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Chemistry Review Data Sheet

1. NDA 200-603

2. REVIEW #: 2

3. REVIEW DATE:26-OCT-2010

4. REVIEWER: Shastri Bhamidipati, Ph.D.

5. PREVIOUS DOCUMENTS:
Previous Documents Document Date
NDA 200-603 Original Submission 30-DEC-2009
NDA 200-603 Amendment (SD #6) 04-MAR-2010
NDA 200-603 Amendment (SD#17) 27-MAY-2010

6. SUBMISSION(S) BEING REVIEWED:

Submission(s) Reviewed Document Date
NDA 200-603 Amendment (SD#34) 17-SEPT-2010
NDA 200-603 Amendment (SD#37) 07-OCT-2010
NDA 200-603 Amendment (SD#40) 13-08T-2010
NDA 200-603 Amendment (SD#43) 18-OCT-2010

7. NAME & ADDRESS OF APPLICANT:

Name: | Sunovion Pharmaceuticals Inc.
One Bridge Plaza, Suite 510

Fort Lee, NJ 07024

Bridget Walton

Representative: | Director, Regulatory Affairs
Sunovion Pharmaceuticals Inc.

Telephone: | (201) 228-8333

Address:

8. DRUG PRODUCT NAME/CODE/TY PE:
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a) Proprietary Name: LURASIDONE

b) Non-Proprietary Name (USAN): Lurasidone Hydrochloride
¢) Code Name/# (ONDQA only): N/A

d) Chem. Type/Submission Priority (ONDQA only):

e Chem. Type: 1
® Submission Priority: S

9. LEGAL BASISFOR SUBMISSION: 21 CFR 314.50, 505(b)(1)
10. PHARMACOL. CATEGORY:: Psychiatry, Schizophrenia

11. DOSAGE FORM: Immediate Release Tablets

12. STRENGTH/POTENCY: 40 mgand 80 mg tablets

13. ROUTE OF ADMINISTRATION: Oral

14. Rx/OTCDISPENSED: = X = Rx oTC

15. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM):
SPOTS product — Form Compl eted

X Not a SPOTS product

16.CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA,
MOLECULAR WEIGHT:
Chemical Names: (3aR4S 7R, 7aS)-2-{ (1R,2R)-2-[ 4-(1,2-benzisothiazol -3-yl)
piperazin-1-ylmethyl] cyclohexylmethyl} hexahydro-4,7-methano
-2Hisoindole-1,3-dione hydrochloride
Molecular Formula: ~ CggHss N4O,S. HCI
Molecular Weight:  492.68 Lurasidone free base
529.14 Lurasidone Hydrochloride salt
CAS: [367514-88-3]
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