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Abstract: Objective The problems of OTC Chinese patent medicine specification model were analyzed, and countermeasures and
suggestions were put forward. Methods By using the research method of this paper, we sorted out the varieties with children's usage
and dosage in the domestic OTC Chinese patent medicine manual, and included them in the children's OTC Chinese patent medicine
catalog. This paper classifies the efficacy and attributes of drugs in the catalog, summarizes the drugs containing toxic ingredients, and
summarizes and analyzes the labeling situation of the instructions. Results A total of 186 kinds of OTC Chinese patent medicines
were included in the list of OTC Chinese patent medicines for children. Most of them were Xiaodao (51 kinds/27.42%), Fuzheng (44
kinds/23.66%) and Qingre (25 kinds/13.44%). The number and proportion of class A drugs (183 kinds/98.39%) were significantly
higher than that of class B drugs (3 kinds/1.61%). There were 46 kinds of "double cross drugs" (24.73%), 175 kinds of special drugs
for children (94.09%), and 45 kinds of medicare (24.19%). There were no "major toxic" drugs in the list, 4 (2.15%) drugs contained
"toxic" components, and 30 (16.13%) drugs contained "minor toxic" components. In addition to the high labeling rate of precautions
(100.00%) and drug interaction (99.46%), the labeling rates of maximum dose (0.00%), course of treatment (9.68%), adverse drug
reactions (12.37%) and contraindications (32.80%) were low. Conclusion There are some problems in the instruction manual, such
as the low labeling rate of the maximum dosage for children, the course of treatment for children, the adverse drug reactions for
children, the drug contraindications for children, the lack of research content, lag of safety and prompt labeling, and the lack of effective
supervision mechanism. It is suggested to improve the usage and dosage, medication time, adverse reactions, contraindications, drug
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interactions, the guidance of professional terms, and the strengthening of supervision by relevant departments, so as to promote the

standardization, strictness, and guidance of OTC instructions from the source, so as to further ensure the safety and effectiveness of

children's medication.
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Table 1 Classification of OTC - Chinese patent medicines for children
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Table 2 Statistical table of toxic components in OTC - Chinese patent medicines for children
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