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Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:
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which affect Saudi Arabia and being followed up with the
authorised representatives to accomplish the required
action.

* Role of contact officer:

* Kindly respond to the weekly report in both cases
either you are affected or not affected.

* Disseminate and share the information with other
Departments within healthcare facility and Ensuring that
the healthcare facility is free of any affected
device/product.

* Communicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
FSCA

Al Gile) jaly) Ldn (‘,LAJ\]

sduaiY) alia o g e *

pe gl AU Alla B Lo gl 8l e ol Jali®
A

Ll sl Jals dabiaall LdY) / &l laY) o agaxille
Ge b i ks o e/ e ol (e La 18 (e ST
Al Okl dmaa il Cile) Yl

Ll Gl a Y e gl iltie b o e/ Jlea

Hospital name: |

Date: |

Hospital affected by any device/product in this report:

Yes
No

¢ [The yellow highlights indicates that medical devices
subject to removal action.

¢ [To identify the affected serial numbers/lots, please open
the link.

]
[

Al cl ylay
| s Adial) o)
I ;C..UL”J!
Al e el § e ciladiie/d gl a2
axd
Y

bl Sleall can o) jal ) el il Al Cile) Y e

(sl ol a5 pliall ddududll a6 ,Y) o 51kl 38 yeal e
Lol N g o

Page 1 of 2



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

Medical Devices Sector Lhal) cilaiiall g 3 jgaY) pllad
Surveillance Biometrics Excutive Department g ) bl g 4B M A0 5y
No. of Field Safety Corrective Actions (FSCA): 8 dadad) @ AN daaall) cig) AY) s

Active Implantable Devices

HeartWare Ventricular Assist Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda I:l
Device (HVAD) System

Diagnostic and therapeutic radiation devices

OEC Elite and OEC 3D GE Healthcare GE Healthcare https://ncmdr.sfda
mobile C-Arms

[]

Electro mechanical medical devices

4K LCD Monitor H Sony corporation H Integrated Technology H;ure[CA[CaViewRei‘ ] ‘
4K LCD Monitor H Sony corporation H Integrated Technology ‘ﬁure[CA(CaViewRei‘ ] ‘
EVE family ventilators H Fritz Stephan GmbH Techno—Orbits Establishmenﬂcure[CA[CaViewRe‘ ]
LIFEPAK 15 Keypad ‘Ftryker Communications Cor[HleeI Medical & Trading Co. I“cure[CA[CaViewRe‘ ] ‘
In vitro diagnostic devices
Randox Zinc (Zn) Assay H Randox Laboratories Ltd. H Bio Standards ‘Lure[CA[CaViewReJ’ ] ‘
Non-active implantable devices
GYNECARE INTERCEED. Ethicon Inc. | Johnson Medical Saudi Aral:cure/CA/CaViewRe [ |
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15747
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15744
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15742
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15746
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15743
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15749
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15745
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15751
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