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(57) ABSTRACT 

An oral solid dosage form includes a therapeutically effec 
tive amount of an NSAID and a proton pump inhibitor in an 
amount effective to inhibit or prevent gastrointestinal side 
effects normally associated With the NSAID. Also disclosed 
is a method of treating a human patient in need of 
antiin?ammatory, analgesic and/or antipyretic therapy, com 
prising orally administering to the patient an oral pharma 
ceutical dosage form Which includes a therapeutically effec 
tive amount of an NSAID and an amount of a proton pump 
inhibitor effective to substantially inhibit gastrointestinal 
side effects of the NSAID. The invention is further related to 
a method of prophylactically treating a human patient Who 
is on a therapy knoWn to have signi?cant gastrointestinal 
side effects or is about to begin such a therapy, via concur 
rent administration of an NSAID and a proton pump inhibi 
tor in a combination (single) oral dosage form. 

34 Claims, 4 Drawing Sheets 

DlCLOFENAC Na ER/OMEPRAZOLE DR TABLET 

AMOUNT D! SSOLVED (% OMEPRAZOL'E] 

DISSOLUTION TIME (mm) 
O INITIAL 
[:1 ZWEEKS 

Lupin Exh. 1004f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


US 6,544,556 B1 
Page 2 

US. PATENT DOCUMENTS 5,204,118 A 4/1993 Goldman et a1. ......... .. 424/489 

4 786 505 A 11/1988 Lovgren et al 424/468 5,312,824 A 5/1994 Sohda et a1. .............. .. 514/338 
4’853’230 A 8/1989 Lovgren et a1: """"" " 424/466 5,417,980 A 5/1995 Goldman et a1. ......... .. 424/464 

5:006:54” A 4/1991 Loose """"""" " 514/414 5,510,382 A 4/1996 Stjernschantz et a1. 514/530 

5,008,283 A 4/1991 Blackburn et al' N 5,629,305 A Eek 618.1. ................. .. 5,039,806 A 8/1991 Brandstram et a1 546/271 5,708,017 A 1/1998 Dave et a1. ..... .. 514/393 

5,045,321 A 9/1991 Makino et a1_ __ 424/475 5,798,120 A 8/1998 Tomohisa et a1. 424/482 
5,045,552 A 9/1991 SOuda et a1, __ __ 514/338 5,817,338 A 10/1998 Bergstrand et a1. ....... .. 424/468 

5,068,458 A 11/1991 Dales et a1. .............. .. 568/634 5,877,192 A 3/1999 Lindberg et a1. .......... .. 514/338 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


m$m.,.§D..&_:§0

EEm§_,_.zom:.,_omm_a

Apr. 8, 2003 Sheet 1 of 4 US 6,544,556 B1

»m3m<._.mam_‘_oN$E_%._o,.mmmzm$mLo..o_o

U.S. Patent

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

1B

m§...m$.,ND4,$.22.OM,:3mg:zo:3omm_aM2mwN3UQ
W5H 

 

Wmm

4.l_MWmw,%mm
Q

m.........................................:W
0

2,mMAm
tn

w %A2:Dam.E._m5EEoménmzeammzu,%m.._o.§§.. Nom
SU

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


52%,:QQmwamD

2.5,:0Evmg:zoE:owm_a,2mm,mm5
Apr. 8, 2003 Sheet 3 of 4 US 6,544,556 B1

 
BmmnysmmflaN¢Em§o.Emmzuéfiofia

U.S. Patent

QEMOSSECE iP\fflO§‘°%l"E-’{EM C‘J*:‘$‘:3EHO'1CJ|Q °}'%.

2:

mGI

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.


