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NATIONAL HEALTH REGULATORY AUTHORITY

Medical Devices Safety Notice

The National Health Regulatory Authority would like to alert all governmental and private healthcare facilities, local
agents and distributors that the below medical device:

Device Details

Device Name

IV cannula

Device Model

22G

Lot No.

71022
71023
71022
71018
71020

Manufacturer

Saudi Mais Co. for medical (SMMP)

Country of Origin

Saudi Arabia

Reference

attached

Reason of Alert

NHRA initiates this FSN due to a Breakage of Catheter (FEP tube) and Leakage in Catheter (FEP
tube).

Action should be
taken

Please refer to “Actions to be taken by Customer/ User” in the attached FSN
And for more information please contact the authorized representative Universal Medical
Equipments at dhanya@ume-bh.com

Your cooperation is highly appreciated in improving health services in the Kingdom of Bahrain.

FSCA 2023 0025

For more information please contact Medical_Devices@nhra.bh

15/May/2023
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To whom it may concern..
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We Saudi Mais Co. for Medical Products would like to inform you that the Safety
Alerts of Medical Device Products announced by SFDA is a safety communication
letter about recommendation to achieve the safe usage of IV Cannula,

kindly read it carefully.

supply good quality products.

The product is safe to use, Saudi Mais values its customers and always looking to

Saudi Mais Co. for Medlcal Produg

Factory : 3rd Industrial Area, Al-Kbraj Road, Street No.: 256

P. 0.BOX : 3900- RIYADH : 14335 - 7599 - Saudi Arabia
Tel: +966 11 2650184 - Fax: +966 11 2650139

Riyadh Branch (011) 2650184

Jeddah Branch (012) 6897262

Dammam Branch (013) 8435088

Madina Branch (Tele/Fax) (014) 8486894
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E-mail : medical@mais.com.sa
Website ! WWW.Imaisco.com.sa
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