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ydroxy-5-[1-hydroxy-2-[[1-(4-methoxyphenyl)propan-2-ylJamino]ethyllphenyl], (R*,R*)-, fumarate (2:1) (salt), dihydrate;
R*)-1-hydroxy-2-[[(R*)-p-methoxy-a-methylphenethyllamino]ethyllformanilide fumarate (2:1) (salt), dihydrate CAS RN®:
W34SHF8J2K.

1,0, 804.89 CASRN®: 43229-80-7.

ate contains NLT 98.5% and NMT 101.5% of formoterol fumarate [(C19H24N204)2 : C4H404], calculated on the anhydrous basis.

penTIFICATION TesTs (197), Infrared Spectroscopy: 197K or 197A

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

»f formoterol fumarate from light.
f monobasic sodium phosphate and 1.0 g/L of dibasic sodium phosphate dihydrate in water. [Note—The pH is 6.0 + 0.1.]
/L of monobasic sodium phosphate and 0.35 g/L of phosphoric acid in water. [Note—The pH is 3.1 + 0.1.]

Jnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 84 16
10 84 16
12.7 30 70
12.8 84 16
18 84 16
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m x 15-cm; 5-pm packing L7
_/min

1e: 10 L

y

ard solution

lirements

* NMT 2.0

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of formoterol fumarate [(C19H24N204)2 : CAH404] in the portion of Formoterol Fumarate taken:

Result = (r /r)) x (C/C ) x 100
2ak response of formoterol from the Sample solution
2ak response of formoterol from the Standard solution
»ncentration of USP Formoterol Fumarate RS in the Standard solution (mg/mL)

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

rria: 98.5%-101.5% on the anhydrous basis
£281)

wia: NMT 0.1%

»f formoterol fumarate from light.
A, Solution B, and Diluent: Prepare as directed in the Assay.

2e Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 84 16
10 84 16
37 30 70
40 84 16
55 84 16

'y solution: 0.2 mg/mL of USP Formoterol Fumarate RS and 2 pg/mL each of USP Formoterol Related Compound A RS, USP
ated Compound C RS, and USP Formoterol Related Compound D RS in Diluent. Sonicate to dissolve prior to final dilution.

on: 0.1 pg/mL of USP Formoterol Fumarate RS in Diluent

: 0.2 mg/mL of Formoterol Fumarate in Diluent. Sonicate to dissolve before final dilution.
> system
aphy (621), System Suitability.)

14 nm
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