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athyl-4-nitro-1H-imidazol-5-yl)thiol-;
»imidazol-5-yl)thio]purine CAS RN®: 446-86-6; UNIl: MRK2401Y2L.

tins NLT 98.0% and NMT 102.0% of azathioprine (C;H,N.0,S), calculated on the dried basis.

: IbEnTIFicATION TESTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

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

/L of sodium 1-heptanesulfonate in water

ethanol and Solution A (30:70). Adjust with 1 N hydrochloric acid to a pH of 3.5 + 0.1.

olution: 0.5 mg/mL of USP Azathioprine RS prepared as follows. Transfer USP Azathioprine RS to a suitable volumetric

of the flask volume of methanol and 1% of ammonium hydroxide to the flask. Swirl, and sonicate for 2 min or until dissolved.
‘hanol to volume.

n: 0.1 mg/mL of USP Azathioprine RS in water from the Standard stock solution

: 0.1 mg/mL of Azathioprine prepared as follows. Transfer 50 mg of sample to a 100-mL volumetric flask. Add 25 mL of

1.0 mL of ammonium hydroxide to the flask, swirl, and sonicate for 2 min or until dissolved. Dilute with methanol to volume.
nL of this solution into a 50-mL volumetric flask, and dilute with water to volume.

3 system

54 nm

m x 30-cm; 10-pm packing L1
nL/min

1e: 10 L

y

ard solution

lirements

@ NMT 2

dard deviation: NMT 0.73%

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

>ncentration of Azathioprine in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

of monobasic sodium phosphate. Adjust with phosphoric acid to a pH of 2.5.
anol and Buffer (5:95)

anol and Buffer (60:40)

se Table 1. Return to original conditions, and re-equilibrate the system.

Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
5 100 0
15 0 100
20 0 100

»f sodium hydroxide in water

'y stock solution A: 0.2 mg/mL each of USP Azathioprine Related Compound A RS and USP Mercaptopurine RS prepared as
‘er USP Azathioprine Related Compound A RS and USP Mercaptopurine RS to a suitable volumetric flask. Add 35% of the

f Diluent, and dilute with Buffer to volume.

'y stock solution B: 0.1 mg/mL each of USP Azathioprine Related Compound G RS and USP Azathioprine RS prepared as
‘er USP Azathioprine Related Compound G RS and USP Azathioprine RS to a suitable volumetric flask. Add 35% of the flask
ant, and dilute with Buffer to volume.

y solution: 0.002 mg/mL each of USP Azathioprine Related Compound A RS, USP Mercaptopurine RS, USP Azathioprine
»und G RS, and USP Azathioprine RS prepared as follows. Transfer 1 mL of System suitability stock solution A and 2 mL of
lity stock solution B to a 100-mL volumetric flask. Add 35 mL of Diluent, and dilute with Buffer to volume.

olution: 0.1 mg/mL of USP Azathioprine RS prepared as follows. Transfer USP Azathioprine RS to a suitable volumetric

of the flask volume of Diluent, and dilute with Buffer to volume.

n: 0.1 yg/mL of USP Azathioprine RS in Buffer from Standard stock solution

0.1 mg/mL of Azathioprine prepared as follows. Transfer Azathioprine to a suitable volumetric flask. Add 35% of the flask

luent, and dilute with Buffer to volume.
> system
aphy (621), System Suitability.)

40 nm

m x 15-cm; 5-pm packing L11

rature: 30°

nL/min

1e: 20 L

y

n suitability solution

lirements

LT 2 between azathioprine related compound A and mercaptopurine; NLT 2 between azathioprine related compound G and
e

dard solition and Samnle solition
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