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Effective Date: February 1, 2019 

 

List names of all inactive 
ingredients. Use USP/NF 
names. Avoid Brand names. 

Tablet Core: 
Polyethylene oxide 
Hypromellose 
Magnesium stearate 
Film Coatings & Printing Ink: 
Hydroxypropyl cellulose 
Hypromellose 
Talc 
Titanium dioxide 
Arginine 
Polyethylene glycol 
Carnauba wax 
Purified water 
Shellac glaze 
n-butyl alcohol 
ammonium hydroxide 

 
isopropyl alcohol 
ferric oxide yellow (5 mg/2.5 
mg/1000 mg and 10 mg/5 
mg/1000 mg) 
ferric oxide red (12.5 mg/2.5 
mg/1000 mg  

) 
 

 
 
 
 
Acceptable 

For parenteral injectable 
dosage forms, include the 
name and quantities of all 
inactive ingredients. For 
ingredients added to adjust 
the pH or make isotonic, 
include the name and 
statement of effect. 

 
 
 
N/A 

 
 
 
N/A 
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Effective Date: February 1, 2019 

 

Tablet Strength Film-Coated 
Tablet, 

Color/Shape 

Tablet Markings Package Size NDC Number 

5 mg/2.5 
mg/1000 mg 

grey oval-
shaped 

Printed on one 
side in white ink 
with the BI logo 
and “395” on the 
top line and 
“5/2.5” on the 
bottom line. 

Bottles of 60 

Bottles of 180 

0597-0395-
82 

0597-0395-
23 

10 mg/5 
mg/1000 mg 

tan, oval-
shaped 

printed on one 
side in white ink 
with the BI logo 
and “380” on the 
top line and 
“10/5” on the 
bottom line. 

Bottles of 30 

Bottles of 90 

0597-
 

0597-
 

12.5 mg/2.5 
mg/1000 mg 

red, oval-
shaped 

Printed on one 
side in white ink 
with the BI logo 
and “385” on the 
top line and 
“12.5/2.5” on the 
bottom line. 

Bottles of 60 

Bottles of 180 

0597-
 

0597-
 

25 mg/5 
mg/1000 mg 

brown, oval-
shaped 

Printed on one 
side in white ink 
with the BI logo 
and “390” on the 
top line and 
“25/5” on the 
bottom line. 

Bottles of 30 

Bottles of 90 

0597-
 

0597-
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Effective Date: February 1, 2019 

 

statements such as “latex-
free.” 

Include information about 
child-resistant packaging  

All HDPE bottles have 
 closures 

 

Adequate 

 

1.2.5 Other Sections of Labeling 
There may be other sections of labeling that contain product-quality related 
information.  For example, there are specific required/recommended warnings 
for certain inactive ingredients [e.g., aspartame, aluminum in large and small 
volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 
alcohol].  Please notify the prescription drug division if the product contains any 
of these inactive ingredients. 

Please include your comments about other sections of labeling if they contain 
product quality information. 
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Effective Date: February 1, 2019 

 

For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use) 

 
 
 
N/A 

 
 
 
N/A 

Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require 
“Not for direct infusion” 
statement. 

 
 
N/A 

 
 
N/A 

If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute alcohol 

 

 
  n-

butyl alcohol  
 

The label does not 
have the quantitative 
amount of these 2 
alcohols is 
acceptable. 
 

Bar code Labels have space for bar code Adequate 
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