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1lorobenzoyl)phenoxyl-2-methylpropanoate  CAS RN®: 49562-28-9; UNII: U202363U0S.

ns NLT 98.0% and NMT 102.0% of CZOH21CIO4, calculated on the dried basis.

enTiFicaTioN Tests (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

>etonitrile and water acidified with phosphoric acid to a pH of 2.5 (7:3)
n: 1 mg/mL of USP Fenofibrate RS in Mobile phase

1 mg/mL of Fenofibrate in Mobile phase

> system

86 nm

m x 25-cm; packing L1

nL/min

5puL

y

ard solution

lirements

dard deviation: NMT 1.0% for six replicate injections

dard solution and Sample solution
: percentage of C, H, CIO, in the portion of Fenofibrate taken:

Result = (r,/r) x (C,/C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution
oncentration of USP Fenofibrate RS in the Standard solution (mg/mL)

ancentration of Fenofibrate in the Sample solution (mg/mL)
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n: Add 25 mL of water to 5.0 g of Fenofibrate, and heat at 50° for 10 min. Cool, dilute with water to 50.0 mL, filter, and use
Jote—Retain the remaining portion of the Sample solution for the test for Chloride and Sulfate, Sulfate.]

10 mL of the Sample solution.

iteria: It shows no more chloride than corresponds to 0.15 mL of 0.020 N hydrochloric acid (0.01%).

raTE, Sulfate(221)

1e Sample solution prepared in the test for Chloride and Sulfate, Chloride.

10 mL of the Sample.
iteria: It shows no more sulfate than corresponds to 0.15 mL of 0.020 N sulfuric acid (0.01%).

Acetonitrile and water acidified with phosphoric acid to a pH of 2.5 (7:3)

ard solution: 1 pg/mL each of USP Fenofibrate RS, USP Fenofibrate Related Compound A RS, and USP Fenofibrate Related
i RS, and 2 pg/mL of USP Fenofibrate Related Compound C RS in Mobile phase

n: 1 mg/mL of Fenofibrate in Mobile phase

hic system

tography (621), System Suitability.)

286 nm

mm x 25-cm; packing L1

) mL/min

1220 pL

lity

Jrity standard solution

guirements

12 NLT 1.5 between fenofibrate related compound A and fenofibrate related compound B

yurity standard solution and Sample solution
: fenofibrate peak and the peaks due to the impurities and degradation products listed in Impurity Table 1.

1e responses for the major peaks, and calculate the percentage of each of fenofibrate related compound A, fenofibrate
ompound B, and fenofibrate related compound C in the portion of Fenofibrate taken:

Result = (r /r) x (C/C ) x 100
peak response of appropriate fenofibrate related compound from the Sample solution
peak response of appropriate fenofibrate related compound from the Impurity standard solution
concentration of the appropriate fenofibrate related compound in the Impurity standard solution (ug/mL)
concentration of Fenofibrate in the Sample solution (ug/mL)
he percentage of any other impurity in the portion of Fenofibrate taken:
Result = (r /r)) x (C//C ) x 100
peak response of each impurity from the Sample solution
peak response of fenofibrate from the Impurity standard solution
concentration of fenofibrate in the Impurity standard solution (ug/mL)
concentration of Fenofibrate in the Sample solution (ug/mL)
iteria

purities: See Impurity Table 1.
ies: NMT 0.5%

Impurity Table 1
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