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STUDIES ON THE MICROBIAL CONTAMINATION OF
NONSTERILITY-REQUIRED DRUG PREPARATIONS
PURCHASED IN TAIPElI AREA

JIH-HENG LI AND SHIANG-RONG YU

ABSTRACT

251 cases of nonsterility-required drug pre-
parations, including herb drug pill 57 cases, vitamin
tablet 59 cases, vitamin capsule 21 cases, aluminum
hydroxide gel 43 cases, empty hard capsule 24
cases and vaginal suppository & tablet 47 cases,
were purchased in Taipei area on June, 1983.
Microbial limit tests were performed with the
methods described in Ch.P III and U.S.P.XX.
The standards for each drug preparations are as
follows, Ch.P III (for empty hard capsules), Bul-
letin of Department of Health (for aluminum
hydroxide gels) and WHO standards for general

drug preparations (for vitamin tablets & capsules,
herb drug pills, vaginal suppositories & tablets),
respectively'. Herb drug pills showed high ratios
of contamination: 86.0% (49/57), and seriatim
in a decreasing order were aluminum hydroxide
gels 20.9% (9/43), vitamin tablets 8.5% (5/59),
empty hard capsules 8.3% (2/24), while both
vitamin capsules and vaginal preparations met
the standards. That some of the drug preparations
were severely contaminated by microorganisms
was shown in.this study, and this fact reflects the
necessity of reinforcing drug-production control.

Key words: Nonsterility-required drug preparations, microbial limit tests.
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