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Attached below is the weekly report of Field Safety Al Al i) a3 e oY) el o L (3 e
Corrective Actions (FSCAs) for the period: -5 yiall Aai)andl)
From 03-May-20 (e
To 09-May-20 <
which affect Saudi Arabia and being followed up with the Cpainal) Gafiaall ae Lginlie 5 )l ) 5 ASlaall g 3 yiliall
authorised representatives to accomplish the required Asasatll el aY) dan e\_‘gy
action.
* Role of contact officer: sJlalY) ala o) gpua *
* Kindly respond to the weekly report in both cases ass o Al Alla P Sl sty s Jali *
either you are affected or not affected. ) ) Lk
* Disseminate and share the information with other Jonal) slina) Jaks Aalizal) em“y\ [ S e asaaiille
Departments within healthcare facility and Ensuring that Oe Lsi_., )3\_*“ s - Wi/ Jlea Lsi e A e A<l 5
the healthcare facility is free of any affected “ T i) Aot da el Gilel ay!
device/product. a5 atodl] seiedl S': | i
* Communicate with the Authorised Representative of the . e ? ‘di; < S ‘“ \ tﬂ dm‘}d .
manufacturer if there is any device/product affected by a Lmpmaaill Gile) 2l (e sl Sl ok o e/ e
FSCA Al aal) A3
Hospital name: | |:M‘ s}
Date:l | Ha3)

Hospital affected by any device/product in this report: A8l Cpada Al B yilia claile/s gl a2 g

Yes []
No [ ] ¥

¢ The yellow highlights indicates that medical devices PP CL I PN UV [N [ | R T« ShaYU Al i) jal) e
subject to removal action. (eapnmail) o) ¥l s il dluleal) A5 Y1 o) )kl 48 el e
*To identify the affected serial numbers/lots, please open i Tl ) e s
the link. o o
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No. of Field Safety Corrective Actions (FSCA): 10 Aiiasal) Al Laaatil) cip) oY) s

Electro mechanical medical devices

Component for Laser Carl Zeiss - Micro Imaging ATTIEH MEDICO LTD https://ncmdr.sfda.

Scanning Microscopes Microscopes L]
Giraffe Incubators and GE Healthcare GE Healthcare https://ncmdr.sfda. ]
Giraffe OmniBeds
medilog AR Schiller AG supplies & Services Co.Ltd No/api/publications/A  []
Renuvion/J-Plasma Precise  Apyx Medical Corporation Bio Standards https://ncmdr.sfda.
and Renuvion/J-Plasma gov.sa/Secure/CA/ ]
Precise Open Handpieces
In vitro diagnostic devices
COBAS INTEGRA 400 Plus Roche Diagnostics GmbH.  Roche Diagnostics Saudi  https://ncmdr.sfda. ]
Ceruloplasmin Tests Arabia Limited
-2 Microglobulin Beckman Coulter... 'man Coulter Saudi Arabia Cccure/CA/CaViewRec  []
Trace Elements NR UTAK Laboratories, Inc.  Farabi Trading Establishment:cure/CA/CaViewRe: [ ]
Non-active implantable devices
R3 Acetabular Shells Smith & Nephew inc Smith & Nephew inc  :cure/CA/CaViewRe:  []
Single-use devices
KLS Martin / smartDrive  brueder Martin GmbH & Co. ational Medical Supplies Cor:cure/CA/CaViewRe:
PENTARAY ® NAV Catheters, Biosense Webster Inc. Johnson & Johnson https://ncmdr.sfda.
PENTARAY® NAV eco Medical Saudi Arabia  gov.sa/Secure/CA/  []
Catheters Limited
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15188
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15183
https://fsca.swissmedic.ch/mep/api/publications/Vk_20200424_08/documents/3
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15192
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15187
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15191
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15193
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15185
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15186
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15189
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