AEPIKABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI
npos. Hanii Ceitnnunot, 3, 02099, e, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BHCHOBOK
npo sKicTh BBEseHoro B Ykpainy JIKAPCLKOro 3acofy

16.04,2024 Ne 20530/24/26

OKCAJIAK

(naiisenysanig nikapebkoro 3acoGy 3rifHo 3 peccTpatifiuM tocsinuennam)
KOHUCHTPAT st posunny /st indysiit no 5 Mr/mu; no 20 mux ¥ Guraxconi; no 1 ¢paaxony n
navui

(bopma munycky, nosynanus, suu nakynanis JikapeLkoro 3acoGy)

Homep peectpauiitnoro nocsinuenns UA/19530/01/01 erpox aii peecrpauittnoro nocsinyenss 07.07.2027

Cepin siikapeskoro sacoby Ne P2400147 Kinskicts ssesenoro sikapeskoro 3aco6y 4099
BupoGink AKKOPJT XEJICKEA JUMITEJL, Benuka Bpuranis
(natinenysans BHPOGHIKA NiKAPCLKOro 3acoby, kpaiia NOXOMKEHHN)
Bueseno b Yipaiuy Tosapucrso 3 o6mexenoro Bignosinansnicrio "AT-OAPMA", inenr.
won: 42210926

(uatimenyvanns Ta xoa 3a €APTIOY opiunaiol ocoGu aGo npissuie, iM%, no GatLkoni (pisnunol
0coGu - ninpuesus, 1 Micue nposcunanis Ta pecerpauilfiuit nomep o6nixonof KapTKH MIGTHHKA
noaTkin abo cepist Ta HOMEp nacnopTa)

Hporokon sisyannitoro kowrpemo nin 16,04.2024 N 1370/1,

38 pesynbTaTaMM  JCPIKABHOTO  KOWTPOMO  BCTamomieno, o/ mikapebkull  3aci6  ppeseno B Yxpainy 3

AOTPHMAHHSAM pumor 3akonosaseTsa uoao sabesneuenns akoeTinikapebknx 3aco6is.,

- Inan 3AJJBOPHUX

Omﬂ:;uc) (ininianu ta npissuine)
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Certificate No.:
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Page 1 of 5
Cropiuka 135

. o Cepridikar No;
Product name: | OXALAC
— _Hasna nponyeuiis | OKCAJAK

Manufacturing country;
Kpatia-supobuur:

United Kingdom
Beanka Bpuranis

Strength/potency:
Cuiia diifarynsuicTs:

1 ml of concentrate contains: 5 mg of Oxaliplatin
1 mJr RonnenTpaTy MicTHTL 5 Mr ORCATIIIATHRY

Pharmacentical tmm, dose:
Jlikapebra Gopma, gosysannsn:

concentrate for solution for infusion, 5 mg/ml

H

Type and size of packaging:
Bun i posmip ynakosxu:

_Konuerrpar st posunny s indysiii, 5 mr/n
20 mlin a vial; 1 vial in a box with Ukrainian language hlmhn"
10 20 my durakoni; no 1 guiakony B navni 3 MapRyBAHEIM YRPATICLEOI0

e ) MOBOIO |
Ratch No.: [ atch Size: | boxes f
ek Nowt | 400147  CORBLET 4099 | |
_________ Cepi Ne: | 7 7 1 Possipeepii:| 7" | wopobox |
ate: y Date: | ‘

Mg, Date: | 15093 l Expiry Date: | 1172025
 Hara supobunnrsa; | N Mara sakinuenns repminy upigarnoeri: | 77T L
Registration Certificate: ‘ Valid up to: 5 ]
e f UA/19530/01/01 PR 07.07.2027
_ Peecrpauiiine mocpinuenssi: | Hiiicue po: | B N
FP manuf, Sec. Batch Batch License | GMP No. ;
Manufacturer name and address: Prim. Pack: | packaging | quality relcase No. Ceprudiscar |

Haiisenysanus 1a anpeca supobuua: Bup-s0 JI3, | Brop. control | Bunyck | Jlinensis HBIT Ne
Mepr. MNax-g Kourposnn cepii Ne

Intas Pharmaceuticals Limited
{ Plot Numbers 457,

458 & 191/218P, Sarkhej-

; Bavla Highway, Matoda, Sanand, Ahmcddbad,
! Guarat, IN=-382210, India

{ Inrac @apmacsiorikan Jdimiren

Bupobuuui minsicy Ne 457, Nod 58 1a

L 1917218P, woce Caprems-Basna, ¢. Martona,

! Canana,

| PLOT NO §-1

| GUJARAT,

i EDGEF

|_TAHMH. NE3 3INB, Beaw

Axmenaban, ywrapar, IN-382210,

Innis

[ NaKyBaHHI

AKOCTI cepl

L OGYEI472

{ G/28/1026 | 0
‘ 82-5/2022

Intas Phar maceuticals Limited

4, PHARMEZ, NEAR
VILLAGE MATODA, SARKHEJ-BAVLA
NATIONAL HIGHWAY, NO. 8-A, |
SANAND TALUKA, AHMEDABAD, !
IN 382213, INDIA |
trrae @apsacsroricans Jlimiten
BUPOBHAYT TLIAHKE BUL Ne 5 J1O NeTd,
GAPMES, BUISE C. MATOIA,
HALIOHAJILHE U[UL I CAPXELDRK-

BABJIA, Ne-8A, CAHAHJL TAJIVKA, )
/\xz\»u:,rmw:;».,f‘y UVJDKAPAT, IN 382213, !
(M %

1-IWSF .405.6
02l B 9093 1P 1,
(G28/1336-1> o}
WIC0614
011017124

JIMITED
NF ,\-\f CASTLE
United Kingdom
TEVITTENR
O HBOKACH-ATIOH-

Ka ;}E)I! tanis

A :‘(ﬁ()l{l} ”1‘ ‘\[ IH( ARF
TELD AVENUE,
UPON TYNE, NE3 3NB, 1
| AKKOPIXEJNCKEA |

l /[)f\‘ﬁ ST ABEL

UK MIA |
20075 INSP
| GMP
| 20075/16488 |
800-0007

UK MIA

! 20075
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¥
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! Certificate No.: . Page2of5 |
L Ceprudirar Ne; BRCUK2400555 Cropiuka 23§ |
| ASTRON RESEARCH LIMIT LD E
2ND & 3RD FLOOR, SAGE HOUSE, 319 i UK GMP
PINNER ROAD, HARROW, HA 1 4HF, Gy
United Kingdom i NA | g&zz,lﬁﬁ?
ACTPOH PECKOPY JIIMITsE/L | 62877/89567
HPYT m TA TPETIH NOBEPX, CENJPK | oot
NAYC, 319 HHHHEP POY I, XEPPOY, HAL | '
_‘_@WI F Bunum bpuranis - !
ABAI\ALYMS 8. R L.
VIA EUROPA, 5 - 27041 CASANOVA |
LONATL(PV), Haly i aM63/202 i I1/102/H/20
! JIABAHAJNZIC C.PJL 0 20
Byn CBPOIA L S - 27041 KASAHOBA
| JAOHAT! (I1B), lranisn . S
! PHARMAVALID L, Microbiological | f 2
| Laboratory ! { |
f Tatra v, ?/m hudy pest, H-1136, Hungary HU-M- OGYEL297
! GAPMABAJILL v, Mmpumuumvum + PVALO1L f 1-2/2023
| Mﬁapampm
| Bys. Tarpa 27/6., Bysaneurr H-1136, i
L_Vm&un o 5 vag | ]
[ ACCORD HEALTHC ARE T, IMITED ! i !
| GROUND FLOOR, SAGE HOUSE, 319 UK MIA |
| PINNER ROAD, HARROW, HA 1 4HF, % 20075 INSP |
i United Kingdom f & UKMIA | GMP/GDP/ |
; AKKOPJ XEJICKEA JHMITEL 20075 MP ;
| MEPLIHIA TOBEPX, CEHJDK XAVYC, 319 | 20075/28139 !
| TUHHEP POY JI, XEPPOY, HA 4HF, | 78-0005 |
| Beawnka Bpuvanis o o - . |
| Accord Healtheare Polska Sp. z o.0. 2
- Magazyn Importers » ‘ !
UL Lutomierska 50, Pabianice, 95-200, | i | IWSF.405.8 |
| Poland | i 242/0572/1 | 0.2021.1p.1 *
- Axropa Xeaewea Hosewa Cit 3 0.0, Caag | | ) 7 WTC/0572 }
| bmoprepa | 01_01/207 |
| Byst. Jlyromepcka S0, [MaG’ auiue, 95-200, t ! f
| Moasua ?
‘ Analysis procedure results / |
L e Pesyapraru nposeenns ananizy ! & LPMg O ’
Qual m mdmxf@n/ | < \

Acceptable limits /

Test methods /

| No. Howassien Jonverion memi gy vif
L e : - Pl e - Meroan .
/ Ne SHROCT ! Release / f M
{ P s
| | Ha mostenr sunyciy ! POty
; 01 Dm uptmn A clear, colourless solution in a clear s,]cm vial, Inhouse

¢
i

i — A

When cmmmul visually it should be practically
. dree from particulate matter.

Remm /

SR SN

i Complies

| Ouigie - Tposopuit GeaGapsuuii posuun y  maxoni 3 | BryTpiwuii
| npogoporo okaa. [pw BI3YANLHOMY OMULL POZUMH |

| S ? SRS RR—

METOA

Bignorinae

| Pesyinearn
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Certificate No.:

Ceprudixar No;

BRCUK2400355 |

Page3 of 5

Mae OyTH  HpaKTHMHO  BiftbHMM
| MEXAHIYHUX BKIIOUCHD,

BN BHIAMMUX |

Cropinka 335

| 02 Identification } The UV absorption spectra of the standard solution

F A -By UV | and the test solution should exhibit maxima and, Inhouse Complies

I ______ e minima at the same wavelengths. B - E P

[B. -By HPL.C | Tn the assay, the retention time of the Oxaliplatin | Inhouse ! |
; | [ peak in the chromatogram of the test preparation * Plironss Bl (
| | P . A , | omplics !
| should correspond to that in the chromatogram of [ -

— | thestandard preparation. " i SN V. S

| | lrenrndicanis i Hovnmusanus Y @-cnexrpin POZUHHY TOPIBHIHHS | I
{ I A VYo [ Ta BUMPOOYBAHOro poRuMny nosmim] i Bryrpituniii { Bimoniase |
| | IeMOHCTpYBATH MAKCHMYME T& MIBIMYMH 1py { METOL 3 : : |
e ONHAKOBHX OB XBHAL, - e
’ | B.- BEPX - Hpu nposenenui xinpricnoro wac YTPUMYBAHHS Buyrpitmii |
) | - iy Oxcaninuaruny Ha Xpomarorpami [ MeTozx |
! | | BHIPOBOBYBAHOIO PO3UMAY Mae BiLIOBI xaTH yacy | Bimnosinae |
' yrpumannsa iy Ockasinnaruny na Xpomarorpami
N N | posuuity nopinsuny, N E— ]
[ 03 | Bacterial » Not more than 1.0 EUlmg of Oxaliplatin Ph. Eur, 2.6.14 Complies
f Lo N R T -
‘ | i::j;fﬁ;ufz_rmfzx : He Gimee nix 1,0 OE/Mr Okcaninna THHY Bimmosizae |
[ 04 ! Sterility | No evidence ofmicrobial growth | Ph Bur. 2.6.1 _ Complies |
f__ﬁ._M_§,_~Cj;t.zz?.r~3f11»_!_*§C'I;{w__.....,. | Hewmae osuax pocty mikpoBis. | Binnosigae |
105 Extractable | The volume should not be less than the 20 ml. Ph. Eur, 2.9.17

volume
L OB em, 1o

[ BHTHNacThO S

¥
§

v | posyuny
7 Particulate
contamination:
i _Sub visible o
. Mexaniuni
} L BKITFOMCHM S
Lo HOBMIMI Y
(08 Related
! | substances:
}
! LAY Impurity A
§ I'B) Impurity B
% ) Impurity B
LY Impurity ©
L SN CRERE————

L O8’em mae
! pH Binnosnenoro |

i
H
!
t

Oy He menuM, rii 20 mn

i
}

Bin35106.5

{ g — a = c

{ Between 3.5 and 6.5

‘ SR 2.0 8nd 0.
|

Az 10pm not more than 6000/vial

' B)> 25um not more than 600/vial

| A) = 10 MM we Ginblue Hix 6000/daxon

i

12 He Diavine wix 600/paaxon

f Not more than 0,4 %
| Not more than 0,5 %
. Not more than 0,2 %
, Not more than 0,1 %

20.5 ml

20.5 mu

SopH |
|

i

!

1

S

gt

" A
P SOt M. BRI

. am \Je \agit

Inhouse I

| TR 1 52107 A

L0348 %

0.052 %

‘ 0.002 %
W I S




Registerec in England & Wales No. 4596349

& |
1O

heattheare Lid,
Registered and Trading Office
Sage Housa, 319 Pinner Road,
North Harrow, HAL 4HF,
Middlesex, United Kingdom
T: +44 (0} 208 B63 1427
= =44 {0) 208 863 1426
WWW.&CCO!‘(.{'f’\ﬁ'&“h(é‘.f{.‘ Lok

" tificate No.¢ T ‘ “Pagedof 5 |
: Certificate No.t | | k2400385 | o g th LR |
L - o ~ Cepradixar No: g Cropinka 435 |

‘ I E) Any other Not more than 0,2 % n.d, !
l‘ impurity | i
i F) Total Not more than 1,0 % | 0.540 % %'
| impurities f
i Cynyrai gominiku: Bryrpimmniii !
i
j METOL
UA) Homimka A He Ginpine 0,4 % ! 0.139 %
| 13) ,‘}I(')MY.IUK{I B x He Ginnme 0,5 % ! 0.348 %
| e wor oy . | He Sinnue ) 7 0/ ; 0
& C) Josiwka £ | He Sinbwe 0,2 % 0032 0/5 |
| , _ ~ 1 He Ginsine 0,1 % ! 0.002 % |
' i DY Homiuika C i | |
YR snren Svervin | . ! !
{ E) by;u', AR T | He 6inswe 0,2 % | He BUABJIEHO |
‘ ! lomituka: | ;
3 P : , : WP
£ . F) Baransna cyma { He 6inpme 1,0 % | 0.540 9% ‘
L IOMILOK i ; ‘
. i
) o Chiralfiapurity | Not more than 0,1 % Inhouse | n.d. ‘
L (Impurity-D) L SO WP W
! Xipaitbta | Buyrpimmii ﬁ
| ROMiHIKa ; He Gisnsiue 0,1 % METOL HE BHABACHO |
{ i 4 H i
b Qlovina )y | ﬁ | -
100 | Assay 1 95.0% to 105.0% of label claim | Inhouse | 1
| é ¥ |
o ; { 100.4 %
Lo . B P
{ Kinsricue + 95,0 10 105,0% nin 3asisnenoro sMicr Buyrpiumiii ‘ |
. | N yrp t |
| BUSHAYCHI | MeTO f 100.4 % {
5 | _f 5
b Color of solution . The solution should be colorless (similar to water) | Ph. Eur. 2.2.2 _Complies
| Busnavenns | Posuni mae Gyri Geabaperum (NoaibHm 10 v
i H
| eryieHs | BOJH . : |
| = ) ; ) | Bimtosinae
| :&m.mpn:wum ] i }
| | posuuny | |
T oL S W e S — e
Labelling: | Should correspond to the requirements. Complics .
; Maprysaunn: | Howsnno sinnosiy mpumoram., SUIRas
Packaging: ' Should correspond to the requirements of MQC., /. Complies - ‘
| Hasysamns: | Tosnuno binoBi/wry Bisoram MKSL. Bigfioinae
g Comments: Ve | Al = |
‘e Komenrapi: | - L

I'hereby certify that the above information is authentic and accurate.
manufactured, including peckaging/labeling and quality control at the
with the GMP requirementy of the local Regulatory

dossier. The batch processing

¥

Authority and with the
» packaging and analysis records were revie

GMP.

above-mentioned site in

This batch of product lins been. -
JSull compliance
specification available in registration

wed and found to be in compliance with
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Certificate No.s |
Certifieate No jBRcm(zaomss
i .f:gm‘ntpuc;“xfr Ne: |

Hwe u saceiouyio, wo nacedena suie indopmayis ¢ docmosipnon ma mownon. Lo cepiro npodyruii dyno
eupoGneno (exmonaiou Haxkyeanus/maprysanns) ma Konmpony it axocmi Ha euniesaznaveniii CUpOBril
Oinvrui nposedeno p noeniii eionogionocmi 3 sumozan GMP, scmanoenenustu sicyeeun peayrsmmopi it
OPSANOM, @ MAKONC ¢IONOCIONO 00 eneyupinanii, wo micmumoen ¢ peecmpayitnomy docse. Hpomoronu

GUPODTHII MG, HAKYeaNNA ma ananizic fiyno nepezaanyno ma ecmanosneno sidnogionicmy GMP,

s —— it i - o e —— S e S

, Name | Olaniyi Awe
l Position of person authorising the bateh release | Qualified Person
/ Hpissume | Onanili Ase

Hocana ocodu, sika minana posuin ma punyck cepii YNOBHOBRETIRR06a ST {

— . Batch release date/uara wnnyexy cepii | 19.03 2HPF <G8 e e
Signature of person authorising the batch release {
Minmie ocobu, sen nuaana noasin na BHUYCK cepil

SE—— P S _—
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