Clinical Pharmacology Review

NDA:

Generic Name:

Trade Name:

Strength and Dosage Form
Sponsor:

Indication:

Submission Type:
Priority Classification:
Submission Date:

OCP Division:
OND Diavision:

OCP Reviewer
OCP TL:

22047

Quetiapine

Seroquel XR®

50, 150, 200, 300 and 400 mg ER Tablets
AstraZeneca Pharmaceuticals LP
Schizophrenia and Bipolar Mania

Efficacy Supplement, S029
Standard
10/29/2012

DCP1
DPP

Islam R. Younis, Ph.D.
Hao Zhu, Ph.D.

Memorandum- Amendment to the OCP Review of 04/12/2013

This review provides an update to the OCP review of 04/12/2013.

The conclusion and the main rationales in the review of 04/12/2013 are valid.

Reference ID: 3312485

(b) (4)



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

ISLAM R YOUNIS
05/22/2013

HAO ZHU
05/22/2013

Reference ID: 3312485





