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Carboplatin 150 mg Injection
Foen Carboplatin 150 mg Injection

AuauUAnNIlY

1. Wuansazarsla luidvsednaeseay Uneanndedvsudadiviassiaonai

2. Usgnaumiesien Carboplatin 10 mg/ml Tuuunms 15 ml
3, Uﬁf\ﬂ,umﬁuusmiﬁ;maﬂﬂﬂﬂﬁmL?“uya Ussyialasiuua
4. aannuuusTyfasifsssylondnseneusiendifyuasanuuseiunan fuAuorganiindnuaziay
neilouifuslfededanunazaainuunisusussgenedielendessyyion daudsyneudien
GRGR ﬂ’nml,sﬁu??umquazLaﬁuﬁwamiﬁmﬂu
AuaadAnIgaila
1. Identification m’aﬁwi’mmmﬁ‘isuiu Finished product specification
2. USunusiendngy ” 90.0-110.0 % of the labeled amount of Carboplatin
3. pH . 5.0-7.0
4. Particulate matter
. size > 10 um Not more than 6,000/container
size 225 pum Not more than 600/container
5. Sterility m’aﬁlﬂi’mmmﬁisﬂu Finished product specification
6. Volume in container Not less than 100 % of the labeled amount
7. Impurities mwﬁi’mmmﬁ‘ﬁaﬁﬂu Finished product specification
8. Bacterial endotoxins m’a’«aﬁhumuﬁizﬂu Finished product specification
Reuludug

il Laﬂawsmﬂﬁ%’uaumwﬁumLﬁauoﬁ"\%’usnLﬁ@ﬁi’mmﬂuﬂizmeilmuazﬁmm (declare) uvadHan
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ufitungideufinished product specification) uazdaimunnanmussingau

(drug substance specification)nsdiiag szninensiasunlauiludfiuiiy aefosuuuienans

n1svawfily(e.5) u1ndau finished product specification Lag/%38 drug substance

specification
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2. 1ANENTTUTRIWINTFIUNSHAREN
Andndoaflionansiusewnsgiun1snaneniundninasinazisnishalunisudnen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tngnurgu PIC/S participating authorities

atfuangamuseunsasiadeulaeiinansiusesdeiulszniausemasmdidinnsednd (e-bidding)

3. LONANSAUANYAEYBILNTIAUDTIAN

s a

31 wamim'ﬁﬁLﬂiwwﬂmmwmamﬁmsﬁmﬁﬁﬂgﬂmmﬂmém (Certificate of analysis of finished
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] (Y 1

product) Tugngundadusiagg
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a

3.2 HaN1INTINIATIRAMAININGAUYBLFIENdATY (Certificate of analysis of drug substance) 7
IHlunswanenguiidausesaiwesidneuasnaningiu

33 lona1niendngiududuainuduiusszninsgunisuinvesingivvesitendrdy (drug
substance) 4 3.2 Augun1INARvBIAnSnTiedNSagU (finished product) Ue 3.1

34 uansAnw long term stability nasadasengesefitunsifeulifudnauansnssunis
8IS WALEINTENTIENTITUEY

35 UAMIANTNANAITIVEIIIEBNNTUULY (After needle puncture) UazLARIBNATTAITNAY
FY99E1NNENAINTIADN

36 sedldagnainsalesiuenifansganeilienn vsennuan

4. $1pEeen
Junedesdeiietisenagntes 2 misussadueidulufmunuuansieagiBealansuiou am

AnunluihdeauautiThludwuuasisumsnanaeiuiulude 3.1
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Carboplatin 450 mg Injection
Foen Carboplatin 450 mg Injection

AauUAnaly
1. Wuansazaela lufidvsednaesay Us1Aannded nsuand viasniaans
Usgnaumemaen Carboplatin 10 mg/ml Tuusuing 45 ml
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AuaudAn1amaiia
1. Identification m’gﬁlﬁhumuﬁ'ixﬂu Finished product specification
2. USunaudaedAgy 90.0-110.0 % of the labeled amount of Carboplatin
3. pH 5.0-7.0
4. Particulate matter

size > 10 pm Not more than 6,000/container

size 225 um Not more than 600/container
5. Sterility mwmummﬁ'izﬂu Finished product specification
6. Volume in container Not less than 100 % of the labeled amount
7. Impurities ' maﬁlﬁhumuﬁi%ﬂu Finished product specification
8. Bacterial endotoxins m’mhummﬁssqlu Finished product specification
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n1sveuAty(®.5 N1niou finished product specification was /138 drug substance
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AUBIENNENAINITITBIN

36 feditannauisadesiuglsnsyareidienn visennumn

4. fnegreen
unefesdsiiadnestiades 2 mhsussaduidaduiunuuanineasidenldnsuiu aui

fuusluidenuaudivhludswuuagisumsnaneiuiulude 3.1

5. maUseununmeideey
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