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1000
        Initial
    25°C ± 2°C/60% RH ± 5% RH
        1 month
        3 month
        6 month
        9 month
        12 month
    40°C ± 2°C/75% RH ± 5% RH
        12 month

Appearance
Appearance

White to off white tablet

White to off white tablet
White to off white tablet
White to off white tablet
White to off white tablet
White to off white tablet

-----

Assay
Aspirin
% label claim

100.0

98.9
99.1
98.4
97.6
96.5

-----

Assay
Impurity A
%

0.1

0.1
0.2
0.2
0.3
1.0

-----

Assay
Impurity B
%

0.1

0.2
0.1
0.2
0.3
0.7

-----

Assay
Total Impurities
%

0.2

0.3
0.3
0.4
0.6
1.7

-----

Moisture (KF)
Moisture (KF)
%

1.1

1.2
1.2
1.3
1.5
1.8

-----

Hardness
Hardness
kp

90.0

90.5
90.7
90.1
89.1
87.1

-----

Dissolution
Aspirin, individual @ 45 min
% l.c.

99, 98, 97, 99, 98, 97

99, 98, 97, 98, 97, 99
98, 99, 97, 99, 98, 97
98, 99, 99, 99, 99, 98
97, 97, 98, 97, 98, 97
97 (U), 98 (U), 96 (U), 98 (U), 97 (U), 96 (U)

79 (U)

Dissolution
Aspirin, mean @ 45 min
% l.c.

98

98
98
99
98
98 (U)

-----

Dissolution
Aspirin, rsd @ 45 min
%

0.1

0.1
0.1
0.1
0.1
0.1 (U)

-----


