
(12) United States Patent 

US006544556B1 

(10) Patent N0.: US 6,544,556 B1 
Chen et al. (45) Date of Patent: Apr. 8, 2003 

(54) PHARMACEUTICAL FORMULATIONS 4,508,905 A 4/1985 Junggren et a1. ...... .. 546/273.7 
CONTAINING A N()N-STER()II)AL 4,628,098 A 12/1986 Nohara et a1. ......... .. 546/2737 
ANTHNFLAMMATORY DRUG AND A 4,738,975 A 4/1988 Nohara et a1. ............ .. 514/338 

(75) 

(73) 

(*) 

(21) 
(22) 

(51) 

(52) 

(58) 

(56) 

PROTON PUMP INHIBITOR 

Inventors: Chih-Ming Chen; Unchalee 
Kositprapa, both of Davie, FL (US) 

Assignee: AndrX Corporation, Davie, FL (US) 

Notice: Subject to any disclaimer, the term of this 
patent is extended or adjusted under 35 
USC 154(b) by 0 days. 

Appl. No.: 09/659,222 

Filed: Sep. 11, 2000 

Int. Cl.7 .......................... .. A61K 9/20; A61K 9/22; 

A61K 9/24; A61K 9/26; A61K 9/54 
US. Cl. ..................... .. 424/469; 424/451; 424/452; 

424/457; 424/458; 424/464; 424/465; 424/470; 
424/472 

Field of Search ............................... .. 424/451, 455, 

424/456, 464, 468, 469, 470, 477, 480, 
481, 482, 489, 493, 494, 495, 496, 497, 

452, 472, 457, 458 

References Cited 

U.S. PATENT DOCUMENTS 

3,161,654 A 12/1964 Shen ........................ .. 548/500 

3,228,831 A 1/1966 Nicholson et a1. 514/568 
3,385,886 A 5/1968 Nicholson et a1. ........ .. 562/492 
3,558,690 A 1/1971 Sallman et a1. ............. .. 560/47 

3,591,584 A 7/1971 Lombardino .. 544/49 
3,600,437 A 8/1971 Marshall ..... .. 562/465 

3,766,263 A 10/1973 Godfrey ......... .. 562/465 
3,843,681 A 10/1974 Demerson et a1. 548/432 
3,845,215 A 10/1974 Godfrey ......... .. 514/557 
3,904,682 A 9/1975 Fried et al. .. 562/466 
4,009,197 A 2/1977 Fried et al. . . . . . . . . . . .. 560/56 

4,045,563 A 8/1977 Berntsson et a1. 514/338 
4,255,431 A 3/1981 Junggren et a1. 514/338 
4,359,465 A 11/1982 RuWart ........... .. 514/314 

4,472,409 A 9/1984 Senn-Bil?nger .......... .. 514/338 

(List continued on next page.) 

FOREIGN PATENT DOCUMENTS 

EP 0005129 4/1979 ....... .. C07D/403/12 

EP 0166287 6/1985 ....... .. C07D/401/12 

EP 0174726 7/1985 ....... .. C07D/401/12 

EP 0295603 6/1988 ....... .. C07D/401/12 

EP 0519365 6/1992 .......... .. A61K/9/20 

GB 2163747 3/1986 ....... .. C07D/235/28 

WO 9427988 12/1994 ....... .. C07D/401/12 

WO 9501977 1/1995 ....... .. C07D/401/12 

WO 9725064 7/1997 ........ .. A61K/45/06 

OTHER PUBLICATIONS 

HaWkey, Christopher J ., et al., OmepraZole Compared With 
Misoprostol for Ulcers Associated With Nonsteroidal Anti 
in?ammatory Drugs, New England Journal of Medicine 
(Mar. 12, 1988), 338:727—734. 

Primary Examiner—James M. Spear 
(74) Attorney, Agent, or Firm—Davidson, Davidson & 
Kappel, LLC 

(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 
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