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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 219141 

Applicant Name Novitium Pharma LLC 

Drug Product Name 
INZIRQO (hydrochlorothiazide) powder for oral 
suspension 

Dosage Form.   Powder 

Proposed Strength(s)   10 mg/mL 

Route of 
Administration 

  Oral 

Maximum Daily Dose 100 mg 

Rx/OTC Dispensed   Choose an item. 

Proposed Indication 

 The treatment of hypertension in adult and pediatric 
patients alone or in combination with other 
antihypertensive agents, to lower blood pressure. 
Lowering blood pressure reduces the risk of fatal 
and nonfatal cardiovascular events, primarily strokes 
and myocardial infarction. 

 The treatment of edema associated with congestive 
heart failure, hepatic cirrhosis or renal disease. 

Drug Product 
Description 

INZIRQO (hydrochlorothiazide) is supplied as an off-white 
to light-brown colored powder for oral suspension in one 
strength containing 800 mg of hydrochlorothiazide, USP 
in a HDPE bottle. 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

     20oC to 25oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
Stephanie 
Springer 

Zhengfu Wang 
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Drug Product/ 
Labeling 

Charudharshini 
Srinivasan 

Theodore Carver 

Manufacturing Lixia Cai 
Alexander 
Gontcharov 

Biopharmaceutics Min Sung Suh Haritha Mandula 

Microbiology Xia Xu 
Nandini 
Bhattacharya 

Other (specify): 
 
 

N/A  

RBPM Grafton Adams 

ATL Theodore Carver 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

A shelf life of 24 months is granted for the drug product when stored at 
20oC to 25oC. 

b. Additional Comments for Action 
None. 

 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

1) Background 

The Applicant, Novitium Pharma, has submitted NDA 219141 for 

Hydrochlorothiazide Powder for Oral Suspension, 10 mg/mL in accordance 

with Section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act. The 

basis for approval is comparative bioavailability studies conducted for the 

proposed drug product compared to a reference standard, (50 mg tablets, 
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recommendations and revised the dissolution method, release and stability 

specifications, the review team recommends approval for this NDA. 

 

6) Microbiology 

The microbiology review concluded that the supporting studies and 

specification, after revisions to the post approval stability protocol, support 

the proposed in-use storage period of 30 days after suspension. The review 

team recommends approval for this NDA. 

 

7) Quality labeling  

The labeling was determined to be adequate from the quality perspective 

after the Applicant revised the labeling. 

 

 

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):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None. 
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resulting 
concentration, 
dilution, compatible 
diluents, storage 
conditions needed to 
maintain the stability 
of the reconstituted 
or diluted product) 

reconstituted as directed,
of hydrochlorothiazide. 

• Advise patients to always shake the bottle 
well prior to each use. 

Important 
administration 
instructions 
supported by product 
quality information 
(e.g., do not crush or 
chew extended-
release tablets, 
instructions for 
mixing with food) 

 
Advise patients to always shake the bottle 

well prior to each use. 

Adequate  

For parenteral 
products: include 
statement: 
“Parenteral drug 
products must be 
inspected visually for 
particulate matter 
and discoloration 
prior to 
administration, 
whenever solution 
and container permit”  

 N/A  

If there is a USP 
monograph for the 
drug product and it 
contains a labeling 

 N/A  
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requirement, ensure 
the labeling 
requirement is 
fulfilled. Note the 
labeling requirement 
may be applicable to 
another section of the 
PI (e.g., Section 11). 
For radioactive 
products, include 
radiation dosimetry 
for the patient and 
healthcare 
practitioner(s) who 
administer the drug 

 N/A  

For hazardous 
products, include the 
statement “DRUG X 
is a hazardous drug. 
Follow applicable 
special handling and 
disposal 
procedures.x” with x 
numerical citation to 
“OSHA Hazardous 
Drugs”. 

 N/A  
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A description of the 
identifying characteristics 
of the dosage forms, 
including shape, color, 
coating, scoring, 
imprinting, and color and 
clarity of the solution, 
when applicable 

When reconstituted as 
directed, INZIRQO is an 
off-white to light brown 
colored suspension with 
caramel, peppermint 
flavor containing mg of 
hydrochlorothiazide, USP 

 

Adequate  

Assess if the tablet is 
scored. If product meets 
guidelines and criteria for 
a scored tablet, state 
“functionally scored” 

 N/A  

For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use). Other 
package type terms 
include pharmacy bulk 
package and imaging 
bulk package. 

 N/A  

 

Section 11 (DESCRIPTION)  
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If the active ingredient is a salt, 
apply the USP Salt Policy and 
include the equivalency 
statement per Salt Guidance 
and MAPP.  For example:  
“TRADENAME contains 100 mg 
of drug-x (equivalent to 123.7 
mg of drug-x hydrochloride)” 

 N/A  

List names of all inactive 
ingredients. Use USP/NF 
names in alphabetical order. 
Avoid brand names. 

Inactive ingredients: 
sucrose, anhydrous citric 
acid, potassium sorbate, 
sucralose, cellulose, xanthan 
gum, talc, caramel flavor 
(maltodextrin, propylene 
glycol, sucrose, salt, 
caramel, molasses and 
artificial flavor), and 
peppermint flavor (acacia 
and natural flavor). 

Adequate See above comment: 
Inactive ingredients are listed and pH 
indicated but they are not in 
alphabetical order. 
 
The following changes are made in the 
Prescribing Information (PI) draft 
labeling: 
To the Applicant: Revise list of inactive 
ingredients to be in alphabetical order. 
 
The Applicant has made the above 
suggested revision. 
 

For parenteral injectable 
dosage forms, include the name 
and quantities of all inactive 
ingredients. For ingredients 
added to adjust the pH or make 
isotonic, include the name and 
statement of effect. 

 N/A  

If alcohol is present, must 
provide the amount of alcohol in 
terms of percent volume of 
absolute alcohol 

 N/A  

Sterility statement (if applicable)   N/A  
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Remove statements that may be 
misleading or promotional (e.g., 
“synthesized and developed by Drug 
Company X,” “structurally unique 
molecular entity”)  

 N/A  

If there is a USP monograph for the 
drug product and it contains a labeling 
requirement, ensure the labeling 
requirement is fulfilled. Note the 
labeling requirement may be 
applicable to another section of the PI 
(e.g., Section 2). 

 N/A  

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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Identification of dosage forms (e.g., 
shape, color, coating, scoring, 
imprinting, and color and clarity of the 
solution, when applicable); Include 
NDC(s) 

When reconstituted as 
directed, INZIRQO forms an 
off-white to light brown 
colored suspension with 
caramel, peppermint flavor. 
The total volume of the 
suspension is 80 mL 
containing mg of 
hydrochlorothiazide, USP 

(70954-522-10). 

Adequate The following changes are 
made in the Prescribing 
Information (PI) draft labeling: 
 
To the Applicant: We 
recommend revising this 
statement to “The total volume 
of the suspension is 80 mL 
containing 10 mg of 
hydrochlorothiazide, USP per 
mL (70954-522-10)”.  
 
The Applicant has made the 
above suggested revisions. 
 

Assess if the tablet is scored.  If 
product meets guidelines and criteria 
for a scored tablet, state “functionally 
scored” 

 N/A  

For injectable drug products for 
parental administration, use 
appropriate package type term (e.g., 
single-dose, multiple-dose, single-
patient-use). Other package terms 
include pharmacy bulk package and 
imaging bulk package. 

 N/A  
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2.0 PATIENT LABELING 
 Assessment of Product Quality Related Aspects of Patient Labeling (e.g., Medication Guides, Instructions for Use, 
Patient Information):  

 
Patient Information provided. 

 
Any deficiencies should be listed at the end in the “ITEMS FOR ADDITIONAL ASSESSMENT.” 
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3.0 CONTAINER AND CARTON LABELING 
 
3.1 Container Labels  
The Novitium Pharma LLC container label: INZIRQO (hydrochlorothiazide), for oral suspension: 
In response to the IR dated 11/08/2024, the Applicant revised the container label for the reconstitution time (Seq#0012, 
11/12/2024). In addition, in Seq#0015 (12/20/2024) amendment, in response to Agency’s Labeling Discussion Comments 
dated 12/13/2024, Novitium Pharma revised the Labeling Container Label and the Prescribing Information. The revised 
label is shown below.2,3, 4 

 
2 \\CDSESUB1\EVSPROD\nda219141\0012\m1\us\11411-draft-container-label.pdf 
3 \\CDSESUB1\EVSPROD\nda219141\0015\m1\us\12-coverlettersequence0015.pdf 
4 \\CDSESUB1\EVSPROD\nda219141\0015\m1\us\11411-draft-container-label.pdf 
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3.2 Carton Labeling 
There is no carton labeling provided.  
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For injectable drug products for 
parental administration, use 
appropriate package type term (e.g., 
single-dose, multiple-dose, single-
patient-use). Other package terms 
include pharmacy bulk package and 
imaging bulk package, and these 
products require a “Not for direct 
infusion” statement. 

 N/A  

For parenteral injectable dosage 
forms, include the name and 
quantities of all active and inactive 
ingredients in alphabetical order. For 
ingredients added to adjust the pH or 
make isotonic, include the name and 
statement of effect. 

 N/A   

If alcohol is present, must provide the 
amount of alcohol in terms of percent 
volume of absolute alcohol 

 N/A  

Linear Bar code Yes Adequate  
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