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MEMORANDUM  
NDA 214218 

Pemetrexed Injection 
 
 

Hospira, Inc a Pfizer company submitted a 505(b)(2) for Pemetrexed injection on 

April 23, 2020. The drug product was tentatively approved (TA) on February 23, 

2021.  The original CMC labeling review for pemetrexed injection 100 mg/4 mL, 

500 mg/20 mL, and 1000 mg/40 mL was uploaded in panorama on December 

18, 2020. CMC recommended approval pending revision of the prescribing 

information, container labels and carton labeling as advised in the review.  The 

applicant accepted the recommendation and revised the prescribing information, 

container labels, and carton labeling accordingly. 

The applicant submitted a class 2-resubmission on December 22, 2021, to 

provide CMC updates. As part of the resubmission, a revised labeling was 

submitted on March 24, 2022. CMC has no additional comments to provide. 

Refer to DMEPA’s labeling review uploaded in DARRTS on April 06, 2022 for 

comments sent to the applicant during this review cycle. 
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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.) 

N/A  

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 

Storage and Handling 

Store Pemetrexed Injection at 

controlled refrigerated 

temperature, 2°C to 8°C (36°F 

to 46°F). 
 

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  

Not provided Product is for injection and it is 

in glass vials sealed.  CRP not 

required. 
 

 

 

1.2.5 Manufacturing Information After Section 17 (for drug products) 
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