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

Total Product Strength:
Product Type:

Rx or OTC:
Applicant/Sponsor Name:
Panorama #:

DMEPA Safety Evaluator:

DMEPA Team Leader:
DMEPA Associate Director:

January 16, 2019
NDA 209379

®®@ (selenious acid) injection
60 mcg/mL

600 mcg/10 mL

Single Ingredient Product
Prescription (Rx)

Luitpold Pharmaceuticals Inc.
2018-27001302

Sherly Abraham, R.Ph.

Sarah K. Vee, Pharm.D.
Mishale Mistry, Pharm.D., MPH
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SHERLY ABRAHAM
01/16/2019 09:56:38 AM

SARAH K VEE
01/16/2019 10:56:26 AM

MISHALE P MISTRY
01/16/2019 11:34:01 AM
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