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Study on the in vitro Dissolution Rate of Telmisartan Tablets From Ten Manufacturers

ZHU Hong-ming', LI Ji-bin*, XING Zheng-ying’, LI Han*, FANG Zhi-zhong®(1.Dept. of Pharmacy, The Second
Hospital, Tianjin Medical University, Tianjin 300211, China; 2.Dept. of Pharmacy, College of Pharmacy, Tian-
jin Medical University, Tianjin Key Laboratory on Technologies Enabling Development of Clinical Therapeutics
and Diagnostics, Tianjin 300070, China)

ABSTRACT OBIJECTIVE: To study the in vitro dissolution of domestic Telmisartan tablets and original sample in two dissolu-
tion mediums, and provide the basis for a comprehensive evaluation of the quality of Telmisartan tablets. METHODS : The drug con-
tent was tested by ultraviolet (UV) spectrophotometric method and the in vitro dissolution rates of Telmisartan tablets from ten man-
ufacturers was tested by paddle dissolving method, with the dissolution medium of hydrochloric acid 0.1 mol/L and PBS (pH 7.5).
Dissolution parameters and similarity factor f; were compared with that of original sample. RESULTS: Contents of all samples were
90% to 110% . Domestic dissolution parameters of the sample and the original products were different (P<<0.05), and dissolution
curve f, values were less than 50 when compared with original sample. CONCLUSIONS: The dissolution behavior of domestic sam-
ple is not similar and unstable when it compared with original sample, though the content is qualified in domestic manufacturers.
The domestic manufacturers should constantly optimize the formulation and technology and control materials’ quality strictly.
KEYWORDS Telmisartan tablets; Domestic sample; Original sample; in vitro dissolution rate; Content determination; f. value
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wh g BT VR P Y LA 43 ) O 101.20% (RSD=0.52% ,
n=3).99.78% (RSD=0.30% ,n=3) .98.92% (RSD=0.53% ,
n=3),RSDEVNT 2% FFEHK .
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F1 10 RERVBREENELR (n=3)
Tab 1 Results of Telmisartan tablets content from 10 manu-
facturers(n=3)

% #Y5 &% RSD.% || % #Y5  FHAR.% RSD.%
A 101924 96.07 150 Fo52013001 91.38 0.94
302225 9421 0.73 52113000 104.29 121
302690 96.17 0.79 52113017 945 136
B 130605 96.08 0.90 G 2G6787T 10041 0.60
120705 99.68 0.68 IM6747T 96.61 1.04
130901 9493 0.99 3L678IT 94.13 1.56
c BI1012 10023 113 H 131212010 9472 0.25
130706 97.63 143 131112009 91.63 0.08
121158 95.33 179 140112002 91.51 091
D 130101 92.71 1.29 I 130702 95.98 0.37
130102 93.93 0.13 131101 98.47 0.90
130901 99.06 0.53 131103 93.62 0.86
E 131102 93.77 185 ] 130801 92.86 0.38
130601 98.12 1.09 130904 95.98 141
121201 92.48 0.98 120803 99.79 0.67

2.9 EARIVEHEHERE

HURERL 6 7, AR 0.1 mol/L £ FRA TR (2 PBS) WA i,
TRFH 900 ml, %38 Jg 75 r/min, 1 2010 4F Bz R 25 L) (—
) B s X C P8t BRI A Oy 125, SR L RE AT R . 0 T
5.10,15,20,30, 45,60 min BUA: 10 ml, B Z0%b 78 [ 36 BE 0.1
mol/L 5 R (B PBS) 10 ml, i 0.45 um AL gL, 7825
WIUEHE , B T 7E

XF104) K i (RN AT 5807 S S IORE 3 473, 4K
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Too 45T 877 G AE 2P0 A BT 0 Hh B S R W3R 2 (GRh
“0"FR BRI /N A TR R S ) (R 3 (=TI
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F2 10 RERESBTHNAHESH (X ts,n=6)
Tab 2 Dissolution parameters of samples in hydrochloric

acid from 10 manufacturers(¥ £s,n=06)

% m T, min T, min
A" 0.6710.035 30.81£0.15 54451098
B/ 1.18 £0.000 5 32914039 44.89+0.54
cl” 0.088£0.013 0 0.001 840.000 41
D" 0.12£0.008 8 0 0.017£0.005 5
El” 0.88£0.071 7.79+0.62 11.81£0.54
FI” 1.27£0.088 15.79+0.125 21.10£0.60
GJ” 0.065+0.001 1 0 0
HI™ 1.21£0.009 5 26.7710.74 36.2411.08
1" 13540.27 5761029 7.6610.052
1B 1411043 501+1.13 6591132

P <0.05 <0.05 <0.05

M2 3T, N AT 2™ R TE 2 Fi i P i 250
FESH IR il OB 22 5 A Ge i+ 7 L (P<<0.05)
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®3 10 KFEREPBSHHIAHESH (X £5,n=6)
Tab 3 Dissolution parameters of samples in PBS from 10
manufacturers (X +s,n=06)

I3 m T, min T, min

A" 0.47+0.001 7 26721085 58341098

B 0.86+0.05 15921132 24351138

cl” 0.26+0.007 3 113281418.87 45471 £152.50

D" 0.4610.002 6 10 054.71 +£332.32 22 483.02+844.29

EI” - - -

FI” 0.78 £0.045 7.53+0.27 11.99+0.72

GJ” 0.20+0.000 60 79 439.62+4 798.26 518 213.6+34 281.60

HI 0.77£0.031 5.6610.66 12.60£0.52

1" 0.6710.021 4521041 7.5810.92

JF 0.53+0.031 193.19£19.02 387.72+53.92

P <0.05 <0.05 <0.05
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Fig 1 Cumulative dissolution curve of samples in hydrochlo-

ric acid

—_—AT -+ F

mllj 60 =B/ - G/
§¢:1 cr —4— HJ
&: 40 ——DJ _._1;

—— ]
Bk —_E

- A

e

0 10 20 30 40 50 60
I [, min

AB.C.D.EJ”

—_
0 10 20 30 40 50 60
I 5], min
AF.GH.IJJ"

E2 EHMAEPBSHABHML

Fig 2 Cumulative dissolution curve of samples in PBS
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Tab 4 f; results in two dissolution mediums from different

manufacturers
whA® B ¢/ bl° E° B G H U I
BN 45 13 11 17 Y} 13 44 14 14
PBS 7 21 18 26 28 2 7 20 30
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Comparative Analysis of in vitro Dissolubility Between Self-made and Original Cefuroxime Axetil Tablets
in Four Kinds of Mediums

ZHANG Xiao-wei, LI Xiao-li,ZHOU Yuan, XIE Bin(Chengdu Beite Pharmaceutical Co., Ltd., Chengdu 610041,
China)

ABSTRACT OBIJECTIVE: To evaluate the similarity of in vitro dissolubility between self-made and original Cefuroxime axetil
tablets. METHODS : According to the criteria of the Chinese Pharmacopoeia (edition 2010, 1) and Japanese Medical Drugs Qual-
ity Information Set (Orange book) , the ultraviolet (UV) spectrophotometric method was adopted to study the dissolubility with the
dissolution medium of water, hydrochloric acid (pH 1.2), acetate buffer solution (pH 4.0) and phosphate buffer solution (pH
6.8), and the paddle dissolving method was adopted with the rotational speed of 50 r/min. The similarity of dissolubility curve be-
tween self-made and original Cefuroxime axetil tablets was evaluated by similarity factor f. method. RESULTS: The dissolution rate
of self-made tablets in four kinds of mediums was more than 85% in 30 min. The f; to the original tablets was more than 65. CON-
CLUSIONS: The dissolution curves of self-made and original Cefuroxime axetil tablets are similar, which prompt that the test prep-
aration has rational formula and the quality is stable and reliable.

KEYWORDS Cefuroxime axetil tablets; in vitro dissolution rate; Self-made; Original; UV spectrophotoretric method; Similarity
factor f2 method
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