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Chemistry Review Data Sheet

Chemistry Review Data Sheet

1. NDA #22-288

2. REVIEW #: 3 (Methods validation only)
3. REVIEW DATE: 2-September-2009

4. REVIEWER: Shrikant Pagay

5. PREVIOUS DOCUMENTS:

Previous Documents Document Date
IND 66,864/ Original 12/20/06/
Amendment 9/10/08

6. SUBMISSION(S) BEING REVIEWED:

Submission(s) Reviewed Document Date
Original NDA 11/12/08
Amendment 12/10/08
Amendment 7/2/09
Amendment 7/8/09
Amendment 7/31/09

7. NAME & ADDRESS OF APPLICANT:

Name: ISTA Pharmaceuticals Inc
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Chemistry Review Data Sheet

Address: 15295 Alton Parkway, Irvine, CA 92618
Representative: Paul Nowacki, Director, Regulatory Affairs
Telephone: 949-789-3109

DRUG PRODUCT NAME/CODE/TY PE:

a) Proprietary Name: Bepreve

b) Non-Proprietary Name (USAN): Bepotastine Besilate
¢) Code Name/# (ONDC only): TAU-284; SNJ-1773

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

e Chem. Type: 1
® Submission Priority: S

LEGAL BASIS FOR SUBMISSION: 505(b) (1)

PHARMACOL. CATEGORY: Allergic Conjunctivitis

DOSAGE FORM: Solution

STRENGTH/POTENCY: 1.5% by weight

ROUTE OF ADMINISTRATION: Ophthalmic

Rx/OTC DISPENSED:  x_Rx oTC

SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SY STEM):
SPOTS product — Form Compl eted

X ___Not a SPOTS product
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Advanced Docket Research
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O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.
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with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,
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always at your fingertips.

-xplore Litigation
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API
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(application programming inter-
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