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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

il () g Lgindia 5 o 315 3SLed) g5 S5
_;\H;‘Aﬂ\ Q\;\ﬁ:}]\ .J:\s.u el..q.\\}z

 Jst¥) Tl 2] e ¥

pe Jiﬁm‘&h@fjéuiﬂyﬂ\&c 0 Jals #
A

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

Al sy

Hospital name:

;M\ e}

Date: |

|z

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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No. of Field Safety Corrective Actions (FSCA): 8 Aadad) ) AN daaall) cig) aY) s

Electro mechanical medical devices

MiniMed™ 600 series insulin

Medtronic SA Medtronic Saudi Arabia

https://ncmdr.sfda

N

pumps
Prismaflex Control Unit ,. H Baxter Healthcare H Baxter AG chre[CA[CaViewRe’ [l
PrisMax, V2, ROV, , , H Baxter Healthcare H Baxter AG chre[CA[CaViewRe’ |:|

In vitro diagnostic devices

VIDAS TOXO Compétition,
VIDAS Anti-HCV, VIDAS HBs
Ag Ultra, VIDAS HBs Ag
Ultra, VIDAS Anti-HBs Total
I, VIDAS HCG and VIDAS
Progesterone

bioMerieux Inc Al-Jeel Medical & Trading

Co.LTD

https://ncmdr.sfda

.gov.sa/Secure/CA

/CaViewRecall.asp

x?caid=4&rid=158
63

Laboratory equipment

ARCHITECT H

Abbott

Ophthalmic and optical devices

Hsupplies & Services Co.Ltd Iﬂcure[CA[CaViewRe’

Artisan and Artiflex phakic
intraocular lenses...

Ophtec BV first gulf co.

https://ncmdr.sfda

Single-use devices

Arrow-Trerotola Over-The-
Wire PTD Kit Percutaneous
Thrombolytic Device

Arrow International Inc Gulf Medical Co.

https://ncmdr.sfda
.gov.sa/Secure/CA

Ventilation Circuit
Extendible with Limb,
Pediatric

Saudi Mais for Medical
Products

Saudi Mais Co. For
Medical Products

https://ncmdr.sfda
.gov.sa/Secure/CA
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15865
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15861
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15862
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15863
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15858
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15860
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15859
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15864
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