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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.

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

Cndainall Cfiaall pe Lgindia 5 jla il 5 dSLaall Lgy 3 jiliall 5
_A\M"“ . Al) Q\;\ﬁ}]\ .A:\s.u el..q.\\}z

 Jst¥) Tl 2] e ¥

pe Jiﬁm‘&hgéfjéuiﬂyﬂ\&s 0 Jals #
LA

inall sliall Jala dalia) ew‘y\ /&l oY) e avexille
e gl i (b o Jliuse/ Sl (5T e L S8 (e S
3sa s Alla L giiaall aaieall Jieall go Jual sille
gl Sl 2] G gl S e p fse/
Al el

Hospital name: | |;uﬁa-d\ v
Date: | |c.: IgIk]
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g
Yes Il axd
No ] b

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

* [To identify the affected serial numbers/lots, please open
the link.
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Active Implantable Devices

EMBLEM™ Subcutaneous Boston Scientific Medical Regulations Gate | https://ncmdr.sfda
Implantable Cardioverter Corporation... .gov.sa/Secure/CA O

Defibrillators (S-1CDs)

ZOOM™ programmers Hoston Scientific Corporation.H Medical Regulations Gate chre[CA[CaViewRe‘ O ‘

Diagnostic and therapeutic radiation devices

Various SOMATOM Systems SIEMENS Siemens Medical Solutions | https://ncmdr.sfda |
with syngo.CT VB20 Software

Electro mechanical medical devices

Digital Communication Baxter Healthcare. Baxter AG https://ncmdr.sfda O
Module Kit
V60/V60 Plus/V680 Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda 1
Ventilator Arabia Ltd.
Healthcare facility products and adaptations
ED-FLOW, Automated Getinge Lancer Gulf Medical Co. https://ncmdr.sfda
Endoscope Reprocessor .gov.sa/Secure/CA O
(AER)
In vitro diagnostic devices
cobas pure e 402 analytical | Roche Diagnostics GmbH. | Roche Diagnostics Saudi | https://ncmdr.sfda
unit Arabia Limited .gov.sa/Secure/CA ]
cobas e 801 analytical unit.
ID-DiaPanel Plus6 = DiaMed GmbH. ~ DULREHMAN AL GOSAIBI Gzure/CA/CaViewRe [ |
Paratyphi CO H Cypress Diagnostics HLLA FOUAD HOLDING COM‘LcureZCAZCaViewRe‘ | ‘
Rose Bengal H Cypress Diagnostics HLLA FOUAD HOLDING COM‘LcureZCAZCaViewRe’ ] ‘
SP-50 slidemaker-stainer H Sysmex Corporation Japan H Medical Regulations Gate ‘kure[CA[CaViewRei‘ | ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16208
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16207
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16213
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17210
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17217
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17216
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17212
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16210
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17213
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17214
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16209

VIDAS® FT4 60 TEST H bioMerieux Inc Hleel Medical & Trading Co. I“cure[CA[CanwRe’

Medical software

3Shape Implant Studio 3Shape Medical A/S. Abdulrehman Algosaibi  https://ncmdr.sfda O]
software GTC
Abacus Order Baxter Healthcare. Baxter AG https://ncmdr.sfda [
Entry/Calculation Software
CARA (Computer Assisted Diagnos Inc. kanhoor for medical https://ncmdr.sfda O
Retinal Analysis) Supplies
neuroinspire Surgical Renishaw Mayfield Gulf Medical Co. https://ncmdr.sfda [
Planning Software
Single-use devices
ATTUNE Measured Sizing DePuy Ireland UC Johnson & Johnson https://ncmdr.sfda [
& Rotation Guide Instrument Medical Saudi Arabia
EverFlex™ Self-Expanding EV3 Inc. Medtronic Saudi Arabia | https://ncmdr.sfda
Peripheral Stent with .gov.sa/Secure/CA O
Entrust™ Delivery System
EXACTAMIX 2400 Valve Sets ~ Baxter Healthcare. | Baxter AG icure/CA/CaViewRe [

Venflon Pro Safety (VPS) HBecton Dickinson & Co. (BD)H Becton Dickinson B.V. chre[CA[CaViewRe‘ ] ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17211
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16211
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16205
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=17209
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17218
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17215
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16212
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16204
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16206
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