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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number.  219531 

Applicant Name  Brillian Pharma, Inc. 

Drug Product Name  SDAMIO (amlodipine) 

Dosage Form.   For solution 

Proposed Strength(s)   2.5 mg, 5 mg, and 10 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose  10 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Hypertension 
• Sdamlo is indicated for the treatment of hypertension, 

to lower blood pressure. Lowering blood pressure 
reduces the risk of fatal and nonfatal cardiovascular 
events, primarily strokes and myocardial infarctions. 

Coronary Artery Disease  
• Chronic Stable Angina 
• Vasospastic Angina (Prinzmetal's or Variant Angina) 
• Angiographically Documented Coronary Artery 

Disease in patients without heart failure or an ejection 
fraction < 40% 

Drug Product 
Description 

Each unit-dose bottle contains 2.5 mg of amlodipine 
(equivalent to 3.47 mg of amlodipine besylate) in a white 
to off-white dry powder or powder cake. 

Co-packaged product 
information 

 N/A 

 Device information:  N/A 

Storage Temperature/ 
Conditions 

  20°C to 25°C 

Review Team Discipline  Primary  Secondary 
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Drug Substance  Stephanie Springer  Zhengfu Wang 

Drug Product/ 
Labeling 

George Ward Theodore Carver 

Manufacturing 
Zhongqiang(Jacky) 
Lin 

Feiyan Jin 

Biopharmaceutics  Min Sung Suh  Haritha Mandula 

Microbiology  Aditi Das  Yuansha Chen 

Other (specify): 
 
 

N/A  

RBPM  Esther Jones 

ATL  Theodore Carver 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

A shelf life of 24 months is granted for the drug product when stored at 20°C to 

25°C. 

b. Additional Comments for Action None. 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

1) Background 

The Applicant, Brillian Pharma, submitted NDA 219531 for Sdamio, 

(amlodipine) for oral solution, as 2.5 mg, 5 mg, and 10 mg of powder in 

vials, for treatment of hypertension and coronary artery disease 

indications. The proposed new dosage form is intended to serve patient 

populations with difficulty swallowing tablets and capsules. The Applicant 
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conducted a pivotal relative bioavailability study comparing the proposed 

drug product to the listed drug, Norvasc® (amlodipine) tablets, 5 mg, the 

subject of NDA 019787. The review team included all OPQ review 

disciplines. 

 

2) Drug Substance 

The drug substance, amlodipine besylate, is a synthetic small molecule 

with a single chiral center and is synthesized as a mixture of the R and S 

enantiomers.  The drug substance information is cross-referenced to DMF 

, which has been reviewed and determined to be adequate to 

support this NDA. The proposed drug substance specification is adequate 

to support the quality of the drug substance and conforms to the USP 

monograph for amlodipine besylate. A retest date of  is 

supported by stability data for the drug substance. 

 

3) Drug Product 

The drug product is a freeze-dried powder that is mixed with water 

(provided separately) to yield a solution for oral use. The excipients are 

mannitol and neotame, which are compendial and present in acceptable 

amounts.  

. The acceptance 

criteria for impurities in the drug product specification were confirmed to 

be acceptable in consultation with the nonclinical division. The proposed 

shelf life of 24 months is supported by 24 months of long term 

(25C/60%RH), 12 months intermediate (30°C/65%RH), and 6 months 

accelerated (40°C/75%RH) stability data for three primary drug product 

batches of each of the three strengths of the drug product. Although the 

drug substance polymorphic form was found to be stable  

during long term storage of the drug product, small amounts of  

 were observed in samples stored under 

accelerated and intermediated storage conditions only. Based on these 

stability data, a shelf life of 24 months can be granted for the three 

strengths of the drug product for storage at 20°C to 25°C. 
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5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: None 

 

Comparability Protocols (PACMP):  No 
Comments: None 

 
 Additional Lifecycle Comments: 

During pharmaceutical development, the Applicant determined that the aluminum 

pouch is needed  

. If the Applicant requests to remove the aluminum pouch as 

secondary packaging for the drug product, justification should be closely 

examined  

. 
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MICROBIOLOGY LIST OF DEFICIENCIES:  

None 

 

Primary Microbiology Assessor Name and Date: 

Aditi Das, Ph.D., 3/07/2025 

 

Secondary Assessor Name and Date: 
Yuansha Chen, Ph.D., 3/07/2025 
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