Warning Letter FDA

Food and Drug Administration

5600 Fishers Lane
Rockville, MD 20857

Date: May 31, 2024

XYZ Pharmaceuticals

456 Industry Road
Pharma City, PA 19104

Subject: Warning Letter for Non-Compliance with FDA Regulations

Dear XYZ Pharmaceuticals,
1. Introduction

This letter serves as an official warning from the Food and Drug Administration
(FDA) regarding the findings from our recent inspection of your manufacturing
facility on April 15, 2024. During this inspection, significant violations of FDA

regulations were identified.
2. Details of the Violations

The inspection revealed multiple instances of non-compliance, including but not

limited to:
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e Failure to maintain proper documentation of manufacturing processes.
e Inadequate quality control measures leading to potential contamination
risks.

e Non-compliance with Good Manufacturing Practices (GMP).

3. Impact of the Violations

These violations compromise the safety and efficacy of your products, posing
serious risks to public health. It is crucial that these issues are addressed
immediately to ensure compliance with FDA regulations and to maintain public

trust in your products.
4. Required Actions and Consequences

You are required to submit a detailed corrective action plan within 15 days of
receiving this letter. Failure to comply may result in further regulatory actions,

including product seizures, injunctions, and potential civil penalties.
5. Support and Resources

The FDA is committed to assisting you in achieving compliance. Please contact
our office for guidance on developing your corrective action plan and for any

further assistance needed.
6. Conclusion

We urge you to take immediate action to rectify the identified issues. Ensuring
compliance with FDA regulations is essential for the safety of your products and
the health of the public.

Sincerely,
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Dr. Sarah Thompson

Director, Office of Compliance

Food and Drug Administration
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