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IN THE UNITED STATER PATENT AND TRADEMARE OFFKCE

{n ve ppplication off Confirmation Noo 4912

LU & ex ad At Uit 1816

Appt, No. 1318816 Examiner; Nivisen, Thor B
Filed: Rale &, 2005 Agty. Dookets P‘e‘x{ ’i}tn.i SNEE TS

Combingtion Of Azelastine and
Sieroids

Declaration of Dr. Sujeet Rajan Under 37 OFR § LI32

Conmnissioner for Patents
PO Box 14586
Alsxandria, VA 28313 148G
Sir
i, i Dr. Suicct Rajan (MD, DETRD, DNB), hereby declare and state as follows:

2. { ars cureently 2 paid conselinnt G Cipla, 1 am not belng compuassied for

the servives related to this Declarstion. [ am not 3 sharcholder of Cipla. T do not have aay

other fingncial mterest 1 the allowancs or issaance of the above-captioned patent
application,
3. i hold the degres of MD, DETRD, DME. A rocont copy of sy Cuerieulum

Witae, scourately listing sy sotontifio credentialy and work experipace, i sttachad herowith

as Exiibit A,

4. As stated i by Cuviculum Vitae, | am a Consultant Chest Fhyaician at

Bombay Hospital Institute of Medival Selewves (Since Augest 200 Hoaoray

Consultant Chest Physiclan -~ Bhatia Hespital (Sinoe February 1996}, {Asst. Honorary

Chest Physician — 1995~ 1988); and Honorary Chost Bhysici & Bronchoseopist— Motiben

Palvi Hospital & 1CU (Since Muarch 1997 a8 Mowber of the following Societies-
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Indian Chest Society (Life Mombery, American College of Chest Physictans (ACCPE Tam
on the Editerinl Advismy Bogrd of the following journals: Indlan Practitioner, and Indlan
Uiet and Muteition, ] am abso a reviewsy of the Jouwsnad of Associoion of Plasiviens of Tndia
{JAPE Asevidenved in sy Currtoutum Vitae, § have extensive experience n the treatinent
of respiratory tract diseases,

3, Based on oy edusation and exparience, am knowledgesble about allergic

chintiis and son-allergic vasarmaotor rhindtis.

&, it is my uadeestanding that the cladms i the sbove-captioned paterd
spplication reclie g pharmaceutical composition comprising azelastine or a pharmaceutioally

acceptable  aalf, solvate or physiclogically fonctional derfvative thereof, and &
pharsiacentionlly acceptable ester of fhutioasons wherein the phasnaceutical forondation s

i 3 dosage form nuatable for nesal administration he “claimed composition™)

~

For at least the reasons discussed horein, B s moy opinion that the claimed
sornpersition represeats the fulfiliment of 8 toog-felt, but previously unmet, resd by patients
and healthcare practitioners for management of symptoms of alfergic rhivdtis zad son-
aflergic vasomotor rhindtis,

\¥ Duonase™, a nasel spray product developed by Cipla which containg
eelastine hydrockiorids and fhatcasone propiooats. s an eododiven of the claimead
sampsition comemernially available tn dis

9, Qver 50 % of our asthos patients have allorgic ohioltis (AR} Prior
Duonase” being introdused in Indis, we Tave traditionally used nasal corticostersids alone in

freating our pationds for boitht AR and nos-allergic vasooowior rhintis.
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241 Though nasal steecids aee an effective medication for AR, their tiiag to ouset
fior action is a bit prolonged, and theeefors their use sfone has bocn associated with pourer
adherence rates in my practice, and subsequently Tead to the excess and misuse of nver the
saunter decongestants, Wﬂr‘h is barodul.  The dangees of shori-tersa we of decongestants
are wall knowa 10 the medicad commuonity worldwide,  Also, use of masad sterotds alons
fypivally required 8 frentment period of € 10 R waeks or fonger, which s anpopalar with
patients and hay lead 10 fatlure to complete the teatiment regimen. Accardingly, long-teny
probiems have existed with ase of nusal steroids alone.

L Another medicine that i typleally prescribed for AR is oral anti-histamines.
However, the use of orad anti-histamine Is asancisted with some common side effeets such

as sedation, cogrition difficuities, deveess of the mwouth, sod significantly oublesome lowr
pripary tract syvmptoms LUTSY in clderly paticats with beaign prostatic enlargoment.
Accordingly, long-ternt probiems have existed with wse of oral anti-histamines,

120 Nasalcorticosteroids in conjunction with oral antifistamines have also been
prascribed for AR, but are characterized by delaved sffects with dgaificant poteatial side
sffects such as sedation, cognition difficolties, dryness of the meanh, and sgrdfcartly
roublesome lower wrinery tract synptons (LUTS) in elderdy patients with bendgn prostatic
entargement.  Accordingly, use of nasal corticosteroids in conjunction with oral
autihistamires for reatment of AR s both naremarkadle aved usdesinable.

3. Duonase™ solves many of tese long term problems. Buonase™ provides
supetior anad alusst imaediate relief om syroptores of AR, s roush so that s patient's

.

sompiisace and adhorency with treatment hoproves considesably. baproved sompHance and

selnsting,

sdherence ensures that my patients net ondy get Ruticasony with the fastwcting ax
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duet comtinue 0 fate § v portids ranglog oo 2 weeks fo 2 monghs. Parthermore, Hiave
sbserved that with the use of Doonass™ the side effects which are encourterasd with oal and
Bistamdne are sormountad. Dyorase™ has also substantally reduced Both e preseription,
and the pationds’ use, csf deoongestanss, and their subsoguent rebound congestasy effects,
fionase™ yse has obviated the need for topioal decongestants i our prsctice. Accordingly,
i eoiparison o traditional reatmonts, the sweber o sredicativas comes dosw, the dildtia

<

is e better condrolind, and the patient Is madained on andtinflamematones mors

B

comsistently through use of Duonase™,

14, For patients with moderste 10 severe intermifiont rhinitls, Duonase™ is the

.

srcatmient of chajce. Duonase™ seeves as so sxcellont shordtenm treatment {lastng 1050 14
days} tr bring alf syoydors of AR guickly under conteal, with adnimal side effects, and
with an increased efficacy over mono-therapy trestments. Puture episades of moderate to
JCVES SYImpems, even 18 & patient with irdermittont AR, when the patiend i tavslling and
eapecially when primary care physician is not secessible, would tremendously bennfit with a
shont 16-14 davs course of nasal corticosteroids snd antifustantine conbination provided by
Druoozse”™. This could therefors be praseribad as 5o otion plan, fust as “preduisofone resoue
crurses”™ are fn msthma, A o all, Doonase™ B an indispensable part of our therapsutle
armsurentariam in the treatnient of both AR md non~allergle vasomaoiay rhindtis,

15, In susamary, s sy opinfon Sy the claimed compostiion represents the
fulifiment of a fong-fel, Ingt provicusly uamsy, need by patientyand healtheare practitionsrs
fior manageraent of symptome of AR and non-allergie vseomotor riinitis vig s superior
efficany, z;*s;* roved comphaace and adborcace with weatment, faster reaponse tme, and
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