wo 2013/078500 A 1[I I 0F V000000 OO0 R O

(43) International Publication Date

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

(19) World Intellectual Property Ny
Organization é
International Bureau -,

=

\

6 June 2013 (06.06.2013)

(10) International Publication Number

WO 2013/078500 A1

WIPOIPCT

(51

eay)

(22)

(25)
(26)
(30)

1

(72

74

International Patent Classification:
A61K 31/702 (2006.01) CO8L 5/16 (2006.01)

International Application Number:
PCT/AU2012/001452

International Filing Date:
27 November 2012 (27.11.2012)

Filing Language: English
Publication Language: English
Priority Data:

2011904970 29 November 2011 (29.11.2011) AU
2012904962 9 November 2012 (09.11.2012) AU

Applicant: JUROX PTY LTD [AU/AUJ; 85 Gardiner
Street, Rutherford, NSW 2320 (AU).

Inventors: PASLOSKE, Kirby Shawn; 18 Cascade
Close, Louth Park, New South Wales 2320 (AU). LAU,
Kai; 6 Pykett Place, Dural, New South Wales 2158 (AU).
RICHARDSON, Sarah Jane; 97 Teralba Road, Adam-
stown, New South Wales 2289 (AU). WILLIS, Amanda
Eileen; 3 Berwick Crescent, Maryland, New South Wales
2287 (AU).

Agent: FB RICE & CO; Level 23, 44 Market Street,
Sydney, NSW 2000 (AU).

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

(84)

kind of national protection available). AE, AG, AL, AM,
AO, AT, AU, AZ, BA, BB, BG, BH, BN, BR, BW, BY,
Bz, CA, CH, CL, 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, PA, PE, PG, PH, PL, PT, QA, RO, RS, RU,
RW, SC, SD, SE, SG, SK, SL, SM, ST, SV, SY, TH, TJ,
T™, TN, TR, TT, TZ, UA, UG, US, UZ, VC, VN, ZA,
M, ZW.

Designated States (uniess otherwise indicated, for every
kind of regional protection available): ARIPO (BW, GH,
GM, KE, LR, LS, MW, MZ, NA, RW, SD, SL, SZ, TZ,
UG, ZM, ZW), Eurasian (AM, AZ, BY, KG, KZ, RU, TJ,
TM), European (AL, AT, BE, BG, CH, CY, CZ, DE, DK,
EE, ES, FL, FR, GB, GR, HR, HU, IE, IS, IT, LT, LU, LV,
MC, MK, MT, NL, NO, PL, PT, RO, RS, SE, SI, SK, SM,
TR), OAPI (BF, BJ, CF, CG, CIL, CM, GA, GN, GQ, GW,
ML, MR, NE, SN, TD, TG).

Published:

with international search report (Art. 21(3))

(54) Title: METHODS OF PRESERVING INJECTABLE PHARMACEUTICAL COMPOSITIONS COMPRISING A CYCLO-
DEXTRIN AND A HYDROPHOBIC DRUG

-
<o
—

-

-1

Plasma conc. aifaxalone (mg"L’™)
o

—o— Al FAXAN
—v— FORMULATION W

0.0t T
30 45

Figure 1.

T Y 1

60 75
Time {min)

(57) Abstract: The invention relates to injectable pharmaceutical compositions, methods of use and formulation, wherein the com-
positions comprise: one or more water soluble complexes, each complex comprising a cyclodextrin or a cyclodextrin derivative and
a hydrophobic drug; at least one preservative; and at least one co-solvent. The compositions are effectively preserved in accordance
with the European Pharmacopoeia 2011 Test for Efficacy of’ Antimicrobial Preservation, satistying at least the B criteria as it applies
to parenterals, and the United States Pharmacopeia 2011 Guidelines for Antimicrobial Effectiveness Testing, satisfying the criteria
for Category 1 (injectable) products.



