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

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: August 10, 2017

Application Type and Number: NDA 209570

Product Name and Strength:  (benznidazole) tablet
12.5 mg tablet and 100 mg tablet

Product Type: Single

Rx or OTC: Rx

Applicant/Sponsor Name: Chemo Research, S. L.

Panorama #: 2017- 16447196 
DMEPA Primary Reviewer: Sevan Kolejian, Pharm D

Acting DMEPA Team Leader: Otto L. Townsend, Pharm D

Deputy Director Irene Z. Chan, PharmD, BCPS

DMEPA Director: Todd Bridges, RPh

Reference ID: 4137539
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Reference ID: 4137539



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

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***

**This document contains proprietary drug use data obtained by FDA under contract. The 
drug use data/information cannot be released to the public/non-FDA personnel without 

contractor approval obtained through the FDA/CDER Office of Surveillance and 
Epidemiology.**

Date of This Review: March 15, 2017

Application Type and Number: NDA 209570

Product Name and Strength: (benznidazole) tablet
12.5 mg tablet and 100 mg tablet

Product Type: Single 

Rx or OTC: Rx

Applicant/Sponsor Name: Chemo Research, S. L.

Panorama #: 2017-12352649

DMEPA Primary Reviewer: Sevan Kolejian, PharmD

DMEPA Team Leader: Vicky Borders-Hemphill, PharmD

Acting DMEPA Deputy 
Director:

Danielle Harris, PharmD, BCPS

DMEPA Director: Todd Bridges, RPh

Reference ID: 4070052
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