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rtoin Sodium Injection

um Injection is a sterile solution of Fosphenytoin Sodium in Water for Injection. Fosphenytoin Sodium is a prodrug. Injection
/mL of Fosphenytoin Sodium is equivalent to 0.667 mg/mL of Phenytoin Sodium after injection. It contains NLT 90.0% and

the labeled amount of fosphenytoin sodium (C, H._N,Na,O P).

~a 5-mL aliquot of Injection to a 100-mL beaker. Add 30 mL of acetone to form a white precipitate, and stir for 20 min using a
ir. Filter under vacuum, and collect the precipitate using suitable filter paper. Allow to dry under vacuum for 15 min.

ria: Meets the requirements

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

f monobasic potassium phosphate in water. Adjust with 6 N potassium hydroxide solution to a pH of 6.5 + 0.05.

ethanol, acetonitrile, and Buffer (25:2:73)

olution A: 0.75 mg/mL of USP Fosphenytoin Sodium RS prepared as follows. Transfer a suitable amount of the standard in a
etric flask. Dissolve in a minimum amount of methanol. Dilute with Buffer to volume.

olution B: 7.5 pg/mL of USP Phenytoin RS, 7.5 pg/mL of USP Phenytoin Related Compound A RS, and 15 pg/mL of USP

ted Compound B RS in methanol

n: 150 pg/mL of USP Fosphenytoin Sodium RS from Standard stock solution A, 0.75 pg/mL each of USP Phenytoin RS and
Related Compound A RS, and 1.5 pg/mL of USP Phenytoin Related Compound B RS from Standard stock solution B in Buffer
lution: Nominally 1.5 mg/mL of fosphenytoin sodium from a volume of Injection prepared in methanol

 Nominally 150 pg/mL of fosphenytoin sodium from Sample stock solution in Buffer
> system

14 nm

m x 15-cm; packing L11

rmL/min

1e: 40 pL

y

ard solution

le 1 for the approximate relative retention times.]

ltirements

LT 4.0 between phenytoin related compound B and phenytoin related compound A
iency: NLT 2250 theoretical plates for fosphenytoin

* NMT 1.8 for fosphenytoin

dard deviation: NMT 1.0% for fosphenytoin and NMT 5.0% for phenytoin, phenytoin related compound A, and phenytoin
npound B

dard solution and Sample solution

» nercentane of the laheled amoiint of fosnhenvtain sodiim (. H N Na 0O P) in the nortion of Iniection taken:
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sncentration of USP Fosphenytoin Sodium RS in the Standard solution (ug/mL)

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

ria: 90.0%-110.0%

1ase, Standard solution, Sample solution, Chromatographic system, and System suitability: Proceed as directed in the

dard solution and Sample solution

» percentages of phenytoin, phenytoin related compound A, and phenytoin related compound B in the portion of Injection

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

aak 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 (ug/mL)

»minal concentration of fosphenytoin sodium in the Sample solution (ug/mL)

: percentages of unspecified degradation products in the portion of Injection taken:
Result = (r /r)) x (C/C ) x 100

2ak response of each unspecified degradation product from the Sample solution

2ak response of phenytoin from the Standard solution

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

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

wia: See Table 1.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
ated compound B 0.3 1.5
ated compound A 0.5 0.2
1 1.0 -
3.8 0.2
ividual
legradation -
0.1
es - 2.0
ase Teer /QR\e NINMT 14 11QDP Fndntavin | Inite/ml
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