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Attached below is the weekly report of Field Safety Ol sl Chle ) a3 = },um ol (:JJ Lo (38 ya
Corrective Actions (FSCAs) for the period: 5yl 431l anal)
From 12-Jul-20 )
To 18-Jul-20 <

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

il (liad) g Lgindia 5 o AL 5 ASLedl e Sl
_;\Hmaﬂ\ Q\;\ﬁ}“ .A:\s.u ebu\}z

iV Jaln 4] g e *

pe Jiﬂm‘&hgég‘;\séuy\#ﬂi&c 0 Jald
gl

Laall slanal Jas dakiad) (,us‘y\ /<oy e asexille
o sl e ol o st/ e (s (e La sl oy ST
3sa Al b piiadll adieal Jiadl) g Josl sille

Al ol

Hospital name: |

| ;".I’J'M\ eu\

Date: |

| ol

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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Assistive products for persons with disability

Quickie Q 700-UP M & Sunrise Medical Al-Enayah Company https://ncmdr.sfda []
Quickie Q 700-UP F
Diagnostic and therapeutic radiation devices
Cios Spin & Cios Alpha SIEMENS Siemens Medical Solutions | https://ncmdr.sfda ]
Systems
In vitro diagnostic devices
BD MAX™ SARS-CoV-2 Becton Dickinson & Co. Becton Dickinson B.V. | https://ncmdr.sfda |
Reagents (BD)
Medical software
GuardianTM Connect Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda n
Application
Model A810 SynchroMed™ Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda [
Il Software Application .
Non-active implantable devices
S4 Cervical Cross Aesculap Gulf Medical Co. https://ncmdr.sfda ]
Connectors ,
Reusable devices
Rubber bulb used with the | Karl Storz GmbH & Co KG Gulf Medical Co. https://ncmdr.sfda O
atomizer
Single-use devices
NanoClave connector H ICU Medical, Inc H AL-KAMAL Import chre(CA[CaViewRe‘ O ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15270
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15273
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15271
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15274
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15272
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15267
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15268
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15269
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