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n Hydrochloride Injection

hloride Injection contains NLT 90.0% and NMT 110.0% of the labeled amount of epirubicin hydrochloride (C27H29NO11 - HCI).

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
rption spectrum of the major peak of the Sample solution and the Standard solution as obtained in the Assay exhibit maxima
: same wavelengths.

olve 2.9 g of sodium lauryl sulfate in 950 mL of water. To the resulting solution add 1.4 mL of phosphoric acid and dilute with

.cetonitrile and Solution A (50:50)
n: 1 mg/mL of USP Epirubicin Hydrochloride RS in Mobile phase
12 Nominally 1T mg/mL of epirubicin hydrochloride from Injection

ic system
raphy (621), System Suitability.)

254 nm. When this procedure is used for Identification test B, use a diode array detector set at 200-400 nm.
im x 25-cm; 5-um packing L1

IL/min

me: 10 pL

ity

lard solution

uirements

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of epirubicin hydrochloride (C,,H,,NO, . - HCI) in the portion of Injection taken:

Result = (r,/rg) x (C/C ) x P x 100
ieak response from the Sample solution
ieak response from the Standard solution

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

iominal concentration of epirubicin hydrochloride in the Sample solution (mg/mL)
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‘e 28 mL of phosphoric acid with water to 1 L.

.cetonitrile, methanol, and Solution A (29:17:54)

trile, methanol, and Solution B (29:17:27)

ity solution: 0.1 mg/mL each of USP Epirubicin Hydrochloride RS and USP Doxorubicin Hydrochloride RS in Mobile phase

ion solution: Dissolve 10 mg of USP Doxorubicin Hydrochloride RS in a mixture of 5 mL of water and 5 mL of phosphoric acid.

| for 30 min. Adjust with 2 M sodium hydroxide to a pH of 2.6. Add 15 mL of acetonitrile and 10 mL of methanol, and mix.
solution: 0.5 mg/mL of USP Epirubicin Hydrochloride RS in Mobile phase
n: 0.01 mg/mL of USP Epirubicin Hydrochloride RS from Standard stock solution in Diluent

12 Nominally T mg/mL of epirubicin hydrochloride from Injection in Diluent. Store at room temperature and use within 4 h.
ic system

254 nm

im x 25-cm; 5-ym packing L13
srature: 35°

mL/min

me: 10 pL

dard solution: About 2 times the retention time of the epirubicin peak

em suitability solution, Peak identification solution, and Sample solution: About 4.5 times the retention time of the

peak

ity

'em suitability solution, Peak identification solution, and Standard solution. [Note—Use the Peak identification solution to identify
icinone peak.]

uirements

NLT 2.0 between epirubicin and doxorubicin, System suitability solution

1dard deviation: NMT 5.0%, Standard solution

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

Result = (r /rg) x (C/C ) x P x (1/F) x100
ieak response of each impurity from the Sample solution
ieak response of epirubicin from the Standard solution
:oncentration of USP_Epirubicin Hydrochloride RS in the Standard solution (mg/mL)
iominal concentration of epirubicin hydrochloride in the Sample solution (mg/mL)

iotency of epirubicin hydrochloride in USP Epirubicin Hydrochloride RS (mg/mg)

elative response factor (see Table 1)

eria: See Table 1. The reporting threshold is 0.05% of the area of the epirubicin peak in the Standard solution.

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