














 
 

 
Taro Pharmaceuticals U.S.A., Inc. 

 
NDA #018337 

 FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg 
CBE-0 Labeling Supplement 
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SUPPOSITORY SIDE BY SIDE COMPARISON 
CURRENT DRUG LABELING                                                              80 mg                                                                  PROPOSED DRUG LABELING 

 

 

   

 

 

 

     
 

 

 

 

 

 

 

 

 

 

1. Changed color scheme and design
2. Bar code and numbers revised from Actavis to Taro’s. 
3. Updated Distributor statement from Actavis to Taro’s. 
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NDA #018337 

 FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg 
CBE-0 Labeling Supplement 
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CURRENT DRUG LABELING                                                              120 mg                                                                             PROPOSED DRUG LABELING 

 

    

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. Changed color scheme and design.
2. Bar code number revised from Actavis to Taro’s. 
3. Updated Distributor statement from Actavis to Taro’s. 
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NDA #018337 

 FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg 
CBE-0 Labeling Supplement 
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CURRENT DRUG LABELING                                                              325 mg                                                                PROPOSED DRUG LABELING 

    

 

   

  

 

 

 

 

 

 

 

 

1. Changed color scheme and design.
2. Added Jr. Strength before 325mg. 
3. Bar code number revised from Actavis to Taro’s. 
4. Updated Distributor statement from Actavis to Taro’s.
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NDA #018337 

 FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg 
CBE-0 Labeling Supplement 
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CURRENT DRUG LABELING                                                              650 mg                                                                PROPOSED DRUG LABELING 

    

 

    

  

 

 

 

 

1. No change to colors. 
2. Bar code number revised from Actavis to Taro’s. 
3. Updated Distributor statement from Actavis to Taro’s. 
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