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Quality evaluation of penicillamine tablets

Li Yi-tian!, Li Qian!, Wang Li-ping', Yang Bo-han!, Wang Chen?and Liu Ying'
(1 Henan Food and Drug Inspection Institute, Zhengzhou 450018; 2 State Food and drug administration, Beijing 102629)

Abstract Objective To evaluate the quality status of domestic penicillamine tablets. Methods 31 batches
of samples from national drug plan and scientific research institutions were tested and investigated by combining
statutory standard test with exploratory research. The quality status of preparations and the rationality of quality
standard were analyzed. Results The qualified rate of all batches of tablets was 100%. The exploratory research
showed that the related substances of the 4 batches were too high, the results may be caused by the production process;
the dissolving behaviors of productions showed significantly differences in and between batches, analysis of the causes
showed that the coating of domestic penicillamine tablets were uneven. In view of the lack of related substances
and dissolution methods in the legal standard, methods for measuring penicillamine tablets related substances and
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dissolution were established to further control the quality of drugs. Conclusion

According to the current research

and conclusion, the quality of the tablets was moderate. Suggestions for interested companies should investigate
and optimize prescription manufacturing process to improve the drug dissolution. It is suggested that the relevant
substances and dissolution test should be added in the current standard to ensure the controllability of the standard and

the safety and effectiveness of drug use.
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of penicillamine APIs
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Tab. 4 Batch results not in accordance with established

standards(%)

5 SRR RKWA AR
052180505 0.6 1.9 4.2
052171204 0.6 1.2 4.1
052171201 0.7 1.8 3.7
052180701 0.7 1.3 4.1
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Tab. 5 Batch results not in accordance with established

standards(%)

It 1 2 3 4 5 6 CF#E  RSD
052180701 71 47 59 85 61 65 65 20
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052180704 69 87 86 34 83 97 76 30
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