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Investigation and Analysis of Drug Information Labeling in 142 Instructions of Antineoplastic Drugs
ZHAO Qinghe, LIU Jun, LIU Qinglan
( Department of Pharmacy, The Third Affiliated Hospital of Zhengzhou University, Zhengzhou, Henan, China  450015)
Abstract: Objective To analyze the labeling situation of drug information in the instructions of antineoplastic drugs to provide scientific
reference for standardization of instructions and rational drug use in clinic. Methods The instructions of current antineoplastic drugs
were collected according to Regulations on the Administration of drug Instructions and Labels and Specification Rules on Instructions of
Chemical Drugs and Biological Products for Therapeutic Use;the labeling of the information of each item in the instructions was ana-
lyzed. Common problems in the instructions for antineoplastic drugs were summarized. The difference of the instructions of different man-
ufacturers of the same kind and dosage form of antineoplastic drugs were compared,and the information labeling of the intravenous so-
lution preparation guidance of antineoplastic drugs for injection was statistically analyzed. Results A total of 142 instructions for anti-
neoplastic drugs were collected,of which 99 were domestic (35 oral preparations,64 injections) and 43 imported (28 oral preparations,
15 injections). Some common problems had been found in instructions of antineoplastic drug,such as the main annotation information
content was inconsistent,the words were not clear,some items were relatively simple, Chinese characters were wrong,and the items were
missing. The labeling rate of information of imported antineoplastic drugs was higher than the domestic ones. There were differences to
some extent of the labeling information of the drug instructions of 35 groups of different manufacturers of the same variety and dosage
form, which were mainly reflected in the scope of indications, adverse drug reactions, medication precautions,drug interactions and medi-
cation for special populations, etc. Most of the information of intravenous injection only indicated the recommended dose and drip time,
while the information of solvent selection,formulation concentration and precautions were less marked. Generally, the information of intra-
venous injection formulation of imported injections was more complete than that of domestic injections. Conclusion There are many
problems in the information labeling of anticancer drug instructions, especially the standardization of domestic antineoplastic drug specifi-
cations needs to be improved. The state and enterprises should attach great importance to promoting and guaranteeing clinical safe drug use.
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