Jdgallg Jdanll dslall il °
Saudi Food & Drug Authority 75

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update

Report Reference: WuU2611

Publish date: 08-Mar-26

below is the weekly report of Safety Alerts for the period:
From 01-Mar-26
To 07-Mar-26

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

* Kindly respond to the weekly report in both cases either you are affected or
not affected though the following link:

Al cila iiall g 3 g2y ¢ Ua
4 gaad) bl g 448,10 40,81 5 )y

Aadlaad) @l A o gand) ail)

1AL o al) a8
» adl) @Jlﬂ

:_yll LDl <l Y e sanl) El) L Laih

e
Y
35 oLy (paainall Cpliedl ge Lennlia sl (3015 ASLeal) L 3 jiall
.g\:t;:tmﬂ\ Sl ),A}“

A cpe llig Al ane of AN ANa 3 e gand) ) e 3l Jal *
2oL} Jay) 1)

https://surveys.sfda.gov.sa/surveys/?s=7KN979YXNHPPRENX

* 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=7KN979YXNHPPRENX

No. of Safety Alerts: 6
Safety NCMDR Ref. Medical Device Manufacturer
Alert No.
1 SA-26-02-26-1264 Essenza 300 Linet spol. s r.o..
2 SA-26-02-26-1261 Evidence MultiSTAT Randox Laboratories Ltd.
3 SA-04-03-26-1266 MiniMed™ Paradigm™, Medtronic SA
MiniMed™ 600 series, and
MiniMed™ 700 series insulin
pump systems
4 SA-02-03-26-1265 16F Dual-Valved Splittable Merit Medical Systems Inc....
Sheath Introducer
5 SA-05-03-26-1269 Atellica CH Analyzer and Siemens Healthcare
Atellica Cl Analyzer Diagnostics Inc
6 SA-04-03-26-1268 21 Gauge Winged Infusion Sets Mentor Worldwide LLC
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

from Specific Lots of CPX™ 4
Tissue Expanders
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Authorized Representative Link

/Importer

Medical Device Category

Electro mechanical medical
devices

FAROUK, MAAMOUN TAMER https://ade.sfda.g
& COMPANY ov.sa/Fsca/Publish

https://ade.sfda.g
ov.sa/Fsca/Publish

https://ade.sfda.g
ov.sa/Fsca/Publish
Details/742

Bio Standards In vitro diagnostic devices

Medtronic Saudi Arabia Single-use devices

Medical Regulations Gate Single-use devices

https://ade.sfda.g

ABDULREHMAN AL GOSAIBI https://ade.sfda.g = In vitro diagnostic devices

GTB

Johnson & Johnson Medical https://ade.sfda.g
Saudi Arabia Limited ov.sa/Fsca/Publish

Single-use devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/737
https://ade.sfda.gov.sa/Fsca/PublishDetails/738
https://ade.sfda.gov.sa/Fsca/PublishDetails/742
https://ade.sfda.gov.sa/Fsca/PublishDetails/739
https://ade.sfda.gov.sa/Fsca/PublishDetails/743
https://ade.sfda.gov.sa/Fsca/PublishDetails/741

