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le Dinitrate Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click
inf.com/rb-isosorbide-dinitrate-tabs-20230526.

e Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of isosorbide dinitrate (CGHSNZOB).

- a suitable quantity of finely powdered Tablets to a glass-stoppered centrifuge tube. Add 10 mL of sodium hydroxide solution
<e to wet the powder, add 15 mL of hexane, and again shake. Centrifuge the mixture, and transfer the upper phase to a

ate the solvent, and dry the residue under vacuum over calcium chloride at room temperature for 16 h.
rria: The IR absorption spectrum of a suitable solution in chloroform of the Sample exhibits maxima only at the same
s that of a similar preparation from the residue obtained from USP Diluted Isosorbide Dinitrate RS.

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

and water (6:94)
anol and water (50:50)

anol
|

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
2.5 100 0
18.0 60 40
18.1 0 100
20.5 0 100
21.0 100 0
26 100 0

)l and water (15:85)
n: 0.25 mg/mL of isosorbide dinitrate prepared as follows. Transfer a suitable portion of USP Diluted Isosorbide Dinitrate RS,

n appropriate amount of isosorbide dinitrate, to a suitable volumetric flask. Add methanol to 10% of the flask volume and
2 with Diluent to 60% of the flask volume, and sonicate with occasional shaking until the solids are dissolved. Cool to room
1d dilute with Diluent to volume.

- Nominally 0.25 mg/mL of isosorbide dinitrate prepared as follows. Transfer a suitable portion of finely powdered Tablets
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m x 5-cm; 5-um packing L1
rature: 30°

_/min

1e: 75 L

y

ard solution

lirements

* NMT 2.0

dard deviation: NMT 1.0%

dJard solution and Sample solution
» percentage of the labeled amount of isosorbide dinitrate (CGH8N208) in the portion of Tablets taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of isosorbide dinitrate from the Sample solution
2ak response of isosorbide dinitrate from the Standard solution

sncentration of isosorbide dinitrate from USP Diluted Isosorbide Dinitrate RS in the Standard solution (mg/mL)

>minal concentration of isosorbide dinitrate in the Sample solution (mg/mL)
ria: 90.0%-110.0%

ESTS

In-2023)
1000 mL
mm

ethanol and pH 3.0, 0.1 M ammonium sulfate (1:1). [Note—Make adjustments, if necessary (see Chromatography (621)

lity), using sulfuric acid for any necessary pH adjustment.]
n: A known concentration of USP Diluted Isosorbide Dinitrate RS in Medium

5: Pass a portion of the solution under test through a suitable filter.
> system
aphy (621), System Suitability.)

20 nm

m x 5-cm; packing L1
nL/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 isosorbide dinitrate (CGHgNZOS) dissolved.

70% (Q) of the labeled amount of isosorbide dinitrate (C,H,N,0,) is dissolved.

'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
hydrochloric acid; 1000 mL
5rpm
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