Report Reference Number: WU2333 WU2333 8l s jall 280

Kingdom of Saudi Arabia 4% dungoull duynll AsSiall
Saudi Food & Drug Aufhori’ry% Jdoallg danll delall il

Medical Devices Sector dadal) e licall g 5 3¢l gUad
Surveillance Biometrics Excutive Department 4 gaad) Ll g 43 1 38t 5y
13-Aug23 |
Attached below is the weekly report of Safety Alerts for 5yl ddludl &) HINY e )y el b Lad (38 )
the period:
From 06-Aug-23 Cra
To 12-Aug-23 |

which affect Saudi Arabia and being followed up with the Opainall (pliaall e Lgiadlia (5 la Al g dSLaall Lga s Sl
authorised representatives to accomplish the required Aoaaeaill Cile) jaY) A alaiy
action. ‘ ‘

* Role of contact officer: sJlal) Jallca o) g s *
* Kindly respond to the weekly report in both cases pie gl ALY Ala B e gand) ol o ol el
either you are affected or not affected. Ly
* Disseminate and share the information with other Laall slanall Jals dilisal) sy / i laY) e asancille
departments within the healthcare facility and ensure that O b }\_,A na o tise/ Jlea sl o L slA e A<l 3
the healthcare facility is free of any affected ) i ) bl el i)
device/product. . L el ’ | o
* Communicate with the Authorised Representative of the JP i s ‘?A < L ,“_. \ CA “dm‘).\j .
manufacturer if there is any device/product affected by a Adlall SN (e (51 Sl (b o 3lse/ e
Safety Alert

Name of Healthcare Facilty: aal) e ) axka gl
Date: | | ol

Facility affected by any device/product in this report: sAailll) (paa BLALAY) A5 silia Cila jlica/B Jgal 23 o
Yes ™ axd

No 1 Y
* The yellow highlights indicates that medical devices ) Dleadl o o) pa) ) e jiaL Al Cile) ya Yl e
subject to removal action. coasnaaill ol jaYls il dludial) AL NP AE YA
*[To identify the affected serial numbers/lots, please open i

L-‘\ ‘ -
the link. AN @ o2
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Kingdom of Saudi Arabia 4% diogoull dunll A1l
Saudi Food & Drug Au’rhori’ry% Jdgallg Janll deqlall il

Medical Devices Sector Ldal) il Jhial) 5 5 3g2Y) £ Ua
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No. of Safety Alerts: 7 Aadad) A axs

Anaesthetic and respiratory devices

Carina Ventilator Draeger Medical Systems Inc Draeger Arabia Co. Ltd.  :cure/CA/CaViewRe: ]

Filter/HME TwinStar® Plus Draeger Medical Systems Inc  Draeger Arabia Co. Ltd. :cure/CA/CaViewRe: ]

Electro mechanical medical devices

Babyleo TN500 Draeger Medical Systems Inc Draeger Arabia Co. Ltd.  cure/CA/CaViewRec J
Portrait Wearable Pulse GE Healthcare GE Healthcare https://ncmdr.sfda.

[

Oximetry Sensors
In vitro diagnostic devices

GV800 EnVision FLEX, High  Agilent Technologies, Inc. Dar Al-Zahrawi Medical Co. https://ncmdr.sfda.

pH (Dako Omnis), GV823 LLC gov.sa/Secure/CA/ I:'
EnVision FLEX Mini Kit, High CaViewRecall.aspx

pH (Dako Omnis)

LEUKOTRAP® RCPL Haemonetics Corp. Arabian Trade House Est.  https://ncmdr.sfda. I:l
Filtration System

Ophthalmic and optical devices

Contact lenses - Anesthesia [-CODI CO. LTD ‘ Monros General trading cure/CA/CaViewRec |
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19651
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19654
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19653
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19650
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19648
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19649
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19647
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