


WHAT IS FDA CERTIFICATION?

 FDA Certification
refers to the
approval or
clearance issued by
the U.S. Food and
Drug Administration
for products
requlcted under its
jurisdiction, such as

ood, drugs.

cosmetics, and
medical devices.




PURPOSE OF FDA
CERTIFICATION

Key objectives
include:

Ensure safety and
efficacy of products

Protect public health

Ensure regulatory
compliance for market
access




PRODUCTS REGULATED BY FDA

* FDA oversees the
safety of the
following:

* Food and beverages
 Pharmaceuticals

* Medical devices

« Cosmetics

* Tobacco products



FDA APPROVAL PROCESS

The certification process
generally includes:

1. Pre-market Approval
2. Facility Inspection

3. Product Testing and
Evaluation

4. Documentation Review
5. Post-market Surveillance



REGISTRATION VS.
CERTIFICATION

Understanding the
difference:;

FDA Registration:
Facility listed with
FDA (not an
endorsement)

FDA Certification:
Product meets FDA
standards through
testing/approval



BENEFITS OF FDA
CERTIFICATION

FDA compliance brings:
Legitimacy in U.S. markets
Consumer trust and product
credibility

Higher global acceptance

Better risk management and

safety assurance
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