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I Solution, when reconstituted as directed in the labeling, yields a 10 mg/mL solution that contains NLT 90.0% and NMT

beled amount of didanosine (C, H,,N,0,).

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

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

mg/mL of ammonium acetate in water

>etonitrile and Solution A (1:24)

n: 0.1 mg/mL of USP Didanosine RS in water. [Note—Use this solution within 24 h of preparation.]

: 0.1 mg/mL obtained by diluting the contents of 1 bottle of Didanosine for Oral Solution in water. [Note—Use this solution
yreparation.]

> system

54 nm
mn: 4-mm x 25-cm; packing L1
4.6-mm x 420-mm;, (RR 1-May-2018) Packing L1

_/min

20 pL

y

ard solution

lirements

1e: Between 7 and 11 min

iency: NLT 6000 theoretical plates
dard deviation: NMT 1.5%

dard solution and Sample solution

: percentage of C, H.,N,O, in the portion of Oral Solution taken:

Result = (r /r)) x (C//C ) x 100
2ak response of the Sample solution
2ak response of the Standard solution
sncentration of USP Didanosine RS in the Standard solution (mg/mL)

ominal concentration of didanosine in the Sample solution (mg/mL)
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bile phase, Sample solution, Chromatographic system, and System suitability: Proceed as directed in the Assay.

ion: 5 pg/mL of USP Didanosine Related Compound A RS in water

solution within 48 h of preparation.]

ndard solution and Sample solution

he percentage of didanosine related compound A in the portion of Oral Solution taken:

Result = (r /r) x (C/C ) x 100
peak response of didanosine related compound A from the Sample solution

peak response of didanosine related compound A from the Standard solution

concentration of USP Didanosine Related Compound A RS in the Standard solution (mg/mL)

nominal concentration of didanosine in the Sample solution (mg/mL)

iteria: NMT 1%

on, Method 1a(921): NMT 3%

UIREMENTS
RAGE: Preserve in tight containers, and store between 15° and 30°.

2l contains directions for constitution of the powder and states the equivalent amount of C, H. ,N,O, in a given volume of

ned after constitution.
ANDARDS (11)

:d Compound A RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact

10 12 4

Expert Committee

R ORAL SOLUTION Documentary Standards Support

:abase Information: Chromatographic Database

red In:
volume No. PF 34(6)
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