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Tablets

ontain NLT 90.0% and NMT 110.0% of the labeled amount of baclofen (CmHnCINOZ).

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

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

/L of monobasic sodium phosphate and 1.7 g/L of sodium 1-pentanesulfonate in water. Adjust with 1.5 M phosphoric acid

0.
dnitrile and methanol (50:50)
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 65 35
5 65 35
15 45 55
25 45 55
27 65 35
35 65 35
A and Solution B (65:35)

n: 200 pg/mL of USP Baclofen RS in Diluent

 Nominally 200 pg/mL of baclofen prepared as follows. Finely powder NLT 20 Tablets and transfer a portion of the powder to
volumetric flask. Add Diluent to about 80% of the flask volume, sonicate for 10 min, and shake by mechanical means for 30

1 Diluent to volume. Centrifuge a portion of this solution and use the supernatant.

> system

25 nm. For Identification B, use a diode array detector in the range of 200-400 nm.

m x 25-cm; 5-um packing L1
rature: 35°

nL/min

1e: 10 L

y
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Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Baclofen RS in the Standard solution (ug/mL)

>minal concentration of baclofen in the Sample solution (ug/mL)
wria: 90.0%-110.0%

ESTS

ms
hydrochloric acid; 500 mL for Tablets containing NMT 10 mg of baclofen; 1000 mL for Tablets containing more than 10 mg

rmnmm

g/L of sodium 1-pentanesulfonate in water
ethanol, 0.3 N acetic acid, and Solution A (44:55:2)
n: USP Baclofen RS in Medium

. Use a portion of the solution under test.

> system

aphy (621), System Suitability.)

65 nm

m x 30-cm; 10-um packing L1

nL/min

1e: 190 pL

2 times the retention time of the baclofen peak
y

ard solution

lirements

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of baclofen (C, H,,CINO,) dissolved:

Result = (r,/r)) x C;x V x (1/L) x 100
2ak response from the Sample solution
sak response from the Standard solution
ncentration of USP Baclofen RS in the Standard solution (mg/mL)
lume of Medium; 500 or 1000 mL
bel claim (mg/Tablet)

75% (Q) of the labeled amount of baclofen (C, H,,CINO,) is dissolved.

«6e Units (905): Meet the requirements

ion B, Mobile phase, Diluent, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
n: 0.4 pg/mL of USP Baclofen RS and 8 pg/mL of USP Baclofen Related Compound A RS in Diluent
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