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DMEPA DEFICIENCIES 
 
A. Container Label and Carton Labeling for Argatroban Injection 125 mg/125 

mL in Sodium Chloride and Argatroban Injection 125 mg/125 mL in Dextrose 
 

1. Place the name of diluents, Sodium Chloride or Dextrose, and their percent 
amounts on the principle display panel also immediately under the product’s 
name to clearly differentiate the two Argatroban Products such as follows: 

Argatroban Injection  
in 0.9% Sodium Chloride 

125 mg/125 mL 
(1 mg/mL) 

Or 

Argatroban Injection  
in 5% Dextrose 
125 mg/125 mL 

(1 mg/mL) 
Additionally, to sufficiently distinguish between Argatroban in Sodium 
Chloride and Argatroban in Dextrose, print the name of the diluents and their 
percent amounts using contrasting colors and in the same font as the product’s 
established name.  As currently presented, the diluents blend with the other 
inactive ingredients on the side panel may be easily overlooked; thus, increasing 
the potential for selection error.  
 

2. Place the statement “Do not dilute prior to administration” on the principle 
display panel to differentiate the dilution requirements from the reference listed 
drug, Argatroban Injection 250 mg/2.5 mL (100 mg/mL).  The reference-listed 
drug (RLD), Argatroban Injection 250 mg/2.5 mL, is a concentrated solution 
that required dilution prior to administration.  As a result, it is important to 
differentiate between the RLD and the new Argatroban Injection product, which 
does not require dilution prior to administration, to minimize medication errors 
associated with product’s preparation for administration. 

 
3. Add Bar Coding to the labeling per 21 CFR 201.25 
 
4. Remove of the word “Sterile” from the principle display panel. This word is not 

important and clusters and labels and labeling.  
 
5. Decrease the prominence of the “Rx Only” statement.  As currently presented, it 

is as prominent as concentration statement and other pertinent information.  
Additionally, relocate the “Rx Only” statement to a less prominent location on 
the principle display panel such as upper right corner. 

 
6. Delete the statement “Do not Freeze” because this statement is unnecessary and 

occupies space.  
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B. Container Labels for Argatroban Injection 125 mg/125 mL in Sodium 
Chloride and Argatroban Injection 125 mg/125 mL in Dextrose 

 
1. Allocate the space on the vial label (e.g., the bottom of the principle display 

panel or the side panel) to place the product’s name, diluent, strength, and 
concentration in the inverted manner to increase the readability of the label 
when the product is hung upside down.  

 
2. Increase the prominence of the statement “For Intravenous Use” by relocating it 

from the side panel to the principle display panel under the product’s 
concentration and increasing the font size.  

 
3. Delete the phrase  located immediately next to the statement “Single 

Use Vial” from the principle display panel because it is duplicative and clusters 
other important information.  

 
4. Add the statement “Single Use Vial, Discard Unused Portion” to the principle 

display panel.   
 

5. Revise the statements on the side panel regarding the ingredients contained in 
each milliliter of Argatroban Injection to improve clarity.  As the statements 
currently presented, it is unclear whether each mL contains the particular 
amount of active and inactive ingredients or entire vial; thus, creating confusion 
that may lead to errors.  

 
a. Argatroban Injection in Sodium Chloride should be revised to state, “Each 

mL contains 1 mg argatroban, 9 mg sodium chloride, and 3 mg D-
sorbitol”.   

 
b. Argatroban Injection in Dextrose should be revised to state, “Each mL 

contains 1 mg argatroban, 50 mg dextrose, and 3 mg D-sorbitol”.   
 
C. Carton Labeling for Argatroban Injection 125 mg/125 mL in Sodium Chloride 

and Argatroban Injection  
 
          125 mg/125 mL in Dextrose 
 

1. Delete the phrase  located under the statement “For Intravenous Use” 
from the principle display panels, because it is duplicative and distracts from the 
concentration.  

 
2. Place the statement “Each Carton Contains 2 Single Use Vials” on the bottom of 

the principle display panels as well as upper and lower panels.  
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(b) (4)

(b) (4)



3. Increase the prominence of the statement “Protect from light and store in carton” 
in increasing the font size.  

 
4. See comments in Sections B.4, which also apply to this Section.  

 

Reference ID: 2881564



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

EBLA ALI IBRAHIM
12/21/2010

Reference ID: 2881564





DMEPA DEFICIENCIES 
 
A. Container Label and Carton Labeling for Argatroban Injection 125 mg/125 

mL in Sodium Chloride and Argatroban Injection 125 mg/125 mL in Dextrose 
 

1. Place the name of diluents, Sodium Chloride or Dextrose, and their percent 
amounts on the principle display panel also immediately under the product’s 
name to clearly differentiate the two Argatroban Products such as follows: 

Argatroban Injection  
in 0.9% Sodium Chloride 

125 mg/125 mL 
(1 mg/mL) 

Or 

Argatroban Injection  
in 5% Dextrose 
125 mg/125 mL 

(1 mg/mL) 
Additionally, to sufficiently distinguish between Argatroban in Sodium 
Chloride and Argatroban in Dextrose, print the name of the diluents and their 
percent amounts using contrasting colors and in the same font as the product’s 
established name.  As currently presented, the diluents blend with the other 
inactive ingredients on the side panel may be easily overlooked; thus, increasing 
the potential for selection error.  
 

2. Place the statement “Do not dilute prior to administration” on the principle 
display panel to differentiate the dilution requirements from the reference listed 
drug, Argatroban Injection 250 mg/2.5 mL (100 mg/mL).  The reference-listed 
drug (RLD), Argatroban Injection 250 mg/2.5 mL, is a concentrated solution 
that required dilution prior to administration.  As a result, it is important to 
differentiate between the RLD and the new Argatroban Injection product, which 
does not require dilution prior to administration, to minimize medication errors 
associated with product’s preparation for administration. 

 
3. Add Bar Coding to the labeling per 21 CFR 201.25 
 
4. Remove of the word “Sterile” from the principle display panel. This word is not 

important and clusters and labels and labeling.  
 
5. Decrease the prominence of the “Rx Only” statement.  As currently presented, it 

is as prominent as concentration statement and other pertinent information.  
Additionally, relocate the “Rx Only” statement to a less prominent location on 
the principle display panel such as upper right corner. 

 
6. Delete the statement “Do not Freeze” because this statement is unnecessary and 

occupies space.  
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B. Container Labels for Argatroban Injection 125 mg/125 mL in Sodium 
Chloride and Argatroban Injection 125 mg/125 mL in Dextrose 

 
1. Allocate the space on the vial label (e.g., the bottom of the principle display 

panel or the side panel) to place the product’s name, diluent, strength, and 
concentration in the inverted manner to increase the readability of the label 
when the product is hung upside down.  

 
2. Increase the prominence of the statement “For Intravenous Use” by relocating it 

from the side panel to the principle display panel under the product’s 
concentration and increasing the font size.  

 
3. Delete the phrase  located immediately next to the statement “Single 

Use Vial” from the principle display panel because it is duplicative and clusters 
other important information.  

 
4. Add the statement “Single Use Vial, Discard Unused Portion” to the principle 

display panel.   
 

5. Revise the statements on the side panel regarding the ingredients contained in 
each milliliter of Argatroban Injection to improve clarity.  As the statements 
currently presented, it is unclear whether each mL contains the particular 
amount of active and inactive ingredients or entire vial; thus, creating confusion 
that may lead to errors.  

 
a. Argatroban Injection in Sodium Chloride should be revised to state, “Each 

mL contains 1 mg argatroban, 9 mg sodium chloride, and 3 mg D-
sorbitol”.   

 
b. Argatroban Injection in Dextrose should be revised to state, “Each mL 

contains 1 mg argatroban, 50 mg dextrose, and 3 mg D-sorbitol”.   
 
C. Carton Labeling for Argatroban Injection 125 mg/125 mL in Sodium Chloride 

and Argatroban Injection  
 
          125 mg/125 mL in Dextrose 
 

1. Delete the phrase  located under the statement “For Intravenous Use” 
from the principle display panels, because it is duplicative and distracts from the 
concentration.  

 
2. Place the statement “Each Carton Contains 2 Single Use Vials” on the bottom of 

the principle display panels as well as upper and lower panels.  
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3. Increase the prominence of the statement “Protect from light and store in carton” 
in increasing the font size.  

 
4. See comments in Sections B.4, which also apply to this Section.  
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