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oxamide, 3-ethyl-2,5-dihydro-4-methyl-N-[2-[4-[[[[(4-methylcyclohexyl)amino]carbonyllamino]sulfonyl]phenyl]ethyl]-2-oxo-,

methyl-2-oxo-3-pyrroline-1-carboxamido)ethyllphenyl]sulfonyl]-3-(trans-4-methylcyclohexyl)urea CAS RN®: 93479-97-1;
K.

ins NLT 98.0% and NMT 102.0% of glimepiride (C N405S), calculated on the anhydrous basis.

24H34

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

lissolve 0.5 g of monobasic sodium phosphate in 500 mL of water. Adjust with phosphoric acid to a pH of 2.1-2.7, and add
stonitrile.

trile and water (4:1)
in: 0.2 mg/mL of USP Glimepiride RS in Diluent

epiride Related Compound D RS in Diluent
ity solution: Dilute 1 mL of the System suitability stock solution with the Standard solution to 50 mL.

12 0.2 mg/mL of Glimepiride in Diluent. [Note—Keep the Sample solution at a temperature not exceeding 12°, and store it no
yhl]

ic system

raphy (621), System Suitability.)

228 nm
1% 25-cm or 4.6-mm x 25-cm; 4- or 5-um packing L1
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1dard deviation: NMT 0.73%, Standard solution

1dard solution and Sample solution

e percentage of glimepiride (C N4OSS) in the portion of Glimepiride taken:

24H34
Result = (r /r)) x (C/C) x 100

ieak response from the Sample solution

ieak response from the Standard solution

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

:oncentration of Glimepiride in the Sample solution (mg/mL)
eria: 98.0%—-102.0% on the anhydrous basis
1(281): NMT 0.2%

R (GLIMEPIRIDE RELATED ComPOUND A)

ransfer 100 mL of isopropyl alcohol to a 1-L volumetric flask, add 1 mL of glacial acetic acid, and dilute with hexane to

ity stock solution: Dissolve 1 mg of USP Glimepiride Related Compound A RS in 1 mL of methylene chloride. Add 3 mL of

and mix.
ity solution: Transfer 10 mg of USP Glimepiride RS into a 20-mL volumetric flask, dissolve in 5 mL of methylene chloride, and

bile phase to volume. Transfer 5 mL of this solution to a separate flask, add 50 pL of the System suitability stock solution, and

12 Transfer 10 mg of Glimepiride into a 20-mL volumetric flask, dissolve in 5 mL of methylene chloride, and dilute with Mobile
ne.

ic system

raphy (621), System Suitability.)

228 nm

1 x 15-cm; 5-uym packing L20

alyses could also be performed with 4.6-mm x 15-cm, 4.6-mm x 25-cm, 4-mm x 12.5-cm, or 4-mm x 25-cm columns
sking L20. It is recommended that the flow rate be adjusted to about 1.1 mL/min for a 4.6-mm column and to about 0.8
1.0-mm column.]

mL/min

me: 10 pL

ity

'm suitability solution

itive retention times for glimepiride cis-isomer and glimepiride are 0.9 and 1.0, respectively.]

uirements

sise ratio: NLT 15 for the glimepiride cis-isomer peak

ley ratio: NLT 2.0 for glimepiride cis-isomer and glimepiride

)le solution
e percentage of glimepiride cis-isomer in the portion of Glimepiride taken:

Result=r_/(r_ +r;)» 100

waale araa nf alimanirida ric-ienmar fram tha Ramnla enliitinn
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