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ide, N-[4-[4-(ethylheptylamino)-1-hydroxybutyl]phenyl]-, (), (E)-2-butenedioate (2:1) (salt);
ylamino)-1-hydroxybutyllmethanesulfonanilide fumarate (2:1) (salt) CAS RN®: 122647-32-9; UNII: 9L5X4M5L6I.
CAS RN®: 122647-31-8; UNIIl: 2436VXTU9B.

contains NLT 98.0% and NMT 102.0% of ibutilide fumarate [(CZOH%NanS)2 : C4H4O4], calculated on the anhydrous basis.

+ IenTiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-May-2020)

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

/L of triethylamine in water. Adjust with perchloric acid to a pH of 2.5.
>etonitrile and Solution A (40:60)
n: 0.2 mg/mL of USP Ibutilide Fumarate RS in Mobile phase. [Note—Sonication may be necessary for complete dissolution.]

: 0.2 mg/mL of Ibutilide Fumarate in Mobile phase. [Note—Sonication may be necessary for complete dissolution.]
> system
aphy (621), System Suitability.)

27 nm

m x 25-cm; 5-um packing L1
rature: 30°

_/min

1e: 20 L

3 times the retention time of the ibutilide peak
y

ard solution

lirements

* NMT 2

dard deviation: NMT 0.73%

dJard solution and Sample solution

» percentage of ibutilide fumarate [(C N,0,S), - C,H,0,]in the portion of Ibutilide Fumarate taken:

20H36

Result = (r,/rg) x (C/C ) x 100
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sncentration of Ibutilide Fumarate in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.20%
t Acip

le phase, and Sample solution: Proceed as directed in the Assay.
> system: Proceed as directed in the Assay, except use a UV detector at 207 nm.

olution: 0.2 mg/mL of USP Fumaric Acid RS in Mobile phase. [Nore—Sonication may be necessary for complete dissolution.]

n: 0.02 mg/mL of USP Fumaric Acid RS in Mobile phase

y

ard solution

lirements

= NMT 2

dard deviation: NMT 2.0%

nle solution and Standard solution

: percentage of fumaric acid content in the portion of Ibutilide Fumarate taken:

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

2ak response of fumaric acid from the Sample solution

2ak response of fumaric acid from the Standard solution

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

»ncentration of Ibutilide Fumarate in the Sample solution (mg/mL)

wia: 12.7%-13.5%

/L of triethylamine in water. Adjust with perchloric acid to a pH of 2.5.

dnitrile
rile and Solution A (40:60)
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 60 40
15 60 40
30 30 70
40 30 70
50 60 40
55 60 40

n: 2 pg/mL of USP Ibutilide Fumarate RS and 3 pg/mL each of USP Ibutilide Related Compound A RS and USP Ibutilide

»und B RS in Diluent
2 mg/mL of Ibutilide Fumarate in Diluent

> system: Proceed as directed in the Assay, except use a run time of NLT 2.5 times the retention time of ibutilide for the
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