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le Mononitrate Extended-Release Tablets

itrate Extended-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of isosorbide mononitrate

OMATOGRAPHIC IDENTIFICATION TEST (201)

n: 0.5 mg/mL of isosorbide mononitrate 4in absolute alcohol , (USP 1-Dec-2024) from USP Diluted Isosorbide Mononitrate

1c-2024)

lution: ANominally 2.4 mg/mL of isosorbide mononitrate prepared as follows. Finely powder NLT 20 Tablets and transfer a
n of the powder to a suitable container. Add a suitable volume of absolute alcohol, sonicate for 10 min, and centrifuge. Use
1. A (USP 1-Dec-2024)

: Nominally 0.48 mg/mL of isosorbide mononitrate in absolute alcohol, from 4Sample stock solution 4 (usp 1-Dec-2024)

> system

.25-mm layer of chromatographic silica gel mixture 5 (usp 1-Dec-2024)

lume: 20 pL
vent system: Chloroform and methanol (95:5)
Dissolve 1 g of soluble starch in 100 mL of boiling water. Cool, and add 0.5 g of potassium iodide.

dard solution and Sample solution

plate under short-wave UV light, marking any observed spots. Visualize nitrates on the plate by spraying with Spray reagent
1ating with short-wave UV light for 10 min.

ria: Isosorbide mononitrate and other nitrates appear as a violet spot on a white-to-light-violet background.

time of the major peak of the Sample solution corresponds to that of Standard solution 4B, (USP 1-Dec-2024) @s obtained in

ethanol and water4(20:80) o (Usp 1-Dec-2024)

n A: 0.15 mg/mL of isosorbide mononitrate related compound A 4in water, 5 (Usp 1-Dec-2024) from USP Diluted Isosorbide

slated Compound A RS4 , (ysp 1-pec-2024)

n B: 40.12 mg/mL of isosorbide mononitrate prepared as follows. Transfer a suitable amount of USP Diluted Isosorbide
3 to a suitable volumetric flask, dissolve in a suitable volume of water, add methanol to 20% of the final volume, and dilute

olume. 5 (USP 1-Dec-2024)

'y solution: 4, (USP 1-Dec-2024) 012 mg/mL of isosorbide mononitrate and 6 pg/mL of isosorbide mononitrate related

repared as follows. ATransfer a suitable amount of USP Diluted Isosorbide Mononitrate RS to a suitable volumetric flask,
Jitable volume of water. Add a suitable amount of Standard solution A, add methanol to 20% of the final volume, 4 (usp 1-Dec-
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: ANominally 0.12 mg/mL of isosorbide mononitrate prepared as follows. Dilute the Sample stock solution with water and
of the solution through a suitable filter of 0.45-um pore size. 4 (Usp 1-Dec-2024)

> system

20 nm
x 12.5-cm; 45-4m, (ysp 1-Dec-2024) Packing L1
nL/min
1e: 20 L
T 2 times the retention time of isosorbide mononitrate 4 (USP 1-Dec-2024)
y
dard solution B and System suitability solution
lative retention times for isosorbide mononitrate related compound A and isosorbide mononitrate are 0.8 and 1.0,

(USP 1-Dec-2024)
lirements

LT 1.5 between isosorbide mononitrate related compound A and isosorbide mononitrate, System suitability solution
» NMT 1.5, Standard solution B

dard deviation: NMT 41.0%,, (USP 1-Dec-2024) Standard solution B

dJard solution B and Sample solution
» percentage of the labeled amount of isosorbide mononitrate (C6H9N06) in the portion of Tablets taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of isosorbide mononitrate from the Sample solution
aak response of isosorbide mononitrate from Standard solution B
sncentration of isosorbide mononitrate in Standard solution B (mg/mL)
>minal concentration of isosorbide mononitrate in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

r; 900 mL

0 rpm; Tablets are placed in a metal helix prepared by winding 10 in of a 0.8-mm stainless steel wire around a 9/32-in shaft
1e coils to form a helix 1 in long.

3,and 12 h

Methanol and water4(30:70) 5 (usp 1-Dec-2024)

ion: (L/1000) Amg/mL of isosorbide mononitrate from, (USP 1-Dec-2024) USP Diluted Isosorbide Mononitrate RS in Medium,
e label claim in mg/Tablet
mn: APass a portion of the solution under test, (USP 1-Dec-2024) through a suitable nylon filter of 0.45-ym pore size, discarding

mL of the filtrate.
hic system
tography (621), System Suitability.)

220 nm
mm x 25-cm; 45-4m 4 (usp 1.Dec-2024) Packing L1

nL/min
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ndard solution and Sample solution

the concentration (Ci) of isosorbide mononitrate (C,H,NO,) in the sample withdrawn from the vessel at each time point (i):
Result, = (r /rg) x Cg

peak response of isosorbide mononitrate from the Sample solution

peak response of isosorbide mononitrate from the Standard solution

concentration of isosorbide mononitrate in the Standard solution (mg/mL)
he percentage of the labeled amounts of isosorbide mononitrate (CGHQNOE,) dissolved at each time point (i):
Result, = C, x Vx (1/L) x 100
Result, ={[C, x (V - V)] + (C, x V)} x (1/L) x 100
Result, = ({C, x [V - (2x V)I} +[(C, + C,) x V]) x (1/L) x 100
Result, = ({C, x [V - 3x V)I} +[(C, + C,+ C,) x V]) x (1/L) x 100
Result, = ({C x [V - (4x V I} +[(C,+ C,+ C,+ C,) x V]) x (1/L) x 100
concentration of isosorbide mononitrate in the portion of sample withdrawn at the specified time point (mg/mL)

volume of Medium, 900 mL
label claim (mg/Tablet)

volume of Sample solution withdrawn at each time point (ML) 4 (usP 1-Dec-2024)

e Table 1.
Table 1
A .
Time Point Time Amount Dissolved

(N (UsP 1-Dec-2024) (h) (%)
A1

A (USP 1-Dec-2024) 1 15-35
A7

A (USP 1-Dec-2024) 2 28-48
A3

A (USP 1-Dec-2024) 4 43-68
Ay

A (USP 1-Dec-2024) 8 65-90
A5, (USP 1-Dec-2024) 12 NLT 80

1ges of the labeled amount of isosorbide mononitrate (C,H,;NO,) dissolved at the times specified conform to Dissolution

eptance Table 2.

duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.
lated gastric fluid (without enzymes); 500 mL

0 rpm

and 12 h

Methanol and water4(40:60) 5 (ysp 1-pec-2024)
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tography (621), System Suitability.)

220 nm

mm x 25-cm; 10-uym packing L1

nL/min

mme: 20 pL

ILT 1.6 times the retention time of isosorbide mononitrate, (usp 1-pec-2024)
lity

'dard solution

guirements

andard deviation: NMT 2.0%

ndard solution and Sample solution

he concentration (C) A (USP 1-Dec-2024) Of isosorbide mononitrate A(CéHgNOG) in the sample withdrawn from the vessel

52024) @t each time point (i):

AResult = (r,/r) x Cg

P 1-Dec-2024) = peak response of isosorbide mononitrate from the Sample solution , (USP 1-Dec-2024)

= peak response of isosorbide mononitrate from the Standard solution

= concentration of isosorbide mononitrate in the Standard solution (mg/mL)

he percentage of the labeled amount of isosorbide mononitrate (C,H,NO,) dissolved at each time point (i):

AResult, = C, x Vx (1/L) x 100

Result, ={[C, x (V - V)] +(C, x V )} x (1/L) x 100
Result, = ({C, x [V - 2 x VI} + [(C, + C,) x V]) x (1/L) x 100

Result, = ({C, x [V - 3 x VI} + [(C, + C, + C,) x V]) x (1/L) x 100

concentration of isosorbide mononitrate in the portion of sample withdrawn at the specified time point (mg/mL)

volume of Medium, 500 mL

label claim (mg/Tablet)

volume of Sample solution withdrawn at each time point (mL) , (USP 1-Dec-2024)

e Table 2.
Table 2
ATime Point Time Amount Dissolved
(Na (USP 1-Dec-2024) (h) (%)
414 (USP 1-Dec-2024) 1 25-45
42, (USP 1-Dec-2024) 2 35-60
A3, (USP 1-Dec-2024) 6 65-90
A4A N1eD 1_-Nanr-27N2 1\ 19 NIT Qn
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and 12 h

'r 15.4 g of ammonium acetate and 11.5 mL of 4glacial acetic acid, (USP 1-Dec-2024) t0 @ 1-L volumetric flask containing 500
Adjust with 4glacial acetic acid, (USP 1-Dec-2024) t0 @ pH of 4.7, and dilute with water to volume.

Methanol, Buffer, and water4(30:10:60) , (USP 1-Dec-2024)

t solution: 0.12 mg/mL of isosorbide mononitrate from USP Diluted Isosorbide Mononitrate RS in Medium
ion

ibeled to contain 30 mg: 0.06 mg/mL of isosorbide mononitrate in Medium, from the Standard stock solution
ibeled to contain 60 mg: Use the Standard stock solution with no further dilution.

n: Pass 4a portion, (USP 1-Dec-2024) Of the solution under test through a suitable filter of 0.45-um pore size.
hic system

tography (621), System Suitability.)

220 nm

mm x 15-cm; 5-um packing L1
nL/min

mme: 100 pL

ILT 1.8 times the retention time of isosorbide mononitrate (ysp 1-pec-2024)
ility

'dard solution

guirements

andard deviation: NMT 2.0%

ndard solution and Sample solution
he concentration (C) A (USP 1-Dec-2024) Of isosorbide mononitrate A(CGHgNOG) in the sample withdrawn from the vessel 4

22024) @t each time point (i):
A -
Result, = (r /rg) x Cg
iP 1-Dec-2024) = peak response of isosorbide mononitrate from the Sample solution‘A (USP 1-Dec-2024)
= peak response of isosorbide mononitrate from the Standard solution
= concentration of isosorbide mononitrate in the Standard solution (mg/mL)

he percentage of the labeled amount of isosorbide mononitrate (C,H,NO,) dissolved at each time point (i):

AResult, = C, x Vx (1/L) x 100
Result, ={[C, x (V - V)] + (C, x V )} x (1/L) x 100
Result, = ({C, x [V - (2 x VI +[(C, + C,) x V]) x (1/L) x 100
Result, = ({C, x [V - (3 x V) +[(C, + C,+ C,) x V]) x (1/L) x 100
concentration of isosorbide mononitrate in the portion of sample withdrawn at the specified time point (mg/mL)

volume of Medium, 500 mL
label claim (mg/Tablet)

volume of Sample solution withdrawn at each time point (mL) , (USP 1-Dec-2024)

e Table 3.

Table 3
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