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2 from the Expert Committee that posted in conjunction with this accelerated revision, please click
pnf.com/rb-cidofovir-20190601
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[[2-(4-amino-2-oxo-1(2H)-pyrimidyl)-1-(hydroxymethyl)ethoxylmethyl]-, dihydrate, (S)-;
-(phosphonylmethoxy)propyllcytosine dihydrate CAS RN®: 149394-66-1.

279.19 CASRN®: 113852-37-2.

3 NLT 98.0% and NMT 102.0% of cidofovir (CBH N306P), calculated on the anhydrous basis.
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¢ IoentiFicaTion Tests (197), Infrared Spectroscopy: 197K 4 (cN 1-Mav-2020)

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

:ontaining cidofovir are stable at room temperature for 8 h.]

:onitrile 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 (22:78)

in: 0.1 mg/mL of USP Cidofovir RS in water

12 0.1 mg/mL of Cidofovir in water

ic system
raphy (621), System Suitability.)

274 nm

im x 25-cm; 5-um packing L1
arature: 30°

IL/min

me: 20 pL
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e percentage of cidofovir (C;H, ,N,0,P) in the portion of Cidofovir taken:

14
Result = (r /r)) x (C/C) x 100

ieak response from the Sample solution

ieak response from the Standard solution

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

:oncentration of Cidofovir in the Sample solution (mg/mL)

eria: 98.0%—-102.0% on the anhydrous basis

19:
ON(281)

m the ignition at 850 + 50°; silica crucibles are suitable.

eria: NMT 0.5%, (RB 1-Jun-2019)

:ontaining cidofovir are stable at room temperature for 8 h.]

1d Chromatographic system: Proceed as directed in the Assay with a run time four times the retention time of cidofovir.

ity solution: 1.5 pg/mL each of USP Cidofovir Related Compound A RS and USP Cidofovir Related Compound B RS in water
n: 0.001 mg/mL of USP Cidofovir RS in water

12 T mg/mL of Cidofovir in water

ity

‘em suitability solution and Standard solution

)le 1 for relative retention times.]

uirements
NLT 1.5 between cidofovir related compound A and cidofovir related compound B, System suitability solution
1dard deviation: NMT 5%, Standard solution

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

Result = (r,/rg) 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)
:oncentration of Cidofovir in the Sample solution (mg/mL)

elative response factor (see Table 1)

eria
writies: See Table 1. Disregard any impurity peaks less than 0.02%.

Table 1

Relative Relative Acceptance

Datantiann DAacnancn Nuitavia
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