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Attached below is the weekly report of Field Safety Ll Gl jadl o sl ol L Lad (38 5
Corrective Actions (FSCAs) for the period: 3 il Al <l iy
From 20-Feb-22 Cra
To 26-Feb-22 |

which affect Saudi Arabia and being followed up with the Cainall Cpliaall aa Lgiadlio g jla Al 5 ASladll Lo B i)
authorised representatives to accomplish the required Asasail ) e oY) i Ly
action. o T !

* Role of contact officer: cJlaiY) daslia A0 g s *

* Kindly respond to the weekly report in both cases pe gl AN Alla B Lo gunl) 80 e ol Jal

either you are affected or not affected. ki

* Disseminate and share the information with other Jonal) sl Jals dalizal) (,L..é%!\ [ QI e asanille

Departments within healthcare facility and Ensuring that oo b e ok o i/ Slea s e gl e I

’lerleeV iza/l’}c)};(idrs Cff(:lhty is free of any affected " Al nal) Akl il ls ] aY)

* Jommunicate with the Authorised Representative of the i 152 Alla b ghadll q.d,_.d\ Jieall ga Joal sille

manufacturer if there is any device/product affected by a donpnaill Glel 2w e b e b o 3/ Slea

FSCA Al al sy

Hospital name: 2ol ol
Date: HaB)
Hospital affected by any device/product in this report: Al (e Addeally 3 jilia ciladile/s jgal 22 g
Yes |:| axd
No |:| ¥

¢ [The yellow highlights indicates that medical devices PP PEN | URENPA TEEN [ [ T Sl Alllaall el aY) e
subject to removal action. conmnaaill ol aYh s el dululel) e@u‘y\ PPN RTEWAR
¢ [To identify the affected serial numbers/lots, please open : Tl ) s
the link. 2l e
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Kingdom of Saudi Arabia 9%
Saudi Food & Drug Authority 5
Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA): 5 dadd) @ AN Lasaualll clg) AY) s

In vitro diagnostic devices

Thermo Fisher Scientific
Inc...

Infinity™ Ammonia Reagent
for Beckman Coulter AU
Chemistry Analyzers

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

Beckman Coulter Saudi
Arabia Co Ltd

VIDAS® CMV IgM |

bioMerieux Inc Weel Medical & Trading Co. IJLcureZCAZCaViewRe’

Ortho-Clinical Diagnostics

VITROS® 4600 Chemistry
System, VITROS® 4600
Chemistry System —
Refurbished, VITROS® 5600
Integrated System, VITROS®
5600 Integrated System —
Refurbished, VITROS® XT
7600 Integrated System

https://ncmdr.sfda.

gov.sa/Secure/CA/

CaViewRecall.aspx

2caid=4&rid=160
43

Samir Photographic
Supplies Co. Ltd.

Single-use devices

PiCCO Monitoring Kit,
150cm line 5/pkg

| Single Use Syringe for Oral
Medication (10ml)

Pulsion Medical Systems.

Saudi Mais for Medical
Products

Al-Jeel Medical & Trading
Co. LTD

Saudi Mais Co. For
Medical Products

https://ncmdr.sfda.

https://ncmdr.sfda.

Page 2 of 2



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16042
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16041
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16043
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16039
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16040
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