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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:

From

To

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
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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.
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Electro mechanical medical devices

ARTIS icono biplane, ARTIS SIEMENS Siemens Medical Solutions https://ncmdr.sfda.
icono floor, and ARTIS gov.sa/Secure/CA/ I:l
pheno Systems with syngo CaViewRecall.aspx
Application Software
Codman Cerelink ICP Integra LifeSciences FAROUK, MAAMOUN https://ncmdr.sfda. I:l
Monitor Production Corporation TAMER & COMPANY

In vitro diagnostic devices

Alinity hg Analyzer, Alinity hs Abbott Medical supplies & https://ncmdr.sfda. I:l
Slide Maker Stainer Module Services Co.Ltd Mediserv

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.

VIDAS® TB IGRA 60 TESTS bioMerieux Inc ‘Jeel Medical & Trading Co. L:cure/CA/CaViewRe: ]
Non-active implantable devices
GELITA TUFT-IT® Gelita Medical GmbH ‘cal Technology Trading Com:cure/CA/CaViewRe: |:|
Ophthalmic and optical devices
ZEISS CLARUS Carl Zeiss Meditec Inc Gulf Medical Co. scure/CA/CaViewRe []
Single-use devices

Synergy Cranial (9733763)  Medtronic Navigation, Inc. =~ Medtronic Saudi Arabia  https://ncmdr.sfda.

and StealthStation Cranial gov.sa/Secure/CA/ ]
(9735585)
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17278
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17279
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17272
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17276
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17273
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17275
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17274
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17277
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