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1e for Injection

ction is a sterile, crystalline substance suitable for parenteral use. It contains NLT 90.0% and NMT 110.0% of the labeled

»stine (C,H,,N,0,PS).

penTiFicATioN Tests (197), Infrared Spectroscopy: 197K
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

of sodium 1-hexanesulfonate. Adjust with phosphoric acid to a pH of 3.0.

ethanol and Buffer (7:18)

n: 3 mg/mL of USP Amifostine RS in water. [Note—Inject immediately after preparation, or refrigerate until use.]

: 3 mg/mL of amifostine from Amifostine for Injection, in water. [Note—Inject immediately after preparation, or refrigerate

> system
aphy (621), System Suitability.)

20 nm

m x 25-cm; 5-um packing L7
amperature: 4°

nL/min

10 uL

y

ard solution

lirements

iency: NLT 1000 theoretical plates
@ NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of C_H, .N,0,PS in the portion of Amifostine for Injection taken:

Result = (r,/r) x (C,/C ) x 100
2ak responses from the Sample solution
2ak responses from the Standard solution
oncentration of USP Amifostine RS in the Standard solution (mg/mL)
ominal concentration of amifostine in the Sample solution (mg/mL)
wia: 90.0%-110.0%
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ion 2: 15 pg/mL of sodium thiophosphate and 13 pg/mL of N,N-dimethylformamide in water. [Note—The retention times of
»hosphate and N,N-dimethylformamide are about 2 min and about 3.6 min, respectively.]

n: 2.4 mg/mL of amifostine from Amifostine for Injection in water. [Note—Inject immediately after preparation.]

lity

ndard solution 1 and Standard solution 2

guirements

andard deviation: NMT 10.0%, Standard solution 7; NMT 4.0%, Standard solution 2

ndard solution 1, Standard solution 2, and Sample solution
he percentage of amifostine thiol in the portion of sample taken:

Result = (r /ry) x (C4/C ) x (M_/M_) x 100
: peak response of amifostine thiol from the Sample solution
: peak response of amifostine thiol from Standard solution 1

: concentration of USP Amifostine Thiol RS in Standard solution 1 (mg/mL)

: concentration of amifostine in the Sample solution (mg/mL)
: molecular weight of amifostine thiol, 134.24
: molecular weight of amifostine thiol dihydrochloride, 207.17
he percentage of sodium thiophosphate or N,N-dimethylformamide in the portion of sample taken, if present:
Result = (r /ry) x (C4/C ) x 100
peak response of sodium thiophosphate or N,N-dimethylformamide from the Sample solution
peak response of sodium thiophosphate or N,N-dimethylformamide from Standard solution 2
concentration of sodium thiophosphate or N,N-dimethylformamide in Standard solution 2 (mg/mL)
concentration of amifostine in the Sample solution (mg/mL)
he percentage of any other individual, unspecified impurity in the portion of sample taken:
Result = (r /r,) x 100
peak response of each individual impurity in the Sample solution
total of all peak responses in the Sample solution

iteria: NMT 0.1% of sodium thiophosphate; NMT 0.088% of N,N-dimethylformamide; NMT 0.1% of any other individual
mpurity

of sodium 1-octanesulfonate. Adjust with trifluoroacetic acid to a pH of 2.5+ 0.1.

Acetonitrile and Buffer (1:3)

ion: 46 pg/mL of USP Amifostine Disulfide RS in water

n: Dilute a quantity of Amifostine for Injection in water to prepare a solution equivalent to 10 mg/mL. [NoTe—Inject
after preparation.]

hic system

tography (621), System Suitability.)

247 nm
mm x 25-cm; 5-pum packing L1
temperature: 4°

Y ml /min
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