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CALIFORNIA DEVICE RECALL INFORMATION SHEET

Eitan Medical Ltd Recalls Sapphire Infusion Pumps For Failure To Detect Air In The Line

Recall Date Product Description Recalling Firm Recall Reason

12/1/2023 | Sapphire Multi-Therapy Infusion| EITAN MEDICAL LTD| Software issues in
Pump Netanya, Israel software version Rev
REF 15031-000-0028 16.10. Pumps may
fail to detect air in the
line when runn-ing on
battery power.

12/1/2023 | Sapphire Epidural Infusion EITAN MEDICAL LTD| Failure to detect air in
Pump Netanya, Israel the line.
REF 15032-000-0027

12/1/2023 | Sapphire Plus Infusion Pump EITAN MEDICAL LTD| Failure to detect air in

REF 15038-000-0001 Netanya, Israel the line.
%?ac:: Product Identification Distribution Affected Dates
I Sapphire Multi-Therapy 1383 Total Units September 2023
Infusion Pump Nationwide and prior
UDI-DI: 15031-000-
0028/7290109150109
Sapphire Epidural Infusion 1383 Total Units September 2023 and
Pump Nationwide prior
UDI-DI: 15032-000-
0027/7290109150147
Sapphire Plus Infusion Pump | 1383 Total Units September 2023 and
UDI-DI: 15038-000- Nationwide prior
0001/7290109150161

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE or email Eitan Medical Ltd

CDPH Food and Drug Branch
MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.fda.gov/medical-devices/medical-device-recalls/eitan-medical-ltd-recalls-sapphire-infusion-pumps-failure-detect-air-line
mailto:customerservice@eitanmedical.com
http://www.cdph.ca.gov/

