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HOW SUPPLIED/STORAGE AND HANDLING section  

Available dosage form(s)   
TADLIQ (tadalafil) Oral 

Suspension,  is a 

white to off-white, opaque, 

peppermint-flavored 

suspension. It is available in a 

150 mL bottle (NDC 46287-

045-15) 

16.1 Storage 

Store at 25°C (77°F): 

excursions permitted to 

15–30°C (59–86°F) [see 

USP Controlled Room 

Temperature]. Shake 

well for 30 seconds 

before use. Dispense in a 

tight container as defined 

in the USP. 

Keep out of reach of children. 

 

Inadequate. Change the 
highlighted to “Store at 20oC 
to 25oC (68oF to 77oF):” 

 

 

Strength(s) in metric 
system  

Adequate.  

Available units (e.g., 
bottles of 100 tablets)  

Adequate.  

Identification of dosage 
forms, e.g., shape, color, 
coating, scoring, 
imprinting, NDC number  

Adequate. The product 
description corresponds to 
an oral suspension. 

Assess if the tablet is 
scored.  If product meets 
guidelines and criteria for 
a scored tablet, state 
“functionally scored”  

N/A   N/A 
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Assessment of Container and Carton labeling:  The following changes 

should be made to the carton labeling: 

- The size of the lettering in the established name should be increased so that it 

is no less than ½ the height of the lettering in the proprietary name. 

- Instructions for shaking well for 30 seconds before use should be included here. 
 

3.1 Container Label   

3.2  Carton Labeling  

N/A 

  

 ITEMS FOR ADDITIONAL ASSESSMENT  
N/A  

  

Overall Assessment and Recommendation:  

The labeling/labels will be adequate from a quality perspective after the 

recommended changes have been made. 
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