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ne Delayed-Release Capsules

d-Release Capsules contain NLT 90.0% and NMT 110.0% of the labeled amount of didanosine (C, H,,N,0,).

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

tIoeniFicaTion Tests (197), Infrared Spectroscopy: 197A or 197K, (o 1-May-2020)

he contents of a suitable number of Capsules, and grind to a fine powder.

of ammonium acetate in water and pass through a suitable membrane filter of 0.45-um pore size

>etonitrile and Buffer (35:965)

of dibasic potassium phosphate and adjust with phosphoric acid to a pH of 7.5. Use within two weeks of preparation.

n: 0.1 mg/mL of USP Didanosine RS in water

lution: Nominally prepare a solution at 0.6 mg/mL to 2.0 mg/mL of didanosine as follows. Mix a composite of the Capsule
NLT 20 Capsules in a suitable container, weigh 1 Capsule fill weight, transfer to a suitable size volumetric flask, and add 50%
1me of Diluent. Stir, shake or sonicate to dissolve. Cool to room temperature, and dilute with Diluent to final volume.

- Nominally 0.1 mg/mL of didanosine in Diluent from the Sample stock solution and use within 24 h

> system

aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-um packing L1
_/min

1e: 20 L

y

ard solution

lirements

' NMT 1.5

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of didanosine (C N,O,) in the portion of Capsules taken:

10H12
Result = (r,/r)) x (C/C ) x 100

2ak response of didanosine from the Sample solution

2ak response of didanosine from the Standard solution

»ncentration of USP Didanosine RS in the Standard solution (mg/mL)

»minal concentration of didanosine in the Sample solution (mg/mL)
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fium: 0.1 N hydrochloric acid and 0.2 M tribasic sodium phosphate (3:1). Adjust with phosphoric acid or 10 N sodium
pH of 6.8; 1000 mL

L of monobasic potassium phosphate in water

) rpm

|
5 min

setonitrile and Buffer 2 (2:98)

 Run the Acid stage. After the time specified, withdraw a portion of the solution under test, and pass it through a suitable
rate, add a volume of 10 N sodium hydroxide equivalent to 1% of the filtrate volume. Raise the basket. Discard the Acid stage
he vessels. Rinse the vessel with water. Add the Buffer stage medium pre-warmed to the vessel. After the time specified,

tion of the solution under test and pass it through a suitable filter. Store the acid stage and buffer stage filtrates at 5°.
olution: 0.8 mg/mL of USP Didanosine RS in water

ed compound A standard stock solution: 0.1 mg/mL of USP Didanosine Related Compound A RS in water

n: Accurately transfer portions of the Standard stock solution and the Didanosine related compound A standard stock solution

: flask, and dilute with water to volume to obtain a didanosine final concentration of (L/1000) mg/mL where L is the Capsule
ng and 0.01 mg/mL of didanosine related compound A.

> system

aphy (621), System Suitability.)

70 nm

m x 5-cm; 5-um packing L7

_/min

rature: 5°

1e: 10 L

y

ard solution

lirements

'* NMT 2.0 for both the didanosine and didanosine related compound A peaks

dard deviation: NMT 2.0% for the didanosine peak and NMT 5.0% for the didanosine related compound A peak

dard solution and Sample solution
: percentage of didanosine as calculated based on response of didanosine related compound A released in the Acid stage:

Result = (r,/r) x (C/L) x D x (M_/M ) x V x 100

» percentage of didanosine released in the Buffer stage:

Result = (r,/ry) x (C/L) x D x V x 100

reak response from the Sample solution. [Note—During the Acid stage, didanosine is converted to didanosine related
sompound A so the peak response is the hypoxanthine peak.]

reak response from the Standard solution. [Note—During the Acid stage, didanosine is converted to didanosine related
sompound A so the peak response is the hypoxanthine peak.]

:oncentration of USP Didanosine Related Compound A RS in the Standard solution for the Acid stage or concentration of USP
didanosine RS in the Standard solution for the Buffer stage (mg/mL)

abel claim (mg/Capsule)
lilution factor of the Sample solution, if applicable

nolecular weight of didanosine, 236.2

nolecular weight of didanosine related compound A, 136.11
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