JIKAPCHKHX 3ACOEIR TA KOHTPOJIIO 34
MIBCHKIIT OBJIACTI

uig, 03110, en/daxe: (044) 363-06-50

s.gov.ua,httQs.'//V»',vvw.cillg.gov.ugxu Koa €/1PIIO0Y 37078774

BUCHOBOK

11pO AKICTE BBe3eHOro B Yxpainy Jixapebkoro 3acoby

27.05.2021 Ne 13762/21/10

THHY, y daaxoui; g miggoui, 3ananHomy KpuuIxoio, B kaproumiis ropo6uti
(opma BHIYCKY, no3ynanns, nuy BEKYBAHHA Aixapeskoro 3acoby)

Homep peecrpaitinoro noceinuenns (JA/93 85/02/01 STpok aif peectpauitinore nocsinwenns 01.01,2099
Cepin nixapcskoro 3acoBy Ne 0F400B Kinsxicts sBesenoro niKapeLkoro 3acoby §40

Bupofuny _Canodi-Apenrie Hottunann 'm6X, Himewunma
(Hafimenypanns BHPOGHMKE Sixaposkoro 3ac08y, xpatna noxoameHHy)

Baeaeto 5 Vipatny Tosapuerpo 3 odmexenor Bianosigaanuicrio "CAHO®I-ABEHTIC

YKPAYHA", inenr. won: 35648623

(Hatisenynasng tg o 38 €IPTIOY 1opugwnor ocobH abo npissue, Mgy

0cobH - ninnpuemusg, I wicue NpONCUBANIS Ta peccrpaifiuui HoMep o)
noJatkis abo cepis va HoMep nacnopydy

Mpotoron sisyansiore konrpomo six 23.03,2021 N 082272,

Jlaboparopuuit ananis AKOCTE fikapebkoro 3acoby aniltcnennis:

AT "Henrpansua naboparopis 3 aHamzy sxocti HKapCHKHX 3ac06iE | MEAH;
_(M.Kuis, By Kyapsmsepka 10r)

(walMenyranng 4 MicuesHaxonwenyy Naboparopit, wo posena nabopuTopHIR ay

Buenosox mono sxoeri rixapenkoro 3acoby, sunauni #aboparopieio »in 07.05.2021 Ne 1077

Pesyasraru Aabopatopuorg ananizy skocri JiKapenkoro 3acoby 3a nepesipenmmy TiokasHHkamu Biznonigazory,
BUMOraM Metojin KOHTDOMIO AKkOCT] (aaani'rmno-uopuamanoi AOKyMCHTaLY),
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Oxaliplatin Smg/TmlL

No.1: 10mL of concentrate
containing 50mg of
oxaliplatine in vig| in a tray
sealed with g fid, in a
carton box

OF
for infusion
{concentrate)

Solution

502986 - 370415

TRIDMIARIGRGY Y
Sanofi-Aventis Deutschland GmbH,
Industriepark Hoechst-Brueningstrasse

H500, H590, H600, H750, H785,
H790,

Frankfurt am Main, Hessen, 65928,
Germany

Note

The results of analysis are found in the Certificate of analysis,
Building H750 used as cool Storage warehouse but not for produetion.

P08 100 06.02.2021 16:26:07

Page 1 of 2




SANOFI

Manufacturer's Batch Certificate

Continuation LMID 502986, Batch OF4008

Certification statement:

[ hereby certity that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labetling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local regulatory authority and with the specifications in
the Marketing Authorization of the importing cauntry. The batch processing, packaging and analysig
records were reviewed and found to be in compliance with GMP.

, Approved by: /)é»\‘ J#"W__— Biate: 5(39/0 4.{864:4

Br. Ute Heinemann, Qualified Person

Qo ©

LT
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DISTRIBUTION CENTER
HARBOR PARK - BUILDING E
CAMPONA U1

1225 BUDAPEST

Hungary

Customer-No.:

Delivery-No,;

Eloxatin 50mg/10m|
solution for infusion (concentra!e)
1x10mt vial

Test item

@
)

SANOFI

Certificate of Analysis

Hoechst AG

Hoechst Marion Roussel
Deutschland GmbH

Aventis Pharma Deutschland GmbH
Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst

65926 Frankfurt am Main

phone: +49 (0)180 / 2 222010

154899

85024595
MMW
Material: 502086 Batch: 0F400R

GMID: 370415
Date of manufacturing: 30.Aug.2020 Expiry date.: 31 Jul 2023

e, e

Result Specification

Appearance of Primary packaging

Corresponds

Appearance
corresponds

Colour of the solution
less than brown nmg

Clarity of the solution
< reference suspension I

e

S P08 100 VPH 08 Feb 2021 08:20

corresponds

clear, colourless
solution, clear
colourless 15mL I FA8 Y
vial, dark grey rﬁé%e
v 2 0o I
Stopper, alummlug&(g;a.n

green flip off co e

not more intense.].y
coloured than

reference sclution
B9 (Ph.Eur.)

reference suspe

MMM»—

This certificate of analysis was jssyed etectronically
Page 1 of 4
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Certificate of Analysis
. e
Customer-No,; 154899
Delivery-No.: 85024595

MM%

Eloxatin 50mg/10mi

solution for infusion {concentrate)

1x10mi via) Material; 502986 Batch: OF400R
GMID: 370415

Date of manufacturing;

30.Aug.2020 Expiry date,; 3] Jul.2623

Test item

Resul¢ Specification

Oxaliplatin (LC}
Corxresponds to reference Standard
corresponds to
reference standarg

OV-spectrum
complies to reference Spectrum
corresponds to
reference Spectrum

Particulate impurities
Corresponds
Practically free
from particles

Particles >=10 nm {HIAC)
2 /containey = 6000 /container

Particles >=25 um (HIAC)
0 /contajiner <= 600 /container

PH
5,4 4,0 - 7,0

Single unknown by-product (LC)
< 0,02 per cent <= 0,20 per cent

Sum of unknown by-productsg {LC}
< 0,02 per cent <= 0,60 per cefd

Q

3

£

Sum of a1 by~products {LC) :
0,48 per cent <= 2,45 per ¢

L
COHG R

>
O,

Ny

H @
T A
e gyy O o

X ammﬂi-'

Diaquo DACH platinum {LC)
0,22 per cent <= 0,65 per cent

Oxalic acidg (LC)
0,09 per cent <= 0,30 per cent

This certificate of analysis was issyed electronicaily
S pog 100 v 08.Feb.2021 08:20 Page 2 of 4
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Certificate of Analysis

Customer-No, 154899
Delivery-No,; 85024595
Eloxatin 30mg/10mi
solution for infusion {concentrate)
1x10mi vial Material: 502986 Batch: 0F400B
GMID; 370415
Date of manufacturing: 30,Aug.2020 Expiry date.: 31 Jul.2023
Test item
Result Specification

RA10952131 {LC)
< 0,02 per cent

RA1095213) {LC)
< 0,02 per cent

SR2000282 (LC)
0,17 per cent
Sterility

corresponds

Bacterial endotoxing
< 1,0 EU/mg

Oxaliplatin (LC)
4,98 mg/mL

Extractable volume
10,6 milliliter

<= 0,40 per cent
shelf-life limit

<= 0,05 per cent
release limjt

<= 0,50 per cent

correspongs

< 1,0 EU/mg

4,75 - 5,25 mg/mi,

>= 10,0 miliiliter

S Pos 100 vpy 08.Fub. 2021 08 20

This certificate of analysis was issued electronicatly
Page 3 of 4
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Certificate of Analysis
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Customer-No,; 154899

Delivery-No.: 85024595

Eloxatin 50mg/10om|

solution for infusion (concentrate)

Ix10m| vial Material: 502986 Batch: OF400B

GMID: 370415
Date of manufacturing: 30.Aug.2020

Expiry date.: 31.Jul.2023

COMPLLIES tothe requirements.

Data on stability and shelf.life only apply under appropriate conditions of storage,
Number of manufacturing authorization; DE“HE_OI_MIA_2020_OO4O

I'hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above mentioned site(s) in fuif] compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

batch technically refeased and electronically signed by
Ute Heinemann
05.Feb.202] 12:59

Reiease authorized by Product Responsible Manager respectively Qualified Person
Dr. Ute Heinemann
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This certificate of analysis was issued electronically
S PO& 100 VPH 08.Feb. 2021 08.20
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CEPTHOIKAT CEPH BHPOBHHKA

Haitmenysauna npoaykuii Lol a,rmnm,c'r b/AKTUBHIH Jixapcuka dopma '
inrpeaienr |
Enokcarun®, Posustu anst indysiit 7
KOHUGHTPAT A/t po3uuuy fna iny3i, 5 mr/ima OkcaninaaTuu 5 mr/1mn (KOH‘A;]HT aT)},
Y $akoHax no 10 mu Nel feHTp
Poamip nakypanna Poamip cepii Tvn nakysansg Ymonu 36epirauns T
Nel: 10 ma KOHLUeHTpaTy, 110
5 MicTaTs 50 mr oKcaninnaTuny y 4D
Nt dnarou 110 10 ma 840 ynakosok PAaKOH; B MigzoN; sanasHomy +2-+25°C
KPHIIKOW, B KADTOHHIN Kopobui
LMID - GMID Cepis Ne: /aTa BHroToBTeHs Mpuaarunii no;
r'oToBa npoaykuis 502986 - 370415 O0F400B 30.08.2020 31.07.2023
L Kpaina iMnopTy Peccrpaniiine HOCBigueHna Ne T
Ykpaina UA/9385/02/01 |
f HoMep ninensii na o
Hassa ta aapeca BHPOGHKHK BHPOGHHLTRO GMP N
Canodi-Asenric Jostvnang FmeX
luaycrpinapk XbOXC’r-BpIOHiHI‘u!TpaCCG 50,
H500, H590, H600, H750, H78s, H790, He 3acrocopso He 3acrocosHo
(i)paHK(bypT-m—Mai’mi, leccen, 65926,
HiMeuyyna
{ipumirka:

Pesynbraru aHaAi3y MOXKYTH 6yTu 3Hakgexi s Ceprudikari ananisy
Hex H750 BHKOPHCTOBYETLCH AK Xona08e CKABAChKe DpHMitenHs, se ¢ BHPOGHHYOK AlbHUL el0,

P08 100 05,02.2021 15:26:07 Cropinka 132
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CEPTH®IKAT CEPIY BHPOBHUKA

Npoaosxenns LMID 502986, Cepin OF400B

3asma npo cepradikanio;
Aanum 3acmiguyio, mo HaBeneHa BHIe indopMmanis ¢

dixaniit, wmo MiCTsIBCA ¥
TBa3, NaKkybBauHs Ta ananisis Gysnu nepernsuyti Ta
BCTaHoBMeHO Blanosiznicrs GMP,

3arreppkennii: /uignuc/ Aara: 08.02.2021
Aokrop Yre Xeiine

MaH, YnopHoBaxena ocoba

Y
e
od -
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CepTudikar ananisy
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AucTpub’oyifiuui; eHTP
Xap6op Hapk - 6ya. E
Kamnoua U1

1225 Byaanewrr
Yropuiuna

Ne 3amosHMKa; 154899
Ne¢ nocrasxu: 85024595

Xboxer AT

XboxcT Mapion Pyccens
HAokunang ImeX

Asenric dapma Hohunang Mmex
Canodi-Asenric HAofvnang M'm6x
thaycrpinapk Xsoxer

65926 Ppankdypr-Ha-Majini
Tenedon: +49 (0} 180 /2222010

Enokcarun 50 Mr/10 mn
KOHUEHTPAT Z/1R posunny anq
indysiit y dnaxonax no 10 M Nel

Marepian: 502986
GMID: 370415
Aara pupobuunTaa: 30.08.2020

Cepis: OF400B

Npuxarunit go; 31.07.2023

Noxasumx

Pesyavrar Cremudixayis
3osHiwHii Buraay BEPBHHHOY ynakoBku

Bifthosigac Bianosinae

3oBHimHid BHINAR
BignoBigae

Konip poaunny

MEHWHI HIX KOpHYHeBuUiT B9

fposopicts Po3uKnHy
< CTaMAApTHA cycneHsis |

Nposzopuii, Ge3bapruuil pozuus y ¢nakowi 2
BpO30poro cxna va 15ma, ugo 3aKpUTHH TeMo-Cipoin
TYMOBOIC IPO6KOI0 Ta amoMminieoig KPHuiK010 3
3eNeHOI0 3aKaTKOIO “flip-off”

He 6inbiy inrencusuo 3abapsnenunit, Hix etanonu
poaunn BS (€sp. dapm.)

DPO30pHit, He Ginbin ONATECUCHTHHUIR Hix CTaHAapTHaA
Cycnensia | (€sp Gapwm)

S P08 100 VPH 08.02.2021 08:20
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Ceprudikar a”anxizy

Ne samoBHuK: 154899
N¢ nocrapku: 85024595

Enoxcarun 50 Mr/10 ma
KOHUEHTPAT AnA po3unny qra
iudysiit y dprakonax no 10 ma Net

Marepian: 502984

GMID: 370415

Aara BUpo6uuTEa; 30.08.2020

Cepin: OF400B

NMpuaarunii ao: 31.07.2023

floxaznuk
Pesysaptar

Cnenndixanis

S P08 100 VPH 08.02.2021 08:20

laenTudikanin okcani faaTuHy (PX)
BiAnosifac CTaHAapTHoMy 3pasky

[aestrudikanin OKCanitIaTHHy
[Ytb-cne:c'rpmpo*romerpm)
Bignosizae CTaHAapTHOMY CnexTpy

Mexaniyui BIUTIOYeHHY
Bignosiaae

K-Tb wacrox ua dpraxon, axi > 10 Mxm (HIAQ)
2 / draxon

K«rb wacrok ua Paaxou, axi » 25 mim (HIAC)
0 / dnaxon

pH
5.4

Koxua HeijenTudixonaui AoMinrxe {PX)
< 0,02%

Cyma HelaeHTHIKoBan K Aomiwox, (PX)
<0,02%

Cywma scix aomismor (PX)
0,48%

AsyBoana DACH-niatuna {PX)
0,22%

Ulasnesa xucnora (PX)
0,09%

Ceprugikar oy ayuleskit enexTpono

BiAf10Bifae CTRHAAPTHOMY 3pasKy

BiANOBifaE CTaHAdpTHOMY CreKkTpy

TPaKTHYHO BINLHUA Big yacToYOK

$ 6000 / $aaxon

$ 600 / draxon
4,6-7,0 &
A3 3‘}}0 !
SUMITIEES ¢
£0,20% u evmgm“""o&’
°‘4dv.'_acr Yo
£ 0,60%, —
oo 108 “-u
,‘v.i’hfﬁg"&o N
e % Ve
A&
£2,45%
50,65%
£0,30%
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Ceprudikar aHaxizy

Ne 3aMoBHuKa: 154899
Ne nocrasiu: 85024595

Enokcarnn 50 Mr/10 ma
KOHUEHTDAT /151 po3uuHy as
HQysiit y daakouax no 10 ma Nei Marepian: 502986
GMID: 370415

Aara supoSunuTaa; 30.08.2020

Cepin: OF400B

NpugarTuuit no; 31.67.2023

NMoxasnnk
Pesysnnrar Cremmeikania
RA10952131 (PX) 50,40%

<0,02%
RA10952131 (PX} <0,05%
<0,02% Npu sunycky
SR200028A {PX)
0,17% £0,50%
Crepuiabnicrs Bianosizac
BiAnOBiAae
Baxrepiansui EHAOTOKCHHK
< 1,0 EO/mr <10E0/ ur

Kinpkicue puanavenng oKcaninaarumy (PX)
4,98 mr/mn

06em, mo BUTAI2ETHCH

10,63 2 10,0 Mn

4,75 - 5,25 mr/ma

HANPHKIHW CTPOKY npusaTHOCTI

BIABOBIJAE sumoran,

Aani mogo crabinsrocr i TEPMIH OPUAATHOCT S3CTOCOBYIOTHCA TiNbKK y BIAROBIAHKX yMOBax 36

Brpobunua nineusia: DE_H E_01_MIA 2020 0040

Haunm 3acBiAdyl0, M0 HaBesena Bume indopmayin ¢ AOCTOBIPHOK Ta TOYHOLW. Aana cepin 6yna Bupobaeua

Cepisn BRNymeHa i nianucana p CNEKTPOHHOMY BT A
YTe Xeilineman

05.02.2021 12:59

Bianosigannnuii Menexep no HPOAYKTY BIAOBI 41O YnoBHOBaXena ocoba
AoxTop Yre Xeltnemau

SPOB 100 VPH 08.02.2021 08:20 CepTudikar Bunyuennii CNEKTPOKHG

i rianosiaHocri 3
Sgidikanit, wo
angnizis 6yan

e

it

%,
A
N T

R

N

)

% %

Cropinka 32 3


http://www.tcpdf.org

