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its contain NLT 93.0% and NMT 107.0% of the labeled amount of azathioprine (C9H7N7OZS).

»n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 usp

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (ysp

ssolve 1.1 g of sodium 1-heptanesulfonate in 700 mL of water, and add 300 mL of methanol. Adjust the solution with 1 N

sidtoapHof3.5.4, (USP 1-May-2020)
olution: 0.5 mg/mL of USP Azathioprine RS prepared as follows. Transfer USP Azathioprine RS to a suitable volumetric

hanol equivalent to 30% of the flask volume and ammonium hydroxide equivalent to 1% of the flask volume, swirl, and

min. Dilute with methanol to volume.

n: 0.1 mg/mL of USP Azathioprine RS in water prepared 4from the Standard stock solution 5 (USP 1-May-2020)

lution: Nominally 0.5 mg/mL of azathioprine prepared as follows. AFiner powder NLT 20 Tablets and transfer a portion of
a suitable volumetric flask. Add methanol equivalent to 25% of the flask volume and ammonium hydroxide equivalent to 1%

ume, swirl, and sonicate for 2 min. Dilute with methanol to volume. Allow the excipients to settle. 5 (Usp 1-May-2020)

' Nominally 0.1 mg/mL of azathioprine 4from the Sample stock solution in water. Pass a portion of the solution through a
 0.45-um pore size. 5 (UspP 1-May-2020)

> system

aphy (621), System Suitability.)

54 nm. AFor Identification B, use a diode array detector in the range of 200-400 nm. , (USP 1-May-2020)

x 30-cm; 410-um, (Usp 1-May-2020) Packing L1
_/min
1e: 10 L
y
ard solution
lirements

1ay-2020)
© NMT 1.5
dard deviation: NMT 2.0%
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2ak response of azathioprine from the Standard solution

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

»minal concentration of azathioprine in the Sample solution (mg/mL)
wria: 93.0%-107.0%

ESTS

200 mL
rpm

n: USP Azathioprine RS in Medium

5: APass portions of the solution under test through a suitable (USP 1-May-2020) filter and dilute with Medium, if necessary, to

n similar to that of the Standard solution.
iditions

elength: Maximum absorbance at about 280 nm

dard solution and Sample solutions
» percentage of the labeled amount of azathioprine (CgH7N7OZS) dissolved:

Result = (A /A) x C x Vx D x (1/L) x 100
ysorbance of the Sample solution
ysorbance of the Standard solution
sncentration of azathioprine in the Standard solution (mg/mL)

Jlume of Medium, 900 mL
lution factor for the Sample solution, if applicable

bel claim (mg/Tablet)

1y-2020)

75% (Q) of the labeled amount of azathioprine (C;H,N,0,S) is dissolved.

«6E Units (905): Meet the requirements

S

ns from light.

ssolve 1.2 g of sodium 1-heptanesulfonate in 750 mL of water, and add 250 mL of methanol. Adjust the solution with 1 N
sid to a pH of 3.0.

'y stock solution: 0.25 mg/mL each of USP Mercaptopurine RS, USP Azathioprine Related Compound A RS, and

troimidazole in methanol
y solution: 0.5 mg/mL of USP Azathioprine RS and 0.005 mg/mL each of USP Mercaptopurine RS, USP Azathioprine Related
'S, and chloromethylnitroimidazole prepared as follows. Transfer a suitable amount of USP Azathioprine RS to a suitable

k. Add methanol equivalent to 20% of the flask volume and sonicate to dissolve. Add a suitable amount of the System
¢ solution and dilute with Mobile phase to volume.
olution: 0.25 mg/mL of USP Azathioprine RS prepared as follows. Transfer a suitable amount of USP Azathioprine RS to a

etric flask. Add methanol equivalent to 75% of the flask volume, sonicate to dissolve, and dilute with methanol to volume.
n: 0.005 mg/mL of USP Azathioprine RS in Mobile phase from the Standard stock solution
on: N NNN5 ma/ml of ISP Azathionrine RS in Mnhile nhase from the Standard solition
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