
 

       

     
       

 

     
 

 
 
 

        
  

 
 

 

 
 

 

 
 
 

    
 

 
 

 
 
 
 

 
 

 
 
      

 
 

 
 

    

 
  

 

 
  

 

        

 

     
         

      
   

State of California—Health and Human Services Agency 

California Department of Public Health 
Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Hamilton Medical Recalls Hamilton C6 Ventilator for Software Error 

Recall Date Product Description Recalling Firm Recall Reason 
5/3/2023 Hamilton-C6 

REF: 160021 
HAMILTON 
MEDICAL AG 

Bonaduz,  
Switzerland 

Software error cau-
ses, safety ventilat-
ion malfunction, in 
which ventilation co-
ntinues in the "safety 
ventilation" mode 
with audible/visible 
alarm - patient inputs 
are not monitored, if 
the following coin-
cide 1) A mode 
change to an ad-
aptive mode (ASV, 
APVcmv, APVsimv, 
INTELLiVENT-ASV, 
(S)CMV+, SIMV+), 
and 2) The controller 
and/or humidifier is 
connected to the ve-
ntilator and is 
operational. 

Recall 
Class Product Identification Distribution Affected Dates 

II Hamilton-C6 
9463, 9329, 9243, 9337, 9236, 
9230, 9235, 9353, 9535, 9579, 
9575, 9578, 9508, 9576, 9582, 
9553, 9590, 9543, 9577 

19 Units 
in California 

May 2022 - July 
2022 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

CDPH Food and Drug Branch 
MS 7602  P.O. Box 997435  Sacramento, CA 95899-7435 

(916) 650-6500 ● (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov 

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?dev?Product=199226
http://www.cdph.ca.gov/

