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Sir:

30 July 2002

The following amendments and remarks are respectfully submiitted.

in connection with the above-identified application.

ZTl THER CLAIMS:

Please ca cel clai-m 109 4nd 118-121.

The claims have been amended to read as follows:

4106. (Amended) The pharmaceutica suspenoion aerosol formulation

of claim 105, wherein the particul e drug com-prises a drug selected

from the group consisting of form terol, beclomethasone dipropioaate,

pirbuterol, 41buterol, and ph maceutically acceptable salts and

solvates thereof.
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10)8. (Amended) The pharmaceutical ispension aerosol formulation

of claim 105, wherein the drug is tar oterol or a pharmaceutically

acceptable salt thereof.,

116. (Amended) A pharmaceutical aero ol formulation consisting

I esetially of a particulate 'drug ich i's albute-rol or a

physiologi cally acceptable salt or so vate thereof and 1,1,1,2-

tetrafluorqethane as propellant, whi-ch formulation is substantially

tree of surf actant, the particulat drug being present in a

therapeuatically effective amount of I ss than 1.6% w/w relative to

the total weight of the formulation nd wherein 90% or more of the

particles have a diameter of less thaL 10 microns.

117. (Amended) A canister suitable for delivering a

pharmaceutical aerosol formulatio for inhalation therapy which

comprises a container capable of ithstanding the vapor pressure of

the propellant used, which contai er is closed with a metering valve

and contains a pharmaceutica aerosol formulation consistiihg

essentially of a particulate dr-ug which i 2 alb-utQrol or, a

physi-ologically acceptable sal or solbtate thereof and1,,2

tetrafluoroethane as 'propellant, which formulation is substantially

free of surfactant,, the pa ticulate drug being present in a

therapeutically effective amou t of less than 1-6% w/w relative to

-2-

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

Mylan EX 1005, Page 2 f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


JUL-30-2002,TUJE 01:28 Ff1 ESKQ. FAX NO. 707')n58050 P. 05

Application No. 08/45.5,2890
Art Unit .2616

108. (Amended) The pharmaceutical spension aerosol formulation

of claim 105, wherein-the drug is fcr oterol or a Pharmatceutically

acceptab)le salt thereof.,

5 116. (Amended) A pharmaceutical aero ol formulation consisting

essBentially of a particulate drug ich is aTbuterol or a

physiologically acceptable salt or so vate thereof and 1,1,1,2-

tetrafluorQethane as propellant, whi.:h formulation is substantially

free of surfactant, the partic-ula.t drug being present in a

therapeutically effective amount of 1 zs than 1.6% w/w relative to

the total weight of the formulation nd wherein 90% or more of the

particles have a diameter of lesp thaL 10 microns.

11-7, (Amended) A canister suitable for delivering a

pharmaceutical aerosol formulatio for inhalation t herapy which

comprises a container capable of ithstanding the vapor pressure of

the propellant used, which contai ier is closed with a metering valve

and contains a pharmaceutica aerosol formulation consistiihq

essentially :of a particulate drug which is alb-Utprol or a

physiologically accreptable sal or Sol-vate thereof and 1,1,1,2.

tetrafluoroethane as 'propellant, whichi tormulation is substantially

free Of surtactanTt,, the pa ticuilate drug being present in a

therapeutically effective amou t of less than 1-6%; w/w relative to
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122. (Amnended)

tetrafluoroethane 'as propellant, wh.

f ree of surfactant, the particul

therapeutically effective amounzt lee

total weight of the formulatin

particles have a diameter of less

said one or more part .iculate drug/i

the group consisting

Lical formu4lation consisting

icu Ee drugs, and, (iiW ,112

ich for-mul ation js substantially

o e drug being presqent in a

*than 1.G-W w/w relative to the

dwherein 90* or more of the

an 10 microns, wherein one of the

.s a bronchadilator selected from

It.erol and pirbute-rol or a

Pleagse add the following claims:

123. (New) A pharmaceutica suspension formulation suitable

fotr aerosol administration consiati g essentially of:

Wi particulate drug; and

(ii) l,1,l,2-tetrafluoroetha e asj propellant,

wherein the formulation is subst ntiaJ.ly free at surfactant,"

124. (New) The pharmaceu ical suspension aerosol formulation of

claim 123, wherein the, dru. is albuterol or a pharrr4cceutic4lly

acceptable salt or solvate th reaf-

-3-
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the totftl weight of the formulation and herein 90A or more of the

particles have a diameter of .-.ess than 1 microns.

~4122. (Amended) A pharmaceutical formulation consisting

essentially of (i one or more particu te drugs, and (ii) I,I,j1,2-
tetraflooroethane 'as propellant, which formulation i's substantially

free of surfactant, the particula e drug being present in a

therapeutically effective amount les than 1.6-W w/w relative to the

total weight of the formulation d wherein 90% or more of the

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

said one or more particulate drug is, a bronchodilator selected from

the group consisting of f rmotxerol and pirb-uterol or a1

physiologically acceptable oalt hereof.

Please add the following claims:

123. (New) A pharmaceutica suspension formulation suitable

for aerosol administration consisti g essentially of.

Wi particulate drug; and

(ii) 1,1,1,2-tetrafluoroetha e as propellant,

wherein the formulation is subst ntially tree of surfactant."

124. (New) The pharmaceu ical suspension aerosol formulation of

claim 123, wherein the, dru. is albuterol or a pharm4tceutically

acceptable salt,or solvate th reof.

-3-

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

-SI.

P, 06FAX NO. M2058060

Mylan EX 1005, Page 5 f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


