a2 United States Patent

Akutagawa et al.

US009511029B2

US 9,511,029 B2
Dec. 6, 2016

(10) Patent No.:
45) Date of Patent:

(54) INTRAORALLY RAPIDLY DISINTEGRATING
TABLET

(75) Inventors: Tomoya Akutagawa, Iwakuni (JP);
Masahiko Narasaki, Iwakuni (JP)

(73) Assignee: Teijin Pharma Limited, Tokyo (JP)

(*) Notice: Subject to any disclaimer, the term of this

patent is extended or adjusted under 35
U.S.C. 154(b) by 0 days.

(21) Appl. No.: 12/562,674
(22) Filed: Sep. 18, 2009

(65) Prior Publication Data
US 2010/0009004 Al Jan. 14, 2010

Related U.S. Application Data

(62) Division of application No. 12/092,852, filed as
application No. PCT/JP2006/323061 on Nov. 14,

2006.
(30) Foreign Application Priority Data
Nov. 14,2005  (IP) ccceovrerinecrecicnnen 2005-328722
(51) Imt.CL
AG6IK 9/16 (2006.01)
AGIK 9/50 (2006.01)
AGIK 9/00 (2006.01)
AG6IK 31/131 (2006.01)
AG6IK 31/137 (2006.01)
AG6IK 31/375 (2006.01)
AG6IK 31/426 (2006.01)
(52) US. CL
CPC ... AG6IK 9/5026 (2013.01); A61K 9/0056

(2013.01); A61K 31/131 (2013.01); A6IK
31/137 (2013.01); A61K 31/375 (2013.01);
AG6IK 31/426 (2013.01); AGIK 9/1635
(2013.01)
(58) Field of Classification Search
USPC ittt 424/490
See application file for complete search history.

(56) References Cited
U.S. PATENT DOCUMENTS

4,684,516 A * 8/1987 Bhutani ............... 424/469
6,287,596 B1* 9/2001 Murakami et al. . 424/464
6,660,382 B2* 12/2003 Nouri et al. ...... 428/403
2002/0098227 Al 7/2002 Nouri et al.
2002/0150663 Al* 10/2002 Haas et al. ......cc.ccoo. 426/548
2003/0049315 Al 3/2003 Daggy et al.
2003/0215500 Al  11/2003 Ohta et al.
2004/0122106 Al 6/2004 Ohta et al.
2005/0042277 Al* 2/2005 Srinivas et al. ... 424/452
2005/0112196 Al 5/2005 Xie et al.
2006/0134199 Al 6/2006 Suga et al.

FOREIGN PATENT DOCUMENTS

CA 2375600 Al 1/2001
CN 1373658 A 10/2002
EP 1595533 Al 11/2005
FR 2795962 Al 1/2001
JP 5-271054 10/1993
JP 2000344660 A 12/2000
JP 2003-504324 A 2/2003
JP 2005-112861 A 4/2005
JP 2005112561 A 4/2005
JP 2007-153887 A 6/2007
JP 4934144 B2 5/2012
JP 5123517 B2 1/2013
WO 02/02083 Al 1/2002
WO 2004/064810 Al 8/2004
WO 2004/075828 A2 9/2004
WO 2005/034921 Al 4/2005
WO 2008/122993 Al  10/2008

OTHER PUBLICATIONS

Becker (Febuxostat Compared with Allopurinol in Patients with
Hyperuricemia and Gout, The New England Journal of Medicine,
vol. 353, No. 23, 2005).*

Chinese Office Action corresponding to Patent Application No.
200680042409 .3, dated May 28, 2010.

International Search Report dated Feb. 27, 2007 for PCT/JP2006/
323061.

Office Action issued in corresponding Canadian Patent Application
No. 2,629,487 on Aug. 20, 2012 (in the name of Teijin Pharma
Limited).

Office Action issued in corresponding Taiwan Patent Application
No. 095142089 on Feb. 24, 2012.

Australian Office Action issued on Jun. 1, 2011, in corresponding
Australian Patent Application No. 2006312566 (in the name of
Teijin Pharma Limited).

European Extended Search Report issued Jun. 9, 2011, in corre-
sponding European Patent Application No. 06823462.4 (in the name
of Teijin Pharma Limited).

Office Action issued Jul. 3, 2012, in corresponding Japanese Patent
Application No. 2006-307914.

Office Action issued in corresponding Canadian Patent Application
No. 2,629,487 on May 8, 2013.

Office Action for Indian Application No. 4110/DELNP/2008, issued
Aug. 8, 2013.

Office Action for Chinese Patent Application No. 201310682491.8
dated Nov. 26, 2014.

* cited by examiner

Primary Examiner — Adam C Milligan
(74) Attorney, Agent, or Firm — Sughrue Mion, PLLC

(57) ABSTRACT

The present invention provides an intraorally rapidly disin-
tegrating tablet that can be formed using an ordinary appa-
ratus, that has hardness with no practical problem and that
disintegrates rapidly with good feeling in the oral cavity.
The present invention is intraorally rapidly disintegrating
tablet produced by compression molding of a granule coated
with a disintegrant, in which the granule contains a disin-
tegrant also inside thereof and a drug except ambroxol
hydrochloride inside and/or outside thereof.
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