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Biopharmaceutics N/A N/A 

Microbiology N/A N/A 

Other (specify) N/A N/A 

RBPM 
Anika Lalmansingh / Tiecher 
Agosto 

ATL Valerie Amspacher 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: The proposed shelf-life of 24 months is acceptable when 
stored at controlled room temperature: 20°–25° (68°–77° F). 

 
b. Additional Comments for Action 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

CMC recommends approval for this application based on a review by drug 
product.  Drug substance, process/facilities, and microbiology all 
recommended approval in the previous review cycle, see CMC IQA in 
Panorama and DARRTS dated 10 Jun 2022. 

This is the second assessment for this NDA. The original CMC IQA dated 10 
Jun 2022 recommended approval from CMC.  The deficiencies that led to a 
complete response were related to the non-clinical review. 

 
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 - N/A 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 
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    H, M, or 
L  

  Acceptable 
or Not 
Acceptable 

  

Sterility • Formulation 
• Container closure 
• Process parameters 
• Scale/equipments  
• Site 

H Acceptable  

Endotoxin 
Pyrogen 

• Formulation 
• Container closure 
• Process parameters 
• Scale/equipments 
• Site 

M Acceptable  

Assay 
(API), 
stability    

• Formulation 
• Container closure 
• Raw materials 
• Process parameters 
• Scale/equipments 
• Site 

L Acceptable  

Assay • Formulation 
• Raw materials 
• Process parameters 
• Scale/equipments 
• Site 

L Acceptable  

Uniformity 
of Dose  
(Fill Volume/ 
deliverable 
volume) 

• Formulation 
• Container closure 
• Process parameters 
• Scale/equipments 
• Site 

L Acceptable  

Osmolality • Formulation 
• Raw materials 
• Process parameters 
• Scale/equipments 
• Site 

L Acceptable  

Particulate 
matter (non 
aggregate 
for solution 
only) 

• Formulation 
• Container closure 
• Raw materials 
• Process parameters 
• Scale/equipments 
• Site 

M Acceptable  

Leachable 
extractables 

• Formulation 
• Container closure 
• Raw materials 
• Process parameters 
• Scale/equipments 
• Site 

L Acceptable  

Appearance 
(Color/ 
turbidity) 

• Formulation 
• Raw materials 
• Process parameters 
• Scale/equipments 
• Site 

L Acceptable  
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Special handling about the 
supplied product (e.g., 
protect from light, 
refrigerate). If there is a 
statement to “Dispense in 
original container,” provide 
reason why (e.g. to protect 
from light or moisture, to 
maintain stability, etc.) 

 Also add “protect from heat.” in 
the working PI  

If the product contains a 
desiccant, ensure the size 
and shape differ from the 
dosage form and desiccant 
has a warning such as “Do 
not eat.” 

 N/A 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

 Change to “Store at 20°C to 25°C 
(68°F to 77°F). Excursions 
permitted between 15°C to 30°C 
(59°F to 86°F) [See USP 
Controlled Room Temperature].” 

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.” 

 N/A 

Include information about 
child-resistant packaging  

 N/A 

 

 

 

 

 

 

1.2.5 Other Sections of Labeling 
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IR comments for container (vial) label:  

1. Change the established name to “(acetaminophen and ibuprofen) 
injection”. 

2. Revise ” to “For intravenous infusion only”. 
3. Change  

 to  
“1,000 mg/300 mg per 100 mL (10 mg/3 mg per mL)”. Place the strength 
immediately below the established name. 

4. Include “Single-dose vial” 
5. Include “Protect from heat” 
6. Change  

 to “Each 100 mL singe-dose vial 
contains: Acetaminophen 1000 mg, ibuprofen 300 mg (equivalent to xx mg 
of ibuprofen sodium dihydrate)…” 

7. Include NDC code. 
8. Change  

  to “Store at 20°C to 25°C (68°F to 77°F). Excursions permitted 
between 15°C to 30°C (59°F to 86°F) [See USP Controlled Room 
Temperature]”. 

 

3.2  Carton Labeling 
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Comparability Protocols 

No CP was included in the application. 
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2. ASSESSMENT OF COMMON TECHNICAL DOCUMENT – QUALITY (CTD-

Q) MODULE 1 

 

Adequate 
 

Post-Approval Commitments 

None provided.    

MICROBIOLOGY LIST OF DEFICIENCIES:  None 

 

Primary Microbiology Assessor Name and Date: 

Eric Adeeku, Ph.D., 03/03/2022 

  

Secondary Assessor Name and Date  
Capt. Paul Dexter, M.S., 03/02/2022  
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