Report Reference Number: WU2250 WU2250 &l oaas jall 850

Kingdom of Saudi Arabia 4% dungoull Gy nll A< sl
Saudi Food & Drug Au’rhori’ry% Jdoallg danll dqlall il

Medical Devices Sector Al clpiiall g 3 gy pULd
Surveillance Biometrics Excutive Department Ay gaatl il g 48 U A0t 3 lay)

Attached below is the weekly report of Field Safety amaill Gilel a2 o Fony Dol b Led (88 e
Corrective Actions (FSCAs) for the period: 5 yall LS <) )y
From 27-Nov-22 )
To 03-Dec-22 A
which affect Saudi Arabia and being followed up with the Onainall (pliaall aa Leiailia (5 la Sl g ASLaall g2 3 el
authorised representatives to accomplish the required Aol Gile) oY) b alay
action.
* Role of contact officer: sJlaiY) Jalia A0) g ua *
* Kindly respond to the weekly report in both cases ae g A s B e gand) 8 e ol Jal
either you are affected or not affected. iy
* Disseminate and share the information with other Ll sl Jals daliaal) JLudY) / <yl e asaxille
Departments within healthcare facility and Ensuring that e sl J_,i_qA b - Wi/ Jlea Gl e la S Kl 3
the healthcare facility is free of any affected i el Al Al sl ey
device/product. T R X“ S’; |
* Communicate with the Authorised Representative of the . W 7 ‘d}A & o ,f‘% | cA fjm‘}d .
manufacturer if there is any device/product affected by a bl sl Y G gl e (b o Slie/ Slen
FSCA Al cl Iy
Hospital name: | | 2 Adial) and
Date: | | Pl

Hospital affected by any device/product in this report: Al e Aol § jilia clatiia/s jgal a2 g

Yes |:| i
No ] Y

* The yellow highlights indicates that medical devices b)) Sleadl i o) pa) ) el HialL Al Cile) Y e
subject to removal action. coamnaaill o aYls }@\ Lluls) o8 J‘\j\ PPN REAR
* To identify the affected serial numbers/lots, please open ) Tl e sy
the link. o T
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No. of Field Safety Corrective Actions (FSCA): 13 Aadld) @l IAY il cig) oY) s

Active Implantable Devices

HeartWare™ Ventricular Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda. |:|
Assist Device (HVAD) System

Anaesthetic and respiratory devices

Amara View Minimal Contact Philips Respironics Philips Healthcare Saudi  https://ncmdr.sfda.
Full-Face Mask, DreamWear California Arabia Ltd. gov.sa/Secure/CA/

Full Face Mask, DreamWisp CaViewRecall.aspx

Nasal Mask with Over the 2caid=4&rid=1735

Nose Cushion, Wisp Nasal 0] O

Masks and Wisp Youth Nasal
Masks, Therapy Mask 3100
NC/SP

Polaris Multimedia Draeger Medical Systems Inc  Draeger Arabia Co. Ltd. :cure/CA/CaViewRe: ]

Electro mechanical medical devices

KBM Digital Blood Pressure Tanaka Sangyo Co., Ltd.  Noorwali Medical Store Co https://ncmdr.sfda. ]
Monitor Ltd

Surgical Microscopes : M530 Leica Microsystems Inc.  Al-Faisaliah Medical System https://ncmdr.sfda. ]
OHX, PROvido, Proveo 8

In vitro diagnostic devices

Accelerate PhenoTest BC kit ~ Accelerate Diagnostics Inc :ative Healthcare Establishmecure/CA/CaViewRe: ]

Specific Protein Randox Laboratories Ltd. Bio Standards https://ncmdr.sfda.
Control Level 1-3
VIDAS® PC software bioMerieux Inc Jeel Medical & Trading Co. L:cure/CA/CaViewRe:
Medical software
Guardian App Medtronic MiniMed... Medtronic Saudi Arabia :cure/CA/CaViewRe: ]
Oncentra Brachy Nucletron bv Medical regulations gate :cure/CA/CaViewRe: O
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17362
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17350
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17357
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17353
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17361
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17359
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17351
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17356
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17354
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17355

Syngo.via with VB20, VB30, SIEMENS Siemens Medical Solutions https://ncmdr.sfda.
VB40, VB60 and VB70 gov.sa/Secure/CA/ ]
software

Single-use devices

Revaclear 300 dialyzer. ~ AMBRO RENAL PRODUCTS IN Baxter AG :cure/CA/CaViewRe: O]
Vliwaktiv Absorbent Lohmann & Rauscher Medical Regulations Gate https://ncmdr.sfda. n

activated charcoal dressing
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17352
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17358
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