Sandoz offers a broad Range of Manufacturing Facilities
from Clinical Development to Commercial Use

Pre-clinical ’ Clinical Phaose | Clinical Phase 2 Clinical Phase 3 Commercial Production
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Established and Approved QA Systems

» Meet requirements of FDA, EMEA and other international
authorities

» Well documented by SOP and batch record system
» Established electronic change request system

» Equipment in use is qualified

» Preventive maintenance program is in place

» Environmental monitoring program available

» On request: a dedicated regulatory manager is available to
support filings of IND’s, MAA’s, BLA’s, etc.

Sandoz’'s quality ensures that all operations are fully compliant with

international regulations at every stage of the process
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