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Development of S ima u's P @& Business

Shimadzu Responses to Demands from
Pharmaceutical Industry Customers

US FDA put new regula-
tions for pharmaceutical
manufacturers

In 1997, the U.S. Food and Drug
Administration (FDA) introduced
Part 11 of the 21 Code of Federal
Regulations (21 CFR Part 11), in
order to promote paperless work
in processes such as approval
checks. This regulation lays down
the requirements for use of elec-
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