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parahydroxybenzoate in a ratio of 9/1 expressed in

WEIGNE ...

(1) Thereis no Teaching Away in the Handbook

c)  “said [paraben] mixture being presentin an amount
of more than 0 and up to 0.75 mg/ml of the

COMPOSIION” ...t

d)  “wherein said composition is substantially free of
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present in amount of 0.5 mg/mI”...............cc.
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propyl p-hydroxybenzoate is present in amount of

0.75Mg/ML” .o
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0.075 mg/ml propyl p-hydroxybenzoate™.................

Ground 2: Claims 1-11 Are Obvious over EP 203 in View of

US ’558 and the Handbook
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a)  “Aliquid pharmaceutical composition comprising
(i) levocetirizine or a pharmaceutically acceptable

salt of leVoCetINiZINE” ...

b)  “a preservative mixture consisting essentially of a
mixture of methyl parahydroxybenzoate and propyl
parahydroxybenzoate in a ratio of 9/1 expressed in

WEIGNE ..

c)  “said [paraben] mixture being presentin an amount
of more than 0 and up to 0.75 mg/ml of the

(010] 4] 010757 | £ o] o KPP

d)  “wherein said composition is substantially free of
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Dependent Claim 2 ...,
Dependent Claim 3 ...,
Dependent Claim 4 ..........cooiiiiiiiiiiii e
Dependent Claims 5 and 10.........ccoooviieeiiiiiiiiiiiiiiiiiiiinnnn
Dependent Claim 6.............cooeeiiiiiiiiiii e,

a)  “wherein the hydrochloride salt of levocetirizine is

present in amount of 0.5 mg/mI”...............cc.

b)  “the mixture of methyl p-hydroxybenzoate and
propyl p-hydroxybenzoate is present in amount of

0.75Mg/MIP oo

Dependent Claim 7 ..........oovviiiiiiiiiiiiieees
Dependent Claim 8...........cooiiiiiiiiii e,
Dependent Claim 9 ..o,
Dependent Claim 11...........oouviiiiiiiiiiiieieeiiieeins

a)  “the composition is in the form of an oral solution
comprising 0.50 mg/ml levocetirizine

dihydrochloride”...........ccoooiiiiiiiii e,

b)  “0.675 mg/ml methyl p-hydroxybenzoate, and

0.075 mg/ml propyl p-hydroxybenzoate™.................
X. SECONDARY CONSIDERATIONS
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I, Paul A. Laskar, Ph.D., do hereby declare and state as follows:
1. | have been asked to provide testimony as to what one of ordinary skill
in the art would have understood with respect to the patent at issue and various prior

art discussed herein. | provide this testimony below:

l. INTRODUCTION

2. | am over the age of eighteen (18) and otherwise competent to make
this Declaration.

3. | have been retained on behalf of Petitioner for the above-captioned
inter partes review (“IPRs”). | am being compensated for my time in connection
with this IPR at my standard consulting rate, which is $300 per hour for consulting;
$375 per hour for deposition and testimony, including preparation; $125 per hour
for non-working travel time. My compensation does not depend in any way on the
outcome of any of the IPRs.

4, It is my understandingthat the Petitions for Inter Partes Review in this
matter involves U.S. Patent No. 8,633,194 (“the *194 patent”) (EX1001).

5. The ’194 patent names Domenico Fanara, Jean Scouvart, Claire
Poulain, and Michel Deleers as the purported inventors.

6. Itis also my understanding that Patent Owner contends the priority date

of the *194 patent is July 14, 2004—the filing date of EP Application No. 04016519.
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