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which affect Saudi Arabia and being followed up with the authorised
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representatives to accomplish the required action.
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* Kindly respond to the weekly report in both cases either you are affected or
+oLiaj Jayl 1)

not affected though the following link:
https://surveys.sfda.gov.sa/surveys/?s=4MT7LEJ3DFP7HSL]

rduaiY) Ll 4] g e *
Ol sla e oS 5 Dl liinall Jads dabisal) JLudY) / ol oY) e anaxiille

* 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 Al @l ) e b il ol o live/ Slea s
device/product. ‘e ol sl Wiose/ 3 K A 8 :_ua.qu ) Adizal \"4 Fadl 2a (ial "”\-
* Communicate with the Authorised Representative of the manufacturer if there Ge gl S i e 252 . «L§:J\ Q‘j‘dm
i devi duct affected by a Safety Alert ) - :
is any device/product affected by a Safety Aler Al 51 ) o sl e 5l Zl) e il 8 a1 Jalis 83 e

*To identify the affected serial numbers/lots, please open the Safety link.
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No. of Safety Alerts: 9 Al ) ) s
SA-14-01-25-737 3M™ Prevena™ Plus 125 KCI USA Inc Al-Jeel Medical & Trading Co. https://ade.sfda.go Single-use devices
Therapy Units and Kits and 3M™ LTD v.sa/Fsca/PublishD
V.A.C. ® Via Therapy Units and etails/249
Kits distributed
2 SA-07-01-25-730 Disposable insufflation needle LANDANGER SA Arabian Trade House Est.  https://ade.sfda.go Single-use devices
v.sa/Fsca/PublishD
3 SA-09-01-25-731 HbA1c Il CAL Randox Laboratories Ltd. Bio Standards https://ade.sfda.go In vitro diagnostic devices
v.sa/Fsca/PublishD
4 SA-12-01-25-732 Idylla™ Instrument Biocartis NV. Advance Test Est. https://ade.sfda.go In vitro diagnostic devices
v.sa/Fsca/PublishD
5 SA-14-01-25-740 Liquid Assayed Specific Protein Randox Laboratories Ltd. Bio Standards https://ade.sfda.go In vitro diagnostic devices
Controls
6 SA-13-01-25-733 Multiple products Coloplast janat al arab trading https://ade.sfda.go Single-use devices
v.sa/Fsca/PublishD
7 SA-14-01-25-735 ROTEM® sigma complete. Werfen.. ABDULLA FOUAD HOLDING  https://ade.sfda.go In vitro diagnostic devices
ROTEM® sigma complete + hep. COMPANY
8 SA-13-01-25-734 VINYL EXAMINATION GLOVES Anhui Intco Medical YASHFEEN NATIONAL https://ade.sfda.go Single-use devices
Products Co., Ltd. MEDICAL CO v.sa/Fsca/PublishD

Page 2 of 3


https://ade.sfda.gov.sa/Fsca/PublishDetails/249
https://ade.sfda.gov.sa/Fsca/PublishDetails/244
https://ade.sfda.gov.sa/Fsca/PublishDetails/243
https://ade.sfda.gov.sa/Fsca/PublishDetails/242
https://ade.sfda.gov.sa/Fsca/PublishDetails/247
https://ade.sfda.gov.sa/Fsca/PublishDetails/245
https://ade.sfda.gov.sa/Fsca/PublishDetails/250
https://ade.sfda.gov.sa/Fsca/PublishDetails/246

SA-14-01-25-741 Xhibit Telemetry Receiver, Spacelabs Healthcare Inc Gulf Medical Co. https://ade.sfda.go Diagnostic and therapeutic
v.sa/Fsca/PublishD radiation devices

Page 3 of 3


https://ade.sfda.gov.sa/Fsca/PublishDetails/248

