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Notes
1. Include the following for "Outline of the facili
(1) Diagram showing layout of all site buildings (aerial photograph OK)

(2) Floer plan of site, identifying controlled environment areas (including clean rooms) and
sterilization rooms (if sterilization is performed) are part of the total manufachuing area

2. Tdicate whether or not sterilized devices are manufactured, and sterilization category (if
applicable) Also, i any sterilized medical devices are handlei indicate whether any controlled
enviroument areas are part of the total manufacturing are

5 Tndicate the ates conformity 1o e ppheabls madical device mamfacturing faclity
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