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Investigation on the Safety of Population Exposed to Chinese Patent Medicines During

Pregnancy Based on the Information of Pharmacist Consultation Clinic in Our Hospital
WANG Kejing, LYU Zongjie, ZHANG Xiaojuan, CHEN Xiaohong, CHEN Lin
( Department of Pharmacy, Chongging Health Center for Women and Children, Chongging, China  401147)

Abstract: Objective To provide a basis for risk assessment and medication consultation for population exposed to Chinese patent
medicine during pregnancy. Methods Based on the drug package insert and the Chinese Pharmacopoeia(2015 Edition, Volume 1), a
database of Chinese patent medicines for the safety of exposed population during pregnancy was formed by consulting ancient and mod-
ern books and modern studies on reproductive toxicity and embryotoxicity. Besides, the Chinese patent medicines were investigated and
analyzed in terms of the property of variety and safety evidence for exposure during pregnancy. Results A total of 1 105 varieties of
Chinese patent medicines were involved in this investigation,and there were 73 varieties listed in the Chinese Pharmacopoeia(2015 Edi-
tion, Volume 1) and marked as pregnancy contraindications, of which 48 varieties (65.75% ) were consistent with the labels in the
drug package insert. There were respectively 46 varieties, 1 variety and 207 varieties of Chinese patent medicines containing medicinal
materials categorized as "forbidden” "contraindicated” and "used with caution” for pregnancy in the Chinese Pharmacopoeia(2015
Edition, Volume 1), and the drug package insert of 68 varieties in total were consistent with the contradictions of their contained
drugs. A total of 27 varieties contained Western medicine ingredients,among which acetaminophen,chlorpheniramine maleate and caffeine were
commonly used Conclusion The safety evidence of Chinese patent medicines during pregnancy is insufficient and inconsistent, and
there are some problems in the drug package insert of Chinese patent medicines,such as lack of safety information for pregnancy,non —
standard description and unreliable information. This investigation can provide a reference for the safety study of Chinese patent

medicines during pregnancy.
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Tab.1 Pregnancy — contraindicated drug information labeling in
package insert
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Tab. 2 Pregnancy — contraindicated information of the varieties included in the Chinese Pharmacopoem(ZOlS Edition, Volume 1)
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Tab.3 Pregnancy — contraindicated information in the package insert
of Chinese patent medicine containing herbs tagged with "forbidden”

"contraindicated” and "use with caution”(kind)
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Tab.4 Pregnancy — contraindicated drug information of the top 10

Chinese patent medicine containing herbs tagged with “forbidden”
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Tab.5 Pregnancy — contraindicated drug information of the top 10
Chinese patent medicine containing herbs tagged with "use with

caution”( n =425)
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Tab. 6 Pregnancy — contraindicated drug information of the top 10
Chinese patent medicine containing herbs tagged with "forbidden”

and "use with caution”(n =178)
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Tab.7 Pregnancy — contraindicated drug information of the Chinese

patent medicine containing Western medicine ingredients( n =898)
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