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IN THE UNITED STATES PATENT“AND TRADEMARK OFFICE ” jg/F

Applicant: Robert K. SCHULTZ et al. Conf . : Unknown

Appl. No.: 08/455,280 Group: 1616 %%KE>
Filed: May 31, 1995 ‘ ' Examiner: J. Dees q.géDQJ

For: SUSPENSION AEROSOL FORMULATIONS

AMENDMENT
Assigstant Commigsioner for Patents 30 July 2002

Washington, DC 20231
8ir:
The following amendments and remarks are regpectfully submitted

in connection with the above-identified application.

IN THE CLAIMS:A///’
Please carcel claim 109 and 118~121.

Thé claims have been amenaed to read as follows:
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106. (Amended) The pharmaceutical suspengion aerosol formulation

of ¢laim 108, wherein the particulafe drug comprises a drug selected

from the group consisting of formgterol, beclomethasone dipropicnate,

pirbuterol, albutercl, and phafrmaceutically acceptable salts and

S

'

aolvates thereof.
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“fﬂv/ 108. (Amended) The pharmaceutical

Y

hapension aeroscl formulation
of elaim 105, wherein the drug ig forfmoterol or a pharmaceutically

acceptable salt thereof.
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116. (Amendéd) A pharmaceutical aercpol formulation ceonsisting
) |
1/ essentially of a particulate drug ich is albutercl or a

physiologically aéceptable salt or solvate thereof and 1,1,1,2-
tetrafluorcethane as propellant, which [formulation is substantially
free of surfactant, the particulat drug being present in a
therapeutically effective amount of lpss than 1.6% w/w r@lative to
the total weight of the formulation nd wherein 90% or more of the
particles have a diameter of less thayp 10 microns.

117.’ (Amended) A canister, suitable for delivering a
pharmaceutical aeroscel formulatio for inhalation therapy which
comprises a container capable of fithstanding the wvapor pressure of
the propellant used, which contaifier is closed with a metering valve
and contains é pharmaceutica aerosol formulation consisting
gssentially '‘of a particulate| drug which is albuterol or a
physiologically acceptable sal or solvate thereof and 1,1,1,2-
tetrafluorcethane as propellant|, which formulation is suﬁgtantially
free of surfactant, the pagticulate drug being presént in a

therapeutically effective amoupt of less than 1.6% w/w relative to
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Art Unit 1616

ﬂu, 108. (Amended) The pharmaceutical spengion aerosol formulation

of cléim 105, wherein . the drug ia formoterel or a pharmaceutically

acceptable salt thereof.

’ e
.3 116. (Amended) A pharmaceutical aeropol formulation consisting
l',' R
-~

ich i=s albuterol or a

essentially of a particulate drug
physiologically acceptable salt or solvate thereof and 1,1,1,2-
tetrafluorcethane as propellant, which [formulation is substantially
free of surfactant, the p;:ticulat drug bkeing present in a
therapeutically effective amount of lpss than 1.6% w/w r@lative to
the total weight of the formulation hd wherein 90% or m;ra of the

particles have a diameter of less thaj 10 microns.

117.‘ (Amended) A canister suitable for delivering ‘a
pharmaceutical aerosol formulatio for 1inhalation thefapy which
compriges a container capable of withstanding the vapor pressure of
the propellant used, which contaifier is closed with a metering Qalve
and contains é pharmaceutica aerosol formulation consisting
essentially ‘of a particulate| drug which is albutercl or a
physiclogically aéceptable sal or solvate thereof and 1,1,1,2-
tetrafluoroethane as’propellaﬁt,'which formulation is sugétantially
free of surfactant,. the payticulate drug being present in a

therapeutically effective amoupt of less than 1.6% w/w relative to

¢

07/30/02 TUE 13:30 [TX/RX NO 9654]

OCKET
L M

A R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Application No. 08/455,280
Art Unit 1616

Ff the total weight of the formulation and Mherein 90% or more of the
(’l .
particles have a diameter of less than 1¢ microns.

\

T ——
:ﬂ% 122. (Amended) A pharmaceutical formulation consisting
k esgsentially of (i) one or more particu aﬁa)drugs, andy(ii) 1,3,1,2-
tetrafluorocethane ‘as propellant, ’which formulation is substantially
free of surfactant, the particulatfe drug beiﬁg present 1in a
therapeutically effective amount lesyg than 1.6% w/w relative ta the
total weight of the formulaﬁion d wherein 90% or more of the
particles have a diémgter of less than 10 microns, wherein one of the
said one or more particulate drugg is a bronchodilator selected from
the group consistiné of fgrmot.erol and pirbuterol ;r' a
phyaiologically acceptable galt fhereof
_— —
Please add the following claims: A_‘_H_w--““”‘””;ﬂmFFWWWM”H#H_MF—ﬂ
‘jz;ﬁ- 123. (New) A pharmaceutical suspension formulation suitable
s* for aer6301 administration consistihg essentially of:

(i) particulate drug; and
(ii) 1,1,1,2-tetrafluorcethage as propellant,

wherein the formulation is substdntially free of surfactant.”

124, (New) The pharmaceutfical suspension aerosol formulation of
claim 123, wherein the. drug is albuterol or a pharmaceutically

acceptable salt or solvate thgreof.
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the total weight of the formulation and Aherein 90% or more of the
}“ B
{
particles have a diameter of legs than 1 microns.
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(ﬂ+ 122. (Amended) A pharmaceutical formulation consisting
e

egsentially of (i) one or more particulfate drugs, and (ii) 1,31,1,2-

tetrafluorcethane ‘as propellant, thch formulation is substantially
free of =surfactant, the particulatfe drug beiﬁg present in a
therapeutically effective amount lesg than 1.6% w/w relative Lo the
total weight of the formulaéion d wherein 90% or mére of the

particles have a diameter of less than 10 microns, wherein one of the

said one or more particulate drugg is a bronchedilator selected from
, }
the group consisting of  fgrmoterol and pirbuterol or a

physiclogically acceptable galt thereof.

e ’ \

Pleage add the following claims: P

i .
5 123. (New) A pharmaceutica) suspension formulation suitable
‘” for aercsol administration consistihg essentially of:

(1) particulate drug: and
(ii) 1,1,1,2-tetrafluorvethade ag propellant,

wherein the formulation is substgntially free of surfactant.’

124. (New) The pharmaceutfical suspension aerosol formulation of

claim 123, wherein the . dru is albutercl or a pharmaceutically

acceptable salt or solvate thdreof.
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