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Oxeaninnamuy Amaics, KoNUenmpam Ong poavuny Ons IHhyalt, 5 Memn no 20 mn ¥ thnaroni; no

Sixapesrues sacls: ; o
duct: TAKQHY © KAPMOHNKI Kopobu, ,
brug product gxaliplal‘lv;w Amaxa, concontrate for solution for Infusion, § mg/mt, 20 it in vial; 1 vigl in carion box
HAhova pevoauna: Orcaninnamun (1 mn Konuenmpamy micmums 8 me oxcaninnamuny}
Active ingredlent; Oxalipletin (1 mi concentrate contains § mg of oxallplatin}
Homap ceplt / Batch number AG210101
i ' 2 5 EO/M) 5 EO/Mman
bakrepiansHi eHgOTOKCHHY He Ginwbie 5 EO/mn ep.P. 2.8.14 <
Bacterlal endotoxirns Not more & E/mt Ph.Eur, 2.6,14 <BEUMmI _—
Mexauiuul srmouerns: BineHui Big sraumux vacTok g:%w‘ 22%%% Blanosinae (SE20=0.95)
i Eur, 2.9.
BUAUMI YaCTKY b B
paﬁ];:,jfa‘(a ;onfam,'nam,m Free from visible particies Complies (SE0=0.95)
visible particles ’ e ot
Mexarivmi exmodernn; & 10 mus: < 6 000 vaomox Ha nakon Eop.®. 29,10 664 vacrox ra chnaron
Heauaumi YaoTiy & 25 mim: £ 800 vacmorwa dravom PhEur. 2.9.19 47 HACTOK Ha prakon
Particulate contamingtion: & 10 umy; s 6 000 particles per vial 664 paiticles por "’f”
sub-visible particles 2 25 um: 5 600 particles per vial 47 particles per vial
CrepunuHicTs Crepunsrni Cup.®, 261 Bianobinae
Sterility. Sterilo PhEur. 2.6.1 COmpllgas
OaHopiaicts 4o3opatnx Tpuhycrume npuimansne GUCHIO: €sp.P, 2.9.40 Bianosigae
OAUHULE Allowed acceptance value: Ph.Eur. 2.9.40 Complies
Uniformity of dosage unit £ 16,0 % ( 1 eran) abo
5 18,0 % (1 step) or ‘
S5250% ramMix 0,75M 1,26 M (2 aran,
5 25,0 % and between 0,75 M and 1,28 M (2
S— stop). . e

Bucrnosor: Cepin Ne AG210101
atch No, AG2101

Conelugion: B

BIANOBINAE BUMOram MKF, peectpauiiine noceiguenHs Ne UA/M14965/01/01
01 complies with requirements to AND, marketing authorization N¢ UA/14986/01/01

Halimenyeating, MicuosHaxodxenns ma HoMep nitensiy ma capmuivomy eidnogionoemi GMPR dinsruyl s eupobruines, wo aidnosioac sa
KOHMPOITs COPN, Copmubixayiio ma aunyex ceph;

AKBIdE TMBX (AqVida GmbH)

Keﬂsep-sinbaem,mwmp. 89, 20355 I'ambype, Himouuuna (Kalser-Withelm.Sir. 89, 20358 Hamburg, Gormany)

Fivonin e supOOHUYMBO (Manufacturing liconse) No O&;HH_,,GL_MIA“EO? 9.00086

Toxtonosis BUPOBHULMaa, KONMPORK sKoeMY e gunycry cepi Ne AG210101 nikapenroao aacoby Oxeaninnamum Avekca, KOHUOHIMPAN
Ond posYury dnn iNchyaid, & mamn 1o 20 mn ¥ onakowi: no 1 PAEKOHY @ KapmoHHil KOPOBYi 6idnoeidac aumosem GMP.,

Menufacluring procoss, guallty control and retaase of the batch No, AGZ10101 of the product Oxallptatin Amasa, concentrata for solution
for infuston, 5 mg/mi, 20 mif in vial; 1 vial in carton box complles with GMP standards,

Sagea o

iQ: Aorium 5 HOMeepdkyiv, uio Haeedsna suwe inchopmauin ¢ docmasiprow 1 mounomo,

LR copmudhivayio: ‘

Aana copin eusomoartens {exriovarony YAKOSKy/MapKysammsy), copmutikosena | konmpons ¥ sxocmi SUKOHBHUD 1e exasamitl suwe
SUPOGHUNIT dlrisHugl @ nosil 8/9nosidnoomi 3 sumozamy 8UPOCHULMEs GMP, QCMBHOBNOHUMU MICUESUM [OSYNAMOPRUM opeaHoMm | y
8i0noeidnsemi ai oneyupikaulero, wo sHaxodumbos & peeompaulinomy docwe, pomorony BUPOGHLUUMER, ynarkosku ma smanisio Gynu
fpoananisosani ma eionosionicms GME nidmespdxeno,

o lon st Qul; | heraby confirm that the abovementioned information Is trig and corret,

These balch of product is manufastured (Including packaging/isbaling), cortified and it qualily control Is carried out in the abovementioneef
manutacturing erea in full compliance with the GMR requirements sef by the locel regulslory authority and in accordance with ihe

spocification located in the reglstration dossler. Protocols of manulacturing, packaging and lests were analyzed and their GMP compliance

were.carifinmed,
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AQVIDA

Hraposrud sacls: Oxcaninnemun AMarcn, KOHUONMPEM OnR poasuny Ol lndyait, § sma/mn 1o 20 sin y thraronl; no 1
Drug produet: chnakony & kapmonuld kopobul .
Oxaliplatin Amaxa, concontrate for solution for infusion, & mg/mi, 20 m! in vigl; 1 vial in carlon box
Arova pevoguma: Oxcaninramun (1 mn soruskmpamy mlemume § Mg oxcaninnamuny)
Aclive Ingredient: Oxaliplatin (1 mi congentrata contains 5 my oxsliplating
Homep ceplt / Batch number AG210104
HAama supobuuymaea / Date of Manufacturing . 06.01.2021
Hama saxinvennn cmpoxy npudamuoemi / Explry dety T 012026
Posmip cepil ! Batch size 1087 ynaxopowpacks _ )
fxapeuia popma | Dosage form: KOHUBHTRET ANA POIUURY ANA IHYSIR / concentrate for solution for infuslon
Cuna dlifakmuaniems | Strength/potency; & mr oxcaninnaruny ! 5 mg of oxaliplatin
Poamip Ta vun nakyeanusn [ Packages sfze and lyps: flo 22 nnby naxorl; no 1 hnakoeny a kaprouHli kopoBui / 20 milin vial; 1 viel
in carton box
Poccmpayliine noceldvernis N / Markeling Authorization No. UA14085/01/04 )
Bupobnus, xpaina / Manufacturer, dountry ) AxBina FuGX, Himewunna / AgVida GmbH, Germany
lokasnuxu sroemi Honyemumi HopMU (ﬁaqu[ramants) Memodu KaHmpono Pesynemamu
(Tosts) (Quality methods) (Resuits)
Onue Mposopuin Geabapsuvi POSUUH BlsyanuHo Blanosinae
Appearance Clear colourless solution - | Visual Compllgs
fposopicre KanamyTHicTe posiuHY Mae 6yTH He Ginbiye €sp.d. 2.2.1 Bianosinae
Clarity 6TANOHHOTO POSUKHY | Ph.Eur. 2.2.1 Complies
Turbldity of solution should be not exceod of ‘
the standard solution | b
Konsoposicrs KonsoposicTt posunty mae 6yti e Binsie | ©8p.®, 2.2.2 Bignosinae
Color GTANOHHONO POIUMHY By Ph.EUr 2,2.2 Complles
Color of solutlon should be not exceed the
standard solution 8y T
IneHTrhixauls Y&, BUnpo6oByBEHUN POIMUH NOBUHOH MaTh Cap.®, 2.2.26, Mevop, Bianosinae
Identification MBKCUMYM, WO | POIUMK NOPIBHSIHHA, supobrmka 284 nm
UV. Samplo solution should have the same | Ph.Eur. 2.2.26. Complias
maximum as reference sofution, In-house 264 nm
BEPX. BIAHOCHAN Y€C YTPUMYBAHHS €ap.d, 2.2.29. Meron Binnosinae
nosuHex Byty 8 maxax 0,875 - 1,029 BUPOBHVIKA 0.998
HPLGC. The rolative retention time should be | Ph.Eur, 2.2.29, Complles
_ between 0.976-1.029 In-house 0.998
DH 4‘40 e ?vc €8p.®. 2.2.3 5.52
- v PhEur, 223 o
Cynposigui gomiisku | Somilka A B Gineiue 03 % ©8p.0, 2.2.29. Merog 0.157 %
Rolaled substances Impurlly A not more than 0,3 % BupobGHUKa
Aomiwka B He Blnbwe 0,4 % Ph.Eur. 22,29, 0.188 %
impunty 8 not more than 0,4 % In-house
Lomitka C He Binbtue 0,1 % 0.018 %
impurity C not mors than 0,1 % )
Byas-axl Iawl gomiwm ve Ginbiue 0,2 % He suseneo / Not
Any other impuritiog not riore than 0,2 % detacted
Cyma nolnentudikosanmux aomiuox He ,
Binbive 0,6 % ) Me susisneHo / Not
gun;/of unspecified impurlties not more than detected
L6 %
Cyma pomlwox He Ginbwe 1,0 % 0.548 %
Total Impurlties not more than 1,0 %
KisibkicHe 95,0 ~ 108,0 % nig 3anBNEHOT KINBLKGCTI ©ap.d, 2.2.29, Merog 101.02 %
BHIHAUGHHSR | 96,0 - 1085,0 % of labeled amount supobrnka naul "
Assay L : Ph.Eur, 2.28
b - JIn-house AN BnoMl”
Ob'em, wo 1100 Mrf20 mn: 2 20 wn Cap.®. P w siatlnae (20 mn)
BUTHIAETLOR 100 mg/20 mil: = 20 mi Ph.Eurl p PN
Exlractable volume " | '
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npocniext Banepia Jo6aroseskoro, 5 1, M. Kuls, 03110, Te/hakc: (044) 363-06-50
E-mail: dls.ko@dls.gov‘ua,hims_:/&vmﬂm Kon €IPTIOV 37078774

BHCHOBOK
npo axicrs vBesenoro » Yxpalny aikapesioro sacofy

15.03.2021 N2 9946/21/10

OKCAJILIATUH AMAKCA

(wakiMenyparms JirapeLrore ancoby arigno 3 peecTpauiinmm noceigyennsm)
KOHUEHTDAT xva Po3vuny man indysii, 5 mr/mu 1o 20 mu y daraxonis ro 1 bnakony s
Kaproauil xopoBui

(dopma punycxy, HACIYRBHHER, BHA NaKyBAHHY nixapehkoro aacoly)

Howmep peecrpauittuore nocalusenns UA/14965/01/01 CTPOK AiY peectpauiittoro nocnimuens | 6.03.202]

Cepin nikapcukoro sacoby Ne AG210101 Kinskicrs Beeserioro aixapeskoro saco6y 300
BupoGuux AxBina I'M6X, HiMeuauua

(HafmenyBary BHPOGHHKA AikApCEKOrD aacoly, kpatha NOXOMKCH )
Bagseno v Vipainy TOBAPHCTBO 3 OBMEXXEHOIO BHHIOBI}IAJII:HICTI()

"MEITEK DAPM", tnenr. kon: 43268998

{(naiMenypanns 1a kox 3 €APTIIOY IOpHAMMHOY 000K abo npisere, iM's, no Gurhroni Gisnunot
0000 - nlunpuemu, iy Mleue nposkusais ta PEECTPAUIRRUA HOoMep 0Gnikonol KAPTKH NARTHI K
IoA8TXIB 060 copia Ta HoMep nacriopra)

Oporoken sisyaneworoe Kourpome pix 05.03.2021 M 0604/9,

38 peaynnraramu ACPXaBHOrO  KouTpoO BCraHoBneHo, mwo  mikaposkuy 3aci6  BBeseno g Yxpaiuy 3
ARoCTi nikapeskux saco6is,
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