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URGENT PRODUCT RECALL RESPONSE FORM 

 

URGENT: DRUG RECALL – Sterile Injectable 
SECOND NOTICE – EXPANSION OF ONE (1) ADDITIONAL BATCH 

 
January 05, 2021                   Please complete and fax to:  1-708-649-8630 
  

To: 
 
Fresenius Kabi USA, LLC 

 
Attn: 

Quality 
Assurance 

Department 
       

Product Name/Product size NDC Number Product 
Code 

Batch 
Number 

Expiration 
Date 

First Ship 
Date 

Last Ship 
Date 

Ketorolac Tromethamine Injection, USP, 60 
mg / 2 mL (30 mg / mL), 2 mL fill in a 2 mL 
amber vial 

63323-162-02 160202 6121125 02/2021 4/10/2019 05/23/2019 

Ketorolac Tromethamine Injection, USP, 30 
mg / mL, 1 mL fill in a 2 mL amber vial 63323-162-01 160201 6121083 02/2021 03/28/2019 09/03/2019 

 

 

1. Examine your inventory immediately to determine if you have any product from 
the above-mentioned batches. 

 

 

2. If so, immediately discontinue distribution or dispensing of the affected batches 
and return all units to Fresenius Kabi USA, LLC located at 600 Supreme Drive, 
Bensenville, IL 60106 via FedEx Ground using the enclosed return goods label and 
packing slip.  A credit memo will be issued covering the quantity of your return to 
Fresenius Kabi USA, LLC.  

 

 
3. 

PLEASE COMPLETE THIS FORM AND SEND IT BACK TO US IMMEDIATELY VIA 
EMAIL AT FK-NARECALLS@FRESENIUS-KABI.COM OR FAX AT 1-708-649-
8630.  

  We currently do not have units of the batch numbers on hand.  

  We are returning  vials OR  trays/cartons    
 

 
 
 
 

  

 
# of Labels needed                        __________________ 
 
I have identified contacted direct account customers that have been shipped 
or may have been shipped this product.  Please send FedEx Ground Shipping 
Labels to the address below.  

  
 

 
      
FROM:     Hospital (other):      
 
 Street Address:      
 
                  City, State, Zip code:       
   
      Signature:       

  
 From: 
  FACILITY:  

ADDRESS:  
CITY, STATE, ZIP:  

  Signature   Date  
 



 

 
Fresenius Kabi USA, LLC Main: 847-550-2300 
Three Corporate Drive Toll Free: 888-391-6300 
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   ATTN: URGENT DRUG RECALL 
SECOND NOTICE – EXPANSION OF ONE (1) ADDITIONAL BATCH 

 

 

PACKING SLIP FOR VOLUNTARY RECALL 

Product Name/Product size NDC Number Product 
Code 

Batch 
Number 

Expiration 
Date 

First Ship 
Date 

Last Ship 
Date 

Ketorolac Tromethamine Injection, USP, 60 
mg / 2 mL (30 mg / mL), 2 mL fill in a 2 mL 
amber vial 

63323-162-02 160202 6121125 02/2021 4/10/2019 05/23/2019 

Ketorolac Tromethamine Injection, USP, 30 
mg / mL, 1 mL fill in a 2 mL amber vial 63323-162-01 160201 6121083 02/2021 03/28/2019 09/03/2019 

 

Vials (1 each) OR 

Trays/Cartons Returning (Circle One) 

______________ 

 

Hospital (other)         

 

Street Address         

 

City, State, Zip code        

 

Signature         

PLEASE ENCLOSE THIS FORM WITH YOUR RETURN 
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