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n Injection

|is a sterile solution of Cisplatin in Water for Injection. It contains NLT 90.0% and NMT 110.0% of the labeled amount of
N, Pt).
2

splatin is potentially cytotoxic. Great care should be taken in handling the powder and preparing solutions.]

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

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

the platinum containing solutions from light. Do not heat the platinum containing solutions, and use them within 4 h.]

Jissolve 1.08 g of octanesulfonic acid sodium salt, 1.70 g of tetrabutylammonium hydrogen sulfate, and 2.72 g potassium

ynobasic in 950 mL of water. Adjust with 1 N sodium hydroxide to a pH of 5.9 and transfer to a 1000-mL volumetric flask.
ter to volume.

of sodium chloride in water

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

12 Nominally 1.0 mg/mL of cisplatin from Injection in Diluent

ic system
agraphy (621), System Suitability.)

210 nm. For Identification A, use a diode array detector in the range of 200—400 nm.
im x 250-mm; 4-um packing L7

arature: 30°

mL/min

me: 10 pL

ty

lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 2.0%

1dard solution and Sample solution
e percentage of the labeled amount of cisplatin (CIZHGNZPt) in the portion of the Injection taken:

Result = (r /r;) x (C/C ) x 100
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eria: 90.0%-110.0%

B

the platinum containing solutions from light. Do not heat the platinum containing solutions, and use them within 4 h.]

iluent, Sample solution, and Chromatographic system: Proceed as directed in the Assay, except for the Injection volume and

me: 20 pL

'8 times the retention time of cisplatin

ity solution: 1.0 mg/mL of USP Cisplatin RS, 0.017 mg/mL of USP Transplatin RS, and 0.02 mg/mL of USP Potassium
ineplatinate RS in Diluent

iion: 0.5 pg/mL of USP Cisplatin RS in Diluent

n: 0.002 mg/mL of USP Cisplatin RS, 0.01 mg/mL of USP Transplatin RS, and 0.02 mg/mL of USP Potassium
ineplatinate RS in Diluent

ity

‘em suitability solution, Sensitivity solution, and Standard solution

platin aquo complex peak is observed in the System suitability solution and Sample solution. The relative retention times for
sisplatin aquo complex peaks are 1.00 and 1.13, respectively.]

uirements

NLT 2.5 between transplatin and aminotrichloroplatinum; NLT 2.5 between aminotrichloroplatinum and cisplatin, System
solution

1dard deviation: NMT 10.0% for cisplatin; NMT 5.0% for transplatin and aminotrichloroplatinum, Standard solution

sise: NLT 10 for cisplatin, Sensitivity solution

1dard solution and Sample solution
e percentage of transplatin in the portion of Injection taken:

Result = (r/rg) x (C/C) x 100
ieak area of transplatin from the Sample solution
ieak area of transplatin from the Standard solution

:oncentration of USP Transplatin RS in the Standard solution (mg/mL)

iominal concentration of cisplatin in the Sample solution (mg/mL)

e percentage of aminotrichloroplatinum in the portion of Injection taken:
Result = (r,/rg) x (C/C ) x (M_,/M ,) x 100

peak area of aminotrichloroplatinum from the Sample solution

peak area of aminotrichloroplatinum from the Standard solution

concentration of USP Potassium Trichloroammineplatinate RS in the Standard solution (mg/mL)

nominal concentration of cisplatin in the Sample solution (mg/mL)
molecular weight of aminotrichloroplatinum, 318.47

molecular weight of potassium trichloroammineplatinate, 357.56
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