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Quality Consistency Evaluation of Simvastatin Tablets

GUO Zhiyuan, XIE Hua, YUAN Jun(Sichuan Institute for Food and Drug Control, Chengdu 611731, China)

ABSTRACT: OBJECTIVE To establish a method for the determination of Simvastatin tablets and provide experimental basis
for generic drugs quality consistency evaluation. METHODS According to the second dissolution method(paddle method)
stated in 0931 of Chinese Pharmacopeia(2015 Edition), the dissolution of simvastatin in different media (pH 1.2, pH 4.0, pH 6.8,
buffer solution and water) with rotation of 75 r'min™" was determined by HPLC. RESULTS The linear of simvastatin was
4.408-44.080 pug-mL™", with the average recovery of 100.2%(RSD 1.2%), 100.0%(RSD 2.0%), 99.8%(RSD 1.9%), 99.9%(RSD
1.5%)(n=12) respectively in the four media. Three of the five generics had a highly similarity to the original(;>50).
CONCLUSION The established method for the determination of simvastatin is accurate and reliable, which can make
reference for further quality consistency evaluation of Simvastatin tablets.

KEYWORDS: Simvastatin tablets; dissolution profile; consistency evaluation
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Tab.1 Asorption of filter membrane
WIvEW FE pH 1.2 EhERIAWR pH 4.0 &M pH 6.8 Z& MK 7K
BUmML ST A WA ER%  EARMBITIEIE R NI EARMTRETEAR  WRAIER% R ARATREEA W ER%
0 496 056 22 497 352 2.1 458 021 2.0 487 064 1.9
1 499 956 1.3 505 841 0.4 462 723 1.0 494 588 0.4
2 501 879 0.9 505 028 0.6 465 225 0.4 491 894 0.9
3 500 382 12 503 810 0.8 464 181 0.7 496 675 0.9
4 504 254 0.4 505 749 0.4 465 088 0.5 495 800 0.1
E%E 506 305 / 508 009 / 467 283 / 496 382 /
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Fig. 1 The dissolution curve of different media(Batch No.
120990)
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Fig. 2 The dissolution curve of different rotation rates
(Batch No. 120990)
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Fig. 3 The dissolution curve of original tablet in four
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Fig. 4 HPLC chromatograms

A-blank media; B—sample solution in water, pH 4.5 buffer and pH 6.8 buffer(containing 0.4% polysorbate 80); C—sample solution in pH 1.2(containing

0.4% polysorbate 80); 1-simvastatin.
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Fig. 5
simvastatin tablet in water (0.4% polysorbate 80)
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Tab. 2 Similarity comparison tables

The dissolution curve of original and generic

A Al il 5

AL(A ] AT L) 1201102 27
A2A T EBELZE) 12066 63
B 120704 23

C SL006 77

D J120601 36

E 20120101 70
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