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PROPRIETARY NAME REVIEW
Division of Medication Error Prevention and Analysis 1 (DMEPA 1) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

Date of This Review: May 3, 2022
Application Type and Number: NDA 215429
Product Name and Strength:  (venlafaxine) extended-release tablets, 

112.5 mg
Product Type: Single Ingredient Product 
Rx or OTC: Prescription (Rx)
Applicant/Sponsor Name: Almatica Pharma, LLC (Almatica)
PNR ID #: 2022-1044724438
DMEPA 1 Safety Evaluator: Loretta Holmes, BSN, PharmD
Acting DMEPA 1 Team Leader: Madhuri R. Patel, PharmD
DMEPA 1 Associate Director for 
Nomenclature and Labeling:

Mishale Mistry, PharmD, MPH

Reference ID: 4978221

(b) (4)

22 Page(s) has been Withheld in Full as b4 (CCI/
TS) immediately following this page



--------------------------------------------------------------------------------------------
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.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

LORETTA HOLMES
05/03/2022 12:29:17 PM

MADHURI R PATEL
05/03/2022 01:59:21 PM

MISHALE P MISTRY
05/03/2022 04:15:37 PM

Signature Page 1 of 1

Reference ID: 4978221



PROPRIETARY NAME REVIEW
Division of Medication Error Prevention and Analysis 1 (DMEPA 1) 

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: November 30, 2021 
Application Type and Number: NDA 215429
Product Name and Strength:  (venlafaxine) extended-release tablets, 

112.5 mg
Product Type: Single Ingredient Product 
Rx or OTC: Prescription (Rx)
Applicant/Sponsor Name: Almatica Pharma, LLC (Almatica)
PNR ID #: 2021-1044724162
DMEPA 1 Safety Evaluator: Loretta Holmes, BSN, PharmD
DMEPA 1 Team Leader: Sevan Kolejian, PharmD, MBA, BCPPS
DMEPA 1 Associate Director 
for Nomenclature and 
Labeling:

Mishale Mistry, PharmD, MPH

Reference ID: 4896285

(b) (4)

24 Page(s) has been Withheld in Full as b4 (CCI/TS) 
immediately following this page



--------------------------------------------------------------------------------------------
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.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

LORETTA HOLMES
11/30/2021 08:44:45 AM

SEVAN H KOLEJIAN
11/30/2021 09:21:35 AM

MISHALE P MISTRY
11/30/2021 01:04:38 PM

Signature Page 1 of 1

Reference ID: 4896285




