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Similarity Evaluation of Dissolution Curves of Simvastatin Tablets and Study on Dissolution Method
with Discriminatory Power

MEI Meil, ZHANG Miaol, LI Yuz, YANG Weifengl’z*(l.Zhejiang University of Technology, Hangzhou 310014, China;
2.Zhejiang Institute for Food and Drug Control, Hangzhou 310052, China)

ABSTRACT: OBJECTIVE To study the similarity of the dissolution curves between original and generic simvastatin tablets,
and establish a distinguishable dissolution method. METHODS The experimental condition of dissolution methods in Japanese
orange book and Chinese Pharmacopoeia were adopted. With the original drug in parallel, the dissolution curves of generic
tablets were compared by the similarity factor method. Meanwhile, the new discriminative dissolution method was developed as
follows: paddle stirring at 50 r-min™', pH 7.0 phosphate buffer solution (900 mL) containing 0.4% SDS as dissolution medium,
HPLC analysis after 30 min, and the limit was set at 80%. RESULTS The experimental conditions following the Japanese
orange book and Chinese Pharmacopoeia could not discriminate the original and generic tablets. The newly established method
could afford a significant difference at 30 min. CONCLUSION The concentration of SDS in the dissolution medium is found
to be essential, and even the key to discriminate the dissolution behavior of simvastatin tablets. This result provides the
experimental basis for consistency evaluation.

KEY WORDS: simvastatin tablet; dissolution curve; consistency evaluation; discriminatory power; similarity factor method
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Fig. 1 The dissolution curves of simvastatin tablets in
dissolution media containing SDS  with different
concentration

A-0.5% SDS; B-0.4% SDS; C-0.3% SDS.

233 HHTEFRIE OZ%MRR: BUEKRAR
TR E R, RERE, RS BRI
BRI FL 4.985, 24.92, 49.85, 74.78, 99.70 pg'mL™"
M RFIR LM, 4% “2.17 TR g . LK
FE X CNREARR, VTR Y NINAAR, 45 R [E 5
FEAN ¥Y=59 437X-69.359, MIKZRE R=0.9999, 45
SRR, XSSO EAE 4.985~99.7 pgrmL!

WG ARG MR R RIF . QR T
oAb T e, HISAS S B AR, BUEE,
hnpH 7.0 8RR Eh 2 P (& 0.4% SDS)IE &, S
IR, HMBEZMERE, ®A, I8, B 20 ul
e “2.17 WUNBAG&AINE, FEHEAT T .
ORISR ARG F b T7 Eepl, 43 9kE 2 FREURE
bR~ 80%, 100%, 120%F) 3¢ Hufth vT % 1E iz
T HH N, B 2 L RE, B0 pH 7.0 BEFR 3R 22 vl (Y
0.4% SDS)#iFt &M EIRIE, #ALIE, HL 20 uL
217 WUR A% e, 4R PRI N
99.9%, RSD A 0.15%(n=9).

234 CEARARTT RN E SR BE K
ANSERRARTT 9% 3 i, Bk 12 A, SRR
TS, WHMALERIWLE 2, e RN
# 1. fLIAF<50, Wt EZ Rk, HA
HX 5377

120 1

100 1
X
s L
] 80 3425200(/5571)-0.4% SDS
60 —— 3425210(J5F)-0.4% SDS
Ko —x=3425220( 5 BT)-0.4% SDS
& 40+ / —=— 1506111([¥#)-0.4% SDS
i 20 —— 1506121([E)-0.4% SDS

r —— A1603191([E7%)-0.4% SDS
0

0 10 20 30 40 50 60
t/min

2 EWNSERMITH A 04% SDS B H AR F A EE
i % B

Fig. 2 The dissolution curves of simvastatin tablets in
dissolution media containing 0.4% SDS
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Tab. 1 The determination results of the dissolution curves of simvastatin tablets
T EE/%
E(4 b5
5 min 10 min 15 min 30 min 45 min 60 min

3425200 5.00+1.72 25.11+6.45 61.52+7.07 86.21+1.47 93.15+0.52 95.26+0.67
BRI R 3425210 6.67+1.23 31.87+£3.00 67.20£1.67 86.80+0.86 92.214£2.04 93.924+2.41
3425220 7.59+2.24 25.81+£7.64 59.14+8.96 84.03+2.05 90.02+2.35 93.01+0.97
1506111 38.06+4.92 67.95+4.00 82.51+4.38 92.14£1.19 95.36+2.01 97.3842.29
[E Py A AT 1506121 35.89+1.83 62.99+1.96 78.25+1.92 91.18+0.81 95.06+1.62 95.34+1.53
A1603191 44.85+2.76 68.55+4.92 84.31+2.77 92.09+2.69 95.60+£2.35 97.554+2.16
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