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Oral dosage fornms of a risedronate conprised of a safe
and effective anount of a pharmaceutical conposition
conprising risedronate, a chelating agent, and, means

(12 INT EEN&'HONMDQPIUMP&WPUHJIME}JNDER THE PATERF(IOORER ATIQNUREATY (PCT)

t he chel ating agent
(19) Woﬁi‘ﬁr%%t (ffa1 P Fg%ﬁi(z)zitﬁ? £

ity
phar macelﬂlgl ca‘lﬁ% effecti

(bs)mmamen%ﬁcamﬂ Pat©" Wi t [T
PH6a3@tier lzootﬁ(as 10003 bst ant P ~

[l intestine provide

)
C R
] ceutl cal

il HillllHiIIIHIHiIItIIIIIHnﬂﬁHﬂIII |I|||II|||I|I||II||I|I||I||I|I||I|I|I|| N

¥ food (109 I@@Hﬁfoﬂﬂ @Eblicdiid Number

y all evyg() %0 5/112889 Al

(51) InMnnaolmal Hatee@mﬂcﬂm resul ts [ n th@ mhﬁgp@wmle AUEIPRECTER & GAM-

AFIKIBREPEAY not ABEPFAZYHN | a
R e e

smal |l intestine,
A irritation associated with
(22) Iifgnegenabélirgflates si npl i f
regi mens and23d\52]‘lebf‘é%Q95

(25) Fl\ﬁnng LangL?Jagep hos pan ate ther aqilnglsh

(26) Publication Language: English
(30) Priority Data:
11/106,816 15 April 2005 (15.04.2005) US
(71) Applicant (for all designated States except US): THE
PROCTER & GAMBLE COMPANY [US/US]; One

Procter & Gamble Plaza, Cincinnati, Ohio 45202 (US).

(72) Inventors; and

(75) Inventors/Applicants (for US only): DANSEREAU,
Richard John [US/US]; 3580 Mooney Avenue, Cincin-
nati, Ohio 45208 (US). BURGIO, David Ernest, Jr.
[US/US]; 6411 Cedar Hill Drive, Liberty Township, Ohio
45011 (US).

may tht%f?“ p&);}"

resen

(21) Il‘gfglllalthﬁf A/ppﬁ)cfatl(fnll\ﬁlﬁlgé‘ronat € and t h
sabstmoddi 2kl y ali

evﬂp’ﬁelohnson The Procter &

tllll]%u%g\ess Center, 6110 Cen-
4

incinnati 045 N
| nve n?ﬁ }? US).
jcated, for every

is
of- na;i1 ofz\ rof, %lo@navallablez AE, AG, AL, AM,
é 65 HRRERY, BZ. CA, CH. CN.
bi S@h@ﬁ&@n@i EE tREFZESC, BE, EG, ES, F,

%/ Pr evi ousl oB, congl, eK, &N, @ERE A D, 11, 1N, 1S, JP, KE,
2 iPAET eas exl, satt KNP, KROKADL¢. AROK, LS, LT, LU, LV,

LY, MA, MD, MG, MK, MN, MW, MX, MZ, NA, NG, NI,
NO, NZ, OM, PG, PH, PL, PT, RO, RU, SC, SD, SE, SG,
SK, SL, SM, SY, TJ, TM, TN, TR, TT, TZ, UA, UG, US,
UZ, VC, VN, YU, ZA, ZM, ZW.

Designated States (unless otherwise indicated, for every
kind of regional protection available): ARIPO (BW, GH,
GM, KE, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG, ZM,
ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM),
European (AT, BE, BG, CH, CY, CZ, DE, DK, EE, ES, FI,
FR, GB, GR, HU, IE, IS, IT, LT, LU, LV, MC, NL, PL, PT,
RO, SE, S, SK, TR), OAPI (BF, BJ, CF, CG, CI, CM, GA,
GN, GQ, GW, ML, MR, NE, SN, TD, TG).

Published:
with international search report

(34)

Fortwo-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 Gagzette.

(54) Title: DOSAGE FORMS OF RISEDRONATE

(57) Abstract: Oral dosage forms of a risedronate comprised of a safe and effective amount of a pharmaceutical composition com-
prising risedronate, a chelating agent, and, means for effecting delayed release of the risedronate and the chelating agent in the small
intestine provide immediate release of the pharmaceutical composition to the small intestine of the mammal subject and pharmaceu-
tically effective absorption of the bisphosphonate with or without food or beverages. The present invention substantially alleviates
the interaction between risedronate and food or beverages, which interaction results in the bisphosponate active ingredient not being
available for absorption. The resulting oral dosage form may thus be taken with or without food. Further, the present invention
effects delivery of risedronate and the chelating agent to the small intestine, substantially alleviating the upper GI irritation associ-
ated with bisphosponate therapies. These benefits simplify previously complex treatment regimens and can lead to increased patient
compliance with bisphospanate therapies.



