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Injection

is a sterile solution of Baclofen in Water for Injection. It contains NLT 95.0% and NMT 105.0% of the labeled amount of
CINO,).

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

0 g/L of sodium dodecyl sulfate prepared as follows. Transfer a suitable portion of sodium dodecyl sulfate to an appropriate
k. Add 50% of the flask volume of water and then 0.5% of the flask volume of phosphoric acid. Add 40% of the flask volume
Dilute with water to volume.

'y stock solution 1: 200 pg/mL of USP Baclofen Related Compound A RS prepared as follows. Transfer a suitable portion of
Related Compound A RS to an appropriate volumetric flask. Dissolve in 10% of the flask volume of acetonitrile. Dilute with

e.

'y stock solution 2: 20 pg/mL of USP Baclofen Related Compound A RS from System suitability stock solution 1, in water
olution: 500 pg/mL of USP Baclofen RS in water

'y solution: 0.5 pg/mL of USP Baclofen Related Compound A RS from System suitability stock solution 2 and 50 pg/mL of
1S from Standard stock solution in water

n: 50 yg/mL of USP Baclofen RS in water

 Nominally 50 pg/mL of baclofen from Injection. Use a portion of Injection. Dilute with water, if necessary.

> system
aphy (621), System Suitability.)

18 nm. For Identification B, use a diode array detector in the range of 210—-400 nm.
m x 25-cm; 10-um packing L1

nL/min

1e: 50 L

1.6 times the retention time of baclofen

y

am suitability solution and Standard solution

le 1 for the relative retention times.]

lirements

LT 4.0 between baclofen related compound A and baclofen, System suitability solution
* NMT 1.5 for baclofen, System suitability solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution
: percentage of the labeled amount of baclofen (CmHnCINOz) in the portion of Injection taken:

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

2ak response from the Sample solution
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rstem suitability stock solution 1, System suitability stock solution 2, Standard stock solution, System suitability solution,
i, and Chromatographic system: Proceed as directed in the Assay.

on: 0.05 pg/mL of USP Baclofen RS in water

n: 0.5 pg/mL of USP Baclofen Related Compound A RS from System suitability stock solution 2 and 0.25 ug/mL of USP

om Standard stock solution in water

y

>m suitability solution, Sensitivity solution, and Standard solution

le 1 for the relative retention times.]

ltirements

LT 4.0 between baclofen related compound A and baclofen, System suitability solution

dard deviation: NMT 5.0% each for baclofen related compound A and baclofen, Standard solution
ise ratio: NLT 10, Sensitivity solution

nle solution and Standard solution
: percentage of baclofen related compound A in the portion of Injection taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of baclofen related compound A from the Sample solution
aak response of baclofen related compound A from the Standard solution

»ncentration of USP Baclofen Related Compound A RS in the Standard solution (ug/mL)

>minal concentration of baclofen in the Sample solution (ug/mL)

: percentage of any other impurity in the portion of Injection taken:
Result = (r /r)) x (C/C ) x 100

2ak response of any other impurity from the Sample solution

2ak response of baclofen from the Standard solution

»ncentration of USP Baclofen RS in the Standard solution (ug/mL)

sminal concentration of baclofen in the Sample solution (ug/mL)

ria: See Table 1. The reporting threshold is 0.1%.

Table 1
Relative Acceptance

Retention Criteria,

Name Time NMT (%)
ted compound A 0.5 1.0
1.0 -
urity - 0.5
es - 1.5

5

RN INJECTIONS (788): Meets the requirements for small-volume injections
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