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Abstract: Objective To compare and analyze the similarities and differences in the corresponding dosage forms and specifications
of the same active ingredients in over-the-counter (OTC) (chemical single-ingredient preparation) for children between China and
European Union, in order to provide reference and suggestions for the scientific supplementary opinions and improvement of suitable
dosage forms and specifications for OTC (chemical single-ingredient preparation) for children in China. Methods The official website
of the National Medical Products Administration (NMPA) was searched to sort out the list of OTC (chemical drugs) for children in
China, and the active ingredients of single-ingredient preparation were screened from it; Using the screened active ingredients as the
search object, EU children's OTC were searched from the European Medicines Agency (HMA), Yaozh website, and Drug future
website; Using descriptive statistical analysis methods, the similarities and differences were compared in dosage forms and

specifications of OTC (chemical single-ingredient preparation) for children with the same active ingredients between China and
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European Union, and provide reference for further optimizing OTC for children in China. Results There are 72 active ingredients of OTC
(chemical drugs) single-ingredient preparation for children in China, of which 17 active ingredients were retrieved from OTC single-
ingredient preparation for children in European Union. Sort out the dosage forms and specifications corresponding to 17 identical active
ingredients in China and European Union. In terms of dosage forms, 17 dosage forms are involved in these 17 active ingredients of OTC
for children in European Union, including four exclusive dosage forms, and chewing capsules are lacking in OTC (chemical single-
ingredient preparation) for children in China; 25 dosage forms are involved in OTC (chemical single-ingredient preparation) for children
in China, including 13 exclusive dosage forms. In terms of specifications, there are 53 drug specifications in European Union, including
33 unique specifications; There are 90 specifications in China, including 70 unique specifications. Dosage forms and specifications
corresponding to a few active ingredients have not been included in OTC (chemical single-ingredient preparation) of children in China,
while OTC (chemical single-ingredient preparation) of children in European Union has included them. Conclusion Compared to the
European Union, China offers a more diverse range of OTC (chemical single-ingredient preparation) formulations and specifications for
children, particularly with a wide variety of oral solid dosage forms. Some unique dosage forms in the European Union have advantages
for children, and the unique single-dose packaging specifications improve the safety of pediatric drugs. Relevant departments in China can

learn from the advanced experience of European Union and research more suitable dosage forms and specifications of OTC for children.
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Table 1 Dosage forms and specifications of 72 active ingredients in single formulations of OTC for children in China
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Table 2 Comparison of ingredients corresponding to 17 identical active ingredients in OTC (chemical single-ingredient

preparation) for children between China and European Union
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