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JJEPKABHA CIIYXKEBA 3 JIIKAPChbKUX 3ACOBIB TA KOHTPOJIIO 3A.
HAPKOTHKAMMU Y KHIBCBKIHN OBJIACTI

npocnext Banepis Jobanoscskoro, 51, m. Kuig, 03110, ren/paxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog €APTIOY 37078774

) BHCHOBOK |
Ipo AKIiCTH BBE3CHOTO B YKpaiHy JIKAPCHKOTO 34C00Y

11.05.2023 Ne-21262/23/10

________________ . OKCAJILJIATHH AMAKCA.

(HafiMeHyBaRHA TiKapCRKOro 32cofy 3rifHO 3 PLECTPALIIHAM IOCBIIYEHHM)
KOMIEHTPAT Kif po3unHy Lagingysiii, 5 mr/mi,; mo 10 Ma y duaxoni; mo 1 drakony B
KapTonniii kopodii |

(popma BRITYCKY, NO3YBAHHS, BHA NAKYBAHHA JiKapcekoro 3acoly)

Howmep peecrpauiitnoro nocsizrenna UA/14965/01/01 crpox aii peectpaniitroro nocsizuesn 01.01.2099

Cepiz nirapobkoro 3acoty Ne AF220403 KitsKicTs sreseHoro mikapeskoro sacody 400
Bipobunk AxBima Tn6X, HiMeuunna
{raiinenysann Brpodiuka nixapcekore 3acely, xKpaiHa MOXCIGREHHEA)
‘Bacseno B Vipaitty ChigbHe YRPAIHCHKO-eCTOHChLKE MIANPREMETBO ¥ (hOPMi TOBAPHCTBA
3 ofiMexenolo pigmoeinasibuicTio "' OnriMa~-Papn, JTHA", inesr. xoa:
21642228

(radiMcHysanya Ta kop, 3a EAPITOY sopruamukot ocobu afo npispime, iM's, no Gatekosi dizranol
ccobH - manpremig, il Micie IPoAIBARKEA Ta peccTpallifingii zomep o6mikoaci KapTKN NAATHNKE
nogatxin abo cepis T HOMEP NACTIOpTa)

Tipotorea eizyassuore gomrpome siz 11,05.2023 Na 1370/4.

'3a  pe3ymbTATAME HEKABHOTO KOHTPONEC BCTAHOBIEGHO, 1IN0 RiKapERRME - 3aciD EBBEICHO B VYRpalHy 3

JOTPHMAHHAM sumor 3ak0R0JaBCTE WOAO 336E3NCICHHA AKOCT] JIKAPCHKHX 3acoDiE.

(ivfiamTa npisenae)




Hikapcuxui 3aci6:
Drug product:

Hioya peyosuna:
Active ingredient:

Homep cepii / Batch iumber
Hama eupobruumea / Date of Manufactiing
HAama 3axiHyenHs cmpory npudamuocmi / EXpiry date

Poamip cepif / Batch size

flikapcura ¢hopma ! Dosage form:
Cuna oiifakmuesicms [ Strength/potency:
Po3mip Ta TN nakyeaHuna / Package size and type:.

Peecmpayitine noceidyerHst Ne / Marketing Authorization No,
BupoGrux, kpaina / Manufacturer, country
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Oxcaninnamux AMakca, KoHyeHmpam ona pPOIGURY Onisi .fHQbys:’ﬁ,-- 5 me/mn nno 10 Mt y onaoHi; o 1

chnaxoHy € KapmOoHHIl Kopobyi

Oxaliplatin Amaxa, concentrate for solution for infusion, 5 mg/mi, 10 mi in vial: 1 vial in carfon box
OxcaninnamuH (1 Mn xoHuesmpamy mMicmums 5 M2 oxcaninnamuny)
Oxaliplatin (1 mi concentrate contains 5 mg of oxaliplatin)

AF220403
20.09.2022
09/2026

2001 ynakoeok/packs

KOHUEHTRAT ANSI pO3YyHY ANA lHq:Jyam I concentrate for solution for infusion
& Mr okcaninnaruHy / 5 mg of oxaliplatin
Mo 10 mMn y dnakoHi; no-1 dynakoHy 8 KAPTOHHIKA Kopobui / 10 mi in vial: 1 vial

in carton box
UA/14965/01/01

flokasnuru axocmi

-AxBiga M6X, Himewunna / AqVida GmbH, Germany

Extractable vofum

Honycmuwmi nopmu (Requirements) Memodu xonmpomno Pesynomamu
(Tests) (Quality methods) (Results)
Onnec lNpo3sopuit 6e3bapBHUA PO34MH Bizyanshko Bignoeigae
Appearance Clear colouriess sofution Visual Complies
Mpo30opicThb KanamyTHICTb po3unHy mae 6yTu He BinbLue €ep.$. 2.2.1 Bianosinae
Clarity eTaNOHHOIo PO3dnHy | Ph.Eur 2.2.1 Complies
Turbidity of solution should be not exceed of the
standard solution | e
KoneoposicTh KonboposicTe po34KHy Mae ByTu He Ginble €ep.®, 2.2.2 Bignosigae
Color €TaNOHHOIo PO34KnHy Ba Ph.Eur. 2.2.2 Complies
Color of solution should be not exceed the
_ standard solution Bg |
lneHTudikauin Y®. Bunpo6oByBaHWiA pO34MH NOBMHEH MaTK €ep.&. 2.2.25. MeTo Bignosigae
| Identification MaKCUMyM, LLUC | PO3YMH NOPIBHAHHA. BUpoBHWKa 254 nm
UV. Sample solution should have the same Ph.Eur. 2.2.25. -Complies
maximum as reference solution. | In-house | 254 nm
BEPX. BigHOCHMIZ Yac yTpumyBaHHa nosuHeH Byt | €ep.®. 2.2.29. MeTon Biancsigae
B Mexax 0,975 — 1,029 BUPOOHUKaA 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 4,0-7,0 esp.®. 2.2.3 6.2
Ph.Eur. 2.2.3
CynpoBiari AOMiLLikK Homiuika A He Ginbwe 0,3 % EBp.®, 2.2.29. MeTog 0.13 %
Related substances Impurity A not - more than 0,3 % BNpoOHUKa
Aomiwka B He Binbwe 0,4 % Ph.Eur. 2.2.29, 0.19 %
Impurity B not- more than 0.4 % In-house
Aowmituka C He Ginbwe 0,1 % 0.01 %
[Impurity C not more than 0,1-%
ByAb-aki iHwi goMilLku He Ginbuie 0,2 % 0.02 %
Any other impurities not more than 0,2 % |
| Cyma HeigeHTUdiKoBaHWX AOMiLLOK He Gisibiie 06 0.06.%
%
Sum of unspecified impurities not-more than 0,6 %
Cyma pomiwok He Ginblue 1,0 % 0.77 %
- L .1 Total impurities not more than 1,0 % o _ )
KinbkicHe Bu3HavenHn | 95,0 — 105,0 % Big 3asBNeHO| KiNbKOCT] E8p.®. 2.2.29. MeToa 1004 %
Assay 85,0 — 105,0 % of labeled amount BUpOGHMKa
Ph.Eur. 2.2.29.
_ e in-hotuse
O6’em, Wo 50 Mr/10 mn: 2 10 MmN €esp.d. 2.9.17 Bianosigae (11 mn)
BUTAraeThes 50 mg/10 mi: 210 mi Ph.Eur. 2.9.17 Camplies (11 mi)

Page 1/2

’i {:]m-Str 89 ¢ 20355 Hamburg © Germany © Tel. +49 40 380 37190 o Fax +49 40 380 37192 o info@aqvida.corn’
I" B 83 ° Managing Director: Wolfgang H. Heinze © VAY ID: DE 814418869 © TAX ID: 02/850/03083

(673 oT 280472 VK




77N

AQVIDA
N’

JlikapcuKuil 3acib: Oxcaninnamun AMakca; KoHueHmpam O/ po3quny Ons iHgy3itl, 5 Me/ir no 10 M ¥ pnaroHi; no 1
Drug product: hrakony @ KapmonHii kopobui

Oxaliplatin Amaxa, concentrate for solution for infusion; 5 mg/mi, 10 mi in vial: 1 vial irr carton box
Airo4a peyoeura: Oxkcaninnamud (1 mMn KoHYeHmpamy micmumes 5 M2 okcaninnamuny)

Active ingredient:

Oxaliplatin (1 mi concentrate contains 5 mg of oxalipfatin)

Howmep cepii / Batch riumber AF220403
BakrepianbKi @HLOTOKCHHW He Ginbwe 5 EQ/Mn cBp.®. 2.6.14 <5 EO/Mn
Bacterial endotoxins Not more 5 EU/mi Ph.Eur. 2.6.14. <5 EU/MI
MexaHivHi BKNHYEeHHS: BinbHuit Big BUAWMUX YACTOK cep.®. 2.9.20 Bionosipae
BUAMMI MaCTKY Free from visible particles Ph.Eur. 2.9.20 Complies
Particulate contamination:
visible particles | o |
MexaHiuHi BKnoveHHs: 2 10 mxm: = 6 000 yacmok Ha hriakoH €ep.0. 2.9.19 99 YyacToK Ha ¢hnakoH
HEBUOUMI YACTKK 2 25 mMrm: < 600 yacmok Ha ghnakoH FPh.Eur. 2.9.19 35 4acTok Ha ¢hnakoH
Farticuiate contamination; 2 10 uym: £.6 000 particles per vial 99 particles per vial
sub-visible particles 2 25 pym: £ 600 particles per vial | | 35 particles per vial
CTepunbHicTb CrepunbHui €ep.0. 2.6.1 Bignosigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
OAHOpIAHICTL 4030BAHUX MNpunycrume npuitmansye YACHo: &ep.P. 2.9.40
OANHWLE Allowed acceptance value: Ph.Eur. 2.8.40 Bianosigae
1 Uniformity of dosage unit. £ 15,0 % (1 eTan) abo Complies
< 15,0% (1 step) or
< 25,0 % Ta mik.0,75 Mi 1,25 M (2 etan).
<.25,0% and between 0,75 M and 1,25 M (2
step).

Homilwka A: eTaHaiosa KuCnoTa (LWasneea kKMCnoTa)

Impurity A: Ethanedioic acid (Oxalic acid)

Aomiwika B: (SP-4-2)-auakea[(1R, 2R)-Lmkriorekcan-1,2-auamin-kN, kN'lnnamHym (AMaKkBaanaMiHLUMKITOreKCaHNNaTKUHY M)
Impurity B: (SP-4-2)-diaquaf(1R, 2R}-cyclohexane -1,2-diamine-kN, KN Jplatinum (diaquodiaminocyclohexaneplatinum)
Homiwka C: (OC-6-33}-[(1R, 2R)-umknorekcad-1,2-aMamiH-kN, kN']feraHpioar(2-)- KO1, kKO2]aWriapoKCUNNATUHYM
Ampurity C: (OC-6-33}-[(1R, 2R)-cyclohexane-1,2-diamine-xN, kN Jfethanedioato(2-)- kO1,kO2]dihydroxyplatinum

‘Bucrogox: Cepis Ne AF220403 sinniosinac sumoram MKS, peecTpauifiHe noceigyenHs Ne UA/14965/01/01 |
‘Conclusion: Batch No. AF220403 complies with requirements to AND, marketing authorization Ne UA/14965/01/01

HatlmeHysatnsi, MicyesHaxo0XeHHsT ina HoMep JIiyeHsiT ma cepmudpikamy eidnoegioHocmi GMP dinbHulyi 3 supobrutihaa, wio eidnosidae 33 '_
KOHMPOnb Ccepif, cepmuixauiio ma eunyck cepii:

Name, location and number of the license and GMP certificate of compliance of the production site responsible for the cettification and.
batch release:

AxBida M'mbX (AqVida GmbH) | |

Katisep-Binozenom-Limp. 89, 20355 Mambypz, HiMewiuka. {Kaiser-Withelm-Str. 89..20355 Hamburg, Germany)

Jliuenia Ha eupobruuymeo (Manufacturing license) Ne DE_HH_0 1_MIA_2019_0006

Cepmudpikam eidnosidrocmi GMP (GMP certificate) Ne DE_HH 01 _GMP_2021_0002

Texnonoain eupobruymea, KOHMPOns SKOCMI Ma eunlycKy cepii Ne AF220403 rilkapcikozo aacoby Oxcaninsiamun AMakca, KoHueHmpam-
Ons poasudy Ons inchy3ith, 5 ma/mm no 10 mn Y qhrrakoHi; no 1 ghnakoHy 8 KapmorHiil Kopobui eidnosidac sumoaam GMP.

‘Manufacturing process, quality conirol and release of the batch No. AF220403 of the product Oxaliplatin Amaxa, coficentrate for solution
for infusion, 5 mg/mi, AF220403, 10 mi in vial: 1 vial in carton box complies with GMP sfandards.

3asea 1po cepmudhikauio: Lanuk 5 nidmeepdxyro, o HagedeHa aulle iHGbopMaLisT € BOCMOaipHOIO | MOYHOI,

HaHa cepia euzomosnieHa (8KIOYAI0YU NaKyeaHHs/MaPKysarHa), cepmucikogaHa i KoHmpony i Akocmi suxOHaHUll Ha exasawili -euwye
gupobHuyid dinsHuyi & MoeHIT eidnosidHocmi 3 aumozamuy stpoGruymea GMP, ecmaHosneHuMy Micyesum peaynamopHum opaaHoM iy
sidrnosidnocmi 3i cneyugbixauiero, wo 3HaxoOumecs @ peecmpadyilinoMy oCbe: [TPOMOKONU sUPOBHUYMES, yriakoaKku ma adanisia 6ynu
npoananiacsani ma eidnoeidnicme GMP nidmeepd:xeno,

Certification statement: | hereby confirm that the abovementioned information is frue and correct, |
These batch of product is manufactured (including packaging/labeling), cettified and it quality control is carried out in.the abovementioned
manufacturing area i full compliance with the GMP requirements set by the local regulatory awthority and in accordance with the

specification located in the registration dossier, Protocols of manufactuting, packaging and tests were analyzed and their GMP compliance
were confirmed

KepiBHUK KOHTROMIO AKOCTI (YnoBHoBaxeHa ocoba)
Head of the Quality Control (authorized person)

'ﬂ:m_ & __. Bernd Temme

(signature , stamp)
(nidnuc, Aeyams)
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