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atin Injection

on is a sterile, nonpyrogenic, and aqueous solution of Carboplatin. It contains NLT 90.0% and NMT 110.0% of the labeled

»platin (C,H,,N,O,Pt).

at care should be taken in handling Carboplatin because it is a suspected carcinogen.]

rum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

Jtions containing carboplatin within 2 h of preparation.]

cetonitrile and water (87:13)

rile and water (50:50)

n: 1.0 mg/mL of USP Carboplatin RS in Diluent

- Nominally 1.0 mg/mL of carboplatin from Injection in Diluent

> system
graphy (621), System Suitability.)

30 nm. For Identification A, use a diode array detector in the range of 200-400 nm.
m x 25-cm; 5-ym packing L8

nL/min

1e: 10 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.2%

dard solution and Sample solution

s percentage of the labeled amount of carboplatin (CH,,N,0,Pt) in the portion of Injection taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of carboplatin from the Sample solution
2ak response of carboplatin from the Standard solution

»ncentration of USP Carboplatin RS in the Standard solution (mg/mL)

»minal concentration of carboplatin in the Sample solution (mg/mL)

ria: 90.0%-110.0%
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n: 4.0 pg/mL of cyclobutane dicarboxylic acid in water

: Nominally 1.0 mg/mL of carboplatin in water

> system
graphy (621), System Suitability.)

20 nm

m x 25-cm, 5-um packing L1

nL/min

1e: 100 pL

2.5 times the retention time of cyclobutane dicarboxylic acid

y

am suitability solution, Sensitivity solution, and Standard solution

tive retention times of carboplatin and cyclobutane dicarboxylic acid are 1.0 and 3.0, respectively.]
lirements

LT 2.5 between carboplatin and cyclobutane dicarboxylic acid, System suitability solution
dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dJard solution and Sample solution
» percentage of cyclobutane dicarboxylic acid in the portion of Injection taken:

Result = (r,/r)) x (C/C ) x 100
aak response of cyclobutane dicarboxylic acid from the Sample solution
2ak response of cyclobutane dicarboxylic acid from Standard solution
»ncentration of cyclobutane dicarboxylic acid in Standard solution (mg/mL)
>minal concentration of carboplatin in the Sample solution (mg/mL)

wria: NMT 1.0%

Jtions containing carboplatin within 2 h of preparation.]

luent, Sample solution, and Chromatographic system: Proceed as directed in the Assay, except for the Run time.
5 times the retention time of carboplatin

y solution: 1.0 mg/mL of USP Carboplatin RS and 2.0 pg/mL of USP Cisplatin RS in Diluent

on: 1.0 pg/mL of USP Carboplatin RS in Diluent

n: 2.0 pg/mL each of USP Carboplatin RS and USP Cisplatin RS in Diluent

y

>m suitability solution, Sensitivity solution, and Standard solution

lirements

LT 5.0 between cisplatin and carboplatin, System suitability solution

dard deviation: NMT 5.0% for cisplatin and carboplatin, Standard solution
ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of cisplatin in the portion of Injection taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of cisplatin from the Sample solution
aak response of cisplatin from the Standard solution

»ncentration of USP Cisplatin RS in the Standard solution (mg/mL)
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