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CERTIFICATE OF QUALITY
CEPTHOIKAT SIROCTI

Certificate No. ‘ " Tage 1 of
Copradivar N | Y2ILE379/00 Cropirea 13
Product name: | CARBOPA l Manufacturing country: f United Kingdom
Haaua npoayad?; | KAPBQIIA Kpa¥ua-nupobise: | Beanwra Bpayanis
Steength/potencyt | 1 il of the product containg 10-my of Carboplatin
Cuna pitfarovniern: | 1 s npeanpavy sdeosrn 10 s gapGowiariny
Pharmaceutical form, doset | concentrate for solution for infusion 10 mg/inl
Jirapenra GopMa, JOIYBUUON | KOWUCHTPE s poruoy st indyaifi 10 s/
Type and size of packaging: | 45 m) in a vialy 1 vial in a eardbonrd box with Ultraininn Tanguage labeling
B i poumip yrurkomian: | 10 45 mury gaakont; ao 1 aaxoumy v kaprounifi copotiug $ sipicy s
YEPATHOKKOID MOBORY
Raleh Now: | ) Butch Size: ; hoxes
Copin Nog PAI07063 ‘ Poamip cepit l 36143 ’OpoBoR
e oo ol DAL 091 ; . o xpivy Date: | 40023
Hara pupobunurnn: | Alara aariggcnns repsiay npuasruocrh:
P Registration Certifiente: P ¢ Unlimited from: "
Pecerpaudiine noesinuennnt UALSTISO10L l Heobasesvene a1 L2200
P Priny, Sec. Bateh | Batch Thcense Certilicat
Manufactarer name and address: manufacheprokugingipackaging] qoality | release No. GHP No,
Thsitserynunus 1 aapeen vupobias g flepn, Brop. | vontrol [Buayex| Jlwensis | Ceprvindinar
Bupobim nasy sani makysanfKonrpons)  cepiy Ne HBIE Ny
wryo 113 2 A axoeri
wepli
Tutas Phar mmcuﬁcnls Limited, Plot No.457?,
448, ela Highway, Matoda, Tal. UK GMP
Sanand, Alunedabad-382210, India < 17543 asp] |
trae !D.s)nnc\.mn e Jlivives, 382210 ursar - - ~ - Gl28/1026 GMP
Ty ik RpYT Aasealian, sunce Capronyx- B 17543/9621
Banna, ¢, Maropg, supoGuied winaman Ne 457, 4 Q024 {1}
S8, s
Intas Pharmaceuticals Limited, Plot No /677,
Pharmez, Mear Village Maotods, Sarkbej- Buvlg ¢ UK GMP
’:lhllt)(hd llng‘hwu)",’}(\i(’: A, ;mn‘md Talukn t'!SJ.i }n.up
Ahsedatiad, In—(‘.:ﬁlgl.s, fnd'm ) . i a + & Gr2841336 GMP
fnrae Papstaciaorikaaa fiairen, Bupodunai 1184571 68
s Ko $26/77, bapmen, Ginr ¢ Maurona, 029-0005
Huouienaaune woce Capxesx-Bosia, Ne-8a,
Cansna Tesvun, Axaeandon, In-3822132, Tnais
Accord Healtheare Limited, Ldgeficki
Avenue, MNeweastie Upon Ty, P%EZ 3 W, 3:))547;\1)12”
Vuited Kingdom R UK MIA s GMP &
Awrwsopa Xeacwes Jliatirea, Bronding Averin, % 20075 $0075/1544
Hutogaca-Anon-Tafin, NE3 3 NB, Beanka 8800-0002
Bpwraniis
Astrou Research Livsited, 2% and 39 Floar, b L»h GMP
Sape House, 318 Pinner Road, Harrow, 1A 5 fis
AHF, United Kingdony ¥ -
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Marth Hagow, Hat auie,
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| odd {0) 208 Hos 1426
verraCcard-healthore ik

{ 2o oY ;
g Cortitiente Ko 1 ¥21L0379/00 - PagaZofs |}
Ceprapirar Noy Cropinsa 238 | |
Acipon Pesnapa Jisbres, Tperiit ra
i aernepruit noreps, Celun Xaye, 3114 Ninayp o
Povi, Xeopoy, AT AN Benusa Bpuiauis 4
Pluarimadox healtheare Tad, KWO2A Kordim
Yudustrial Park, Pacta, PLA 3000, Malia TR
anore Xeavwen S, KWZOI’,A Koy 4, MLM3 M‘/;S);,(lni\
it Sinpx, s, aons P1A3000, Mansr
satid L, Micretsuiogiesl Labaatory,
B, Bual 136, Hungary
Mrapaasaata Jhun, Mix \).vx«.‘;‘i'mné ’ L - HU-M- OGY]“‘J&{’
aparapin By, Tavpa 2770, bynaneurr He p e PVALOL 935201
30y S
sltheure Limited, Groand Floos,
‘ 319 Pinvier Roud, Harrow, HaAl UK MIA
I, United Ringdorm UK MIA | 20075 Losg
Ascicapa Xesenen Jsives, Hepiulh nonepx, " 20075 K"Nf,y’,IMP
C suiye, 319 Tihnep Poya, Xeppoy, HAT 200{_5/23‘
L AHE, Desxa Hphrapin T b 975-0004 }
Analysis procedure results / Pesyanearu W pOBEASIII MBIy
Quulity indicators / i zv\vm:eptnblc jinti '"‘u\"y“:"‘\,ﬁ pred Test methods / Results /
Hurc-.\',;m\ms seoeTi Relense/ Tin Shclf-life / A ieyan Pesyanran
- 0 Pesys (Rt
: MOMEHT BHIYCKY  Fepsiny npuuarnocsy sHEpoyHL
il Clear, colonrless tn | Clear, colourless 1o Visunl inspection
! stightly yellow slightly pale-yellow | p.b ol QUM Complies
1 softion in gless solution in glass
viuds, Fres from vigls, Feee from
i . purtivulate males, patticulate maticr,
Onue (oprimil Fiponopail, sii {Ipasopuil, wia Bisyesnnuil
BHYIBUL) GesBupmioro Av Gealnpunoro an ROWTROHD Binnanigae
i ACPRA KORTOID SHLUKA CHITAD- P MRS
! POTUHIY B CKASIMN | AHOWTOI0 paatiy i
i (amconax, bes CEIHBY (PHAKOHIX.
! MUXAHIIOE Bea sexsniunng
1 BRIGQUENRY, L BEGIONEHD,
124 - “The main spot in the chiromatogram of Ph. Ear, 2.2.27 Complics
i Bisatotion 1) should corvaspond to than one p.2.1 of QUM
i i0 the chromatogram of the solution (2).
[N e « In assay, the retestion time of carboplatin | Ph. Bur. 2.2.29
i ! peak in the chromatoygran of the test p2.2 of QUM
‘ solution should correspond 10 the retention
e of carboplin peak in the
i chromatopram of the yeferencs solution,
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STOHKOUAPORBH ~ CICHOBHN TUBA BA KPOMATOrpami 12,1 MK
xpomwrarpadin pomsinny (1) Mac sinnosizsra, nassi no
i XPOMaTOrpasi possiuy (2).
Ph. Bur, 2,2.29 Bianosinac
-PX - TTpn nponeaeuni kinbsionore sravadoeunn | [1.2.2 MK
A0 YIPHMYBAHIE Niky KaPEOIDWTIHHY Ha
KPOMATOrPAMT BINPOGOBYBANDIO POSHIY
MAG BRANRBIARTIY 400y YEPHMY BRI Ky
KapGOARLTHIYY B XPOMATOTPaMI pOsTIILy
sopiny.
3 pH P 5.0-7.0 Ph, Bur, 2.2.3 5
P of QOCM )
plt pH 5,07,0 Ph. Bur, 2.2.3 57
11.3 MICSH '
4 Eatractable volume* The volome should | Shatl not be less Ph. Bur, 2917
be not less than the | than the nominal pdof QCM i
g Gl il
vominal {not loss value
than 15 ml)
OB ent, Wwo 08 en mac Gyen ve | He nonten Gyru Phe Bur, 2,917
wHTArACTHOS MeHIne MG 1.4 MKA 45.4 ml
HOMIHAILHOTO (18 HOMIHANBROTO i
steine 15 AHAMCHBA
4 Partivulate mattes: 210 s Maximum 6000 P, B, 2,9.19 23 paticles/vigh
sub-visible particles® 225 Maximum 600 Light obscuration 0 particles/via
test .5 of QCM
Mexaniuni Ph, Bur, 2.9.19
RRAKMCHN 2 0mxae Maximuom 6000 Meron eniraolnos 33 sacror /.
HEBHABME HRTTRHY 2250 Maxinmon 600 wywsarms [1.5 MK 0 wacTor fgn
3 Star v Fe 3 . stovile 3 Sy, 2.6
6 Sterility ME should be sterile ?}l}) :;12)5&1 Complics
1y Nt v Py g 5 % Sy 2
Ca oprunnicy pi JI3 mae Gy evepuaniing lljlh() Il;:;{};‘(’l Binmosigas
7 Cvelabutane-,1- Not more than 0.3 % | Not more than 1.0 % | Pho Bur. 2.2,29 o1 %
dicarbaxylic acid 7.0 QUM £h4 7%
Likaotyron-1,1~ He Ginpuie i 0,5% | He Simbwe wine 1,0% | Ph. Tur, 2.2.29 61 %
i i 2 o
AUKAPGUHORE KHCHOTH 7L7 MKH
3 Hacterial Not more than 4.9 EU/m) for solution A of | Ph. Bur 2.6.14 p.8 Complics
endaioxin®¥* earboplatin 10 mg/ml. of QM i 2900
Laxrepianai He Giavine 4,9 B/ posany A s paicrom | Pl . 2.6.14 e |
QUAOTORGHI A ¥ wapGameruay 10 .\~u‘/.~.in . 4 :5{3\ ?!.W;:;"S‘?Wm
9 Assay (LCY 98,0 % - 105.0 % from label claim ool 2 " ‘Y,\
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Y21L0379:00 Cropinka 435

[intcicne memavenns | 95,0-105,0% sla 3a3tmueior i Ph. Bur, 2.2.29

9.1 %

(X) MAPKYBanL 19 MK#H
16 Related huperities Ph. Bur. 2.2.29

wey . .10 of QCM
- cisplatio (mpurity A) | Not wore than 0,25 ¥ Not more than 0,25 % Nol Detected
_maximum coptent of | Not more than 0.4 % | Not more than 0.2 % <LOQ
unksown impurity [LOQ = 0.05 %)

: - total isypurities Not mars than 0.3 % | Notnore than 0.3 % 0.00 %
Cynsern sosiiigy Ph. Bur, 2229

! (PX) [ 10 MKS

- Ut
(noatira AY

He Ginptue nix He surpacno

0,25%

He Binnine Hin
O, 25%

- MAKCHARMHE Me Gismne wive 0,1% | Ve Ginvie uik 6,1% ZMICB
et sérinomoT [MKI3 = 0,05 %)
ROMILIKH .00 %
- AQEAS I EY M He Ginvie nis 0,3% | He Giavme nix 0,3%
AOMILDK
1 Clarity of selutian. i solution should be clenr, compared with | Ph. Bur, 22,1 « .
Coraplics

1 of QCM
Pl Bur, 22,1
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SPOUDPOETL POAUITY, WOABIO OMMILCHOIO, (L1 MY
12§ Colour of sohution The solution should be colourless or Ph. Bur, 2.2.2
slightly yellow. Colour intensity of the P2 of QUM Complies
sotution should bo not urore than BY4,
Brongaenis eryiens | Doz vae Sy GeaGapmniit afo snera | PhoBur, 2.2.2
saGapsenns porupiy. | wonrii, TireneiRicyh 3alapracHu J1L12 MKS Bianonisae
ok pozsiuy Mae Gy ue Gishiie RY4,
Labelling: | Should cosrespond to the requirernents, Conplies
Maupxryosanus: | Oowniag BLANORIRIEG BUMOTAM, Bianoninae
Paclaginp: | Should correspond to the requirements of MQC. Complics
Maueysannn: | Vnpgaio piAnoslagy sisoran MK Bimnaniaag | |
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1 heveby certify diat the above tufermation ts antlentic and acearate. This barch af product has been maifactired
incinding packuging/abeling awd quality control at the above mentioned stre tn full compliaice with the GMP
requirenients uf the local Regulatory Authority and with the specification availuble in registration dossier, The barcft

processing, packaging and wralpsis vecords weve reviewod and Jound to be in complinuece with GHP.
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