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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 02-Feb-20 )
To 08-Feb-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
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FSCA Ailasal) A3l
Hospital name: s odiinal) aul
Date: | | s i
Hospital affected by any device/product in this report: i) (e | Adieally 3 ila cilatie/d gl 2 g
Yes ] aad
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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Diagnostic and therapeutic radiation devices

’ Ziehm 8000 H Ziehm Imaging GmbH. Haudi Health Services Co. Ltcﬂcure[CA[CaViewRe‘ Ol ‘

In vitro diagnostic devices

Atellica CH Reaction Cuvette Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda 1
Segment, , Diagnostics Inc GOSAIBI GTB
| Elecsys CA 19-9 | Roche Diagnostics Corp ¢, MAAMOUN TAMER & COcure/CA/CaViewRe ~ [1

Single-use devices

AAMI Level 3 Surgical Gowns Cardinal-Health  DICARE DRUG STORE COMP.cure/CA/CaViewRe ~ [1
Hemospray Endoscopic Cook Medical Europe ARABIAN MEDICAL &  https://ncmdr.sfda [
Hemostat .. Limited, PHARMACEUTICAL CO.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15065
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15067
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15068
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15066
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15069
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