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Analysis on the Labelling of Safety Information Items in the Instructions of Chinese Patent Medicines
LI Yanping,JIANG Tingting ,WU Yuanlin, ZHANG Ni,PENG Dan,LIU Yao
(Army Medical Center of the PLA,Chongqing.,China 400042)

Abstract: Objective To provide a reference for improving the labeling of instructions of Chinese patent medicines. Methods Based
on the Chinese patent medicines catalogue of a hospital, the latest information of the drug instructions was obtained from the
official websites of the Center for Drug Evaluation, NMPA, enterprises and www. yaozh. com, and the information labeling was
recorded and analyzed. Results There were 142 kinds of Chinese patent medicines involved, including 118 prescription drugs
(83.10%) and 24 non — prescription drugs (16.90%). The top three dosage forms were capsules (50 types,35.21%),tablets (31
types,21. 83%) ,and granules (22 types,15.49%). The safety items that must be clearly labeled according to the NMPA regulations
included contraindications, adverse reactions and precautions, with the clear labeling rates of 54.93%,55.63%,80.28% respectively,
the "not clear" labeling rates of 44.37%,44.37%, 19.72% respectively; there was only one Chinese patent medicines (0.70%)
with missing information of contraindication. Other safety items included warnings, use in special populations, drug interactions,
pharmacology and toxicology, and clinical trials, with the clear labeling rates of 17.61%, 4.93%, 3.52%, 40.14%, 14.79%,
respectively, the "not clear" labeling rates of 0,0.70%, 15.49%,0, 0, respectively, the missing labeling rates of 82.39%,94.37%,
80.99%, 59. 86%, 85. 21%, respectively. Conclusion The contraindications, adverse reactions and precautions in the instructions of
Chinese patent medicines have the problems of missing content, vague labeling and untimely updating, and the labeling of other
safety items are missing seriously. It is suggested to expand the information source, standardize the writing and timely update the
drug instructions,and construct a complete professional team to promote the safe and rational use of Chinese patent medicines.
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Tab.1 Basic information of Chinese patent medicines in the hos-
pital (n = 142)
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Tab.2 Labeling of safety items that must be clearly labeled in

the instruction of Chinese patent medicines in the hospital
[variety (%),n = 142]

R H AR IE ARE S R AR AiEH K
=2 78(54.93) 63(44.37) 1(0.70)
K-V 79(55. 63) 63(44.37) 0(0)
EEFR 114(80. 28) 28(19.72) 0(0)
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Tab.3 Labeling of other safety information items in the instruc-

tion of Chinese patent medicines in the hospital [variety (%),
n = 142]
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