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ne Propionate and Salmeterol Inhalation Aerosol

nate and Salmeterol Inhalation Aerosol is a suspension of Fluticasone Propionate and Salmeterol with suitable propellants
container. The mean content per actuation contains NLT 88% and NMT 112% of the labeled amount of fluticasone

131F3058). The mean content per actuation contains NLT 88% and NMT 112% of the labeled amount of salmeterol

salmeterol xinafoate.

ige: 4000 —600 cm™!
Jje an appropriate number of actuations from two containers into an agate mortar. Allow the propellant to evaporate and dry
ransfer the residue to the sample window.

ria: Meets the requirements. In addition, the ratio of the fluticasone propionate band at 833 cm™" to that of the salmeterol

n~1 meets the requirements in Table 1.

Table 1
Fluticasone Propionate/Salmeterol Ratio
(ng/ug for each dose) (band at 833 cm™"/band at 744 cm™")
45/21 NMT 2.5
115/21 2.5-4.0
230/21 NLT 4.0

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

xdium dodecyl sulfate containing 0.1% glacial acetic acid

anol and Buffer (20:80)

zetonitrile and Solution A (50:50)

)l and water (70:30)

n: 50 ug/mL of USP Fluticasone Propionate RS and 15 pg/mL of USP Salmeterol Xinafoate RS in Diluent

: Nominally 20—110 pg/mL of fluticasone propionate and 10 pg/mL of salmeterol prepared as follows. Shake the canister
cool for 10 min in a dry ice—methanol bath. Remove the canister from the bath, and shake vigorously. Using a suitable

ly remove and keep the valve, and pour the contents into a suitable container. Allow the propellant to evaporate. Dissolve the

1ts in a minimum amount of methanol and quantitatively transfer to a suitable volumetric flask containing 30% of the flask

ar. Rinse the canister and valve with methanol into the same volumetric flask. Allow the flask to come to room temperature
methanol to volume.
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_/min

1e: 5L

1.5 times the retention time of salmeterol

y

ard solution

tive retention times for fluticasone propionate and salmeterol are 0.6 and 1.0, respectively.]
lirements

LT 3.5 between fluticasone propionate and salmeterol

» NMT 1.5 for fluticasone propionate and salmeterol

dard deviation: NMT 2.0% for fluticasone propionate and salmeterol

dard solution and Sample solution

» percentage of the labeled amount of fluticasone propionate (Cst31FaosS) in the portion of Inhalation Aerosol taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of fluticasone propionate from the Sample solution
aak response of fluticasone propionate from the Standard solution

>ncentration of USP Fluticasone Propionate RS in the Standard solution (ug/mL)

>minal concentration of fluticasone propionate in the Sample solution (ug/mL)

: percentage of the labeled amount of salmeterol (CZSH37NO4) in the portion of Inhalation Aerosol taken:

Result = (r,/r)) x (C/C ) x (M_,/M ) x 100
yeak response of salmeterol from the Sample solution
yeak response of salmeterol from the Standard solution

soncentration of USP Salmeterol Xinafoate RS in the Standard solution (ug/mL)

1ominal concentration of salmeterol free base in the Sample solution (ug/mL)
nolecular weight of salmeterol free base, 415.57

nolecular weight of salmeterol xinafoate, 603.75

ria: 88%—112% each for fluticasone propionate and salmeterol

g:

TESTS, (IRA 1-Sep-2022)

solutions containing fluticasone propionate or salmeterol from light.]

jonobasic ammonium phosphate adjusted with 10% (v/v) of phosphoric acid to a pH of 2.9
dnitrile and Buffer (30:70)

Jnitrile and Buffer (78:22)

e ATable 2.
Table 2 (jra 1-Sep-2022)
Time Solution A Solution B
(min) (%) (%)
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