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ione, 5,5-diphenyl-3- [(phosphonooxy)methyl]-, disodium salt;
-5,5-diphenylhydantoin, disodium phosphate (ester) CAS RN®: 92134-98-0; UNII: 7VLR554527.

um contains NLT 98.0% and NMT 102.0% of fosphenytoin sodium (C16H13N2Na206P), calculated on the anhydrous basis.

+IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (N 1-Mar-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sts—GEeNErAL, Sodium(191): Meets the requirements

6.80 g of monobasic potassium phosphate and 30 mL of 0.5 M dodecyltriethylammonium phosphate in 900 mL of water.
M phosphoric acid to a pH of 5.0, and dilute with water to 1000 mL.

>etonitrile and Buffer (35:65)

n: 0.15 mg/mL of USP Fosphenytoin Sodium RS in Mobile phase

:0.15 mg/mL of Fosphenytoin Sodium in Mobile phase
> system
aphy (621), System Suitability.)

14 nm

m x 15-cm; 5-um packing L1
_/min

1e: 20 L

y

ard solution

lirements

iency: NLT 5000 theoretical plates
“NMT 1.6

dard deviation: NMT 0.5%

dard solution and Sample solution

: percentage of fosphenytoin sodium (C, H,,N,Na,0 P) in the portion of Fosphenytoin Sodium taken:

Result = (r /r)) x (C/C ) x 100
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ria: 98.0%-102.0% on the anhydrous basis

le phase: Proceed as directed in the Assay.

n: 0.003 mg/mL of USP Phenytoin Related Compound A RS, 0.003 mg/mL of USP Phenytoin Related Compound B RS, and
.of USP Phenytoin RS in Mobile phase

: 3 mg/mL of Fosphenytoin Sodium in Mobile phase

3 system: Proceed as directed in the Assay, except use a run time of NLT 6 times the retention time of the major peak.

y

ard solution

rder of elution is phenytoin related compound A, phenytoin, phenytoin related compound B, followed by the major peak due to
sin.]

lirements

LT 2.0 between phenytoin and phenytoin related compound B

dard deviation: NMT 5.0% for each compound

dJard solution and Sample solution
» percentage of phenytoin, phenytoin related compound A, and phenytoin related compound B, if present, in the portion of
oin Sodium taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of phenytoin, phenytoin related compound A, or phenytoin related compound B from the Sample solution
2ak response of phenytoin, phenytoin related compound A, or phenytoin related compound B from the Standard solution
»ncentration of the corresponding analyte in the Standard solution (mg/mL)
»ncentration of Fosphenytoin Sodium in the Sample solution (mg/mL)
» percentage of any unspecified individual impurity in the portion of Fosphenytoin Sodium taken:
Result = (r,/r)) x (C4/C ) x 100
2ak response of each unspecified impurity from the Sample solution
2ak response of phenytoin from the Standard solution

»ncentration of the USP Phenytoin RS in the Standard solution (mg/mL)

sncentration of Fosphenytoin Sodium in the Sample solution (mg/mL)

ria

IT0.1%

writy: NMT 0.1%
s: NMT 0.5%

: 75 mg/mL of Fosphenytoin Sodium in water
ria: 8.5-9.5
on, Method [(921): 21.7%—25.7%

UIREMENTS
RrAGE: Preserve in tight containers.

aNDARDS (11)
lium RS

1 Compound A RS
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