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CDRH (center for Devices and Radiological Health)
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Class III Devices

- FDA review H|&: 259,600 USD



ELECTRONIC ESTABLISHMENT
REGISTRATION AND LISTING
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FDA website

 Website address:
www.fda.gov/cdrh/reglistpage.html
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Premarket Notification
Procedures- 510K
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510k Third party review
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FDA Quality Regulations

- ABHE (Federal Regulation)

- 21 CFR 820 — Quality system regulations
(formerly Good manufacturing Practices —
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GMP (Good Manufacturing Practices)
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3.Design Controls 12.Product Evaluation
4.Process Validation 13.Packaging
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7.Equipment and Calibration 16.Servicing
8.Device Master Record 17.Quality Systems Audits

9.Document and Change Control 18.Factory Inspections
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