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Outline of the facility
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Manufacturing Equipment
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Sterilization performed? Yes No
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If "yes,"” provide sterilization classification

Conformity to Requirement
for Buildings & Facilities
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If sterilized medical devices are handled: N/A
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Controlled environment areas? Yes No
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Conforms to Article 14 of Pharmaceutical, Etc Building and F
acility Enforcement Regulations (General)

O ERFEELRFERAFULED2(CEE (HERSD)
Conforms to Article 14-2 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Sterilized)
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Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

O ERFEELRHFERAFEULEDLIEE (BEERS)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)
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Notes

1. Include the following for "Outline of the facility™:

(1) Diagram showing layout of all site buildings (aerial photograph OK)

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

2. Indicate whether or not sterilized devices are manufactured, and sterilization category (if
applicable) Also, if any sterilized medical devices are handled, indicate whether any controlled
environment areas are part of the total manufacturing area.

3. Indicate the site's conformity to the applicable medical device manufacturing facility
requirements.



