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ABSTRACT: China’s Food Safety Law stipulates that the product formula of infant formula milk powder and
formula food for special medical purposes need to be registered and administered. The registration related supporting
documents require these 2 types of products to provide process verification related materials when applying for
registration, effective process verification is an important guarantee for product quality. Due to the wide application
of process validation in drugs, this paper studied the process validation strategy of infant formula milk powder and
formula food for special medical purposes based on product life cycle verification method through the study of
pharmaceutical production process validation guidelines, combined with the actual situation and examples of food
factories. In addition, suggestions were put forward on the process specification, process validation scheme and
process validation report of infant formula milk powder and formula food for special medical purposes, in order to
provide theoretical reference for the implementation of process validation of these 2 kinds of food.
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