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CHAPTER IV: LABELING 
IQA NDA Assessment Guide Reference 

 
1.0 PRESCRIBING INFORMATION 
Assessment of Product Quality Related Aspects of the Prescribing Information: 

1.1 HIGHLIGHTS OF PRESCRIBING INFORMATION 
 

Items Information Provided 
in the NDA 

Assessor’s 
Comments 

Product Title in Highlights 

Proprietary name  ® 
(amlodipine  
oral solution) 

Acceptable 

Established name(s) Amlodipine Oral 
Solution, 1 mg/mL 

Acceptable 

Route(s) of administration Oral Acceptable 

Dosage Forms and Strengths Heading in Highlights 

Summary of the dosage 
form(s) and strength(s) 
in metric system. 

Oral solution, 1 mg/ml Acceptable 

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 Acceptable 

Special instructions for 
product preparation (e.g., 
reconstitution and resulting 
concentration, dilution, 
compatible diluents, storage 
conditions needed to maintain 
the stability of the 
reconstituted or diluted 
product) 

None Acceptable 

Available dosage form(s) Oral solution Acceptable 

Strength(s) in metric system Not applicable Acceptable 

If the active ingredient is a 
salt, apply the USP Salt 
Policy per FDA Guidance 

Follows the USP Salt 
Policy per FDA 
Guidance.  

Acceptable. 
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1.2.3 Section 11 (DESCRIPTION) 

Items Information Provided 
in the NDA 

Assessor’s 
Comments 

DESCRIPTION section 

Proprietary and established 
name(s) 

 ® 
(amlodipine  
oral solution) 

Acceptable 

Dosage form(s) and route(s) 
of administration 

Solution, oral Acceptable 

If the active ingredient is a 
salt, apply the USP Salt 
Policy and include the 
equivalency statement per 
FDA Guidance. 

Follows approved USP 
product for the LD.  

Acceptable 

List names of all inactive 
ingredients. Use USP/NF 
names. Avoid Brand names. 

Provided Acceptable 

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  Acceptable 

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

The following statement 
is on bottle labeling: 
“Contains 4% v/v 
alcohol” 

Acceptable  

Statement of being sterile (if 
applicable) 

N/A Acceptable 

Pharmacological/ therapeutic 
class 

Provided Acceptable 

Chemical name, structural 
formula, molecular weight 

Yes Acceptable 

If radioactive, statement of 
important nuclear 
characteristics. 

Not Applicable Acceptable 

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

Solubility and physical 
description of the active 
ingredient is provided 
 

Acceptable 

Remove statements that 
may be misleading or 
promotional (e.g., 

None present Acceptable 
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“synthesized and developed 
by Drug Company X,” 
“structurally unique 
molecular entity 

 
1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
 

Items Information Provided 
in the NDA 

Assessor’s 
Comments 

HOW SUPPLIED/STORAGE AND HANDLING section 

Available dosage form(s) Oral solution Acceptable 

Strength(s) in metric system Not applicable Acceptable 

Available units (e.g., bottles 
of 100 tablets) 

Supplied in 150 mL 
Amber Glass Bottles 
with Child 
Resistant Closures 

Acceptable 

Identification of dosage 
forms, e.g., shape, color, 
coating, scoring, imprinting, 
NDC number 

Provided in section 3 as 
follows: pale straw-
colored solution with a 
peppermint flavor 

Acceptable 

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 Acceptable 

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.) 

None 
 

Acceptable 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature. 

Store at room 
temperature [20° to 25°C 
(68° to 77°F)], 
excursions permitted to 
15° to 30°C (59° to 
86°F) 

Acceptable 

Reference ID: 4937978

(b) (4)





OPQ-XOPQ-TEM-0001v06                 Page 5              Effective Date: February 1, 2019 

 

Items Information Provided 
in the NDA 

Assessor’s 
Comments 

 

Proprietary name, 
established name, and 
dosage form (font size and 
prominence) 

 ® 
(amlodipine  
oral solution) 

Acceptable 

Dosage strength 1 mg/ml Acceptable 

Route of administration Oral solution Acceptable 

If the active ingredient is a 
salt, include the 
equivalency statement per 
FDA Guidance 

Follows approved USP 
product for the LD 

Acceptable 

Net contents  
 

150 ml per bottle Acceptable 

“Rx only” displayed on the 
principal display 

yes Acceptable 

NDC number yes Acceptable 

Lot number and expiration 
date 

yes Acceptable 

Storage conditions. If 
applicable, include a space 
on the carton labeling for 
the user to write the new 
BUD. 

Store at room 
temperature [20° to 25°C 
(68° to 77°F)] 

Acceptable 

For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single patient- 
use) 

N/A Acceptable 

Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require “Not 
for direct infusion” 
statement. 

N/A Acceptable 

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

Provided Acceptable 

Name of 
manufacturer/distributor 

Distributed by CMP 
Pharma, Inc., Farmville, 
NC 27828 

Acceptable 
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No comparability protocols are included in this NDA.

2. ASSESSMENT OF COMMON TECHNICAL DOCUMENT  QUALITY (CTD-
Q) MODULE 1 

None 
 

Adequate 

MICROBIOLOGY LIST OF DEFICIENCIES: None

Primary Microbiology Assessor Name and Date: 
Eric Adeeku, Ph.D., 09/22/2020 
  

Secondary Assessor Name and Date 
Jesse Wells, Ph.D., 09/22/2020 
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