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Study on the Relativity of Bioavailability and Dissolution Profile of Irbesartan-Hydrochlorothiazide
tablets

HU Gongyun, PENG Junqing, YU Hui (Zhejiang Huahai Pharmaceuticals Co.,Ltd, Linhai 317024, China)

ABSTRACT: OBJECTIVE To investigate the relativity of dissolution profile in vitrorand bioavailability of irbesartan of the
irbesartan-hydrochlorothiazide tablets. METHODS The irbesartan dissolution profiles of generic product and reference
product in different mediums were determined. f> factor was used to evaluate the profiles. A single oral dose of generic product
and reference product were given to 44 healthy volunteers in a/randomized crossover study..Concentration of irbesartan in
plasma was determined, and the results were evaluated accordingly. RESULTS The irbesartan dissolution profiles of generic
product and reference product were similar in pH 1.0, pH 4.5 mediums, but were dissimilarin pH 4.5+0.4%SDS, pH 6.8, pH
6.8+0.5%Tween 20 mediums. The bioavailability was equivalent: CONCLUSION The.in vitro dissolution behavior could only

be reference for in vivo performance for this product.
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Tab 1 Dissolution of test product and reference product in different mediums and £, value(n=12, X *5)

B /%
I3 (el fa
5 min 10 min 15 min 20 min 30 min 45 min 60 min
b 10 ZLilF 4534241 68.1+3.08 78.3+3.30 83.741.95 88.9:2.68 92.8+1.89 94.3+0.99
PR 5154229 7454265 84.2+3.18 88.9+2.28 93.24+2.74 95.2+1.00 96.1+1.10 65.0
Z Ll 1.5+0.03 2.1+0.03 2.6+0.03 2.8+0.04 3.2::0.03 3.440.03 3.54+0.03
pH A3 PihlilR 2.1£0.05 2.940.07 3.4+0.07 3.4+0.07 3.840.06 4.140.06 4.140.03 95.0
pH4.540.4% ZHMHIA 2652092 41.0+1.64 48.9+1.68 54.4%1.39 6174131 69.1+1.40 73.9+1.15
SDSs iR 420+£1.79 5484196 62.5+2.16  67.942.06 75.1+1.84 815 1.27 85.5+0.91 435
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pH 6.8+0.5% Sl 27.9+0.78 44241.08 51.7+0.87 57.4+0.84 64.840.68 71.3+0.70 75.4+0.59
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Fig 1 Mean plasma concentration-time curves of irbesartan
after a single oral dose of generic product and reference
product
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Tab 2 Pharmacokinetics parameters of irbesartan after a
single oral dose of generic product and reference product to
healthy volunteers

SR i sl 550 Z LAl
AUCq./pghmL™! 26.23+15.85 24.69+10.26
AUCq.in/pngh'mL™ 27.89416.99 25.95410.57
Conax/ngmL™ 4.17+1.57 3.86+1.35
fmax/h 1.768+1.178 1.857+1.178
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