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1e Phosphate for Injection

1ate for Injection is sterile, lyophilized powder of Etoposide Phosphate and suitable added substances. It contains NLT 90%
of the labeled amount of etoposide phosphate ( C,,H,,0, P).

»poside phosphate is potentially cytotoxic. Great care should be taken to prevent inhaling particles and exposing the skin to

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

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

/L of ammonium phosphate, monobasic in water

.cetonitrile and Solution A (15:85). Adjust with phosphoric acid to a pH of 2.5.
n: 0.24 mg/mL of USP Etoposide Phosphate RS in Mobile phase. Sonicate to assist with dissolution.

12 Nominally equivalent to 0.24 mg/mL of etoposide phosphate in Mobile phase from Etoposide Phosphate for Injection.
isist with dissolution.

ic system

agraphy (621), System Suitability.)

230 nm. For Identification B, use a diode array detector in the range of 190-400 nm.
im x 15-cm; 5-um packing L11

mL/min

me: 25 pL

ity

lard solution

uirements

r: NMT 1.5

1dard deviation: NMT 1.0%

1dard solution and Sample solution

e percentage of the labeled amount of etoposide phosphate (C29H33016P) in the portion of Etoposide Phosphate for Injection

Result = (r /r;) x (C/C ) x 100

ieak response of etoposide phosphate from the Sample solution
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"ESTS
Ace Units (905): Meets the requirements

ample solution, and Chromatographic system: Proceed as directed in the Assay.

solution A: Use the Standard solution in the Assay.

n A: 2.4 ug/mL of USP Etoposide Phosphate RS in Mobile phase, from Standard stock solution A
solution B: 0.024 mg/mL of USP Etoposide RS in acetonitrile

n B: 4.8 pg/mL of USP Etoposide RS in Mobile phase

iion: 0.24 pg/mL of USP Etoposide Phosphate RS in Mobile phase, from Standard solution A

ity

1dard solution A, Standard solution B, and Sensitivity solution

uirements

1dard deviation: NMT 10% for etoposide phosphate and etoposide, Standard solution A and Standard solution B
sise ratio: NLT 10, Sensitivity solution

ple solution, Standard solution A, and Standard solution B
e percentage of etoposide in the portion of Etoposide Phosphate for Injection taken:

Result = (r /r;) x (C/C ) x 100
ieak area of etoposide from the Sample solution
ieak area of etoposide from Standard solution B
:oncentration of USP _Etoposide RS in Standard solution B (mg/mL)

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

e percentage of lignan P phosphate and each individual unspecified impurity in the portion of Etoposide Phosphate for

:aken:

Result = (r,/rg) x (C/C ) x (1/F) x 100
ieak area of lignan P phosphate and each individual unspecified impurity from the Sample solution
ieak area of etoposide phosphate from Standard solution A

:oncentration of USP Etoposide Phosphate RS in Standard solution A (mg/mL)

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

elative response factor (see Table 1)

eria: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
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