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Column : Shim-pack™ XR-ODSII
75mmL. X 3.0mml.D, 2.2 um
Mobile phase : Methanol / 0.02 mmol/L (Sodium)
Phosphate Buffer (pH3.0)=3/2
Flow rate : 0.8 mL/min
Column temp. 1 40°C
Injection volume c5ul
Detection : UV 237 nm  (Semimicro Cell)
Sample : Irbesartan and Amlodipine Besilate
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Test item Criteria Result Judgement
Resolution
(between Amlodipine =5 14.50 PASSED
Besilate and Irbesartan)
Relative standard deviation of |
Area (N=6) =1.0% 0.145 PASSED
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Transfer
Based on JP (HPLO) note

Column length (1) .

(mm) 75 150 User choice
Column diameter (dc) )

(mm) 3.0 46 User choice
Particle size (dp) 22 50 User choice

(pm)
L/dp 34.1 30.0 -12%
Flow rate

(mL/min) 0.8 1.0 * 1

* 1RIEAR (A) 225 0.83mL/min, BR, RI\XEAYF £50% HEE,
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Column : Shim-pack™ VP-ODS
150 mmL. X 4.6 mml.D, 5.0 um

Mobile phase : Methanol / 0.02 mmol/L (Sodium)
Phosphate Buffer (pH3.0)=3/2

Flow rate : 1.0 mL/min

Column temp. 1 40°C

Injection volume 210 uL

Detection - UV 237 nm  (Semimicro Cell)

Sample : Irbesartan and Amlodipine
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Test item Criteria Result Judgement
Resolution
(between Amlodipine =5 139 PASSED
Besilate and Irbesartan)
Relative standard deviation of |
Area (N=6) = 1.0% 0212 PASSED
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