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Attached below is the weekly report of Safety Alerts for ;5] ddludl <l 1Y e oY)y b Lasd (38 e
the period:
From 09-Jul-23 (ra
To 15-Jul-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: | | ol
acility affected by any device/product in this report: Al Cpana Bladal) A 5 jilia cila jlicia/ gl a3 g

Yes [
No |:| 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

Page 1 of 3



Kingdom of Saudi Arabia 4% dungoull &y nll AsS lasll
Saudi Food & Drug Aufhori’ry% Jdgallg Jdaill &qlall auall

Medical Devices Sector ddalf il 3licall g 5 3gaY) g Uad
Surveillance Biometrics Excutive Department 4 puad) il g 48 LU 40450 5 laY)
No. of Safety Alerts: 10 Aadld) <l ) das

Diagnostic and therapeutic radiation devices

RADspeed Series Shimadzu Corporation Medical supplies & https://ncmdr.sfda
(Pro/Safire/CH-200/CH- Services Co.Ltd Mediserv | .gov.sa/Secure/CA [
200M)

Electro mechanical medical devices

Dispenser DP 30 H Nouvag AG H Regulatory Standards chre(CA[CaViewRe‘ [ ‘
INTESTINAL VIDEOSCOPE Olympus Salehiya Trading Est. https://ncmdr.sfda
OLYMPUS PSF-1, SINGLE .gov.sa/Secure/CA
USE POWERSPIRAL TUBE /CaCompositelisti (|
DPST-1 and POWERSPIRAL ng.aspx
CONTROL UNIT PSCU

In vitro diagnostic devices

Bilirubin Total (DCA)  Thermo Fisher Scientific Oy LLA FOUAD HOLDING COMicure/CA/CaViewRe [ |

ID-DiaPanel and ID-Panel P DiaMed GmbH. ~ DULREHMAN AL GOSAIBI Gicure/CA/CaViewRe [ |

Non-active implantable devices

Atrium Advanta V12 Atrium Medical Saudi Sicli Company https://ncmdr.sfda |
Covered Stent System Corporation..

Ophthalmic and optical devices

Alcon Phaco Tips and packs | Alcon Laboratories Inc.... | Alcon Pharmaceuticals Ltd | https://ncmdr.sfda O
or kits containing

Reusable devices

Masimo LNCS TC-I SpO2, Masimo Corporation Masimo International SARL| https://ncmdr.sfda
Masimo RD Set TC-|, .gov.sa/Secure/CA ]
Masimo LNCS TC-I SpO2, /CaViewRecall.asp

Masimo LNOP TC-I SpO2
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19621
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19622
https://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19626
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19623
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19625
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19620
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19618

Single-use devices

Datascope Sensation Getinge Al-Jeel Medical & Trading | https://ncmdr.sfda .
Plus/MEGA IAB CATHETERS Co. LTD
Durepair Dura Regeneration Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda -
Matrix.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19619
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19603
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