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below is the weekly report of Safety Alerts for the period: 5l AaSlal) &l 1Y e )yl b Lasd
From 31-Dec-23 )
To 06-Jan-24 S
which affect Saudi Arabia and being followed up with the authorised 2 alady Cpaainall (pliaall aa Leiailia (5 ol Sl g ASLaall g2 3 PN
representatives to accomplish the required action. Al Gilgd jay)
* Kindly respond to the weekly report in both cases either you are affected or DA e dlldg il ax ) A Al P PR RV e A Jali
not affected though the following link: ) 2oL} Jay) )

https:/ /surveys.sfda.gov.sa/surveys/?s=CTLNDA7ARTRDHMA

* Role of contact officer: cJbaiY) a4 g puna *

* Disseminate and share the information with other departments within the O L la e oSl g Al sliall Jals ddlisall ALY/ ol oY) e asanille
healthcare facility and ensure that the healthcare facility is free of any affected Akl @l Ha) e b il ok o i/ Jlea el
device/product. B I L R 5 Ula ;. ”ln el Jied) ae Jial ”1-
* Communicate with the Authorised Representative of the manufacturer if there Oe gl S i [ 2525 & LEC:A\ a\jﬁ-ﬂ

is any device/product affected by a Safety Alert . ) . P . .
Al ) Loyl il ela ) 63yl dplall il Yliaall 93 jeal¥) Jualdi 48 jaale
*To identify the affected serial numbers/lots, please open the Safety link. S g ele sl 28 e
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https://surveys.sfda.gov.sa/surveys/?s=CTLNDA7ARTRDHMAE
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No. of Safety Alerts: 6 ) @A) s

1oallg danll dslall &l

Al il Jlical) 5 jgaY) plad
A gun) Lty g 4408 1 450850 5 )Y

SA-29-12-23-234

2 SA-02-01-24-237
3 SA-31-12-23-236
4 SA-31-12-23-235
5 SA-28-12-23-233
6 SA-28-12-23-232

Achieva 1.5T, Achieva 1.5T
Conversion, Achieva 3.0T,
Ingenia Ambition X,
Intera 1.5T, and SmartPath to
dStream for 1.5T

Philips Healthcare Saudi
Arabia Ltd.

Philips Medical Systems

Philips Healthcare Saudi
Arabia Ltd.

Allura Xper, Allura Centron, and
Azurion Systems

Philips Medical Systems
Nederland B.V.

HUMAN Gesellschaft fir
Biochemica und Diagnostica
GmbH

AUTOCAL, HumaTrol N,
HumaTrol P, SERODOS®
SERODOS® PLUS, ACID
PHOSPHATASE, ALKALINE
PHOSPHATASE opt. liquicolor,
LDH SCE mod. liquiUV,
PHOSPHORUS liquirapid

Abdullah A. Baghaffar

EVair and EVair 03 (Jun-Air) Datex - Ohmeda Inc GE Healthcare

Myval Transcatheter Heart Valve  Meril Life Sciences Pvt. Ltd. ~ Eyad | Alshedwy Comm Est

System

Q-Stress and X-Scribe Cardiac
Stress Testing Systems

Welch Allyn, Inc
& COMPANY
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https://ncmdr.sfda. Diagnostic and therapeutic
gov.sa/Secure/CA/ radiation devices

CaViewRecall.aspx
?caid=4&rid=1987

https://ncmdr.sfda. Diagnostic and therapeutic

radiation devices

In vitro diagnostic devices

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

2caid=4&rid=1987
4

https://ncmdr.sfda. Anaesthetic and respiratory
gov.sa/Secure/CA/ devices

https://ncmdr.sfda.

Single-use devices

FAROUK, MAAMOUN TAMER https://ncmdr.sfda. Electro mechanical medical

devices


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19871
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19875
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19874
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19873
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19868
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19872

