The present
nmet hods of manufacturing Nal mef ene hydrochl ori de di hydrat e,

phar maceuti cal conposition conprising Nal mef ene hydrochl ori de di hydrate and

I nvention relates to the Nal mef ene hydrochl ori de di hydrate,

a

a net hod @f) irreRah tioNAL GeFIPEA SORN GusdsiD Stgki1hg pNak e e RAYDNORTA OV (rde)

dehydr a}l&)'World Intellectual Property Organization

20107063292 A1 I I 00 A 010 OO0 0

International Bureau /

(43) International Publication Date

(ZlPo>>

(10) International Publication Number

10 June 2010 (10.06.2010) PCT WO 2010/063292 Al

(51) International Patent Classification: (74) Common Representative: H. LUNDBECK A/S; Ottili-
CO7D 489/08 (2006.01)  AGIP 25/30 (2006.01) avej 9, DK-2500 Valby (DK).

AGIK 31/485 (2006.01) (81) Designated States (unless otherwise indicated, for every
(21) International Application Number: kind of national protection available): AE, AG, AL, AM,
PCT/DK2009/050320 AO, AT, AU, AZ, BA, BB, BG, BH, BR, BW, BY, BZ,
. . CA, CH, CL, CN, CO, CR, CU, CZ, DE, DK, DM, DO,
(22) International Filing Date: DZ. EC, EE, EG, ES, FI, GB, GD, GE, GH, GM, GT,
4 December 2009 (04.12.2009) HN, HR, HU, ID, IL, IN, IS, JP, KE, KG, KM, KN, KP,
(25) Filing Language: English KR, KZ, LA, LC, LK, LR, LS, LT, LU, LY, MA, MD,
. ME, MG, MK, MN, MW, MX, MY, MZ, NA, NG, NL
(26) Publication Language: English NO, NZ, OM, PE, PG, PH, PL, PT, RO, RS, RU, SC, SD,
(30) Priority Data: SE, SG, SK, SL, SM, ST, SV, SY, TJ, TM, TN, TR, TT,

PA200801729 5 December 2008 (05.12.2008) DK TZ,UA, UG, US, UZ, VC, VN, ZA, ZM, ZW.
61/120,132° 5 December 2008 (05.12.2008) US  (84) Designated States (unless otherwise indicated, for every
(71) Applicants (for all designated States except US): H. kind of regional protection available): ARIPO (BW, GH,
LUNDBECK A/S [DK/DK]; Ottiliavej 9, DK-2500 Val- GM, KE, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG, ZM,
by (DK). BIOTIE THERAPIES CORP. [FUFI]; Tyk- ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ,
istékatu 6, FI-20520 Turku (FI) TM), European (AT, BE, BG, CH, CY, CZ, DE, DK, EE,
ES, FL, FR, GB, GR, HR, HU, IE, IS, IT, LT, LU, LV,
(72) Inventors; and MC, MK, MT, NL, NO, PL, PT, RO, SE, SL, SK, SM,
(75) Inventors/Applicants (for US only): LOPEZ DE TR), OAPI (BF, BJ, CF, CG, CL, CM, GA, GN, GQ, GW,

DIEGO, Heidi [DK/DK]; Halderne 5, DK-2850 Naerum
(DK). DE FAVERI, Carla [IT/IT]; Via dei Colli 28,
I-31010 Farra di Soligo (IT). HUBER, Florian Anton
Martin [IT/IT]; Via Zardo 5, [-36050 Bolzano Vicentino
aT).

Pub

ML, MR, NE, SN, TD, TG).
lished:
with international search report (Art. 21(3))

(54) Title: NALMEFENE HYDROCHLORIDE DIHYDRATE

(57) Abstract: The present invention relates to the Nalmefene hydrochloride dihydrate, methods of manufacturing Nalmefene hy-
drochloride dihydrate, a pharmaceutical composition comprising Nalmefene hydrochloride dihydrate and a method of treatment
comprising administering Nalmefene hydrochloride dehydrate.

<

W



