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153.14
1ino-2-hydroxy-;
cid CAS RN®: 89-57-6; UNII: 4Q81I159GXC.

ins NLT 98.5% and NMT 101.5% of mesalamine (C7H7NO3), calculated on the dried basis.

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

7.1 g of anhydrous dibasic sodium phosphate and 6.9 g of monobasic sodium phosphate to a 1000-mL volumetric flask, add
er, and swirl to dissolve. Add 7.5 mL of a solution of tetrabutylammonium hydroxide 30-hydrate in methanol (1 in 4), dilute
olume, and mix.

ethanol and Buffer (15:85)

'y solution: 0.25 mg/mL of 4-aminosalicylic acid and 0.4 mg/mL of USP Mesalamine RS in Mobile phase

olution: 1 mg/mL of USP Mesalamine RS in Mobile phase

n: 0.4 mg/mL of USP Mesalamine RS in Mobile phase from the Standard stock solution
lution: 1 mg/mL of Mesalamine in Mobile phase

. 0.4 mg/mL of Mesalamine in Mobile phase from the Sample stock solution

> system

aphy (621), System Suitability.)

54 nm
x 30-cm; 10-pym packing L1
_/min
1e: 15 L
y
am suitability solution and Standard solution
lirements
LT 2.0 between 4-aminosalicylic acid and mesalamine, System suitability solution
'* NMT 2.5, Standard solution
dard deviation: NMT 0.73%, Standard solution

dJard solution and Sample solution
: percentage of mesalamine (C7H7N03) in the portion of Mesalamine taken:
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sncentration of Mesalamine in the Sample solution (mg/mL)

ria: 98.5%-101.5% on the dried basis

1€, Chloride(221),

. Disperse 500 mg in 40 mL of water, sonicate for 5 min, and filter the dispersion. Use the filtrate.

nL of nitric acid to the Sample solution.

wia: No more chloride than corresponds to 0.7 mL of 0.020 N hydrochloric acid (0.1%)

1€, Sulfate(221),

. Dissolve 500 mg in water. Filter if necessary. Use the filtrate.

ria: The Sample solution shows no more sulfate than corresponds to 1.0 mL of 0.02 N sulfuric acid (0.2%).

(281): NMT 0.2%

\ND SuLFur Dioxipe

re about 500 mg in 5 mL of 1 N sodium hydroxide, add 6 mL of 3 N hydrochloric acid, and stir vigorously. Hold a piece of
1 acetate test paper over the mixture.

ria: The test paper so obtained does not become discolored.

1osALicyLic Acip AND OTHER RELATED IMPURITIES

t to measure 3-aminosalicylic acid and other related impurities not measured in the test for Content of Aniline, 2-

d 4-Aminophenol.]

ssolve 1.36 g of monobasic potassium phosphate and 2.2 g of sodium 1-octanesulfonate in 890 mL of water, and adjust
c acid to a pH of 2.2. Pass through a filter of 0.5-um or finer pore size. To the filtrate add 80 mL of methanol and 30 mL of

n: 1 pg/mL each of USP Mesalamine RS and 3-aminosalicylic acid in Mobile phase

: 0.5 mg/mL of Mesalamine in Mobile phase. Initially add about 75% of the final volume of Mobile phase, and sonicate briefly
ute with Mobile phase to volume, and mix.

> system

20 nm

m x 15-cm; 5-um packing L7

nL/min

1e: 20 L

1es the retention time of mesalamine

y

ard solution

le 1 for the relative retention times.]

lirements

LT 2 between mesalamine and 3-aminosalicylic acid
dard deviation: NMT 5.0% for both mesalamine and 3-aminosalicylic acid

dard solution and Sample solution
: percentage of 3-aminosalicylic acid:

Result = (r,/rg) x (C/C ) x 100
2ak response of 3-aminosalicylic acid from the Sample solution
aak response of 3-aminosalicylic acid from the Standard solution
sncentration of 3-aminosalicylic acid in the Standard solution (ug/mL)
»ncentration of Mesalamine in the Sample solution (ug/mL)
: percentage of any other impurity:

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