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Chemistry Review Data Sheet

1. NDA 206439

2. REVIEW # 1

3. REVIEW DATE: September 23, 2014

4. REVIEWER: Pei-I Chu, Ph.D.

5. PREVIOUS DOCUMENTS:

Previous Documents Document Date

6. SUBMISSION(S) BEING REVIEWED:

Submission; s! Reviewed Document Date

Original February 26, 2014

7. NAME & ADDRESS OF APPLICANT:

Name: Forest laboratories, Inc.

Harborside Financial Center, Plaza V,

Suite 1900, Jersey City, USA, 07311

Representative: Kathleen Waldron

Address:

Telephone: 201-386—21 15

8. DRUG PRODUCT NAME/CODE/TYPE: N/A

a) Proprietary Name: Namzaric

b) Non-Proprietary Name (USAN): MDX-8704 (memantine HCl extended

release/donepezil HCl capsules)

c) Code Name/# (ONDC only): N/A

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

0 Chem. Type: 1

0 Submission Priority:
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Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 
Chemistry Review Section

9. LEGAL BASIS FOR SUBMISSION: 505(b) (2)

10

ll

12

l3

14

15

X

16. CHEMICAL NANIE, STRUCTURAL FORMULA, MOLECULAR FORMULA,

Reference ID: 3633270

. PHARMACOL. CATEGORY: memantine: an orally active N-methyl—D-aspartate

(NMDA) receptor antagonist, donepezil: an orally active reversible

acetylcholinesterase inhibitor

. DOSAGE FORM: Capsule

. STRENGTH/POTENCY: 28mg memantine HCl ER/lOmg donepezil HCl and 14mg

memantine HCl ER/lOmg donepezil HCl

. ROUTE OF ADMINISTRATION: Oral

. Rx/OTC DISPENSED: X Rx OTC

. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM):

SPOTS product — Form Completed

Not a SPOTS product

MOLECULAR WEIGHT:

Chemical Name: donepezil hydrochloride
(2 )-2.3-dihydro-5 .6-dimelhoxy2-[[ 1 -
(phenyhnelhyl )4-piperidinyl]methyl]- lH-iudeu- l -
one hydrochloride

(1 )-2-[( l-Bcnzyl-4-piperidyl)methyll-S .6-
dimethoxy-l.3-dihydroinden— 1 -one hydrochloride

Molecular Formula: C24Hng03.HCl

Molecular Weight: 415.95 g/mol

Structural Formula

0- »'> E/ ,r‘\_
I: \U 1—! I“) L I ll0

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
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,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


