CENTER FOR DRUG EVALUATION AND
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APPLICATION NUMBER:

2162850rigl1s000

PROPRIETARY NAME REVIEW(S)




PROPRIETARY NAME REVIEW
Division of Medication Error Prevention and Analysis 2 (DMEPA 2)
Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the

public***

Date of This Review:
Application Type and Number:
Product Name and Strength:
Product Type:

Rx or OTC:
Applicant/Sponsor Name:

PNR ID #:

DMEPA 2 Safety Evaluator:

DMEPA 2 Acting Team Leader:

DMEPA 2 Director:

March 31, 2022

NDA 216285
@@ (drospirenone) chewable tablets, 3.5 mg

Single Ingredient Product

Prescription (Rx)

Exeltis USA, Inc. (Exeltis)

2022-1044724428

Justine Kalonia, PharmD

Stephanie DeGraw, PharmD

Danielle Harris, PharmD

21 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately

Reference ID: 4962059

following this page



Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

JUSTINE H KALONIA
03/31/2022 02:28:46 PM

STEPHANIE L DEGRAW
03/31/2022 03:38:49 PM

DANIELLE M HARRIS
03/31/2022 05:27:29 PM

Reference ID: 4962059



PROPRIETARY NAME REVIEW
Division of Medication Error Prevention and Analysis 2 (DMEPA 2)
Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the
public***

Date of This Review: December 1, 2021

Application Type and Number: NDA 216285

Product Name and Strength: @@ (drospirenone) chewable tablet, 3.5
mg

Product Type: Single Ingredient Product

Rx or OTC: Prescription (Rx)

Applicant/Sponsor Name:
PNR ID #:

DMEPA 2 Safety Evaluator:

DMEPA 2 Acting Team
Leader:

DMEPA 2 Director:

Exeltis USA, Inc. (Exeltis)
2021-1044724164

Justine Kalonia, PharmD
Stephanie DeGraw, PharmD

Danielle Harris, PharmD

32 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately

Reference ID: 4897255

following this page



Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

JUSTINE H KALONIA
12/01/2021 01:04:50 PM

STEPHANIE L DEGRAW
12/01/2021 02:25:18 PM

DANIELLE M HARRIS
12/01/2021 02:34:29 PM

Reference ID: 4897255





