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224.26
rrimidinetrione, 5-(2-methylpropyl)-5-(2-propenyl)-;
arbituric acid  CAS RN®: 77-26-9; UNII: KHSOAZ4JVK.

i NLT 98.0% and NMT 102.0% of butalbital (C N,0,), calculated on the dried basis.

11H16

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

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

“ phosphoric acid diluted with waterto 1L
>etonitrile and Buffer (25:75)
y solution: 0.1 mg/mL each of USP Butalbital RS and USP Salicylic Acid RS in Mobile phase. Sonication may be used to aid in

n: 0.1 mg/mL of USP Butalbital RS in Mobile phase. Sonication may be used to aid in dissolution.
0.1 mg/mL of Butalbital in Mobile phase. Sonication may be used to aid in dissolution.
> system

14 nm

m x 10-cm; 5-um packing L1

rature: 30°

_/min

1e: 20 L

y

3m suitability solution and Standard solution

tive retention times of salicylic acid and butalbital are 0.86 and 1.0, respectively.]
lirements

LT 3.0 between salicylic acid and butalbital, System suitability solution
* NMT 1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution
s percentage of butalbital (C,,H,N,0O,) in the portion of Butalbital taken:
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»ncentration of Butalbital in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

f monobasic potassium phosphate adjusted with 1 N sodium hydroxide to a pH of 6.0
>etonitrile and Buffer (22:78)
'y solution: 10 pg/mL each of USP Butalbital RS and USP Butabarbital RS in Mobile phase. Sonication may be used to aid in

1 mg/mL of Butalbital in Mobile phase. Sonication may be used to aid in dissolution.
> system

14 nm

m x 15-cm; 5-uym packing L78

rature: 30°

_/min

1e: 20 L

y

N suitability solution

tive retention times of butabarbital and butalbital are 0.83 and 1.0, respectively.]
lirements

LT 2.0 between butabarbital and butalbital
* NMT 1.5 for butalbital

dard deviation: NMT 5.0% for butalbital

le solution
: percentage of each impurity in the portion of Butalbital taken:

Result = (r,/r,) x 100
sak response of each impurity from the Sample solution

1m of the peak responses from the Sample solution

ria
unspecified impurity: NMT 0.10%
s: NMT 1%

1)
ler vacuum at room temperature to constant weight.
wria: NMT 0.2%

UIREMENTS
race: Preserve in well-closed containers.
ANDARDS (171)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
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