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April 9, 2024

Dumex Medical Surgical Products, Ltd.
Sharmini Atheray
Manager, Quality Assurance and Regulatory Affairs
104 Shorting Road 
Scarborough, Ontario M1S 3S4
Canada

Re:  K990332
Trade/Device Name: Dumex Iodoform Packing Strip
Regulatory Class:  Unclassified
Product Code:  FRO

Dear Sharmini Atheray:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated April 14, 1999. Specifically, 
FDA is updating this SE Letter because FDA has better categorized your device technology under product 
code FRO.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Yu-Chieh Chiu, OHT4: Office of Surgical and Infection Control Devices, 301-796-6196, 
yu-chieh.chiu@fda.hhs.gov.

Sincerely,

Yu-Chieh Chiu, Ph.D.
Assistant Director
DHT4B: Division of Infection Control
    and Plastic Surgery Devices
OHT4: Office of Surgical

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Yu-chieh Chiu -S
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