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an Capsules

es contain NLT 90.0% and NMT 110.0% of the labeled amount of ketoprofen (C 0,).

16H14

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

. Shake a quantity of the contents of the Capsules containing 50 mg of ketoprofen with 5 mL of chloroform for 5 min, filter,
to dryness using a rotary evaporator.

ria: Meet the requirements

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

ion and Sample solution must be protected from light.
setonitrile, glacial acetic acid, and water (90:1:110)
'y stock solution: 0.25 mg/mL of USP Ketoprofen RS and 0.5 mg/mL of USP Ketoprofen Related Compound A RS in Mobile

y solution: 0.02 mg/mL of USP Ketoprofen RS and 0.04 mg/mL of USP Ketoprofen Related Compound A RS in Mobile phase
Jitability stock solution

olution: 0.24 mg/mL of USP Ketoprofen RS in Mobile phase

n: 0.024 mg/mL of USP Ketoprofen RS in Mobile phase from Standard stock solution

: Nominally 0.024 mg/mL of ketoprofen in Mobile phase prepared as follows. Remove completely the contents of NLT 20
transfer a quantity of the contents, equivalent to 200 mg of ketoprofen, to a 250-mL volumetric flask. Add 150 mL of Mobile
2 h, then dilute with Mobile phase to volume. Centrifuge a portion of the preparation. Pipet 3.0 mL of clear supernatant into a
atric flask. Dilute with Mobile phase to volume.

> system

50 nm

m x 25-cm; 5-um packing L1

nL/min

1e: 20 L

y

>m suitability solution and Standard solution

lirements

LT 3.0 between ketoprofen and ketoprofen related compound A, System suitability solution
= NMT 1.5 for the ketoprofen peak, System suitability solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of ketoprofen (C 03) in the portion of Capsules taken:

16H14

Result = (r,/r)) x (C/C ) x 100
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wria: 90.0%-110.0%

ESTS

ion and Sample solution must be protected from light.
phosphate buffer, pH 7.4; 1000 mL
rpm

n: USP Ketoprofen RS in Medium

. Pass a portion of the solution under test through a suitable filter. Dilute with Medium, if necessary, to a concentration similar
tandard solution.

iditions

isible Spectroscopy (857).)

elength: 260 nm
h: 1cm

dJard solution and Sample solution

» percentage of the labeled amount of ketoprofen (C16H1403) dissolved:

Result = (A /A)) x (C/L)x D x Vx 100
asorbance from the Sample solution
»sorbance from the Standard solution
»ncentration of the Standard solution (mg/mL)

bel claim (mg/Capsule)
lution factor of the Sample solution

>lume of Medium, 1000 mL

80% (Q) of the labeled amount of ketoprofen (C, H, ,0,) is dissolved.

ility solution, Standard solution, and Sample solution must be protected from light.

of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 3.5 + 0.05.

setonitrile, water, and Buffer (43:55:2)

rile and water (2:3)

'y solution: 5 pg/mL of USP Ketoprofen RS and 1.5 pg/mL of USP Ketoprofen Related Compound D RS in Diluent

n: 2 pg/mL of USP Ketoprofen RS, 2 ug/mL of USP Ketoprofen Related Compound C RS, and 3 pg/mL of USP Ketoprofen
»und D RS in Diluent

: Nominally 1 mg/mL of ketoprofen in Mobile phase

> system

aphy (621), System Suitability.)

33 nm

m x 15-cm; 5-pm packing L1

_/min

1e: 20 L

1es the retention time of ketoprofen
y

n suitability solution

lirements
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