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Food and Drug Branch — Device Recalls

CALIFORNIA DEVICE RECALL INFORMATION SHEET

Hamilton Medical Recall Hamilton C-6 Ventilators For Sensor Problems

Recall Date Product Description Recalling Firm Recall Reason
06/26/2024 | Ventilator HAMILTON-C6 HAMILTON Ventilator may enter
PN: 160021 MEDICAL AG sensor fail mode,
Bonaduz, ventilation may not
Switzerland re-initiate, after pat-

ient is reconnected,
which may cause
hypoxia, if this sequ-
ence occurs: 1)User
presses 02 enrich-
ment, 2)User disco-
nnects endotracheal
tube for open suc-
tioning, 3)Sensor err-
or initiated, sensor
faill mode occurs,
4)Patient is  re-
connected with sen-
sor fail mode active,
5) Ventilation is not
re-initiated by the

ventilator.
%Tac:: Product Identification Distribution Affected Dates
I Ventilator Hamilton-C6 68 Units May 2024 and
UDI: 07630002808590, Nationwide prior

Software Versions: SW v1.1.4,
SWv1.1.5, SWv1.1.6

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE



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.accessdata.fda.gov/scripts/ires/index.cfm?Product=207956

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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