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r Injection

1 is a sterile aqueous solution. It contains an amount of cidofovir equivalent to NLT 95.0% and NMT 105.0% of the labeled

drous cidofovir (C,H, ,N,O.P).

IoenTiFicaTioN TESTs (197), Ultraviolet-Visible Spectroscopy: 197U
n: 7.5 pg/mL of USP Cidofovir RS in water. Adjust with 0.1 N sodium hydroxide to a pH of 7.5.
12 Nominally 7.5 pg/mL of cidofovir from Injection in water

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

lonitrile and water (40:60)

1.2 g of dibasic ammonium phosphate and 2.0 g of tetrabutylammonium phosphate in 1 L of water. Adjust with ammonium
pH of 9.2.

‘olution A and Buffer (20:80)

n: 0.17 mg/mL of USP Cidofovir RS in water. [Note—0.17 mg/mL of USP Cidofovir RS is equivalent to 0.15 mg/mL of

1e anhydrous basis.]

12 Nominally 0.15 mg/mL of cidofovir from Injection in water

ic system
raphy (621), System Suitability.)

274 nm
im x 25-cm; 5-um packing L1

r: 10°

IL/min

me: 20 pL

ty

lard solution

uirements

r: NMT 1.5

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of anhydrous cidofovir (C,H, ,N,O,P) in the portion of Injection taken:

14
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iominal concentration of anhydrous cidofovir in the Sample solution (mg/mL)

eria: 95.0%—-105.0% on the anhydrous basis

1d Chromatographic system: Proceed as directed in the Assay with a run time NLT 4.5 times the retention time of cidofovir.
n: 0.0015 mg/mL of USP Cidofovir RS in water

12 Nominally 1.5 mg/mL of anhydrous cidofovir from Injection in water

ity

lard solution

uirements

1dard deviation: NMT 5.0%

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

Result = (r,/r;) x (C//C ) x (1/F) x 100
ieak response of each individual impurity from the Sample solution
ieak response of cidofovir from the Standard solution
:oncentration of USP Cidofovir RS in the Standard solution (mg/mL)
iominal concentration of anhydrous cidofovir 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 (%)
)|
0.30
ated compound AR 0.54 - -
ated compound B 0.63 - -
1.0 - -
il
1.4 0.59 6.0
sirkd 2.0 - -
al
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