Kingdom of Saudi Arabia
Saudi Food & Drug Authority

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update

Report Reference:
Publish date:

below is the weekly report of Safety Alerts for the period:

From

To

which affect Saudi Arabia and being followed up with the authorised
representatives to accomplish the required action.

X

wu2417

21-Apr-24

14-Apr-24
20-Apr-24

* Kindly respond to the weekly report in both cases either you are affected or

not affected though the following link:
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https:/ /surveys.sfda.gov.sa/surveys/?s=CTLNDA7ARTRDHM

* Role of contact officer:

* Disseminate and share the information with other departments within the
healthcare facility and ensure that the healthcare facility is free of any affected

device/product.

* Jommunicate with the Authorised Representative of the manufacturer if there

is any device/product affected by a Safety Alert

* To identify the affected serial numbers/lots, please open the Safety link.
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https://surveys.sfda.gov.sa/surveys/?s=CTLNDA7ARTRDHMAE

Kingdom of Saudi Arabia

Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

SA-15-04-24-362

No. of Safety Alerts: 6

- Centricity High Acuity
Anesthesia 5.X
- Centricity High Acuity Critical

GE Healthcare
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https://ncmdr.sfda

.gov.sa/Secure/CA
/CaViewRecall.asp

Anaesthetic and respiratory
devices

Intelligent Reload

Care 5.X

2 SFDA-0045-2024 3-Way Stopcock with/witout Saudi Mais for Medical Saudi Mais Co. For Medical |https://ncmdr.sfda Single-use devices
Extension Tube Products Products

3 SA-07-04-24-359 AVEIR™ VR LEADLESS Abbott.. Al-Jeel Medical & Trading  https://ncmdr.sfda|| Active Implantable Devices
PACEMAKERS Co. LTD

4 SFDA-0043-2024 DMD sodium hypochlorite Shifaa United for Medical Shifaa United for Medical |https://ncmdr.sfda Dental devices

5.25% Devices Devices
5  SFDA-0044-2024 Minigood Warm Body Stickers / Yiwu Lemaidi Network Shabakat AL Tamayuz Cont |https://ncmdr.sfda Single-use devices
body warmer patch Technology Co., Ltd. est
6 SA-16-04-24-363 Tri-Staple Black Reinforced Covidien LLC.... Medtronic Saudi Arabia https://ncmdr.sfda

Single-use devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=20995
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=20997
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=20993
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=20996
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=20998
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=20999

