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EMA's latest requirements for safety data of polysorbates used as excipients in
package leaflet

ZHANG Ming, XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: EMA released the document "Information for the package leaflet regarding polysorbates used as excipients in medicinal
products for human use (Draft)" in November 2018. The safety of polysorbates was evaluated in detail in this document. This paper
introduces the new requirements for safety data of polysorbates used as excipients in the package leaflet. It is hoped that Chinese

manufacturers will learn from the practice of the European Union and provide safety information of polysorbates used as excipients

in the package leaflet to ensure the safety of drug users.
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EMA. Information for the package leaflet regarding
polysorbates used as excipients in medicinal products for
human use Draft [EB/OL]. (2018-11-19) [2019-01-20].
https://www. ema. europa. eu / documents / scientific-
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