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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number NDA 218139 

Applicant Name Novitium Pharma LLC 

Drug Product Name TEZRULY (terazosin) Oral Solution  

Dosage Form  Solution 

Proposed Strength(s)  1 mg/mL in a 150-mL bottle 

NDA Classification 
 Type 3 - New Dosage Form  and 
Type 5 – New Formulation or New Manufacturer 
 

Route of Administration  Oral 

Maximum Daily Dose 10 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 

 The treatment of signs and symptoms of 
benign prostatic hyperplasia (BPH). 

 

 The treatment of hypertension alone or with 
other antihypertensive agents to lower blood 
pressure.  

 

Drug Product Description 

Novitium Pharma LLC has submitted this 505(b)(2) 
new drug application for TEZRULY® (terazosin) Oral 
Solution, 1 mg/mL intended for the treatment of signs 
and symptoms of benign prostatic hyperplasia (BPH) 
and the treatment of hypertension alone or with other 
antihypertensive agents to lower blood pressure. 
 
The active moiety terazosin has been approved as 
terazosin hydrochloride, the active ingredient of the 
drug product, Hytrin tablets under NDA 019057 on 
August 7, 1987. Since its first approval multiple 
generic drug products containing this active 
ingredient have been approved for marketing in the 
United States. 
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TEZRULY® oral solution is a clear, cherry flavored 
solution, free from visible particulate matter. Each mL 
of contains 1 mg of terazosin supplied as 1. mg of 
terazosin hydrochloride as the active ingredient and 
artificial cherry flavor (  citric acid 
anhydrous, glycerin, methylparaben, propylparaben, 
purified water, sodium citrate dihydrate, and 
sucralose as inactive ingredient. Inactive ingredients 
used in the composition of the drug product are all 
compendial materials and/or material previously used 
in approved oral drug products. The levels of the 
inactive ingredients are at or below the limit provided 
in the Agency’s IID for oral products. 
 
TEZRULY® (terazosin) Oral Solution, 1 mg/mL is to 
be supplied in 150-mL HDPE bottle with a child-
resistant  closure that include a head 
induction foil laminate layer. This drug product should 
be stored at 20°C to 25°C (68°F to 77°F); excursions 
permitted to 15°C to 30°C (59°F to 86°F) with 
currently granted expiration dating period of 24 
months. The assigned expiration dating period is 
supported by the stability data submitted to the 
application. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F); excursions 
permitted to 15°C to 30°C (59°F to 86°F) [see USP 
Controlled Room Temperature]. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Sharon Kelly, 
Ph.D. 

Lawrence 
Perez, Ph.D. 

Drug Product/ 
Labeling 

Craig Bertha, 
Ph.D. 

Nina Ni, 
Ph.D./Julia 
Pinto, Ph.D. 

Manufacturing 
Khalid Khan, 
Ph.D. 

Cassandra 
Abellard, Ph.D. 

Biopharmaceutics N/A N/A 

(b) (4)

(b) (4)

(b) (4)
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Microbiology 
Paul Koushik, 
Ph.D. 

Jesse Wells, 
Ph.D. 

Other (specify) 
Categorical 
Exclusion 

Craig Bertha, 
Ph.D. 

Nina Ni, Ph.D. 

RBPM Stephanie Ngan, MPH 

ATL Hamid Shafiei, Ph.D. 

Consults N/A 

 
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 PI labeling as well as container and carton labels were 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)(2) new drug application has provided 

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

quality of the drug substance, terazosin hydrochloride and the drug 

product, TEZRULY (terazosin) Oral Solution, 1 mg/mL.  

 The Office of Pharmaceutical Manufacturing Assessment (OPMA) 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. 

 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. 
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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: 
 
Hamid Shafiei, Ph.D. 

Senior Pharmaceutical Quality Assessor 

DPQA VII/OPQA II/OPQ 

 

 



Hamid
Shafiei

Digitally signed by Hamid Shafiei
Date: 6/12/2024 09:19:15PM
GUID: 507d824300005f344cf8b5e5989f0057

90 Page(s) have been Withheld in Full as B4 (CCI/TS) immediately following 
this page 













































Craig
Bertha

Digitally signed by Craig Bertha
Date: 2/12/2024 12:50:35PM
GUID: 50841a65000098a9383c817879a6a84d

Julia
Pinto

Digitally signed by Julia Pinto
Date: 2/20/2024 08:45:41PM
GUID: 5050dbcb00001294a888a4bdc20a3a58

41 Page(s) have been Withheld in Full as B4 (CCI/TS) immediately following this 
page 









Jesse
Wells

Digitally signed by Jesse Wells
Date: 1/30/2024 08:56:25AM
GUID: 508da70b00028ea901ac6652677f7d00

Koushik
Paul

Digitally signed by Koushik Paul
Date: 1/30/2024 08:57:09AM
GUID: 5600522e0069b02f59c7bd85b6b54742




