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Preparation of irbesartan tablets and consistency study of their dissolubility

LI Jin-qing, LUO Dan-zhao, LI Ning, GAO Chong-kai
Department of Pharmaceutics, College of Pharmacy, School of Guangdong Pharmaceutical University, Guangzhou 510006, China

Abstract: Objective To prepare generic irbesartan tablets and to evaluate its consistency of dissolution tests. Methods Using the
original drugs (irbesartan) as reference drug, the single factor experiments were applied to investigating the type and amount of
adhesive, tablet hardness, water content of tablets, and coating weight. ZRS-8G Dissolution Tester was used to conduct the
dissolution tests which were carried on four different dissolution media. Then the similar factor (f;) was adopted to evaluate the
similarity of dissolution between the original drug and generic drug. Results  As the stabilizer, 3% HPMC-ES was more stable than
5% PVP K30. It had no difference of dissolution between original and generic drugs when the amount of adhesive, tablets hardness
and water content were within the range of investigation. And the coating weight was 2% to 3%. Moreover, the f, values of original
drug and generic drug were all greater than 50 in different dissolution media. Conclusion The £, results indicate a similarity in the
dissolution behavior of reference drug and generic irbesartan tablets prepared by the single factor experiments. And the preparation
process of generic irbesartan tablets is stable.
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Table 1 Standard curves of dissolution of irbesartan in
different dissolution media

N IR 2Py I
7K A4=0.0389 C+0.0006  0.999 9
pH1.2 R A=0.0422 C+0.0040  0.999 9
pH4.5 TR £h 52 il A4=0.0393 C+0.0043  0.9999
pH6.8 TR £h 52 1l A=0.0381C+0.0097  0.999 6

223 EEEEAE M HEINE, /£ 20 min
W, ZE[—w AR, SRR 6 4y, uERE, st
RS, TR IECEEVEAE 244 nm P KAy
SIE A (5. 455 NP IHAEK, pHI.2 SRRV
pH4.5 BEIR £ 2% ik - pH6.8 IR £5 22 v 1 ) RSD
fEALEST M 0.9% 0.6%- 1.3%- 0.5%.

224 WWROEYE  FEEHEIEVE, 7E 20 min B
FE, MM A PUE MR G, RSN
RV, RS 00 1. 24 4. 6. 8 h £F 244 nm
IR AR I T 4 {8, 5 s R e 1
SRR T DLV EAEIK . pHI.2 B FRVA . pHA4.5 BEIR £h
ZE M pH6.8 WK Eh 22 PR 1 1) RSD {ELAE 73 il A
1.1%. 0.3%. 0.5%-. 0.3%.
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ALK o &5 515 DLV AR 535 A i 1 [a ]l
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Table 2 Bulk density and compression on irbesartan tablets

' JiHE/g Vi/mL Vo/mL FA%E ) /(g-em™) YRS E E /(grem ) FE4E /%
Bl 1 78.1 200 150 0.39 0.52 25.0
Bl 2 76.5 200 154 0.38 0.49 224
FEih 3 80.5 200 157 0.40 0.51 21.6
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Table 3 Bulk density and compression of irbesartan tablets

Eilel JiiHE/g Vi/mL V,/mL FAS P /(grem ) P Sz B /(grem ) JEAR 1%
FE i 4 70.1 200 154 0.35 0.46 23.9
FEML S 673 200 152 0.33 0.44 25.0
FEM 6 75.6 200 154 0.38 0.40 224
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Determination of particle size distribution of binder of different dosages
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Table 4 Hardness values of irbesartan tablets (150 mg)

TR + 1/mm + 2/mm K 3/mm “F 35 {E /mm % 1/mm $& 2/mm % 3/mm SERME/mm
B 7 5.9 52 52 5.4 7.8 9.5 9.2 8.8
Feih 8 8.3 9.1 9.3 8.9 9.6 8.2 11.0 9.6
FEih 9 11.9 10.2 9.9 10.7 8.9 9.2 13.0 10.4
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Fig. S Table 5 Moisture content values of irbesartan tablets (150
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PURWHRIFI oS, SR 7. 8. 93 4% KA V% K5 20% KA 3% KM%
T AR, 4iRFEN 7 £=66; FRM 8 A FEMm2-1 520 5.15 5.15 5.17
=61, FEM 9 1 =55, VLHREEE N Tyt — B 22 4.05 4.10 4.10 4.08
FE IR, (P N i R gy, 23 330 305 320 30
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Table 6 Bulk density and compression of irbesartan tablets
YT Ji /g Vy/mL V,/mL FA %5 B (grem ) PR HE (g-em™) JE486 5%
FEih 2-1 76.4 200 165 0.38 0.46 17.4
P 2-2 752 200 166 0.38 0.45 15.6
B 2-3 74.3 200 167 0.37 0.44 15.9
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Table 7 Different coating weight of irbesartan tablets (150
50
mg)
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S OB 22 P 104 1 5.399 5.475 1.4
0 2R 23 BESL 104K 2 5399 5.565 3.0
0 P 184K 3 5.399 5.685 5.3
P 244K 1 5.412 5.473 1.1
FEfh 2-04% 2 5.412 5.526 2.1
P 204K 3 5.412 5.558 2.7
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Fig. 7 Dissolution profiles of irbesartan tablets with

different moisture content
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Fig. 10 Dissolution profiles of original drug and generic drug in water medium (A), pH 1.2 hydrochloric acid solution (B),

pH 4.5 acetate buffer (C), and pH 6.8 phosphate buffer (D)
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