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NDA 217338 

 Executive Summary  
 

1. Application/Product Information  

NDA Number. NDA 217338 

Applicant Name RB Health (US) LLC or Reckitt Benckiser LLC 

Drug Product Name 
Naproxen Na 110 mg, Dextromethorphan HBr 30 mg, 
Guaifenesin 600 mg extended-release tablet; 
conditionally approved proprietary name ‘Mucinex 12 HR 
Cold & Fever Multi-Symptom’. 

Dosage Form.   Tablet, extended release 

Proposed Strength(s)   110 mg/30 mg/600 mg 

Route of 
Administration   Oral 

Maximum Daily Dose 440 mg/120 mg/2400 mg 

Rx/OTC Dispensed   OTC 

Proposed Indication 

• Helps loosen phlegm (mucus) and thin bronchial 
secretions to rid the bronchial passageways of 
bothersome mucus and make cough more 
productive. 

• Temporarily relieves: 
           - Cough due to minor throat and bronchial                                                                       
irritation as may occur with the common cold or inhaled 
irritants 

- The intensity of coughing 
- The impulse to cough to help you get to 

sleep 
- Minor aches and pains due to headache 

and common cold 
 

• Temporarily reduces fever 

Drug Product 
Description 

The drug product is a modified release bi-layer tablet 
consisting of a modified release layer (MR) debossed 
with ‘Mucinex’,  

, and a white 
immediate release layer (IR)  
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Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

 Store at 20-25°C (68-77°F). Avoid excessive heat above 
40°C (104°F);  

Review Team 

Discipline  Primary  Secondary 

Drug Substance Stephanie 
Springer, Ph.D. 

Sithamalli 
Chandramouli, 
Ph.D. 

Drug Product/ 
Labeling 

Dhanalakshmi 
Kasi, Ph.D. 

Danae 
Christodoulou, 
Ph.D. 

Manufacturing Sydney Choi, 
Ph.D. Aditi Thakur, Ph.D. 

Biopharmaceutics Min Sung Suh, 
Ph.D. Kevin Wei, Ph.D. 

Microbiology N/A  

Other (specify): 
 
 

None  

RBPM Esther Jones 

ATL Swapan K De, Ph.D. 

Consults None 

2. Final Overall Recommendation on Quality Perspective-  

 Approval  
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
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Regarding quality aspects of the application the drug substance, drug product, 
biopharmaceutics, 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 36 months in all container closure configurations.  
In brief, CMC review has no outstanding issues and adequate to support the NDA.  

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - N/A 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: 

None 
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Pharmacological/ 

therapeutic 

class 

Naproxen Sodium - 

Antipyretic, anti-
inflammatory, and analgesic 
Dextromethorphan HBr - 
Antitussive 
Guaifenesin - Expectorant 

Adequate 

Chemical name, structural 

formula, molecular weight  

Naproxen Sodium 

 
C14H13NaO3 

252.25 

Dextromethorphan HBr 

 
C18H25NO, HBr, H2O 

370.3 

Guaifenesin 

 
C10H14O4 

198.2 

 

 

 

 

Adequate 

If radioactive, statement of 

important nuclear 

characteristics 

 

N/A 

 

N/A 

 

Other important chemical or 

physical properties (such as 

pKa or pH) 

N/A   

 

 

 

Adequate 

If radioactive, statement of 

important nuclear 

characteristics. 

 

N/A 

 

N/A 
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