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Medical Devices Sector Adal) claiiall 9 3 jgaY) pUad
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Attached below is the weekly report of Field Safety lall il ile) 22 e )y ) b Lasd (38 e
Corrective Actions (FSCAs) for the period: 5_yiall Agilaall
From 12-Apr-20 )
To 18-Apr-20 &
which affect Saudi Arabia and being followed up with the Cpainall Cpliaall aa Lgiailia g jla Sl g ASlaall Lea 8 il
authorised representatives to accomplish the required dga ) e DAY sl
action. o 7 )
* Role of contact officer: sl sl A0) g g *
* Kindly respond to the weekly report in both cases pe gl AU Alla B Lo gl 8l e ol Jali®
either you are affected or not affected. Lk
* Disseminate and share the information with other Ll sl Jals dabiaall LdY) / &l laY) o agaxille
Departments within healthcare facility and Ensuring that oo sl ilie ik o Shinse/ en s el e ST
the healthcare facility is free of any affected o T 2N s T
device/product. 4 M‘M‘ MM MX““\ u‘gb’;}”
* Communicate with the Authorised Representative of the Y o 8 ghuaal - .‘\ Jiaall g Jusl 5ille
manufacturer if there is any device/product affected by a dnpsaaill Glel Yl e sl ilie (o o e/ e
FSCA il Al
Hospital name:| | s hiinal) anl
Date:| |2

Hospital affected by any device/product in this report: Al (e Addeally 3 jilia ciladile/s jgal 22 g

Yes | axd
No ] b

* [The yellow highlights indicates that medical devices bl Sleall can o) jal ) el il Al Cile) Y e
subject to removal action. conmnaadll ol Yl s jiliall dululel) ?GJ;\J\ PN RTEWAR
*[To identify the affected serial numbers/lots, please open " T )

the link. AT
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No. of Field Safety Corrective Actions (FSCA): 11 sAilaall dadlall Lasauail) cile) oY) axs

Active Implantable Devices

CarelLink 2090 Programmer
& Encore 29901
Programmer

Medtronic SA Medtronic Saudi Arabia

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

Electro mechanical medical devices

GE Healthcare

CARESCAPE ONE monitor |

GE Healthcare H

ch re/CA/CaViewRe ‘ O

Dexcom G4 PLATINUM
Continuous Glucose
Monitoring System

Dexcom G5 Continuous
Glucose Monitoring System

Dexcom G6 Continuous
Glucose Monitoring System

DexCom Inc

Bio Standards

https://ncmdr.sfda

.gov.sa/Secure/CA

/CaViewRecall.asp

x?caid=2&rid=151
62

PrisMax Hemodialysis
Machine, Prismaflex System

Baxter Healthcare.

Baxter AG

https://ncmdr.sfda

In vitro diagnostic devices

ADVIA Chemistry Systems
1800/2400/XPT & Atellica
CH 930 Analyser

Siemens Healthcare
Diagnostics GmbH

ABDULREHMAN AL
GOSAIBI GTB

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

AQT90, ,, H

Radiometer Medical

H Salehiya Trading Est.

ch re/CA/CaViewRe ‘

cobas u 701 microscopy
analyzer and cobas u 601
urine analyzer

Roche Diagnostics GmbH.

Roche Diagnostics Saudi
Arabia Limited

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

Elecsys Troponin T hs for
use on the cobas e 801
analytical unit

Roche Diagnostics GmbH.

Roche Diagnostics Saudi
Arabia Limited

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

Reusable devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15161
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15168
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15162
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15171
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15167
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15165
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15164
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15166

I

Laryngoscope

Welch Allyn Patient Cables
or Lead Sets

Ldolf Medical GmbH & Co. KHSaeed Al-Amoudi Sons Co. “cure[CA[CaWewRe’

I

Welch Allyn, Inc FAROUK, MAAMOUN
TAMER & COMPANY

https://ncmdr.sfda

]

. \

Single-use devices

BardPort M.R.l. Hard Base
Implantable Port, BardPort
M.R.l. Implantable Port,
BardPort Titanium
Implantable Port, Groshong
9.5F Dual-Lumen Central
Venous Catheter and X-
Port® isp M.R.I. Implantable
Port

Bard Pcripheral Vascular C.R. BARD Saudi Arabia
(BPV)

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

/CaViewRecall.asp
x?caid=4&rid=151

63
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15169
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15170
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15163
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