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Similarity Evaluation of the Dissolution Curves between Generic and Original Metoprolol Tartrate Tablets
KONG Bin', LI Xinxia’, PEI Guizhen', QI Xinwen', LI Wenjun' (1.Dept. of Pharmacy, Xinjiang Production and
Construction Corps Hospital, Urumgqi 830002, China;2.Central Laboratory, Xinjiang Medical University, Urumgqi
830011, China)

ABSTRACT OBIJECTIVE: To establish the method for dissolution determination of Metoprolol tartrate tablets, and to evaluate
the similarity of dissolution curves of generics and original drugs. METHODS: The paddle methodewas adopted with rotational the
speed of 50 r/min, using pH 1.2 hydrochloric acid solution, pH 4.5 acetate buffer solution' and 'pH ;6.8 phosphate buffer solution as
dissolution media. Fiber-optical drug dissolution real-time measurement instrumient was used“to determine the dissolution curves of
generic and original Metoprolol tartrate tablets with optical distance”0f 10“mm. Similarity factor (f;) method was used to evaluate
its similarity. RESULTS: In 3 dissolution mediums, the f; of generic and original Metoprolon tartrate tablets were 80.5, 66.8,
69.4, respectively, which indicated that the dissolution curves showed similarity. CONCLUSIONS: Established real-time dissolution
process analysis method is suitabe for the dissolution determination of Metoprolol tartrate tablets. Generic and eriginal show the sim-
ilarity in dissolation behavier, so they have good consistency in quality.
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*1 ERERKLER(n=9)
Tab 1 Results of recovery test(n=9)

Vit AL, i, ilieS FHEg RSD,
M mg mg % kA %
pH L2H B 11.02 11.00 99.82 9847 1.63
1109 1090 98.29
1115 10.89 9767
1734 1703 921
17.09 1713 100.23
17.06 1726 10117
2115 2056 9721
235 2077 978
2136 2057 96.30
pH 4 5B 1123 112 99.91 98.60 119
11.14 1094 98.20
1138 1098 9649
1699 1710 100.65
175 17.06 98.90
1729 17.00 932
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2130 2090 98.12
U3 2089 98.40
pH 68 BEREZ I 1116 1089 9758 9796 147
11 1079 9703
1105 1078 97.56
1739 1690 9718
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1773 1751 98.76
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2105 2077 97.74
2088 2044 9789
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Fig 1 Dissolution curves of original (A) and generic
(B) tartrate metoprolol tablets in 3 dissolution
mediums(rn=12)
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