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CERTIFICATE OF QUALITY
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Certificate No.:

—
. Page1 of 5 |
Ceprugixar No: PRCUK2301211 Cropinka 135 !
CARBOPA Manufacturing country: | United Kingdon
H .

4384 BpoAYRLil: | KAPEOIA Kpaina-suposami: Bemnxa Bpuraniy
Sn'ength/potency: 1 mi of the product confains 10 mg of Carboplatin
Cuta gl axTianicrs: 1 Mz ipenapaTy MICTHTE 10 Mr ka phonIaTHRY J

Pharmnaceutics] form, dose; concenirate for solution for infusion 10 mg/ml
Jkapchka do Ma, T03ynanpyg: KOHHe AT AV DOIMULY 119 fndysii 10 MI/aa ’
Type and size of backaging: | 15 m} g 4 vial; 1 vial in » cardboard box with Ukrainian language labeling ]
Buai Po3Mip vraxoswm: | o 1S5y ¢aakoni; mo 1 baaxony B KapTonuiii kopoonj 3 MapKYBaHmygM }
YKpalHchKoI0 Mopoxo . ]

Batch No.: f Batch Size: boxes f

3 2 !

_ Cepin Je; | P2301971 o Poasip cepii; | 2254 Kopodox |

Mifg. Date: Expiry Date: E

5 ; . . 2025 ;

Hara gy OBHITITRY: 05/2023 Hata IRKIHYensy Tepminy HPHIATHOCTE: | 04120 :
MA validity date: definit |

UA/I3716/01/01 MA validity date: | In efinite |

Registration Certificate: |
Peccrpaniiipe OocBigyenns: Tepuin niy P11 bescrpokoge i

Fp ! Prim, 1 Sec, T Bawp | Batch | License Certificate |
Manufacturer name and address: nauufactu-packaghxg packaging quality | release No. ’ GAEP No. f
Haiizienysanus 1a anpeca BupobEKa: ring Iieps, Brop. | cono] Briayek| Jinensig | Ceprdixar,
Bupo6y ina KYBAMH Makysagy Kortpons cepit Ne i HBHO M |

uTBO JI3 T | gz HKOCT} ’

Cepil
Intas Pharmaceuticals Limited, Plot No.457,

458, Sarkhej.Bavlg Highway, Matoda, Tal.

Sanand, Ahmedabad-3822 10, India

Inrac PapMacsioTinans Jbviren, 382210 TaT - - l -
Fyaxapar, ORPYT Axmenabay, moce Ca PREIDK- i
Basma, ¢. Maropa, BUPOGHITI Alngrsar No 457, ! I
438, Innix — '

Intas Pharmacenticals Limited, Plot No 5/6/7,

Pharniez, Near Viilage Matoda, Sazkhej- Bavia

National Highway. NO-8A, Sanand Taluks,

{
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: 3.2023.1p.1.
Ahmedabad, 10-382213, India )
- . . . + + + - G/38/1336 1

Ixrac Gbapmacmormam JisMiten, Bupotayj WTCH6 14
AITHEKE No 5677, @apues, Ging o, Maroya, 01 0’1 aq i
Hauionansze moce Capxerk-Banna, Ne-8a, - ,i
Canang Tamyxa, AxMermabaz, In-3 82213, hunig .
Accord Healtheare Limited, Edgeficld p !
Avenue, Neweastle Upor Tyne, NE3 3 NB, UK MiIa

United Kingdom
ARKopa Xencken Jhntiten, Enading Aserro,
Hhmxacn-AnoHJafm, NE3 3 NB, Bemixa
Bpirrauin

Pharmadox healtheare Ltd., KWona Kordin
Industrial Park, Paola, PLA 3000, Malta
Dapymagore Xeackea Jirg., KW02A Kopain
aacTpian Tapk Haona PLA30G0, Mangta
| Pharinavalid Leq. Microbioloeical

20075 INSP

MiA i
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Hegistered in England & Wales Ko, 4598340

Certificate No.:
Ceprudirar Ne:

Laboratory,
Hungary
Papaansiz Jgrm., Mixpoﬁioneri‘ma
Aabeparopis, Byn. Tarpa 27/6., Byaamemnt H.
1136, Yropmnma

Accord Healtheare Limited, Ground Floor,
Sage House, 319 Pinner Road, Harrow, HA 1
4HF, United Kingdom

ARKopg Xellekea JHntiTex, Ieprmit HoBepx,

Tatea u, 27/b Bud

apest, H-1136,

UK MIA |
20075 INSP |
UK MIA | GMP/GDP,] ;

i 20075 i

Cefik Xaye, 310 Thinuep Poyp, Keppoy, HAL o [ | 2007508 139 |
4HF, Beammxa Bomreasig : ] ; : 78-00057H]
Anzalysis procedure results / PesynnraTi HpoBeNerna amaaby |

Quality indicators / Acceptable limits / ,I[onycmz\’ﬂ ?xpead Tes“l: methods / Resuits / ;
Hokasmitin o] Release / Ha soaent BHITYCKY MeToan | Peaynnram §
BUNpo§yBan:n : ]

I Description Clear, colourless to slightly vellow solution | Visyal inspection |
(appearance) in glass vials. Free from particulate MAter. | p.1 of QCM Complies _{

Onxe (30Buimmil Hpozopuiy, pig 0e36apBHOro %o 3erRg Bisyanennii ; E
BHTITA) KOBTOTO POIMNHY B cxmsmizg (p1axomax. Bes KOHTpoJIL Bignopizae |

} MeXaHivHIY BRImovey, IT.1 MKST {

2 Identification: - The main spof in the chromatogram of {
2.1 | - Thin layer Bisolution (1) shouid Correspond to than one | ppy. Eur, 22,27 Complies [
chromatography in the chromatogram of the solution ¢2), P21 of QCM }

1

22 |-1C - In assay, the retention time of carboplatin Ph. Eur. 2.2.29 Complies "

peak in the chromatogram of the test
solution should correspond o the retention
time of carboplatin peak in the
chirematogram of the reference solution.
- OcHoBRa maaMa ug XpPOMATOrpami
posunny (1) sac BLIIOBIAATI, s 1pa
XpoMarorpasi Po3gnEy (2).

p.2.2 0f QCM

Inentndixanis:
-TOHKOIIApORa
XpoMatorpadis

Ph. Eur. 2,227
2.1 MKg

Bixnosinae

-PX - Hput nposenenny; Kifekicsoro BII3HAYeNHY

Hac yrpnmysaung NiKy KapSonnariny ua
XpoMarorpassi BIMpofoRyBagore JulviciiivizyY
Ma€ BLInoBigaTir uacy YIPUMYBAHHA nixy
KapGonnarnny ua XpoMatorpanmi po3unmy
HOpiBHANg,

Ph. Eur. 2.2.39 Bingosizac

Ph Eur. 223 55 i
3 of QUM - " :
pH 5,0-7.0

113 MK
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Certificate No.
Cepradirar Ne:

Page 3015
Croplaka 33 §

BRCUK2361211

The volume should be not less than the Ph. Eur. 2.9,17 i

4 Extractable volume

nominal (not less than 15 m] 1 p4ofQCM 125 mL 3
O8'em, mo O0’eM aae OyTH He Memme HOMiHaMbHoro | Ph. Eur. 2.9.17
BUTATACTRCT (ke Menmre 15 MIT) i 1.4 MKg
5 Particulate mattey- 210 pm: Maximum 6000 Ph. Eur. 2.9.19 46 particles/vial
sub-visible particles 225pm: Maximum 600 Light obscuration 0 particles/vial

lest p.5 of QCM

Mexeniygi Ph. Eur. 29 19 F
BKTIOYeHH 2 10Mme: Maximum 6000 Merox enitnobio- | 44 YacTOK /ha
HEBIAMI YacTRyy 225MEM: Maximum 600 KyBammsg ILS MKST | ¢ Uacrox /n

7 Cycloburane-l,l- Ph. Eur, 2,229

6 MP should be sterile Ph. Eur, 2.6.1 ]
m p.6 of QCM | Complies
Crepinsnicry, JI3 mMae 6yt CTEPIILHIM Ph. Eur. 2.6.] ‘ . i

Not more than 0.5% I ;

unknown impurjty
- total impurities
Cynryrai nomimgn
(PX):

0.00 %

Not more than 0.3% ] E
Ph.Eur. 223
IL10 MKH

|

9

! o o
dicarboxylic acid 7 of QCM | oB%
L LhxoGyran-1,1- ’ He 6imbine nix 0,5% [_;Lh Eur, 2.2.29 | 0.08 0 I

~ .08 % !

ANKAPOOHORE KIICIOTA IL7 MK i _

| 8 | Bacterial endotoxin Not more than 4.9 EU/ml for solution A of | Ph. Eur, 3.6.14 p.8 [ Complies |
carboplatin 10 mg/m|. of QCM P

’ baktepiamsgi He Gineme 49 EOAor posmuy A 5 Ph. Eur. 2.6.14 Bimmosigae |

CHROTOKCHHN BMICTOM KapBonnarmmiy 10 MI/M 118 MKt J

9 Assay (LC) 95.0% - 105.0% from labe| claim Ph. Eur. 2.2.29 , 1023 o i

p.9 of QCM ! G

95,0-105,0% Bix 3a3Ha9eH0r0 1 Pl. Eur. 2.2 79 |

PX MApKYBaHH{ IL9 MK |

Related impuritjes Ph. Eur. 2.2.29 _?

{LC): P.10 of QUM |

- cisplatin (impurity AY | Not more than 0.25% Not Detected |

- maximum content of Not more than §.1% Not Detected ,f

. i

I

i

i

- DICHaaThH He Ginsme wisx 0,259 He Bi'rmsner{d o
{(moyimka A) . T
~ MAKCHMaabHIt He Ginsmme miz 0,1% - He BHAB/ICHO j .
BMICT HeBigoMo] |
JAOMimKTy 1

- 3arajibHa cyna He dinbime nis 0,3% !

JOMIIToK
Clarity of solution, The solution should pe clear, compared | Ph. Eur. 2.2.1
with purified water, P11 of QCM

0.00%

il Complies
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Certificate No.:
Cepruinar Ne: |
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Birswauenng Po3unn Mae OyTi posoprny Y nopieuauyi 3 | Ph. Fur, 2.2 Biamosipae |
IIPO30POCT] posuigy, BOJOIO OYIIgenoro. A L1l MK#
12§ Colour of solution. The solution should be colourless or Ph.Eur. 2.2.2
slightly yellow. Colour mtensity of the P12 of QCM Complies
solution should be not more than BY4.
Busnayenug CTynesns | Poaumnm mac By1iI Ge3bappmint ago 371erKa Ph.Eur. 2.2.2 E
3abapenenns posdimy. | xoBTinl. Inrencrmicrs, 3abaprinenns IL12 MK LBigrxomgae !
- POITIHY Mae OyTH He Sinpme BY4, ;
Labelling: | Should correspond to the requirements, [ Complies i
Mapxysanny: Hoznmio pignorigary BIIMOrayM. [ Bimosizae |
Packaging: | Should correspond to the requirements of MQC. l Complies |
Haxysanns: | Horummo BINIIOBIAATH BiIMOTanm MK, (__Bimmosimae |
Comments: Ji
| Komenrapi: | ~ ‘

1 tereby certify that the above information is authentie and qecurate, This buich of product hhas been manificiured
including packaging/labeﬁug and quality control af the above mentioned site in Jull compliance with the GArp
requirements of the local Regulatory Authority and with the Specification avatlable in registration dossier. The batcn
Processing, pa ckaging and analysis records were reviewed and found to be in complignee with GAfP,

Ium g IFCEIOUYI0, 1110 Hagedenq sune inghopyayin ¢ QoCInosipron ma motiomnw. 1o cepi nPoodyRRiy dyng
SHPOOACHO (ertouaipuy nm\yarrmmmmph‘ygaﬂmz) ma ROHmpoay it akocms ny sUeaznavenl GUPOOH
Oinenuni Hposedena y noeniii 8ionosionocmi 1 gustosqs GMP, scmarosnenuMu smicyeguy Pecyaamopnum opranoss,
4 marox 6ldnoeiong oo cnenitghicanii, wo sicnunyes ¢ peecmpanlitnoary oocee, Ipomoroan SUPUTHU MG,
RaKysanns ma ananizia Opiao nepeensn Yite ma ecranoaneno sionosionicns GMP.

Name | Olaniyi Awe I

Position of person authorizing the batch release | Qualified Person

Ipissime | Onaniii Ape
Hocama ocobu, ska BHAATA 103BLT Ha BHDyCK cepiy YNOBHOBAKEHA 0c06a 3 AKOCT]
Bateh release date/nata BHIYCKY cepiy

14-08-2023

Signature of person authorising the bateh refease
Hinmne ocolH, KA BHaaa Oo3elT xa BHOYCK cepif

H Digitally signed by
Olanl’)fl Olaniyl Awe |
Date: 2022.10.03 . |
203229 +0100 . ) ]




