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SA-12-12-23-204

Assayed Urine Control Level 2

Randox Laboratories Ltd.

Bio Standards

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

In vitro diagnostic devices

SA-10-12-23-194

BD Alaris™ System with
Guardrails™ Suite MX

Becton Dickinson & Co. (BD)

Becton Dickinson B.V.

https://ncmdr.sfda

Reusable devices

SA-06-12-23-190

BD Calibrite™ 3-Color Kit and
BD® Stem Cell Enumeration Kit

Becton Dickinson & Co. (BD)

Becton Dickinson B.V.

https://ncmdr.sfda

In vitro diagnostic devices

SA-04-12-23-184

BrightView, BrightView X,
BrightView XCT

Philips Medical Systems

Philips Healthcare Saudi

Arabia Ltd.

https://ncmdr.sfda

Diagnostic and therapeutic
radiation devices

SA-07-12-23-191

CALiaGold® Calibrator

Sentinel.CH.SpA

Medical Regulations Gate

https://ncmdr.sfda

.gov.sa/Secure/CA

In vitro diagnostic devices

SA-12-12-23-203

Calibration Serum Level 3,
Human Assayed Multi-Sera
Level 2 and Level 3

Randox Laboratories Ltd.

Bio Standards

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

In vitro diagnostic devices

SA-13-12-23-208

ENDOEYE FLEX DEFLECTABLE
VIDEOSCOPE

Olympus Corporation of the
Americas .

Gulf Medical Co.

https://ncmdr.sfda

Diagnostic and therapeutic
radiation devices

SA-05-12-23-188

INGENIO, VITALIO, and
ADVANTIO pacemakers and
INLIVEN, INTUA, and INVIVE

cardiac resynchronization
therapy pacemakers (CRT-Ps)

Boston Scientific Corp..
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Boston Scientific Gulf for

trading LLC

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

x?caid=8&rid=198

Active Implantable Devices



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19838
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19839
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19823
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19820
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19821
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19837
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19840
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=19829

SA-07-12-23-192

LIAISON® 25 OH Vitamin D
TOTAL Assay, LIAISON® 25 OH
Vitamin D TOTAL Assay 200

DiaSorin Inc

ABDULLA FOUAD HOLDING
COMPANY

https://ncmdr.sfda

.gov.sa/Secure/CA

In vitro diagnostic devices

10

SA-12-12-23-206

MAQUET CARDIOSAVE Hybrid
and MAQUET CARDIOSAVE
Rescue

Datascope Corp

Al-Jeel Medical & Trading
Co.LTD

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

Electro mechanical medical
devices

11

12

13

SA-10-12-23-195

SA-05-12-23-185

SA-11-12-23-199

neuromate system

ORTHO VISION® Analyzer for
BioVue when
Processing ORTHO™ Sera Anti-
Jkb Blood
Grouping Reagent (Software
5.14.5 and below)
ORTHO VISION® Max Analyzer
for BioVue when
Processing ORTHO™ Sera Anti-
Jkb Blood
Grouping Reagent (Software
5.14.5 and below)

Philips Azurion System R1.0,
R1.1, R1.2, R2.0, R2.1, and R2.2

Renishaw Mayfield

Ortho-Clinical Diagnostics

Philips Medical Systems

Nederland B.V.

Gulf Medical Co.

Samir Photographic Supplies
Co. Ltd.

Philips Healthcare Saudi
Arabia Ltd.

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

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

/CaViewRecall.asp
x?caid=4&rid=198

27

https://ncmdr.sfda

Medical software

In vitro diagnostic devices

Diagnostic and therapeutic
radiation devices

14

SA-12-12-23-205

Proclaim™ XR SCS and
Proclaim™ Elite SCS System,
Proclaim™ DRG
Neurostimulation System,
Infinity™ DBS System

Abbott..

Al-Jeel Medical & Trading
Co.LTD

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

/CaViewRecall.asp
x?caid=4&rid=198

Active Implantable Devices

15

SA-10-12-23-193

Refer to the FSN

Karl Storz Endoscopy UK Ltd
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Gulf Medical Co.

https://ncmdr.sfda

.gov.sa/Secure/CA

Hospital hardware



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19825
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19835
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19830
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19827
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19833
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19834
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19826

SA-11-12-23-201 Sensis, Siemens Healthcare GmbH | Siemens Medical Solutions |https://ncmdr.sfda | Diagnostic and therapeutic
Sensis Vibe Hemo, .gov.sa/Secure/CA radiation devices
Sensis Vibe Combo
17 SA-12-12-23-207 SOLTIVE Laser System Olympus Corporation of the Gulf Medical Co. https://ncmdr.sfda Single-use devices
Americas . .gov.sa/Secure/CA
18 SA-27-11-23-175 Surdial X Nipro Corporation. Al-Faisaliah Medical System |https://ncmdr.sfda | Electro mechanical medical
.gov.sa/Secure/CA devices
19 SA-10-12-23-197 VIDAS® CK-MB bioMerieux Inc Al-Jeel Medical & Trading | https://ncmdr.sfda | In vitro diagnostic devices
Co.LTD .gov.sa/Secure/CA
20 SA-05-12-23-186 VITROS Immunodiagnostic Ortho-Clinical Diagnostics | Samir Photographic Supplies |https://ncmdr.sfda | In vitro diagnostic devices
Products Co. Ltd. .gov.sa/Secure/CA
Anti-HBs Reagent Pack /CaViewRecall.asp
x?caid=4&rid=198
VITROS Immunodiagnostic 28
Products
Anti-HBs Calibrators
21 SA-05-12-23-187 Zoom Programming System Boston Scientific Corp.. Boston Scientific Gulf for  |https://ncmdr.sfda Medical software
trading LLC .gov.sa/Secure/CA
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19832
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19836
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19822
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19831
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19828
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19824

