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Device malfunction causing the applier to jam, and clip loading failures

Device/ Product . . . .
A Li-Gator Single Use Laparoscopic Clip Applier

Description:
Model: 360-010-001
Affected 8250 18251 18252 18820 18821 18822 18823 18824 18825 19571-A
products: Codes: 19572-A 19573-A 19716-A 19717-A 19718-A 19719-A J0113-A J0114-A
' J0115-A J0225-A J0227-A J0228-A J0229-A J0230-A J0231-A J0240-
A J0243-A J0287-A
Manufacturer: Genicon, Inc.
Problem: Device malfunction causing the applier to jam, and clip loading failures.

Contact Genicon to coordinate the return of the product associated with this action at
no additional cost.

For more information, please click here.
Recommendation
/Actions: If you think you had a problem with your device or a device your patient uses, please
report the problem to SFDA through:

NCMDR

Vigilance system

(19999) unified call center

AR name: Medical Regulations Gate
Authorized Assigned Contact Person: | Abdulaziz Algahtani
Representative
Details Mobile/Phone: +(966) 506121295

Email: Ameen@mr-gate.com
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=183658
https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report
mailto:Ameen@mr-gate.com

