Title: ORAL DOSAGE FORM COWPRI SI NG A THERAPEUTI C AGENT AND AN

ADVERSE- EFFECT AGENT Abstract: The present invention provides an oral
dosage formconprising a first conmposition and a second conposition. The
first conpPOINTERNATENADAPRIISAHON@UBESHENENREROUHEPADEN CQORERAPONITREAR@AT) and
t he second conposition conprises an effective ambunt of an adverse-effect

agent .

The adverse-effect agent is co

The

vaged vm' th a coating that
subst ant(igWoyldinarttud Pevpeiity O fRenigasi r ¢ e

t he adver se- ef f @gdmasig@nBurdas coat ed wid
I nner aci d-sol uble |ayer.

S

oo DG DWR T ADARFL AL

coat ed W t 43 Ie@hiidigl HudNdatigh Bdle OUt er d sol uipd)@ntemydmaliudili@rion Nunglfer
base- sol ubl 20 Fehraary 2005 oda2a0® f or m dpeqour ages ANONH3IL0 PBS38 A 1t he

therapeutic agent by other than oral

3/013538 Al

admnistration

(51) International Patent Classification”s  A61K 31/485, (74) Agents: ANTLER, Adriane, M. et al.; Pennie & Edmonds
A61P 25/04 // (A61K 31/485, 31:485) LLP, 1155 Avenue of the Americas, New York, NY 10036
US).
(21) International Application Number: PCT/US02/24889

(22) International Filing Date: 5 August 2002 (05.08.2002)

(81) Designated States (national): AE, AG, AL, AM, AT, AU,
AZ,BA, BB, BG, BR, BY, BZ, CA, CH, CN, CO, CR, CU,
CZ, DE, DK, DM, DZ, EC, EE, ES, FI, GB, GD, GE, GH,
GM, HR, HU, ID, IL,, IN, IS, JP, KE, KG, KP, KR, KZ, LC,

(25) Filing Language: English LK, LR, LS, LT, LU, LV, MA, MD, MG, MK, MN, MW,
MX, MZ, NO, NZ, OM, PH, PL, PT, RO, RU, SD, SE, SG,
L . S, SK, SL, TJ, TM, TN, TR, TT, TZ, UA, UG, US, UZ,

(26) Publication Language: English VN, YU, ZA, ZM., ZW.
(30) Priority Data: (84) Designated States (regional): ARIPO patent (GH, GM,

60/309,791
10/000,000

6 August 2001 (06.08.2001)
1 August 2002 (01.08.2002)

Us
Us

(71) Applicant (for all designated States except US): EURO-
CELTIQUE, S.A. [LU/LU]J; 122, boulevard de la Petrusse,
Luxembourg (LU).

(72) Inventors; and

(75) Inventors/Applicants (for US only): WRIGHT, Curtis,
IV [US/US]; 1 Jarvis Street, Norwalk, CT 06851 (US).
CARPANZO, Anthony, E. [US/US]; 20 Hardscrabble
Road, Sherman, CT 06784 (US).

KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZM, ZW),
Eurasian patent (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM),
European patent (AT, BE, BG, CH, CY, CZ, DE, DK, EE,
ES, FI, FR, GB, GR, IE, IT, LU, MC, NL, PT, SE, SK,
TR), OAPI patent (BF, BJ, CF, CG, CI, CM, GA, GN, GQ,
GW, ML, MR, NE, SN, TD, TG).

Published:
with international search report

For two-letter codes and other abbreviations, refer to the "Guid-
ance Notes on Codes and Abbreviations” appearing at the begin-
ning of each regular issue of the PCT Gazette.

(54) Title: ORAL DOSAGE FORM COMPRISING A THERAPEUTIC AGENT AND AN ADVERSE-EFFECT AGENT

(57) Abstract: The present invention provides an oral dosage form comprising a first composition and a second composition. The
first composition comprises an effective amount of a therapeutic agent and the second composition comprises an effective amount
of an adverse-effect agent. The adverse-effect agent is covered with a coating that is substantially insoluble in the gastrointestinal
tract. In one embodiment, the adverse-effect agent is coated with an outer base-soluble layer and an inner acid-soluble layer. The
therapeutic agent can be uncoated or can be coated with a coating having an outer acid-soluble layer and an inner base-soluble layer.
The dosage form discourages administration of the therapeutic agent by other than oral administration.



