wO 2006/107528 A1 |00 0 00O OO0 0

A pharmaceuti cal

dosage form conprising a controlled

rel ease conponent conprising an anti hyperglycem c drug
in conbination with a second conponent conprising a
(12 INTRRBATIGN Al AIPFONEA TH@Y PURISHED UNDER FHE PATHNT SOIOBERATIQNMTREATY (PCT)

descri bed.

(19) World Intellectual Property Organization { f"
International Bureau

(43) International Publication Date
12 October 2006 (12.10.2006)

) IO O D0 RO OO

(10) International Publication Number

WO 2006/107528 Al

(51) International Patent Classification:
AGIK 9/00 (2006.01)

(21) International Application Number:
PCT/US2006/009082
(22) International Filing Date: 13 March 2006 (13.03.2006)
(25) Filing Language: English
(26) Publication Language: English

(30) Priority Data:

11/093,742 30 March 2005 (30.03.2005) US
(71) Applicants: ANDRX LABS, LLC [US/US]; 4955
Orange Dr, Davie, Florida 33314 (US). TAKEDA

PHARMACEUTICAL COMPANY, LIMITED [JP/JP];

1-1, Doshomachi 4-chome, Chuo-ku Osaka-shi, Osaka,

541-0045 (JP).
(72) Inventors: OKOCHI, Kazuhiro; c/o Takeda Pharmaceu-
tical Company Limited, 17-85, Jusohonmachi 2-Chome,
Yodogawa-Ku, Osaka-Shi, Osaka - (JP). Nangia, Avinash;
701 George Washington Hwy., Lincoln, Rl 02865 (US).
Lodin, Unchalee 19943 Northeast 19th Place North Mi-
ami Beach, FL 33179; 19943 Northeast 19th Place, North
Miami Beach, FL. 33179 (US). Cardinal, Jack, R.; 8604
Northwest 77th Street, Tamarac, FL. 33321 (US).

(74) Agent: ENDRES, Martin, HEDMAN & COSTIGAN,
P.C., 1185 Avenue Of The Americas, New York, New York
10036 (US).

(81) Designated States (unless otherwise indicated, for every

kind of national protection available): AE, AG, AL, AM,

AT, AU, AZ, BA, BB, BG, BR, BW, BY, BZ, CA, CH, CN,

CO, CR, CU, CZ, DE, DK, DM, DZ, EC, EE, EG, ES, FI,

GB, GD, GE, GH, GM, HR, HU, ID, IL, IN, IS, JP, KE,

KG, KM, KN, KP, KR, KZ, LC, LK, LR, 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, UZ,

VC, VN, YU, ZA, 7ZM, ZW.

(84) 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

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: NOVEL PHARMACEUTICAL FORMULATION CONTAINING A BIGUANIDE AND A THIAZOLIDINEDIONE

DERIVATIVE

(57) Abstract: A pharmaceutical dosage form comprising a controlled release component comprising an antihyperglycemic drug
in combination with a second component comprising a thiazolidinedione derivative is herein disclosed and described.



