
 

 

      
         

 

   
 
 
 

     

       
 

    

 
        

 
  

 
    

 
 
     

  

  
 

 
 

   
   

  
 

 
 

 
 

   
   

  
  

  

  
  

 
 

 
  

 
  
  

    

 

________________________________________________________________________________ 

California Drug Recall Information Sheet 

Food and Drug Branch – Drug Recalls 

Fresenius Kabi Issues Voluntary Nationwide Recall of One Lot of Morphine 
Sulfate Injection, USP in a Simplist® Prefilled Syringe Due to Labeling Mix-up 

Recall Date Product Description Recalling Firm Recall Reason 

08/05/2026 Morphine Sulfate Injection USP, 
Simplist® 2 mg/1 mL. 

This recall is being conducted to 
the user level. 

Fresenius Kabi Inaccurate labels 
due to label mix up. 
This product has a 
reasonable 
probability of 
causing serious 
adverse health 
consequences, 
including life-
threatening 
respiratory 
depression and 
death. Patients at 
greatest risk include 
individuals who do 
not use opioids on a 
regular basis, those 
with underlying 
respiratory disease, 
pediatric patients, 
and those who are 
also taking central 
nervous system 
(CNS) depressants. 
To date, no adverse 
event reports have 
been received for 
this lot number. 

CDPH Food and Drug Branch, MS 7602 ●  P.O. Box 997435 ●  Sacramento, CA 95899-7435 
(916) 650-6500 ● (916) 650-6650 FAX 

CDPH.ca.gov 

https://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/DrugSafetyProgram/DrugRecalls.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/DrugSafetyProgram/DrugRecalls.aspx


 

 
  

 
 
      

 
 

 
  

  
       
     

 
       
    

 
 

 
  

 

 

  
 

  
 

      
 
 
 
 
 
 
 
 
 
 
 
 
 
  

Recall 
Class Product Identification Distribution Affected Dates 

N/A Morphine Sulfate Injection USP 
Simplist® 2 mg / 1 mL 
1 mL fill in a single dose 
1 mL Simplist® prefilled syringe 

NDC Number: 76045- 004-11 
Lot Number: 6402820 

Expiration Date: 12/2028 

US Nationwide Lots were 
shipped 
between the 
dates 
01/29/2026 and 
06/09/2026 

For additional information, please visit the FDA Website. 
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https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/unique-pharmaceutical-laboratories-div-j-b-chemicals-pharmaceuticals-ltd-issues-voluntary-nationwide

