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Table 1 Experimental schedule in dogs for different formulations

No. of dogs
Period
1 2 3 4 5 6
| Test Test Test Reference  Reference  Reference
I Reference  Reference  Reference Test Test Test
2.2
4 mL 3000 r-min™ 10 min
-20 0.25 050 0.75 100 150 2.00 250 3.00 4.00 5.00
6.00 8.00 12.00 24.00h
2.3
CenturySIL BDS 4.6 mm>150 mm 5pam
220 nm - -0.067 mol-L™ 30:22:48
1.0 mL-min™ 0.01 AUFS
1.0 mL 40mgLt 25pL
0.2% - pH10 100 pL 10 min 3mL 10 min
5 min 1 mol-L™? 200 pL 10 min 3000 rmin™ 5 min
12 000 r-min™ 5 min 50 pL
2.4
AUC Pmax Tmax
4 ¢
koht i h
2.5
3
3.1

1.0mL 10mL
0.05 0.08 0.20 0.50 1.00 2.00 mg-L'1 “€2.37”

(4/4,) (0)



22 5

p=0.480 2 4/4,+0.0211 #»=0.999 7 0.05 2.00 mg-L'l
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A—Blank plasma; B—Blank plasma spiked with propafenone hydrochloride (1) and IS (2 ) ; C—Plasma sample
Fig. 1 Chromatograms of propafenone hydrochloride and IS (chlorqromazine hydrochloride ) in dog plasma.
1.0 mL “3.1”
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Fig. 2 Mean plasma concentration-time curves of 6 dogs each after administration of 2 formulations
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Fig. 3 Mean plasma concentration-time curves of 6 dogs after administration of propafenone hydrochloride tablets
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Fig. 4 Drug release profiles of propafenone hydrochloride sustained release pellets in vivo and in vitro

CHANG Cui, YANG Hong-tu, MAO Shi-rui, et al. Development of test methods on drug release and correlation in
vitrolin vivo of oral sustained-release and controlled-release formulations[J]. Chinese Pharmaceutical Journal (

), 1999, 34 (12): 796-799.
YANG Ming-Shi, YOU Ben-gang, YANG Ming-hua, et al. Evaluation of in vitro/in vivo for three kinds of
self-designed sustained-release nitrendipine formulations using deconvolution method[J]. Acta Pharmaceutica Sinica
( ), 2004,39 (9): 738-741.
Jennifer BD, Hans L. Oral absorption prediction and assessment[M]. New York : Marcel Dekker, Inc, 2000. 321.
Katori N, Okudaria K, Aoyagi N, et al. In vitro and in vivo correlation for controlled-release formulation of
d-chlorpheniramine maleate [J]. J Pharmacobio Dyn, 1991, 14: 567-575.
Langenbucher F, Mysicka J. In vitro and in vivo deconvolution assessment of drug release kinetics from oxprenolol
oros preparations [J]. Br J Clin Pharmacol, 1985, 19: 151S-162S.

Evaluation of in vitro/in vivo correlation for propafenone
hydrochloride sustained release pellets using deconvolution
method

YU Jie, ZOU Mei-juan, DENG Chun-xia, WAN-Ying, REN Jun-gang, CHENG Gang

(School of Pharmacy, Shenyang Pharmaceutical University ,Shenyang 110016, China)
Abstract Objective To evaluate the in vitro/in vivo correlation for propafenone hydrochloride sustained



release pellets using deconvolution method. Methods The percentage of absorption was calculated by
deconvolution method using data of plasma concentration from propafenone hydrochloride sustained
release pellets in healthy dogs, which the in vivo dutu of propafenone hydrochloride tablets after oral
administration to dogs was used as weight function. It was compared with data of in vitro release to assess
the in vitro/in vivo correlations. Results The good correlations of in vitro/in vivo were shown for
propafenone hydrochloride sustained release pellets by deconvolution method. Conclusions The
deconvolution method exhibits advantage in evaluation of in vitro/in vivo correlation for propafenone
hydrochloride sustained release pellets.
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