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Second Submission Under 37 C.F.R. § 1.129(a) and
Request That an Interference Be Declared Under 37 C.F.R. § 1,607

This submission is being made pursuant to 37 C.F.R. § 1.129(a) and 37 C.F.R.. § 1.607.

The requisite fee under 37 C.F.R. § 1. 17(r) and any extension fee under 37 C.F.R. § 1.1 36(a) are

attached. Prior to examination of this submission, and for purposes of declaring an interference,

please amend the above-identified application as follows:
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Please cancel claims 30, 1-101, and 103-104. Please add the following new claims:

--0.Apharmnaceutical suspensi formulation suitable for aerosol administration

consisting essentially of:
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(i) particulate drug; a

(ii) 1,1,1 ,2-tetrafluo oeth ane as propellant, wherein the formulation is further

characterized in that it contains no s /rfactant.

106. The pharmaceutical su pension aerosol formulation of claim 105, wherein the

particulate drug comprises a drug selec dfrm the group consisting of formoterol, salmeterol,

beclomethasone dipropionate, cromolyn, irbuterol, albuterol, and pharmaceutically acceptable

salts and solvates thereof.

107. The pharmaceutical suspension aer ol formulation of claim 105, wherein the

particulate drug is micronized.

108. The pharmaceutical suspe ion aerosol formulation of claim 105, wherein the

drug is formoterol or a pharmaceutically \acc table salt or solvate thereof.

109. The pharmaceutical suspen in aerosol formulation of claim 105, wherein the

drug is salmeterol or a pharmaceutically a table salt or solvate thereof.

11 0. The pharmaceutical suspension aerosol rmulation of claim 1 05, wherein the

drug is albuterol or a pharmaceutically acceptable sal or solvate thereof.

1ll. The pharmaceutical suspension aer ol formulation of claim 105, wherein the

drug is beclomethasone dipropionate or a phar ceutically acceptable solvate thereof.

112. The pharmaceutical suspensio aerosol formulation of claim 105, wherein the

drug is pirbuterol or a pharmaceutically acc ptable salt or solvate thereof.

113. The pharmaceutical suspe ion aerosol formulation of claim 110, wherein the

drug is albuterol sulfate.
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114. Trhe pharmaceutical suspensi aerosol formulation of claim 112, wherein the

drug is pirbuterol acetate.

115. An aerosol canister equ* ped with a metering valve, containing a formulation

according to claim 105 in an amou sufficient to provide a plurality of therapeutically effective

doses of the drug.

116. A pharmaceutical aero I formulation consisting essentially of a particulate

medicament which is sal uit ol or a p ysiologically acceptable salt or solvate thcreof and

1,1,1 ,2-tetrafluoroethane as propellant, ich formulation contains less than 0.000 1% surfactant

based upon the weight of medicament, the particulate medicament being present in an amount of

0.005% to 5% w/w relative to the total wei hit of the formulation and having a particle size of

less than 100 microns, with the provisos tha when said formulation consists of salbutamnol and

1,1,1,2-tetrafluoroethane in a weight ratio of 05:18, said salbutamol is present in the form of a

physiologically acceptable salt and when said rmuiation consists of salbutamol or salbutamol

sulphate and 1,1,1 ,2-tetrafluoroethane the weigh to weight ratio of muedicament to propellant is

other than 69:7900 or 0.866%.

117. A canister suitable for delivering a p armaceutical aerosol formulation for

inhalation therapy which comprises a container capa e of withstanding the vapor pressure of the

propellant used, which container is closed with a meter g valve and contains a pharmaceutical

aerosol formulation consisting essentially of a particulat medicament which is salbutamol or a

physiologically acceptable salt or solvate thereof and 1,1,1 -tetrafluoroethane as propellant,

which formulation contains less than 0.0001% w/w surfacta based upon the weight of

3

 REPLACEMENT Mylan Ex. 1004, Page 3
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


-AW OFFCES

INNLCGAN, I IENDFERSON,
FARABOW, GARRETTf,

8~ DUNNFR,L. L.P.
1300 1 STREFT, N. W.

WAS HI NGTONI DC 20005

202-408-4000

08/455,280

medicament, the particulate medica ft being present in an amount of from 0.005 to 5% w/w

relative to the total weight of the form ation and having a particle size of less than 100 microns,

and with the provisos that when said fo ulation consists of salbutamol and 1,1 ,1,2-

tetrafluoroethane in a weight ratio of 0.05: , said salbutamol is present in the form of a

physiologically acceptable salt and when sai formulation consists of salbutamol or salbutamol

sulphate and 1 ,1,1 ,2-tetrafluoroethane the weig t to weight ratio of medicament to propellant is

other than 69:7900 or 0.866%.

118. A pharmaceutical ae osol formulation consisting essentially of particulate

medicament which is fluticaso 4  pro ionate or a physiologically acceptable solvate thereof, and

1,1,1 ,2-tetrafluoroethane as propellant which formulation contains less than 0.0001% w/w

surfactant based upon the weight of me icament, the particulate medicament being present in an

amount of from 0.005% to 5% w/w relat e to the total weight of the formulation and having a

particle size of less than 100 microns.

119. A canister suitable for del 'ng a 4rrnaceutical aerosol formulation which

comprises a,container capable of withsta i the vapor pressure of the propellant used, which

container is closed with a metering valve and tains a pharmaceutical aerosol formulation

consisting essentially of a particulate medicamen which is fluticason &propionate or a

physiologically acceptable solvate thereof and 1,1, 2-tetrafluoroethane as propellant, which

formulation contains less than 0.0001% w/w surfact t based upon the weight of medicament,

the particulate medicament being present in an amoun of from 0.005 to 5% w/w relative to the

total weight of the formulation and having a particle siz of less than 100 microns.
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120. A pharmaceutical erosol formulation consisting essentially of a particulate

medicament which is sailfiete?,oi or physiologically acceptable salt or solvate thereof and

1,1,1,2-tetrafluoroethane as propelI t, which formulation contains less than 0.0001% w/w

surfactant based upon the weight of edicament, the particulate medicament being present in an

amount of from 0.005 to 5% w/w relat ye to the total weight of the formulation and having a

particle size of less than 100 microns.

121. A canister suitable for e ng a pharmaceutical aerosol formulation for

inhalation therapy which comprises a o ainer capable of withstanding the vapor pressure of the

propellant used, which container is closed ith a metering valve and contains a pharmaceutical

aerosol formulation consisting essentially a particulate medicament which is salmeterol or a

physiologically acceptable salt or solvate th reof and 1,1,1,2-tetrafluoroethane as propellant,

which formulation contains less than 0.000 1' w/w surfactant based upon the weight of

medicament, the particulate medicament bein present in an amount of rom 0.005 to 5% w/w

relative to the total weight of the formulation a having a particle size of less than 100 microns.

122. A pharmaceutical formul ion consisting essentially of (i) one or more particulate,,

medicaments, and (ii) 1, 1, 1,2-tetrailuoroet ane as propellant, which formulation contains less

than 0.0001% w/w surfactant based upon th weight of medicament, the particulate medicament

being present in an amount from 0.005 to 5% /w relative to the total weight of the formulation

and having a particle size of less than 100 micro s, wherein one of the said one or more

medicaments is a bronchodi lator selected from the roup consisting of ephedrine, adrenaline,

fenoterol, formoterol, isoprenaline, metaproterenol, enylephrine, phenylpropanolami ne,
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