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Equivalence Study of Application of Different Zinc Oxides in
Pharmaceutical CIIR Stoppers

WANG Diandian, WANG Yueyue, XU Jianming ,ZHU Yinhua , HUA Yimin
(Jiangsu Hualan New Pharmaceutical Material Co. ,Ltd, Jiangyin 214443, China)

Abstract: The equivalence of various properties of pharmaceutical chlorobutyl rubber (CIIR) stoppers
using zinc oxides from two manufacturers was studied. The results showed that these two kinds of zinc oxides
had good dispersibility, and the composition and distribution of elements on the surface were consistent.
The vulcanization characteristics of the two zinc oxide filled compounds were equivalent, and the physical
properties were deemed equivalent and met the technical requirements. The physical and chemical properties
of the two CIIR stoppers prepared with two zinc oxides respectively, met the YBB00052005—2015 standard
and had chemically equivalent extract spectra. The quality attributes of the two zinc oxides were equivalent in
pharmaceutical CIIR stoppers,and their applicability was acceptable.

Key words: zinc oxide; pharmaceutical rubber stopper; CIIR ; substitution ; equivalence ; element ; physical

and chemical property
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