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CHAPTER III: ENVIRONMENTAL 
 

 
R REGIONAL INFORMATION 

Environmental Analysis (EA) 
In accordance with 21 CFR 25.31(b), Perrigo Pharma International DAC claims a 
categorical exclusion from the requirement to prepare an Environmental 
Assessment as the concentration of mometasone furoate that will be utilized 
under this NDA for commercialization is not expected to exceed the threshold of 
1 µg/L (i.e., 1 ppb).  
 
Perrigo Pharma International DAC claims that to the best of the company’s 
knowledge, no extraordinary circumstances exist, per 21 CFR 25.15(d) and CFR 
25.21.  In addition, Perrigo Pharma International DAC certifies that the production 
of OTC Mometasone Furoate Nasal Spray, 0.05% (w/w), 50 µg/spray meets the 
requirements of all Federal State and Local Environmental Laws.  The 
undersigned certifies that the above-mentioned information is true, accurate, and 
complete to the best of his knowledge. 
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Pharmacological/ 
therapeutic 
class 

Corticosteroid 
 

Adequate 

Chemical name, structural 
formula, molecular weight  

[(8S,9R,10S,11S,13S,14S,16
R,17R)-9-chloro-17-(2-
chloroacetyl)-11-hydroxy-
10,13,16-trimethyl-3-oxo-
6,7,8,11,12,14,15,16-
octahydrocyclopenta[a]phena
nthren-17-yl]furan-2-
carboxylate;hydrate 

 
Molecular weight: 539.44 
C27H30Cl2O6 • H2O 
 

 
 
 
 
Adequate 

If radioactive, statement of 
important nuclear 
characteristics 

 
N/A 

 
N/A 
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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 parenteral, 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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The step-by-step instruction is on the Consumer Information Leaflet (CIL). 

 
From CMC’s perspective, the cleaning instruction for the clogged nozzle is clear.  
SATISFACTORY. 
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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 

The product does not contain 
alcohol. 

Adequate 
 

Bar code Labels have space for bar code Adequate 
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