Report Reference Number: WU2325 WU2325 sl oaa el o850

Kingdom of Saudi Arabia <% dungoull Gy nll A sl
Saudi Food & Drug Authori’ry% doallg Jdanll deloll il

Medical Devices Sector Adal) e Jliiall g 5 3¢ Y) gllad
Surveillance Biometrics Excutive Department 4 guadl clulal) g 48 U 4,085 3 )aY)
18-Jun-23 |
Attached below is the weekly report of Safety Alerts for ;5] ddludl <l 1Y e oY)y b Lasd (38 e
the period:
From 11-Jun-23 O
To 17-Jun-23 <
which affect Saudi Arabia and being followed up with the Opainall Cpliaall aa lgiaglio g jla Al 5 ASladll Lo B il
authorised representatives to accomplish the required Lagmaadll g oY) i alasy
action. T 7 )

 Jst¥) Tl 2] e ¥

* Role of contact officer:

* Kindly respond to the weekly report in both cases pie gl AN Alla B Lo guadd) 8 el Jali
either you are affected or not affected. A
* Disseminate and share the information with other Laall sl Jals dabiaall L) / <l oY) e aaxille
departments w1th}1} thg healthcare facility and ensure that e b il «.-.—‘L’ - Mo/ e ol e la Sa e Sl
the healthcare facility is free of any affected Ll el )
device/product. Ua 3 el T ' o
* Jommunicate with the Authorised Representative of the A b d“‘"“ﬂ - .;\ Jiaall go Josl sille
manufacturer if there is any device/product affected by a Al I (e sl Sl (aka o Sl Jlea
Safety Alert

:w‘ ;\,’iLDJJ\ a-\i& el

Name of Healthcare Facilty

Date: :l ol

acility affected by any device/product in this report: Al Cpana Bladal) A 5 jilia cila jlicia/ gl a3 g
Yes  []
No D b

* [The yellow highlights indicates that medical devices (bl Sleall s o) ja) ) el e Al el jaY) e
subject to removal action. cenanaail) ol jaYls il Ll At SV g )kl 4 e e
* To identify the affected serial numbers/lots, please open . T

the link. Al e o
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No. of Safety Alerts: 17 Aadld) <l ) das

Active Implantable Devices

Corpuls3 Software Hmedizinische Geréte G. StemHI Khateeb United Trading Es‘ﬁure[CA(CaViewRei‘ |:| ‘

Diagnostic and therapeutic radiation devices

LUMINOS Lotus Max SIEMENS Siemens Medical Solutions  https://ncmdr.sfda
Luminos dRF Max .gov.sa/Secure/CA D
Luminos Agile Max
Shimadzu X-Ray system - X- | Shimadzu Corporation.. FAROUK, MAAMOUN https://ncmdr.sfda
Ray tube support, ceiling TAMER & COMPANY .gov.sa/Secure/CA |:|
mounted CH-200/CH-200M
Vivid S60 / Vivid S70 / Vivid GE Healthcare GE Healthcare https://ncmdr.sfda
S60N / Vivid S70N .gov.sa/Secure/CA |:|

Ultrasound Systems

Electro mechanical medical devices

da Vinci Xi/X Tip-Up Intuitive Surgical Inc Gulf Medical Co. https://ncmdr.sfda |:|
Fenestrated Grasper
Datascope Cardiosave Getinge Al-Jeel Medical & Trading | https://ncmdr.sfda
Hybrid and Rescue Intra- Co. LTD .gov.sa/Secure/CA |:|
Aortic Balloon Pumps (IABP)
MEGADYNE™ MEGA SOFT™ Megadyne Medical Johnson & Johnson https://ncmdr.sfda
and MEGA 2000 Reusable Products Inc. Medical Saudi Arabia .gov.sa/Secure/CA |:|
Patient Return Electrodes Limited
Olympus HF-Resection Olympus Salehiya Trading Est. https://ncmdr.sfda |:|
Electrode

Hospital hardware

Power-PRO 2 H Stryker Hleel Medical & Trading Co. I“cure[CA[CaViewRe‘ |:| ‘

In vitro diagnostic devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19596
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=19589
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19599
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19591
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19588
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19592
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19587
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19600
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19595

Afinion 2 and Alere Afinion Z‘ﬁott Diagnostic International Hsupplles & Services Co.Ltd Iﬂcure[CA[CanwRe’

IL PVP tion Laboratory SpA, a Werfe LLA FOUAD HOLDING COM cure/CA/CaViewRe [

Urea Enzymatic Kinetic AssayH Randox Laboratories Ltd. H Bio Standards chre(CAZCaViewRe‘ |
Medical software

BD Synapsys HBecton Dickinson & Co. (BD)H Becton Dickinson B.V. chre[CA[CaViewRe‘ ™

Reusable devices

Allen Advance Chest
Support with pad

Baxter Healthcare

Baxter AG

https://ncmdr.sfda

Single-use devices

Bingle Use Distal Cover H Olympus H Salehiya Trading Est. chre[CA[CaViewRe’ [
Dr.Disinfectant Instrument Saudi Mais for Medical Saudi Mais Co. For https://ncmdr.sfda
Products O

Transport Gel

Medical Products

Single-Use Packs, FUSION
Dual Pump Packs, Veritas
Advanced Infusion Packs

Johnson & Johnson
Surgical Vision, Inc.

ABDULREHMAN AL
GOSAIBI GTB

https://ncmdr.sfda
.gov.sa/Secure/CA
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19601
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19593
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19598
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19597
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19590
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19530
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19594
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19602
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