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ne Sodium

-
Ssig % Na® . 35H,0

H,0 399.29
lione, 1-[[[5-(4-nitrophenyl)-2-furanyllmethylene]amino]-, sodium salt, hydrate (2:7);
yl)furfurylidenelamino]hydantoin sodium salt hydrate CAS RN®: 24868-20-0; UNII: 287MO347EV.

1 contains NLT 90.0% and NMT 96.0% of dantrolene (C N405), the free acid form of Dantrolene Sodium, calculated on the

14H10
S.

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
‘EsTs—GeNEerAL (191), Sodium

1: To 0.1 g of Dantrolene Sodium, add 20 mL of water and 2 drops of acetic acid, shake well, and pass the resulting solution
able filter. Use 2 mL of the filtrate.

le solution
eria: Meets the requirements

olve 2.7 g of methoxyphenylacetic acid in 6 mL of tetramethylammonium hydroxide TS, and add 20 mL of dehydrated alcohol.
mg/mL of ammonium carbonate in water

1: To 0.1 g of Dantrolene Sodium, add 20 mL of water and 2 drops of acetic acid, shake well, and pass the resulting solution
able filter. Use the filtrate.

le solution

mL of the Sample solution in a suitable container, add 1.5 mL of Solution A, and cool in ice water for 30 min.
er the container from Part 7 to a water bath at 20°, and stir for 5 min.

mL of ammonia TS to the container from Part 2.

mL of Solution B to the container from Part 3.

eria: The requirements for Part 1, Part 2, Part 3, and Part 4 must all be met.

minous, white, crystalline precipitate is formed.

ecipitate does not disappear.

ecipitate dissolves completely.
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ee Table 1.

Table 1

Time Solution A Solution B
(min) (%) (%)
0 90 10
10 60 40
20 10 90
25 10 90
25.1 90 10
35 90 10

trile and water (50:50)

ity stock solution A: 1.25 mg/mL of USP Dantrolene Sodium RS prepared as follows. Transfer a suitable amount of USP
dium RS to an appropriate volumetric flask. Dissolve in 5% of the total flask volume of dimethylformamide. Add 5% of the
1me of glacial acetic acid, and dilute with acetone to volume.

ity stock solution B: 0.125 mg/mL each of USP Dantrolene Related Compound B RS and USP Dantrolene Related Compound

| as follows. Transfer suitable amounts of USP Dantrolene Related Compound B RS and USP Dantrolene Related Compound C
spriate volumetric flask. Dissolve in 5% of the total flask volume of dimethylformamide. Add 5% of the total flask volume of
acid, and dilute with acetone to volume.

ity solution: 125 pg/mL of USP Dantrolene Sodium RS from System suitability stock solution A and 2.5 pg/mL each of USP
lated Compound B RS and USP Dantrolene Related Compound C RS from System suitability stock solution B in Diluent

solution: 1.0 mg/mL of USP Dantrolene RS prepared as follows. Transfer a suitable amount of USP Dantrolene RS to an
slumetric flask. Dissolve in 5% of the total flask volume of dimethylformamide. Add 5% of the total flask volume of glacial
id dilute with acetone to volume.

n: 100 pg/mL of USP Dantrolene RS from Standard stock solution in Diluent

slution: 1.25 mg/mL of Dantrolene Sodium prepared as follows. Transfer a suitable amount of Dantrolene Sodium to an
lumetric flask. Dissolve in 5% of the total flask volume of dimethylformamide. Add 5% of the total flask volume of glacial
1d dilute with acetone to volume.

12 125 pg/mL of Dantrolene Sodium from Sample stock solution in Diluent

ic system

raphy (621), System Suitability.)

365 nm

am x 15-cm; 5-um packing L1

IL/min

me: 20 pL

ity

‘em suitability solution and Standard solution

ative retention times for dantrolene related compound B, dantrolene, and dantrolene related compound C are 0.68, 1.0, and
rely.]

uirements

NLT 8 between dantrolene related compound C and dantrolene, System suitability solution

me NINAT 1 B Ctandard anlitinn
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