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from the Expert Committee that posted in conjunction with this accelerated revision, please click
inf.com/rb-fenofibrate-caps-notice-20210430.

les contain NLT 90.0% and NMT 110.0% of the labeled amount of fenofibrate (C clo,).

20H21

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

solution 2 for Capsules labeled to meet the requirements of Dissolution Test 2. For all other products, use Sample stock

ng/L of “potassium phosphate, monobasic, (RB 1-May-2021) in water. Adjust with dilute phosphoric acid (1 in 10) to a pH of

ethanol and Solution A (4:1)
n: 67 pg/mL of USP Fenofibrate RS in Mobile phase
lution 1: Accurately weigh the contents of NLT 20 Capsules. Mix the contents, and transfer a weighed portion of the powder,

bout 67 mg of fenofibrate, to a 100-mL volumetric flask. Add 80 mL of Mobile phase, sonicate for 10 min, stir for 15 min, and
sile phase to volume.

lution 2 (for Capsules labeled to meet the requirements of Dissolution Test 2): Weigh the contents of NLT 20

the contents, melt in an oven at 80° for NLT 30 min, and homogenize. Allow the sample to solidify. Transfer a weighed
sample, equivalent to about 67 mg of fenofibrate, to a 100-mL volumetric flask, dissolve in 30 mL of methanol with the aid of
shaker for NLT 4 h, and dilute with Mobile phase to volume.

: Nominally 67 pg/mL of fenofibrate from the designated Sample stock solution, in Mobile phase. Pass a portion of this

jh a polyvinylidene difluoride (PVDF) filter of 0.45-um pore size, discarding the first 5 mL.

> system

aphy (621), System Suitability.)

85 nm. For Identification B, use a diode array detector in the range of 200-400 nm.
m x 15-cm; 5-ym packing L1

_/min

1e: 20 L

1.5 times the retention time of the fenofibrate peak

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution
» percentage of the labeled amount of fenofibrate (C_.H..CIO ) in the portion of Capsules taken:
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sncentration of the Standard solution (ug/mL)
>minal concentration of the Sample solution (ug/mL)
wia: 90.0%—-110.0%

ESTS

M 4sodium dodecyl sulfate, (RB 1-May-2021) in water; 1000 mL, deaerated

5rpm

| Mobile phase: Prepare as directed in the Assay.

ion: (0.001 x L) mg/mL of USP Fenofibrate RS in Mobile phase, where L is the label claim, in mg/Capsule
n: Pass a portion of the solution under test through a suitable PVDF filter of 0.45-um pore size.

hic system

tography (621), System Suitability.)

285 nm

mm x 15-cm; 5-pm packing L1

nL/min

mme: 10 pL for Capsules labeled to contain 67 mg; 5 pL for Capsules labeled to contain 134 or 200 mg
lity

'dard solution

guirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Sample solution

he percentage of the labeled amount of fenofibrate (CZOH21CIO4) dissolved:

Result = (r,/r)) x Cyx Vx (1/L) x 100
peak response from the Sample solution
peak response from the Standard solution
concentration of the Standard solution (mg/mL)

volume of Medium, 1000 mL
label claim (mg/Capsule)

T 70% (Q) of the labeled amount of fenofibrate (C, H,,CIO,) is dissolved.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
phate buffer pH 6.8 + 0.1 containing 0.1% pancreatin and 2% polysorbate 80; 900 mL, deaerated by vacuum
5 rpm with sinkers (see Dissolution (711), Figure 2a)

ion: (L/1000) mg/mL of USP Fenofibrate RS in Medium, where L is the label claim in mg/Capsule. A volume of methanol, not
)%, can be used in the first dilution to solubilize fenofibrate.
n: Pass 20 mL of the solution under test through a suitable PVDF filter of 0.45-um pore size, discarding the first 2 mL.

onditions

let-Visible Spectroscopy (857).)
‘ophotometry

288 nm

Documents

Document Sharing Hub

Full document details: Fenofibrate Capsules


https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-163C2843-5AA5-49A2-8A22-B09ED75651BF_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1269447
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-79A4172F-544E-4450-946F-F2DC69364F8A_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D8A91E1D-4AB8-4AB0-B6E2-93BC3D53FF52_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711-F2A
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711-F2A
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711-F2A
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711-F2A
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711-F2A
https://store.usp.org/product/1269447
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
http://www.avadocuments.com/doc/fenofibrate-capsules
http://www.avadocuments.com/doc/fenofibrate-capsules

absorbance of the Sample solution
absorbance of the Standard solution
concentration of the Standard solution (mg/mL)

volume of Medium, 900 mL

label claim (mg/Capsule)

T 80% (Q) of the labeled amount of fenofibrate (C,H,,CIO,) is dissolved.

duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 3.

% Asodium dodecyl sulfate, (RB 1-May-2021) in water; 1000 mL, deaerated

5 rpm, with sinkers with three prongs

ion: (L/10) mg/mL of USP Fenofibrate RS in methanol, where L is the label claim in mg/Capsule. Transfer 10.0 mL of this
1000-mL volumetric flask, and dilute with Medium to volume.
n: Pass a portion of the solution under test through a suitable PVDF filter of 0.45-um pore size. Dilute with Medium, if

onditions

let-Visible Spectroscopy (857).)
‘ophotometry

290 nm

m

ndard solution and Sample solution

he percentage of the labeled amount of fenofibrate (C Clo,) dissolved:

ZOHZ'I
Result = (A /A) x C;x D x Vx (1/L) x 100

absorbance of the Sample solution

absorbance of the Standard solution

concentration of the Standard solution (mg/mL)

dilution factor for the Sample solution
volume of Medium, 1000 mL
label claim (mg/Capsule)

T 80% (Q) of the labeled amount of fenofibrate (C, H,,CIO,) is dissolved.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 4.

M 4sodium dodecy! sulfate , (RB 1-May-2021) in water; 1000 mL

5 rpm, with helix sinkers or hose clamp sinkers

for products labeled to contain 67, 134, and 200 mg; 40 min for products labeled to contain 43 and 130 mg

t solution: 0.5 mg/mL of USP Fenofibrate RS in Medium prepared as follows. Dissolve a suitable quantity of USP Fenofibrate
1 suitable volumetric flask, in about 6% of the total volume of methanol, and dilute with Medium to volume.

ion: Prepare solutions of USP Fenofibrate RS in Medium as per Table 1 from Standard stock solution.

Table 1
Capsule Strength Concentration
(mg) (mg/mL)
67 0.065
130 and 134 0.13
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