InertSearch™ for LC

Inertsil ® Applications

Analysis of Losartan potassium and

Hydrochlorothiazide
(Under the Condition of USP 35-NF30,
Losartan potassium and Hydrochlorothiazide Tablets)

Data No. LB200-0894

o 1
&
o ]
< ]
1 1
8]
.
T T T T T T T T T I
0 2 4 6 8 10
Time (min)
Conditions Analyte:
System : GL-7400 HPLC system 1. Hydrochlorothiazide 14 mg/L
Column : Inertsil C8-3 (10 um, 250 x 4.6 mm 1.D.) 2. Losartan potassium 55mg/L
Column Cat. No. :5020-01642
Eluent :A) CH,CN ) ) .
B) 10 mM KH,PO, (pH 2.5,H,P0,)  Dissolution (Standard Solution)
A/B= 40/60’ v/v System suitability
Flow rate :2.3mL/min _ Result
Col. Temp. :35°C requirement
Injection Vol. :20pL
Relative standard deviation of 1:0.07%
220%
the peak area (1,2) 2:0.02%
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				Dissolution (Standard Solution)

						System suitability requirement		Result

				Resolution (1, 2)		≧2		15.3

				Relative standard deviation of the peak area (1, 2)		≦2.0 %		1 : 0.07 %          2 : 0.02 %

				Uniformity of dosage units (Standard Solution)

						System suitability requirement		Result

				Resolution (1, 2)		≧2		15.3

				Relative standard deviation of the peak area (1, 2)		≦2.0 %		1 : 0.10 %          2 : 0.05 %

		Dissolution		1		2

				2067344		6511428

				2067927		6513971

				2070337		6510965

		AVE		2068536		6512121.33333333

		SD		1586.7176812527		1618.500025744

		RSD		0.076707279		0.0248536528

		Uniformity of dosage units		1		2

				2423355		8599391

				2419812		8604001

				2424709		8608435

		AVE		2422625.33333333		8603942.33333333

		SD		2528.7274138059		4522.285410424

		RSD		0.1043796323		0.0525606197
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