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hydroxy-N,N,N-trimethyl-, salt with 2-[4-(4-chlorobenzoyl)phenoxy]-2-methylpropanoic acid (1:1);
rimethylethanaminium 2-[4-(4-chlorobenzoyl)phenoxyl-2-methylpropanoate CAS RN®: 856676-23-8; UNII: 4BMH7IZT98.

te contains NLT 97.0% and NMT 103.0% of choline fenofibrate (C17H14CI04' : CSHMNOJ'), calculated on the anhydrous basis.

IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197A

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

8 mM methanesulfonic acid in water

solution: Equivalent to 500 pg/mL of choline in water from USP Choline Chloride RS

n: Equivalent to 100 ug/mL of choline in Mobile phase from Standard stock solution

dlution: 2 mg/mL of Choline Fenofibrate in water

12 0.4 mg/mL of Choline Fenofibrate in Mobile phase from Sample stock solution. [Note—This solution has an approximate
of 100 pg/mL of choline.]

ic system

agraphy (621), System Suitability.)

omatography

ductivity with a suitable suppressor

am x 25-cm; 8-um packing L106
IL/min

me: 20 pL

ity

lard solution

uirements

1dard deviation: NMT 3.0%

1dard solution and Sample solution
eria: The retention time of the choline peak of the Sample solution corresponds to the retention time of the choline peak of
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ee Table 1.

Table 1

Time Solution A Solution B
(min) (%) (%)

0 50 50

5 50 50

25 20 80

35 20 80

36 50 50

50 50 50

1 A and Solution B (50:50)

solution: 0.5 mg/mL of USP Fenofibric Acid RS in acetonitrile

n: 100 pg/mL of USP Fenofibric Acid RS in Diluent from the Standard stock solution
12 130 pg/mL of Choline Fenofibrate in Diluent

ic system
)graphy (621), System Suitability.)

286 nm

im x 25-cm; 5-um packing L1
srature: 35°

IL/min

me: 40 pL

ty

lard solution

uirements

r: NMT 1.5

1dard deviation: NMT 1.10%

1dard solution and Sample solution

e percentage of choline fenofibrate (C17H14CIO4' : CSHMNO*) in the portion of Choline Fenofibrate taken:

Result = (r,/r) x (C/C ) x (M_/M_) x 100
peak response of fenofibric acid from the Sample solution

peak response of fenofibric acid from the Standard solution

concentration of USP Fenofibric Acid RS in the Standard solution (ug/mL)
concentration of Choline Fenofibrate in the Sample solution (ug/mL)

molecular weight of choline fenofibrate, 421.91
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