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Consistency Evaluation of Dissolubility of Generic and Original Preparation of Levetiracetam Tablets
LIU Minglu', LI Zhen', YANG Longhua', ZHU Shuangpeng®, YANG Zhao'
(1. Qingdao Institute for Food and Drug Control, Qingdao, Shandong, China 266000
Zhejiang , China  312500)

2. Zhejiang Jingxin Pharmaceutical Co. , Lid. , Shaoxing,

Abstract : Objective To establish a method for the determination of the dissolution profile of Levetiracetam Tablets in witro,and to
evaluate the consistency of the dissolubility of generic and original preparations. Methods According to the second dissolution method
(paddle method) in general rule 0931 of Chinese Pharmacopoeia(2015 Edition, Volume IV ), the dissolution profile of Levetiracetam
Tablets was determined by the HPLC method,the chromatographic column was Agilent Eclipse XBD —Cis column(150 mm x 4.6 mm,5 pm),the
50, V/ V, the pH was adjusted to 6.0 with clilute phos-

phoric acid) ,the flow rate was 1.0 mL/min,the detection wavelength was 205 nm,the column temperature was 30 °C,and the injection

mobile phase was 0.2% dipotassium hydrogen phosphate — acetonitrile(950 :

volume was 20 pL. The dissolution media were 500 mlL water, ph 1.0 hydrochloric acid solution, pH 4.5 acetate buffer solution, pH
6.8 phosphate buffer solution, the temperature was (37 £0.5)°C and the rotation speed was 75 r/min. Results In four different pH
dissolution media, the cumulative dissolution rate of the sample at 15 min was more than 85% ,which was a rapid dissolution. It could
be judged that the dissolution profiles of the generic preparations were similar to the original ones. Conclusion The in vitro dissolution
behavior of generic Levetiracetam Tablets is consistent with that of the original ones.
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Tab.1 Results of linear relation test(n =5)
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Tab.2 Results of the recovery test of levetiracetam in four dissolution media(% ,n=9)

ik & pH 1.0 # B %% pH 4.5 BB £ 5 ik pH 6. 8 A B 2% 7 i
KR e & X RSD ERES X RSD ERi &S X RSD R €S X RSD
80% 97.96 98. 66 98.77 99.37
98.51 99. 67 99. 68 99. 16
99.73 98. 44 99.01 98. 58
100% 101. 02 99.76 97. 60 98. 32
101. 68 99. 74 1. 16 99. 14 98.97 0. 89 99. 04 98.83 0. 80 99.77 99.27 0. 60
99. 67 100. 23 99.41 99. 69
120% 100. 36 97.48 97.49 100. 01
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A. water  B.pH 1.0 hydrochloric acid solution  C.pH 4.5 acetate buffer solution ~ D.pH 6.8 phosphate buffer solution

Fig. 1 Dissolution profiles of generic and original Levetiracetam Tablets in four dissolution media(n =12)
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