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Column - Shim-pack™ GIST C18  (USP code * L1)
: (150 mmL. X 4.6 mml.D.,5 pum)

Mode : Isocratic

Mobile phase . Methanol/solution A =21/29

Flow rate : T mbL/min

Columntemp.  : 45°C

Injection volume : 10 pL

Detection : PDA detector (360 nm)
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Solution A:
Mixture of a 0.1% (w/v) solution of ammonium acetate adjusted with
10% ammonia solution to a pH of 9.1

Diluent:
Methanol and 1 N sodium hydroxide (250:1)

System suitability solution:
0.08 mg/mL each of meloxicam and meloxicam related compound A.
Prepared by dissolving in 50% of the flask volume of diluent and
diluting with water to volume.

Standard solution:
0.2 mg/mL of meloxicam. Prepared by dissolving in 50% of the flask
volume of diluent and diluting with water to volume.
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Test items Criteria Result  Judgement
Resolution between meloxicam
related compound A and >30 9.37 Passed
meloxicam
Tailing factor (meloxicam) <20 1.14 Passed
Relative standard deviation of <20% 0.046% Passed

peak area (n=6)

1) Isopropyl-4-hydroxyl-2-methyl-2 41, 2-benzothiazune-3-
carboxylate-1, 1-dioxide
2)  2-Amino-5-methyl-thiazole
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Column - Shim-pack GIST C18  (USP code  L1)
: (150 mmL. X 4.6 mml.D., 5 pm)
Mode . High pressure gradient

Mobile phase :A)  SolutionA
B)  Methanol

2 409%B (0 min) => 40%B (2min) => 70%B (10min)
=>70%B (15 min) => 40%B (15.01 min) => 40%B (18
min)

: 1 mL/min

Time program

Flow rate
Columntemp. :45°C
Injection volume : 5 L

Detection : PDA detector (350 nm, 260 nm)
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Solution A:

0.1% (w/v) solution of monobasic potassium phosphate adjusted
with 1 N sodium hydroxide to a pH of 6.0

Diluent:
Methanol and 1 N sodium hydroxide (50:3)

System suitability solution:
0.08 mg/mL each of meloxicam meloxicam related compound A+
and meloxicam B. Prepared by dissolving in 10% of the flask volume
of diluent and diluting with methanol to volume.

Standard stock solution:
0.6 mg/mL of meloxicam. Prepared by dissolving in 25% of the flask
volume of diluent and diluting with methanol to volume.

Standard solution:

0.012 mg/mL of meloxicam in methanol from standard stock
solution.
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