WO 2004/018312 A1 |00 O OO0 A

I NJECTABLE PHARMACEUTI CAL SUSPENSI ON I N A TWO- CHAMBER

VIAL [err] Abstract:
provi ded conprising a via

An article of manufacture
having (a) a first

i s
chanber

(12 NAERNST IQN:USAEPIM('D’&II(I)WPWHIJISPE@ UNDER THR PATHNE ©OQBERATION TREATY (PCT)

QIIB% eI ]| ro
septsq%%lfanzsgf qble to t

the firs second chant¥;
aInfce':rn:ql i0on; g,lgub\{lcatloo br Ing t
M3keh 286

a second chanber that
LHﬁaseous medi

IIIHHﬁItIIIIIIHHi'HIIIIﬂﬂlﬁlﬂﬂlmilmillﬂﬁlllllll LT

actuating

Or mJl <'(‘IO') ﬂﬂerﬁ%nz‘l IiLﬁbhcation Number
dBa! 263‘9 Cont acp

WO 2004/018312 Al

B65D 25/08,

(51) International Patent Classification’:
A61J 1/00

(21) International Application Number:
PCT/US2003/026005

(22) International Filing Date: 20 August 2003 (20.08.2003)

(25) Filing Language: English

(26) Publication Language: English

(30) Priority Data:

60/404,988 21 August 2002 (21.08.2002) US

(71) Applicant (for all designated States except US): PHAR-
MACIA CORPORATION [US/US]; Global Patent De-
partment, 575 Maryville Centre Drive, Sth Floor, Mail Zone
1006, St. Louis, MO 63141 (US).

(72) Inventor; and

(75) Inventor/Applicant (for US only): MACLEOD, Steven,
K. [US/US]; 601 Montague Drive, Portage, MI 49024
(US).

(74) Agents: FORBES, James, C. et al.; Pharmacia Corpo-
ration, 575 Maryville Centre Drive, 5th Floor Mail Zone
1006, St. Louis, MO 63141 (US).

(81) Designated States (national): AE, AG, AL, AM, AT, AU,
AZ,BA, BB, BG, BR,BY, BZ, CA, CH, CN, CO, CR, CU,
CZ,DE, DK, DM, DZ, EC, EE, ES, FI, GB, GD, GE, GH,
GM, HR, HU, ID, IL,, IN, IS, JP, KE, KG, KP, KR, KZ, L.C,
LK, LR, LS, LT, LU, LV, MA, MD, MG, MK, MN, MW,
MX, MZ, NI, NO, NZ, OM, PG, PH, PL, PT, RO, RU, SD,
SE, SG, SK, SL, SY, T], TM, TN, TR, TT, TZ, UA, UG,
US, UZ, VN, YU, ZA, ZM, ZW.

(84) Designated States (regional): ARIPO patent (GH, GM,
KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZM, ZW),
Eurasian patent (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM),
European patent (AT, BE, BG, CH, CY, CZ, DE, DK, EE,
ES, FI, FR, GB, GR, HU, IE, IT, LU, MC, NL, PT, RO,
SE, SI, SK, TR), OAPI patent (BF, BJ, CF, CG, CI, CM,
GA, GN, GQ, GW, ML, MR, NE, SN, TD, TG).

Published:
with international search report

[Continued on next page]

(54) Title: INJECTABLE PHARMACEUTICAL SUSPENSION IN A TWO-CHAMBER VIAL

(57) Abstract: An article of manufacture is provided comprising a vial having (a) a first

chamber that is substantially filled with an injectable pharmaceutical formulation; (b)

= : a second chamber that is substantially empty but for a gaseous medium; (c) a septum,

o —

impermeable to the gaseous medium, separating the first and second chambers; and (d)
actuating means effective to bring the formulation and the gaseous medium into contact
by breach of the septum such that the gaseous medium acts as an effective headspace
for agitation of the formulation. The formulation comprises an aqueous medium, a drug
in solid particulate form in a therapeutically effective amount suspended in the medium,
and one or more wetting and/or suspending agents in an amount effective to provide
: controlled flocculation of the drug, at least one ingredient of the formulation being sus-
1Y ceptible to oxidative degradation.
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