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IMVEXXY (estradiol vaginal inserts) contain the following inactive 
ingredients: Medium chain triglycerides, polyethylene glycol stearates, 
ethylene glycol palmitostearate, gelatin, hydrolyzed gelatin, sorbitol-sorbitan 
solution, purified water, glycerin, FD&C Red #40, ethanol, ethyl acetate, 
propylene glycol, titanium dioxide, polyvinyl acetate phthalate, isopropyl 
alcohol, polyethylene glycol, and ammonium hydroxide, and lecithin. FDA 
approved acceptance criteria for assay, organic impurities, and dissolution 
tolerances differ from the USP test. 

 
 
Evaluation: Since the  

 is no longer needed. Estradiol vaginal inserts has been agreed as the established name for 
this drug product based on the current USP monograph. 
 
Conclusion: The revised Description section of the Full Prescribing Information of the PI is now 
considered satisfactory. 
 
 

#16: How Supplied/Storage and Handling 

16.1  How Supplied 

IMVEXXY (estradiol vaginal inserts) are small, light pink, tear-shaped,
inserts for manual placement into the vagina. 

Inserts contain 4 mcg or 10 mcg of estradiol. Each insert is 
imprinted in white ink on one side with “04” or “10” corresponding to the 
insert’s dosage strengths. 
 
IMVEXXY (estradiol vaginal inserts), 4 mcg and 10 mcg, are provided in 
opaque push-through blisters and are packaged in cartons containing either 18 
inserts for the starter pack or 8 inserts for the maintenance pack. 
 

IMVEXXY 4 mcg  8 inserts NDC 50261-104-08 

IMVEXXY 4 mcg  18 inserts NDC 50261-104-18 

IMVEXXY 10 mcg 8 inserts NDC 50261-110-08 

IMVEXXY 10 mcg 18 inserts NDC 50261-110-18 

 

Keep out of reach of children. Packages are not child-resistant. 

 

16.2  Storage and Handling 

Store at 20°C to 25ºC (68°F to 77ºF), excursions permitted to 15ºC to 30ºC 
(59ºF to 86ºF).  [See USP Controlled Room Temperature.] 
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Evaluation: Since the  
is no longer needed. Estradiol vaginal inserts has been agreed as the established name for 

this drug product based on the current USP monograph. 
 
Conclusion: The revised How Supplied/storage and Handling section of the Full Prescribing Information 
of the PI is now considered satisfactory. 

 

B. Container/Carton Labels: 

a. Immediate container labels: Blisters: 
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Evaluation: The proprietary name, established name (as agreed), dosage strengths, net content, Rx, NDC 
numbers, bar code, lot number, expiration date, storage conditions, and the manufacturer/distributor name 
have been appropriately added to the blister labels for both 4mcg and 10mcg strength. 

 
 
Conclusion: The revised blister labels are now considered adequate. 
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