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)zil Tablets

ts contain NLT 90.0% and NMT 110.0% of the labeled amount of gemfibrozil (C, H,,0.).

nally, (1A 1-May-2021) 100 mg of gemfibrozil from a quantity of finely ground Tablets

mg of USP Gemfibrozil RS , (IRA 1-May-2021)

the Sample with 10 mL of 0.1 N sodium hydroxide. Filter the mixture into a 50-mL centrifuge tube, and acidify the filtrate with

;id to obtain a copious precipitate. Centrifuge, and discard the clear solution. Wash the precipitate with small portions of

»w it to air-dry. APrepare a potassium bromide dispersion of the precipitate and the Standard, each previously dried over silica
RA 1-May-2021)

eria: The IR absorption spectrum of Athe Sample4 (IRA 1-May-2021) €xhibits maxima only at the same wavelengths as Athe

A 1-May-2021)
1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

.dd 10 mL of acetic acid, glacial to 800 mL of methanol in a 1000-mL volumetric flask, and dilute with water to volume.
ity solution: 0.2 mg/mL of USP Gemfibrozil RS and 0.05 mg/mL of 42,5-dimethylphenol , (IRA 1-May-2021) in Mobile phase

solution: 1 mg/mL of USP Gemfibrozil RS in methanol

in: 0.2 mg/mL of USP Gemfibrozil RS from the Standard stock solution in Mobile phase

dlution: Nominally 1T mg/mL of gemfibrozil prepared as follows. Transfer the equivalent of 100 mg of gemfibrozil from NLT 20
:d Tablets to a 100-mL volumetric flask. Add about 80 mL of methanol and shake to dissolve. Dilute with methanol to volume
ugh a suitable filter.

12 Nominally 0.2 mg/mL of gemfibrozil from the Sample stock solution in Mobile phase

ic system

raphy (621), System Suitability.)

276 nm

1m x 30-cm; 41 0-um4 (IRA 1-May-2021) Packing L1
mL/min

me: 10 pL

ity

‘em suitability solution and Standard solution

Documents

Document Sharing Hub

Full document details: Gemfibrozil Tablets


https://store.usp.org/product/1288500
https://online.uspnf.com/uspnf/current-document/1_GUID-354C6103-A4CE-4821-B9EE-026D7032768D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1B330336-E7FB-4E02-8325-472E0F674245_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-41DC7218-CF95-4264-BCF6-5C1574737A7D_1_en-US
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-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1288500
https://online.uspnf.com/uspnf/current-document/1_GUID-05A39666-7B54-4C97-B6D7-87024B39D4C3_2_en-US
https://store.usp.org/product/1288500
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1288500
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-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_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-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
http://avadocuments2026.com/doc/gemfibrozil-tablets
http://avadocuments2026.com/doc/gemfibrozil-tablets

Result = (r/r)) x (C/C) x 100
ieak response 4of gemfibrozil , (IRA 1-May-2021) from the Sample solution
ieak response 4of gemfibrozil , (IRA 1-May-2021) from the Standard solution
:oncentration of USP Gemfibrozil RS in the Standard solution (mg/mL)

iominal concentration of gemfibrozil in the Sample solution (mg/mL)

eria: 90.0%-110.0%

"ESTS

ohosphate buffer prepared as follows. Dissolve 545 g of potassium phosphate, monobasic in 5 L of water, add 131 g of

xide, dilute with water to about 19.5 L, and mix well. Adjust with either 1 N phosphoric acid or 1 N sodium hydroxide to a pH of
1 water to 20 L; 900 mL.

rpm

solution: 40.33 mg/mL of , (IRA 1-May-2021) USP Gemfibrozil RS in Medium prepared as follows. Dissolve USP Gemfibrozil RS
of methanol not to exceed 1% of the total volume of the Standard stock solution. Dilute with Medium to volume.

n: A known concentration of USP Gemfibrozil RS, similar to that of Sample solution, prepared by diluting the Standard stock
N sodium hydrOXideA (|RA 1_May_2021)

2 Pass a portion of the solution under test through a suitable filter. Dilute with 1 N sodium hydroxide to a 4suitable nominal
of gemfibrozil. 4 (1ra 1-May-2021)

nditions
relength: 276 nm

1dard solution and Sample solution

e percentage of the labeled amount of gemfibrozil (C 03) dissolved:

15H22
AResult = (A /A) x C,x D x Vx (1/L) x 100

bsorbance of the Sample solution

ibsorbance of the Standard solution

:oncentration of USP Gemfibrozil RS in the Standard solution (mg/mL)

lilution factor of the Sample solution
olume of Medium, 900 mL

abel claim (mg/TabIet)A (IRA 1-May-2021)

'80% (Q) of the labeled amount of gemfibrozil (C 0,) is dissolved.

15H22
ace Units (905): Meet the requirements
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