurities not more than 0.2 % He auneneno
Cyma HelgenTudikosarnx A0MIoK He
Binbue 0,6 % Not detected
Sum of unspecified impurities not more than He sussneno
06%
Cyma BOMILIOK He Binbiue 1.0% . 0.638 9%
N Total impurities not more than 1,0% - '
Kinskicte Buanauens 95,0 - 105,0 % sig 3aABNEHOT KinbkooT €ap.®. 2.2 20, Merog 100.88 %
Assay 95,0 ~ 105,0 % of labeled amourt BUpOGHIKS S
Ph.Eur. 2.2 29,
L e In-house , |
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Hiwapesrud zaci:
Drug product;

Hirova pevosuna:
Active ingretient

Howmep copit / Batch number

\QVIDA
N

Oscaninnamu Amarca, Konyermpam dng poasuny dnaingyait,
thoarony 6 wapmonsil Kopobui

Oxaliplatin Amaxa, concenirate for solution Forinfusion, 5 ma/mi, 10 mi in vial 1 vial in carton box
Ckeaninnamun {1 8 HOHUeHmMpamy Wicmume § se sucaninnamiuy)

Oxafiplatin (1 m! concentrate contains & mg of axaliplating

AF200204 . ’

5 maelmn o 10 mn y thuraroni; no 4

O8'em, wo 50 mr/10 mn: = 10 mn Eep.d. 2.9.17 Bigrosigae (11 mn)
BUTSIABTHGR 80 mg/10 mi 2 10 mi PhEuw. 2.9.17 Complies (11 mi)
Expacablovoyme | " . -
Bakreplansui He Binswe 5 EO/un Eap.®, 2.6.14 <5 EQ/mn
BHAOTOKCHHN Not more 5 EUi/mt Ph.Eur, 2.6.44 <5 Elmi
Bacterial endotoxing '
Mexauiusi Brniovenis. Birsnui pin sz HacToK Enp., 2.8.20 Binnosinas
BAOMMLvacTIY Ph.Eur. 2.9.20
Partioulate Free from visible perticles .
contamination: visible Complies
particles _

Mexaniuii sriosends: | = 10w < 6 000 vacmon Ha dhnaton Esp.d. 2.9.19 176 wscrox Ha thriakon
HeBBOMMI YacTu 2 28 Mrm: % 600 vacmex ua thnakon Ph.Eur. 2919 13 wacrox e dnakow
Particulate = 10 jm: % 6 000 particles per vial 176 partictes per vial
cottamination: sub- 2 26 pm £ 600 particles per vial 13 particles per vial
visible particles ) ' ]
CrepunbHicTs 1 Crepunssmii EBpd 2861 Bignosigae
Sterility Sterile Phiur, 2.6.1 ~ Complies
OpropinpioTs Mpuriyverime IpuiMansHe Yuono: Cap.d, 2940 Bignosigae (1 .52}
AO30BAHUX OLUHWLL Allowed acteplance valye: PhEur. 2840
Uniformity of dosage £15,0% {1 evan) abo Complies (1. &2}
uniff = 15,0 % (1 step) or

S 25,0 % ra i 0,75 M i 1,25 M (2 eTan).

£ 25,0 % and between 0,78 Mand 1,25 M

{2 step).

Bucnoeon: Cepin Ne AF300504 BiAnosigac sumoram MKH, pecorpaiiine noceigyens Ne UA/4965/61707
Conclusion: Batch No. AF200204 complies with reguire

Halimenyeanmn, MICUBIHAXOTREHNS I8 HOMEp
KOHmponL cepil, cepmiuthikauio ma sunycx cepil’

ments to AND, marketing authorization Ne UAIT4865/01/01

JHeHsil ma cepmudbinamy eidnositnocmi GIMP §x'ﬁbmka;i 3 upobuumes, o eidhositac 3a

AxBiGa WX (AgVida GmbH) :
i{ac“mep*&‘%emﬁm«wmp. 89, 20355 I'ambype, Hivewuna {Kalser-Withelm-Str, 89, 203585 Hamburg, Germany}

Tieris na supobruumeo {Manufacturing license) Ne DE_HH_01_wia_201 9 0005

GMF Cepmuchixan [(GMP Cerlificate)

Texuonoain supobuuymes,
s possuny drg s, &
Manufacturing Process, gual
intuston, & mgimil, 10 miin vial; 1 vial i carton box complies with GMP

NE:QEMHHWG?’HGMPMEMQWGG 16

KoHmpons sixoci ma sunycky cepii Ne AF200204 THRBIICEKOZ0 JacoBy Oxcaninmamus Amaxca, KOHUBHTDAIM
Mafan ne 10 mMn y duiarowi o 1 SIIBKOHY & kapmosHil Kopobyi aidnogidas sustozan GMP, :
ity control and release of the: bateh No. AF200204 of the prodyct Ouxaliplatin Amasa, coneenirate for solution for
Standards.

Sassa npo cepmudikauiio: Herun s Aldmsepdryio, wo nagedsna sulue Inthopmatys ¢ doemosipros | moynoo,

Hana cepis SUBOMUOBNBHE (BRITOYEIOYL

SUpOOHUSIT dirbauyl 8 noewil sidnoeitnosmi 3 sumocamy supobnuymea GMP, SOMEHOBITBHUM
aidnoeidnoomi & eneduchikauien,

Hpoanarisoeani ma eldnoeidsicms

yrakosiy/mapiyaantis), cepmutbivosana i xoHmpons i AKCCINT. BUKOHAHUD Ha srazanil Bulile
i micusaum PESYIAMopsuM opaarom | y
Wo sHaxodumscs o peecmpayilinomy docse. TMpomoxonu SUPOBHUUMSBS, Vriakoeky ma akanisia Gyny
GMP nidmaepdneno,

Cerlification stalemant: | hersby confirm that the abovementioned information is frue and carrect.

e A L SRR RRR S T

These batch of
mamifaciuring ]
Agoated in the registra

K«?piaﬁ K XOHIDIOMID skocT {ynosHoB®KeHa ocoba) / Head of the Cuality Controf (authorized person)

QL

4 [
“\(é‘igmfism; Slarg B (i

product is manufactured {inclirding packaging/labeling),
area in full compliance with the GMP requirements sef by
tion dossier. Profocols of manufacturing,

&E/& Syl

C, HeYah}

certifisd and it-quality control s carvied out in the abovementioned

the local regulatory authiority and i accordanse with the specification
packaging and tests ware analyzed and thelr GMP sompligrice were confinned.

wia Brzezingka / Cummein Bpsesivosie Rara / date 15.02.2021
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HEPXJIIKCITYXBA ‘
AEPKABHA CJIYIKBA 3 JIIKAPCBKI{!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis JloGanoncnkoro, 51, M. Kuig, 03110, ten/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon E€PIIOY 37078774

BHCHOBOK
Tpo JIKiCTH BBC3EHOro B YKpainy JAikapcbKroro 3aco0y
05.10.2021 Ne 55484/21/1011
OKCAJHILJIATHH AMAKCA

(aliMeHyBaHHA TiKapehkoro 3aco6y 3riaHo 3 peecTpauiftHiM NOCBILYEHHAM)
KOHIEHTPAT st po3uamIy Juist iHdysiid, S mr/mu no 10 ma y duaxoni; mo 1 ¢paaxony B
Kapronnii xopo6ui

((hopma nunycky, KosyBanns, BUA naKyBanks HiKapcbkoro 3aco6y)
Homep peecrpauitinoro nocinuenns UA/14965/01/01 crpox aif peecrpauiiinoro noceizuenss 16.03.2021
Cepis sikapenkoro 3acoby Ne AF200204 KinbxicTs BBeseroro nikapeskoro saco6y 200

Brpo6uuk AxBina I'm6X, HiMeuuuna

(uakimenysanus BHpoGHHKa nikapcpkoro 3acofy, kpaina HOXOJUKEHHS)

Breseno b Vipainy Tosapucreo 3 06Merkenolo BinmoBiAANBLHICTIO "MEIITEK ®APM",
inent. xox: 43268998 :

(naitmenypanns va kon 3a €JIPTIOY 1opuan4HOT 0co6u aGo npissuiue, iM'A, 10 GaTbKOBI g)iswmo’f
0co6H - mianpuemus, il Miclie NpoxHBAHKEA Ta peectpauifinnii Homep 06MKOBOT KAPTKY IUIATHHKA
noxarkie abo cepis Ta HomMep nacnopra)

Mpotoxon sisyansnoroe xourpoao sig 27.09.2021 N 3373/9.

3a pesymbTataMu  JIepKaBHOro KOHTPOMIO  BCTAHOBNEHO, 1O Jikapcbkuit 3aci6 BBeseHo B Vikpainy 3

V/a .
/ **;, ’ v*’
3a3?yq§g HaugTLHY X 2 6u
‘Z\ oogggu /gégé/a"%mg @@l}k)} 0r0 KOHTPONIO)
Voo . N :
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\ y o .
\\\\\\ %}3’@? s EL?}\ .

Ounexciit COJIOIPAN

(iniuiany Ta npissume) -~




AEPXKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBKIN OBJIACTI

npocnexT Banepia Jlodanosebkoro, 51, M. Kuis, 03110, Ten/¢paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
18.04.2023

Npo AKICTH BBE3€HOr0 B YKpaiHy JiKapCchbKOro 3acody

Ne 16317/23/10
OKCAJIIIJIATHH AMAKCA
(HaiiMenyBaHHA JIKapCbKOro 3acoly 3riJIHO 3 PEECTPALHHUM NOCBLIYEHHAM )

KOHIEHTPAT JJIs po3uuny s indy3ii, 5 mr/mia, no 10 ma y ¢paaxoni; no 1 paaxkouny B

KapTOHHIN KopoOui;

(thopma Bunycky, HO3yBaHHA, BHJ NAKYBAHHS JIKapCceKOro 3acodby)

BupoGuuk

Homep peecrpauiiinoro nocsinuenus UA/14965/01/01 crpox aii peecrpauiiinoro nocsinuenns 01.01.2099
Cepia nikapcbkoro 3acooy Ne AF220403

AxBina 'm0X, HiMmeuyunna
Breseno B Ykpainy

KinkkicTe BBe3eHoro nikapeskoro sacody 1200

inent. kon: 43268998

(HaiiMeHyBaHHA BHPOOHHUKA JIIKAPCHKOro 3aco0y, KpaiHa MOXO/KEHH )

ToBapucrso 3 oomeskenorw BignosiganabuicTio "MEJIITEK ®APM"

(HaiiMenyeaHHs Ta Koj 3a €JIPTIOY wopuan4Hoi ocobu abo npiseuiie, imM's, o GaTekoBl Pi3H4HOI

2
0coBH - nianpuemis, ii Miclie NPOKHBAHHS Ta peccTpaiiiinuii HoMep oGiKOBOI KAPTKH TIATHHKA
nojatkis aGo cepis Ta HOMEp nacnopTa)

Iporokoa sisyansnoro kourpomo six 10.04.2023 N: 1055/6
pe3yJbTaTaMu

JIep’KaBHOTO  KOHTPOJIKD  BCTAHOBJIEHO,
AOTPHMAHHAM BHMOTr 3aKOHOIABCTBA 111010 3a0€3MeYeHHs AKOCTI JIIKapChKUX 3aco0iB

mo0 JiKapceKHii  3aci®

BBE3€HO B YKpaiHy 3
. . A 77 g :
— %Y \ XY lpHHa HAJIAMAP
(nocanosa ocoﬂi GM );71: muﬁd&ro KO'HTpmHD\ (nianuc)
t OKY HEHT = l
\ \K 11 5 = 3/




JNikapcbkuii 3aci6:
Drug product:

Airoya peyosuna:
Active ingredient:

Homep cepii / Batch number
Hama supo6ruumea / Date of Manufacturing
Hama 3akinyeHHs cmpoky npudamuyocmi / Expiry date

Poamip cepii / Batch size

Jlikapceka ¢hopma | Dosage form:
Cuna dii/akxmuanicms | Strength/potency:
Poamip Ta TN nakyBaHHA / Package size and type:

Peecmpauitre noceidqyenHs Ne / Marketing Authorization No.
Bupob6Huk, kpaina / Manufacturer, country

iy
AQVIDA
N

OxcaninnamuH AMakca, KOHUeHmpam Ons po3vury ons iHgy3il, 5 ma/mn no 10 mn y ¢pnakori; no 1

hrrakoHy & KapmoHHIlU kopobui

Oxaliplatin Amaxa, concentrate for solution for infusion, 5 mg/mi, 10 ml in vial; 1 vial in carton box
Oxcaninnamut (1 M KOHYeHmpamy Micmums 5 M2 okcaninnamuHy)
Oxaliplatin (1 mi concentrate contains 5 mg of oxaliplatin)

AF220403
20.09.2022
09/2026

2001 ynakosok/packs

KOHUEHTpaT ANA poaduHy ans iHdysiin / concentrate for solution for infusion
5 mr okcaninnatuHy / 5 mg of oxaliplatin
Mo 10 mn y dpnakoHi; no 1 dnakoHy B KApTOHHIN Kopobui / 10 ml in vial; 1 vial

in carton box
UA/14965/01/01

AkBiga 'mbX, Himeuyunna / AgVida GmbH, Germany

lNoka3Huku skocmi Honyemumi Hopmu (Requirements) Memodu koHnmponio Pesynemamu
(Tests) (Quality methods) (Results)
Onuc Mpozopuit 6e36apBHUIA pO3dKH BizyaneHo Bignoeigae
Appearance Clear colourless solution Visual Complies
Mpo3sopicTb KanamyTHicTb po3ynHy mae ByTn He Binbwe €ep.®. 2.2.1 Bignoeinae
Clarity eTanoHHOro posyunHy | Ph.Eur. 2.2.1 Complies
Turbidity of solution should be not exceed of the
standard solution |
KonbopogicTe KonboposicTe po3uvHy Mae ByTu He BinbLue €ep.®.2.2.2 Bignoeinae
Color €TanoHHOro po3ynHy Bg Ph.Eur. 2.2.2 Complies
Color of solution should be not exceed the
standard solution Bg
lgeHTUdiKkaLisa Y®. BunpoboByBaHWil po34MH NOBUHEH MaTK €ep.®. 2.2.25. MeTog Bignosigae
Identification MaKCUMYM, O | PO3YUH NOPIBHAHHS. BMPOOHKKa 254 nm
UV. Sample solution should have the same Ph.Eur. 2.2.25. Complies
maximum as reference solution. In-house 254 nm
BEPX. BiaHocHWiA Yac yTpUMYBaHHA NoBKHeH ByTtn | €ep.®. 2.2.29. MeToa Bignoeigae
B mexax 0,975 — 1,029 BUpoBHUKa 1.001
HPLC. The relative retention time should be Ph.Eur. 2.2.29. Complies
between 0.975-1.029 In-house 1.001
pH 40-7,0 €ep.®.2.2.3 6.2
Ph.Eur. 2.2.3
CynpoBigHi JoMilwkn Oomiwka A He Binble 0,3 % €sp.®. 2.2.29. MeTog 0.13 %
Related substances Impurity A not more than 0,3 % BMpobHUKa
DOomiwka B He Ginbwe 0,4 % Ph.Eur. 2.2.29. 0.19 %
Impurity B not more than 0,4 % In-house
Dowmiwka C He 6inblie 0,1 % 0.01 %
Impurity C not more than 0,1 %
Byab-AKi iHWi gomiwkw He Ginbwe 0,2 % 0.02 %
Any other impurities not more than 0,2 %
Cyma HeineHTudikoBaHux gomiwok He Ginbwe 0,6 0.06 %
%
Sum of unspecified impurities not more than 0,6 %
Cyma gomilok He Ginbwe 1,0 % 0.77 %
Total impurities not more than 1,0 %
KinbkicHe BuaHadeHHa | 95,0 — 105,0 % Bin 3aseneHol KinbKocTi Eep.®. 2.2.29. MeTog 100.4 %

Assay 95,0 — 105,0 % of labeled amount BUpOGHUKa

Ph.Eur. 2.2.29.

In-house
O6'em, wo 50 mr/10 mn: 2 10 mn €ep.d. 2917 _——__ | Bignosigae (11 mn)
BUTAraeTbLCA 50mg/10mi:z 10 ml b

Extractable volume

~Complies (11 mi)
NN\

AgVida GmblH ¢ Kaiser-Wilhelm-Str 89 ¢ 20355 Hamburg © Germany © Tel. +49 40 380 37190 © Fax +49 40 380 37192 @ in
HRB 94083 ¢ Managing Director: Wolfgang H. Heinze © VAT ID: DE 814418869 « TAX 1D: 02/850,/03083
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AQVIDA
L

JNikapcukull 3aci6: Oxcaninnamux AMakca, KoHUeHmpam OnA Po34uHy Onsa iHgy3id, 5 ma/mn no 10 mn y ¢hnakoHi; no 1
Drug product: ¢hnakoHy e kapmoHMHill kopobui

Oxaliplatin Amaxa, concentrate for solution for infusion, 5 mg/ml, 10 ml in vial; 1 vial in carton box
Hirovya pevosuHa: Okcaninnamux (1 MA KOHYeHmMpamy micmume 5 M2 oKkcaninnamuHy)
Active ingredient: Oxaliplatin (1 mi concentrate contains 5 mg of oxaliplatin)
Howmep cepii / Batch number AF220403
bakTepianbHi eHOOTOKCUHK He 6inbwe 5 EO/mn €ep.®. 26.14 <5 EO/mn
Bacterial endotoxins Not more 5 EU/ml Ph.Eur. 2.6.14 <5 EU/mI
MexaHi4YHi BKNIYeHHA: BinbHWiA Big BWOWMMWX YacTOK €Bp.®. 2.9.20 Bignosipae
BUOWMI YaCcTKWU Free from visible particles Ph.Eur. 2.9.20 Compﬁes
Particulate contamination:
visible particles
MexaHi4Hi BKNOYeHHSs: = 10 mMrm: < 6 000 yacmok Ha ¢hbnakoH €ep.®. 2.9.19 99 yacTok Ha hnakoH
HEBUAOWMI YaCTKK = 25 Mrkm: = 600 yacmok Ha ¢briakoH Ph.Eur. 2.9.19 35 yacTok Ha donakoH
Particulate contamination: 2 10 uym: < 6 000 particles per vial 99 particles per vial
sub-visible particles = 25 ym: = 600 particles per vial 35 particles per vial
CTepunbHicTb CTepunbHuii Eep.®. 2.6.1 Bianoeinae
Sterility Sterile Ph.Eur. 2.6.1 Complies
OpHopIgHICTE 4030BaHNX MpunyctmMe npuiiManbHe Y1cno: Ep.®. 2.9.40
OAWHWLb Allowed acceptance value: Ph.Eur. 2.9.40 Bignosinae
Uniformity of dosage unit < 15,0 % (1 eran) abo Complies

< 15,0 % (1 step) or

=25,0% Tamix0,75Mi1,25M (2 eTan).

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

step).

Homiwka A: eTaHgioBa kMcnoTa (LWasnesa kMcnota)

Impurity A: Ethanedioic acid (Oxalic acid)

Oomiwka B: (SP-4-2)-auakea[(1R, 2R)-umknorekcaH-1,2-anamiH-kN, kN’ jnnatuHym (AnaksaguamMiHUMKMorekcaHnnaTuHym)
Impurity B: (SP-4-2)-diaqual( 1R, 2R)-cyclohexane -1,2-diamine-kN,kN'Jplatinum (diaquodiaminocyclohexaneplatinum)
Aomiwka C: (OC-6-33)-[(1R, 2R)-umnknorekcan-1,2-guamid-kN, kN'][etaHpaioaT(2-)- kO1, KO2]guriapokcunnatHym
Impurity C: (OC-6-33)-[(1R, 2R)-cyclohexane-1,2-diamine-«kN,kN'J[ethanedioato(2-)- kO1,kO2]dihydroxyplatinum

BucHoeok: Cepis Ne AF220403 signoeinae sumoram MKHA, peecTpauiiiHe noceig4eHnHs Ne UA/14965/01/01
Conclusion: Batch No. AF220403 complies with requirements to AND, marketing authorization Ne UA/14965/01/01

HalimernysaHHs, micuesHaxodxeHHs ma Homep niyeHsit ma cepmucbikamy sidnosidHocmi GMP dineruyi 3 supobruuymea, wo sidnoeidae 3a
KOHMpOb cepil, cepmugbikauilo ma eunyck cepil:

Name, location and number of the license and GMF certificate of compliance of the production site responsible for the certification and
batch release:

AkBida MbX (AqVida GmbH)

Kalizep-Binezensm-LUmp. 89, 20355 Mambype, HimevyyuHa (Kaiser-Wilhelm-Str. 89, 20355 Hamburg, Germany)

fliyenis Ha eupobHuymeo (Manufacturing license) Ne DE_HH_01_MIA_2019_0006

Cepmucpikam sidnmosidHocmi GMP (GMP certificate) Ne DE_HH_01_GMP_2021_0002

TexHonoeis supobHuymea, KOHMPONA AKocmi ma sunycky cepil Ne AF220403 nikapcbrkoz2o 3acofy OkcaninnamuH AMakca, KoHuyeHmpam
ans po3duHy Ansi iHgby3il, 5 ma/mn no 10 mn y ¢hnakoHi; no 1 ¢hnakory & kapmoHHIl kopobui eidnosidae sumozam GMP.

Manufacturing process, quality control and release of the batch No. AF220403 of the product Oxaliplatin Amaxa, concentrate for solution
far infusion, 5 mg/ml, AF220403, 10 ml in vial; 1 vial in carton box complies with GMP standards.

3asea npo cepmucbikauiro. JaHum s nidmeepdxyro, Wo HasedeHa suwje iHghopmMauia € GoCMOosiPHO | MOYHOH.

Hana cepis suzomosrieHa (exknovaioyu nakyeaHHs/MapkKysaHHs), cepmucgbikosaHa i koHmposb if akocmi eukoHaHUl Ha ekasaHil eulye
eupobruvill dinbHUUi 8 noeHill eidrnosidHocmi 3 eumozamu supobHuymea GMP, ecmaHosneHUMU MicyesuM pe2ynsmopHUM op2aHoM i y
aidnosidHocmi 3i cneuudbikalie, Wo 3Haxodumecs e peecmpayilHomy docke. lNpomokonu eupobHuumea, yrnakosku ma aHanizie Bynu
npoaranizoeani ma sidnoeidHicms GMP nidmeepdxeHo.

Certification statement: | hereby confirm that the abovementioned information is true and correct.

These batch of product is manufactured (including packaging/labeling), certified and it quality control is carried out in the abovementioned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance with the
specification located in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and their GMP compliance
were confirmed. 2 T

P

KepiBHUK KOHTPOMIO AKOCTI (YNoBHOBaXKEHa ocoba)
Head of the Quality Control (authorized person)
-5 1 =y g Bernd Temme

(signature , stamp)

(nidnuc, nevams)

AgVida Gmbl ¢ Kaiser-Wilhelm-Str 89 ¢ 20355 Hamburg ¢ Germany @ Tel. +49 40 380 37190 ¢ Fax +49 40 5N !
HRB 94083 ¢ Managing Dircctor: Wolfgang H. Heinze © VAT ID: DE 814418869 © TAX 1D: 02388



http://www.tcpdf.org

