Report Reference Number: WU2340 WU2340 sl cas jall 681

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
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Attached below is the weekly report of Safety Alerts for -5 _yiall 4Dl <ol Iy = ),uS!\ BYpLul ‘;:\ Lol (58 3a
the period:
From 17-Sep-23 Cra
To 30-Sep-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: | | s

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

Yes |:| axd

No ] 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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Medical Devices Sector
Surveillance Biometrics Excutive Department

No. of Safety Alerts: 21

Anaesthetic and respiratory devices

Aadad) A axs

Astral 100/150 ventilator ResMed Limited. Bio Standards scure/CA/CaViewRe:  []
Disposable breathing circuits Weinmann. Al Khateeb United Trading https://ncmdr.sfda. ]
for MEDUMAT Transport Est.
Diagnostic and therapeutic radiation devices
Luminos Agile Max, Axiom  Siemens Healthcare GmbH | Siemens Medical Solutions https://ncmdr.sfda.
Luminos dRF, Luminos dRF gov.sa/Secure/CA/
Max, Ysio, Ysio Max, Ysio CaViewRecall.aspx ]
X.pree with BABIX holder on 2caid=4&rid=1970
the Bucky wall stand
Membrane Changer Single- SenTec AG. Medical regulations gate https://ncmdr.sfda. ]
Use
Electro mechanical medical devices
F2-01 Frame used with GE Healthcare GE Healthcare https://ncmdr.sfda.
compatible GE gov.sa/Secure/CA/
multiparameter patient CaViewRecall.aspx [
monitors
PROVEO 8, M530 OHX and Leica Microsystems ABDULREHMAN AL https://ncmdr.sfda.
PROVido (Schweiz) AG GOSAIBI GTB L]
Venue Go Standard Cart GE Healthcare GE Healthcare scure/CA/CaViewRe:  []
In vitro diagnostic devices
Accu-Chek Solo diabetes  Roche Diabetes Care GmbH ~ FAROUK, MAAMOUN https://ncmdr.sfda. ]
manager TAMER & COMPANY
HemoslL von Willebrand  Instrumentation Laboratory ABDULLA FOUAD https://ncmdr.sfda. .
Factor Antigen SpA, a Werfen Company HOLDING COMPANY
Human Assayed Multi-Sera  Randox Laboratories Ltd. Bio Standards https://ncmdr.sfda. .

Control Level 3
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19708
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19712
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19702
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19703
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19704
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19718
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19705
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19711
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19716
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19713

Immunoassay Speciality |
Level 1. An in vitro
diagnostic medical device
(IVD)

MicroINR easy control

Multichem S Plus (Level 1,
Level 2, Level 3), Multichem
IA Plus, Multichem P

Randox Liquid Protein
Calibrators-SP CAL-(LIQ)

Randox Urine Liquid Control
Level 2

RX Daytona Plus (with ISE),

RX Daytona Plus (without

ISE), RX Imola, RX Modena,
RX Monaco

VENTANA anti-ALK (D5F3)
Rabbit Monoclonal Primary
Antibody

Randox Laboratories Ltd.

iLine Microsystems S.L

Abbott Laboratories Inc

Randox Laboratories Ltd.

Randox Laboratories Ltd.

Randox Laboratories Ltd.

Roche Diagnostics GmbH

Ophthalmic and optical devices

Alcon Phaco Tips and packs
or kits containing

Single-use devices
ARW Alcohol Prep Pads
HLS & PLS Set.

HYBRID12D300/
HYBRID12D300 (China)

Alcon Laboratories Inc....

Bio Standards https://ncmdr.sfda.

gov.sa/Secure/CA/
CaViewRecall.aspx

ILLA FOUAD HOLDING COM :cure/CA/CaViewRe

Medical supplies &
Services Co.Ltd Mediserv

https://ncmdr.sfda.
gov.sa/Secure/CA/

Bio Standards https://ncmdr.sfda.

Bio Standards https://ncmdr.sfda.

Bio Standards https://ncmdr.sfda.

gov.sa/Secure/CA/
CaViewRecall.aspx

Al-Jeel Medical & Trading
Co. LTD

https://ncmdr.sfda.
gov.sa/Secure/CA/

Alcon Pharmaceuticals Ltd  https://ncmdr.sfda.

\RW Manufacturing Company\RW Manufacturing Compan cure/CA/CaViewRec

AQUET Cardiopulmonary Gm!

Balt Extrusion

Medical Elements scure/CA/CaViewRe:

Thimar Al Jazirah
Healthcare Co.

https://ncmdr.sfda.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19720
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19722
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19706
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19715
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19714
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19721
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19724
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19719
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19700
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19709
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19710
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