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CERTIFICATE OF QUALITY

No.: ‘ BRCUK2301846

Manufacturing country:
Kpaiua-snpotm:

CEPTHDIKAT SAKOCTI
Certificate
Ceprudikar No:
Product nane: CARBOPA ]
Hasea npoaykuii: KAPBOIIA
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Ciopirka 11 4
United Kingdom
Bennka bpuranis

Strength/potency:
Cuaa pii/aerasnicrs:

1 ml of the product cont

1 Mt upenapary sicrur

ains 10 mg of Carboplatin
L 10 pr Kapdonsaruny

Pharmaceutical form, dose;
Jikaperka thopma, gosysamms:

concentrate for solution for infusion 10 mg/ml

KOUMECHTRAT 415 PO3UNHY 1715t inyvaiit 10 mr/mn

Type and size of packaging: | 60 mlin a vial; 1 vial in a cardboard box with Ukrainian language labeling
Bua i poamip YHARORKH: | 10 60 Ma y dbaaroni; o 1 (pAAKOHy B KApTONUIi KopoGui 3 maprysanuum
YKPATHCLKO10 MOBOIO _
Batci} No.: P2303374 Batf:h Slijf‘:. 1224 i}oxe::
Cepin Ne: | Possip cepii: Kopobok
Mg, Date: | )00 o . Expiry Date: |\
Hara BHDOGHHITBA: | Hara saxinveuns TERMINY MpUARTIOCTI:
Regist'iation Ce.rtiﬁcate: UA/13716/01/01 Va?id up {o: | Indefinite
Peecrpaniiine NocBiTuen: Miitcrie ao: | Beser DOKOBE
Fp Prim. T Sec. Batch | Batch License GMP Ne.
Manufacturer name and address: manufactiipackaging packaging quality | release No. Cepradirar
Halimenysanns ta agpeca sHPOGHEK:: ring Ttepn, Brop. | conol Bunyek] Jliuensin HBI N
BupoGuit |nakyearn naxysavH|KoaTpoius cepil Na
uree 713 A Fd AKOCTI
cepiy
Intas Pharmaceuticals Limited, Plot No.457,
458, Sarkhej-Bavia Highway, Matoda, Tal.
Sanand, Ahmedabad-382210, India OGYE1/472
hutac @apmacsioricans Jimiren, 382210 werar - - G/28/1026 8.5 /;02,;
Vymxapat, oxpyr AxwmenaGaj, woce Caprenk- T
Basrna, c. Marona, BUpoBHd dinsurn No 457,
458, Iuais
Intas Pharmaceuticals Limited, Plot No 516/7,
Pharmez, Near Village Matoda, Sarkhej- Bavla IWSFE.405 6
National Highway, NO-8A, Sanand Taluka, 3.2023.0P.1. |
Ahmedabad, in-382213, India - Uty
; . . + + G/28/1336 1
Inrac ®apmacwiotinans Jliatives, BapoGuuyj WTC/0614
ainsuky Ne 5/6/7, Papwmes, 6ing . MaTona, 01 01124
Hagionansue moce Capxemwx-Basna, Ne-8a, -
Canana Tanyka, AxvenaGan, in-382213, Ingin
Accord Healtheare Limited, Bdgefield UK MIA
Avenue, Newcastle Upon Tyne, NE3 3 NE, 20075 INS P {
United Kingdom UK MIA H’GMF‘J/E'M‘_P !
Aukopa Xencrea JHiatirea, Enuding Agpenro, 20075 20075/1648 ||
HB!OKHCJ]-AHOH-'TBﬁH, NE3 3 NB, Bemuxka %800-0006 ;
Bputanis :
Pharmadey healthesre Ltd., KW02A Kordin : i
Industrial Park, Paola, PLA 3000, Mala MLOI3 MTO4THM/ |
Dapmagore Xeaewen Jra., KW0O2A Kopain 2023 E
l tugacpian Mapx, m. Haom PLA3000, M:IJI]:‘FL‘ ;

P aud o6s A /og 026,0&031/@2/
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Mzrmavalid Ltd., Microbiological Laboratory, | !
Tatra u, 27/h., Buda est, H-1136, Hungary : .
Dapmasania .}Im.ﬁ\dikpoﬁionoriqna ;é‘i&i Oﬁgf/gé.’f; 7
nabopatopis By, Tatpa 27/6., Bymanewr H- -
1136, Yropuma
Accord Healthcare Limited, Ground Floor, UK MIA
Sage House, 319 Pinner Road, Harrow, HA1 20075 INSP
4HF, United Kingdom UK MIA | GMP/GDP/
Axwopn Xenckea Jimiren, Mepunrt HneBepy, 20075 MP
Cefimx Xaye, 319 Hintep Poyr, Xeppoy, HA | 20075/28153
4HF, Benuxa Bpirranis : 978-0005

Analysis procedure results / Pesyanrarn nposenenys AHATIZY
No. | Quality indicators / Acceptable limits / D;on:ycrunxi Meski Test methods / Results /
/N | Tokazmrcn srocri Release / Ha moment BHIYCKY Mevonnu Pesyanrars
BHADOGYRAHE
1 Description Clear, coloutless to slightly yellow solution Visual inspection Complics
(appearance) in glass vials. Free from particulate matter. p. 1l of QCM .
Onue (3oBHimHIH Hposopui, Bix Besbaprroro 1o anerka Bizyanpuuii
BRIAY) JKOBTOrO PO3HUHY B CRINHIIX (prakonax. Bes KOHTPOAL Bianonizace
MEXaHIYHEX BIIIOTCHE, L1 MKs
2 Identification:
2.1 | - Thin layer - The main spot in the chromatogram of Ph. Eur. 2.2.27 Complies
chromatography solution (1) should correspond to than one in p.2.1 of QCM
the chromatogram of the solution {2),
22 |-LC - In assay, the retention time of carboplatin | Ph. Eur. 2.2.29 Complies
peak in the cliromatogram of the test p2.2 of QCM
solution should correspond fo the retention |
time of carboplatin peak in the {
chromatogram of the reference solution, -
Laentidirauin:
-TOHKOUIAPOBA - OcuoBna nnsama Ha XPOMATOTpami Ph. Eur. 2.2.27 Bignosinae
Xpomarorpadyis posuiny (1) mae Bignosinaru, roismi pa IL.2.1 MK#
XpoMaTorpasmi postmiry (2).
-PX - Ipu nposemenyi KibKiCHOrQ BH3HaueHns 1 Ph. Bur. 2.2.29 Bignoginae
HaC YTPHMYBaHHS niky KkapOoruiaThiy Ha 11.2.2 MK5
XpoMaTOrpami Bunpodonysaiiora pO3YUHY ﬁ
MA€ BIANOBILaTH yacy YTPUMYBAHHSA MKy "
KapSomnaruny Ha Xpomarorpami pozuuny
TNOpPIBHSAHHS,
3 pH pH 5.0-7.0 Ph. Eur, 2.2.3 55
3 of QCM -
pH pH 5,0-7,0 Ph. Eur, 2.2.3 55
I'L3 MKt )




4 Extractable volume

O6’em, o
BHTAracThCs

4]

5 Particulate matter-
sub-visible particles
Mexaniyyi
BHTIQUEHHS:
HERHAUMI YacTkit

6 Sterility
Crepunsnicry

7 Cyclobutane-1, |-

dicarboxylic acid
Huwiodyran-| e
MukapboHoBa kucroTa
Bacterial endotoxin
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Certificate No,:
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The volume should be not less than the

nominal (not less than 60 ml)
O6’eM Mae Gyu He MCHELE HOMIBMIBIIOTO

(e Menme 60 MIT)

210 pm: Maximum 6000

Z25pm: Maximum 600

>

210mrM: Maximum 6000

225MKkM: Maximum 600

MP should be sterile

3 Mae 6yru CTEPHALHIM

carboplatin 10 mg/ml.

Baxrepianeui
CHAOTOKCHHM
Assay (LC)

Kinskicue BRUIHAUCHIY
PX
Related impurities
(LCy
- cisplatin (inpurity A)
- maximum content of
unknown impurity
- total impurities
CynyTai nomituku
(PX):
- UHCMUIATHH
(momimka A)
- MaKCHMMaiLHHET
BMICT HeBigomol
AOMILTKH

- 3arabHA cyma
AOMILIOK

He 6invne 4,9 EO/mn
kapSonnaruny 10

Not more than 0.5 %

He Giasme i 0,5%

Not more than 4.9 EU/mti for so}

Po3uMbyY A 3 aMicTaMm

MIYMA

95.0% - 105.0 % from labe! claim

95,0-105,0% BiX 3asHaveHOro Ha

Not more than 0,25 Y
Not more than ¢.] %

Not more than 0.3 %

He Ginntue nin 0,239
He Ginbure mix 0,1%

He Giaewe nixc 0,3%

(PX) MApKYBaniii

BRCUK2301846

—_
Ph. Bur. 2.9.19

ution A of
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Ph. Bur. 2,9.17
4 of QCM
Ph, Eur. 2.9.17
.4 MK4

Pt Eur. 2.9.19
Light obscuration
lest p.5 of QCM

l

Meron ceitnodno-
kysanwn I1.5 MK

Ph. Eur, 2.6.1
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[0mra: 120

25mKM: 0 yacTry
P oM. U HACTRH

62,0 mn

0 pm; 40 ;
particles |

25um: 0 particles |

H4CTOK

6 of OCM Complies
—

Ph. Eur. 2.6.1 Biarosinae

I1.6 MKS1 Arosina

h. Eyr. 2

Ph. EEH’. 2.2.29 0.12 %

3.7 of QCM

Ph. EBur. 2.2.29
TL7 MK S
Ph. Eur, 2.6.14 p.8 ,
of OCM P Complies
Ph. Eur, 2.6.14 Binnoniac
I1.8 MK I Anosia
Ph. Eur. 2.2.29

9 of OCM 99.8 %
FPh. Eur, 2.2.29 o
[0 MK5 99,8 %
Ph.Eur.2229 {7
p.10 of QCM

Not detectad

Nof detected

!

0.00 % f
Ph, Eur. 2.2.20
I.10 MK |
He Buseaeno ]I
He Bunaneﬁo - {
i
0,00 ,
I
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(11 Clarity of solution. The solution should be clear, compared with | Ph. Eur. 2.2.1 Compli
| purified water. p.11 of QCM ompites
Brusnavenng Pozuun Mac 6ytu HPOSOPHM Y nopigHsuMi 2 | Ph, Eur. 2.0 Binnosinae
NIPO30OPOCTI po3uHHY, BONO OYMLIEeH), I.11 MK#A '
12 | Colour of solution. The solution should be cofourless or Ph. Eur. 2.2.2
slightly yellow. Colour intensity of the p-12 of QCM Complies
solution should be not more than BY4,
Busnauenna crynens Posuui mac Gyt Oesbapsruii abo smerxa Ph. Eur, 2.2.2
3abappiieHns PO3YHHY. | 5kOBTHH, [HTeHCHBHICTS sadaprnenns .12 MK3 Bignogizae
PO3HMRY Mae BYTH He Ginpwe BY4,
Labelling: | Should correspond to the requirements, Complies
Mapkysanun: ToBunno BIAMOBINATH BHMOraAL, Bianosigae N
Packaging: | Should correspond to the requirements of MQC. Complies
Haxkysanus: Hoeunno BiANOBIAATH BUMOram MIH, Bianorinac
e HaRrypaHua; |

Comments / Komenrapi: -

Lhereby certify that the above information is authentic and accurate, This batel of product has been manufuctired,
including Packaging/labeling and quality control ut the above mentioned site in full compliance with the GMP
requirements of the local Regulatory A wthority and with the specification available in registration dossier. The batch
processing, packaging and an alysis records were reviewed and found to be in compliance with GMP, /
st a saceioy VIO, 10 nasedeia eunge indfropyain ¢ Q0cmoeipiow ma mo wierw. Ui cepi NPeOYKYIT Gyng
supobaens (exovaloy RAKYOan ua/Maprysannn) mu ron MPOs W akoCi na suwesasnavenii SUPOGI Y]
Sinvnuni nposedeno Y HOGHIT gionesionecmi 2 stxoav GMP, acmanosaerns MicHes M PEYIRMApHu opranomn,
& MEKOdIC ¢i0naeionG Jo CReRUDIRANGT, o micrmumpes peecmpanitinomny docee, pomoroau &UDOBHIIIEME,
RAaxyeaniz ma guanizi ayie nepeziniyme p wCanogaeno gidnosionicms GAMP.

r Name | Santosh Shet
Position of person authorising the batch release | Q

ualified Person
fpissime | Canrom MHer

Tocana 0c001, KA piaaa HAO3RIN Ha sHyeK ce MY Ynosnosamena ocoba
Batch release date/nara BHIYCRY copii | 08.12,2023
Signature of person authorising the bateh relcase - .
g P g Digitally signed by Santosh

Hignuc ocobu, axa Buaasa AOIBLI HA BHIYCK Cepi S an tOS h S h ethhet

Date: 2024.01.26 1 1.07:29 7

Date of signature 26.01.2024
ATa wignacanan




