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Starting date:   May 16th, 2020 
Type of communication:  Dear Healthcare Professional Letter 
Subcategory:    Drugs  
Issue:     Recall Type I - Important Safety Information    
Audience:    Healthcare Professionals 
 
 
Subject:  Recall Notice 

Penicillin G Sodium for Injection, USP, 10 million units per vial, 50 ml  
Possible presence of cracked vials 
Lots 305609, 305610, 305873; DIN 02220296  

 
Audience 
 
Healthcare professionals (hospitalists, emergency physicians, intensivists, anesthesiologists, 
anesthesiology nurses, pharmacists), chiefs of medicine in hospitals, hospital pharmacy chiefs, 
and Intensive Care Units − ICU medical staff. 

Key messages 

 Fresenius Kabi Canada, in consultation with Health Canada, is initiating a 
voluntary recall of 3 lots of Penicillin G Sodium for injection (10miu), USP, 
due to the potential for glass vial defects including cracked vials. A list of 
products affected is provided below.  

 The sterility of the contents of a cracked vial could be compromised.  
 Please examine your inventory and determine if you have any of the affected 

lots. All units of the above lots should NOT be used. All vials from the 
affected lots should be segregated and returned to your point of purchase.  

 Supply interruptions may result due to the issuance of this recall. Healthcare 
professionals are advised to contact Fresenius Kabi Customer Service for 
the availability of alternate presentations of Penicillin G Sodium for Injection. 

 Fresenius Kabi is working to bring unaffected product to the market. 
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Issue 
 
Fresenius Kabi Canada has discovered that 3 lots of Penicillin G Sodium for Injection, USP (Lots 
305609, 305610, 305873) were released to the Canadian market with the possibility of glass 
defects. No customer complaints have been received to date. This occurrence was detected as 
a result of an internal investigation. No other lots currently on the market are affected by this 
recall.  
 
Products affected 
 
Product DIN # Product Code Lot # Expiry Date 

Penicillin G Sodium for 
Injection, USP (10 
million units per vial ) 50 
ml  

02220296  PF170002  305609  01/2021 

Penicillin G Sodium for 
Injection, USP (10 
million units per vial) 50 
ml  

02220296  PF170002  305610  01/2021 

Penicillin G Sodium for 
Injection, USP (10 
million units per vial) 50 
ml 

02220296  PF170002  305873  06/2021 

 
Background information 
 
The risk associated with a cracked vial of Penicillin G Sodium for Injection are as follows: a 
breach of sterility of the contents of the cracked vial, decrease in the amount of drug 
substance in the vial leading to decreased dose administration, injury from broken glass to 
the healthcare professional handling the vial and inadvertent exposure of the healthcare 
professional to Penicillin G Sodium for Injection from a cracked vial. 
 
 
Who is affected 
 
Information for healthcare professionals 
 
Healthcare professionals need to examine their inventory to determine if they have any of the 
affected lots.  Units of the affected lots should not be used.  All units of the affected lots should 
be segregated and returned to their point of purchase. 



Fresenius Kabi  
Canada Ltd. 
 
DHPL _ Penicillin G    

 
 

Supply interruptions may result due to the issuance of this recall. Please reach out to Fresenius 
Kabi Customer Service for the availability of alternate Penicillin G Sodium for Injection 
presentations. In order to mitigate supply shortages at your site, Fresenius Kabi suggests that 
customers consider the following alternate presentations, not affected by this recall, which are 
available for the product:  

DIN Product Code  Description 

02220261 PF170003 Penicillin G Sodium for Injection, USP  
1 million units SD Vial 15ml 

02220288 PF170001 Penicillin G Sodium for Injection, USP  
5 million units SD Vial 15ml 

 

Should it be required, healthcare professionals could consider other alternative antibiotic 
treatments. 

Report health or safety concerns 
 
Managing marketed health product-related side effects depends on healthcare professionals 
and consumers reporting them. Any case of unintended exposure due to vial leakage or 
breakage or other serious or unexpected side effects in patients receiving Penicillin G should 
be reported to Fresenius Kabi Canada or Health Canada. 
  

If you have any specific questions regarding the recall process, please contact Fresenius Kabi 
Canada at Canada_Product_Complaints@Fresenius-Kabi.com or Customer Service at 1-877-
821-7724. 
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Kind regards, 
 

      
 
Anabela Costa      Jo-anne Soltesz 
Director, Quality       Associate Director,     
       Regulatory Affairs and Vigilance 

Fresenius Kabi Canada Ltd.  
E-mail: Canada_Vigilance@fresenius-kabi.com 
Telephone: 1-877-779-7760 
 
To correct your mailing address or fax number, contact Fresenius Kabi Canada Ltd.  
 
You can report any suspected adverse reactions associated with the use of health 
products to Health Canada by:  
 

 Calling toll-free at 1-866-234-2345; or 
 Visiting MedEffect Canada's Web page on Adverse Reaction Reporting 

(http://www.hc-sc.gc.ca/dhp-mps/medeff/report-declaration/index-eng.php) for 
information on how to report online, by mail or by fax. 

 
For other health product inquiries related to this communication, contact Health Canada 
at: 
 
Regulatory Operations and Enforcement Branch 
E-mail: hc.hpce-cpsal.sc@canada.ca 


