wo 20097142731 A3 I 1A A0KO OO0

Provi ded are pharnmaceuti cal
for preventing or

conposi tions and net hods
reduci ng ni aci n-induced flushing

COITprI Si ng an aSpI rin corrponent and a niacin corrponent
(1zh@vnmmi£mxmtcmﬁimmlmﬁfumbm THAP SENITCDOPIRAIAK @REATY (PCT)

@ wzﬁdlfmazéi% e nfﬁagg.haz%ﬁ 2
li pi owering drug ot

(43) International Publication Date
26 November 2009 (26.11.2009)

= em@mmu G B o

n ni ‘:(‘ﬁ)') ftternational Publication Number

WO 2009/142731 A3

(51) International Patent Classification:
AG61K 45/06 (2006.01)

(21) International Application Number:
PCT/US2009/003119
(22) International Filing Date:
20 May 2009 (20.05.2009)
(25) Filing Language: English
(26) Publication Language: English
(30) Priority Data:
61/054,795 20 May 2008 (20.05.2008) US
61/102,335 2 October 2008 (02.10.2008) US
(71) Applicant (for all designated States except US): CERE-
NIS THERAPEUTICS S.A. [FR/FR]; BP 87519 Rue de
La Decouverte, F-31675 Labege Cedex (FR).
(72) Inventors; and
(75) Inventors/Applicants (for US only): WETTERAU,

John, R. [US/US]; 5560 Crest Court, Dexter, MI 48130
(US). ZHU, Lingyu [US/US]; 19 Brannegan Dr., Paw-
catuck, CT 06379 (US). SCOTT, Robert, A. [US/FR]; 9
chemin Du Barri, F-31179 Rouffiac-tolosan (FR). KEY-
SERLING, Constance, H. [US/US]; 1463 Crawford
Lane, Ann Arbor, MI 48105 (US). DASSEUX, Jean-
louis [FR/FR]; 7 Allees Charles Malpel, Bat. B 406,
F-31300 Toulouse (FR). ONICIU, Daniela, Carmen

[US/FR]; 18 Rue Peyrolieres, Apt. 6, F-31000 Toulouse
(FR). AUTANT, Pierre [FR/FR]; 1 rue De Tleglise,
F-03600 Malicorne (FR). KRAVTZOFF, Roger
[FR/FR]; Les Estéves, 81470 Algans (FR). CASTAN,
Catherine [FR/FR]; Le Verger du Gontey, 55 Chemin du
May, 69530 Orliénas (FR). GUILLARD, Hervé
[FR/FR]; 4 Avenue Marc Sangnier, 69100 Vileurbanne
(FR).

Agents: RIEGER, Dale, L. et al.; JONES DAY, 222 East
41st Street, New York, NY 10017-6702 (US).

74

(81) Designated States (unless otherwise indicated, for every
kind of national protection available). AE, AG, AL, AM,
AO, AT, AU, AZ, BA, BB, BG, BH, BR, BW, BY, BZ,
CA, CH, CN, CO, CR, CU, CZ, DE, DK, DM, DO, DZ,
EC, EE, EG, ES, FI, GB, GD, GE, GH, GM, GT, HN,
HR, HU, ID, IL, IN, IS, JP, KE, KG, KM, KN, KP, KR,
KZ, LA, LC, LK, LR, LS, LT, LU, LY, MA, MD, ME,
MG, MK, MN, MW, MX, MY, MZ, NA, NG, NI, NO,
NZ, OM, PG, PH, PL, PT, RO, RS, RU, SC, SD, SE, SG,
SK, SL, SM, ST, SV, SY, TJ, TM, TN, TR, TT, TZ, UA,
UG, US, UZ, VC, VN, ZA, ZM, 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,

[Continued on next page]

(54) Title: NIACIN AND NSAID FOR COMBINATION THERAPY

Nlacinplasmalevel (mg/mL)
Q = N W oA U & N

FIGURE 1

=Cm==Niaspan
s Type N1
camssnnn TYPE N2
— Type N3

24

(57) Abstract: Provided are pharmaceutical compositions and methods for preventing or reducing niacin-induced flushing com-
prising an aspirin component and a niacin component having different release profiles. Also provided are methods and composi-
tions for preventing or reducing niacin-induced tflushing comprising niacin, aspirin and a lipid-lowering drug other than niacin.
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