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|, Assad Sawaya, declare asfollows:

1. | am President of Altaire Pharmaceutical, Inc. | make this
declaration based upon my personal knowledge of the facts stated herein.

2. Altaire manufactured the products that are the subject of the
'623 patent (Phenylephrine HCI Ophthalmic Solution 2.5% and Phenylephrine
HCI Ophthalmic Solution 10%) for various customers, for at least 8 years prior to
the’ 623 patent’ s filing date. Altaire’'s products have consistently had alabel
instructing storage in arefrigerator “at 2°-8° C (36°-46° F).” (See, e.g., Exhibits

1004 and 1005 (excerpts reproduced and annotated bel ow)).

| / 1M LAl MARAAP. . e baean R P, . - - - . - - a & .-_.,._\\
h DD nDt u ", I t. ! b " e ey Tw g e lll]ﬁblll.lll. I.IDF, ﬂ}'U|Ub(|IUIR- ML
= ok i s oty | Hydrochloride and/or Sedlum Hydroxide may be
> FOR OPHTHALMIC USE ONLY Ophthalmic :gt?:st:vﬁ:ﬁé i'gé%gfzs)‘
KEEP THIS AND ALL : 0, :
o weDicATIoNs our oF e Solution USP, 2.5%  genalkonium Ghioride
c REACH OF CHILDREN (Sterile) DO NOT USE IF IMPRINTED
_— SEAL ON CAP IS TORN,
ALTAIRE Pharnrw entivals, Ing, BROKEN DR MISSING.
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! Exhibits 1004 and 1005 are dated as approved for print in September 2005 and

December 2004, respectively.
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3. Labels like those depicted above were provided on Altaire’s
Phenylephrine Hydrochloride Ophthalmic Solution sold and distributed over one

year prior to the’ 623 patent’sfiling. (See, e.g., Exhibit 1006 at 1 of 3 and 3 of 3

(reproduced and annotated bel ow).

4. The above depicted product (Lot # 11578 (seeid. at 2 of 3))
was sold and distributed over ayear prior to the’ 623 patent’s earliest filing date.
(See Exhibit 1007). Lot # 11578 was manufactured in December 2011 asa 2.5%

Phenylephrine Hydrochloride Ophthalmic Solution. Lot #11578 had an expiration
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date of December 2013, which means that it would maintain its chirality for
application to the eye when stored at 2°-8° C low temperature storage until that
date. (See Exhibit 1006 at 2 of 3 (noting adate of “12/13” indicating its
expiration date)).

5.  Altareaso sold and distributed a 10% Phenylephrine
Hydrochloride Ophthalmic Solution. (See, e.g., Exhibit 1008 at 1 of 3 and 3 of 3

(reproduced below)).

6. Lot # 11581 (seeid. at 2 of 3)) was sold and distributed over a
year prior to the’ 623 patent’s earliest filing date. (See Exhibit 1009). Lot #

11581 was manufactured in January 2012 and had an expiration date of December
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2013, which means that it would maintain its chirality for application to the eye
when stored at 2°-8° C low temperature storage until that date. (See Exhibit 1008
at 2 of 3 (noting adate of “12/13” indicating its expiration date)).

7.  After years of selling its Phenylephrine Hydrochloride
Ophthalmic Solution, Altaire was approached by Paragon’s CEO, Mr. Patrick
Witham, to enter into an agreement dated May 15, 2011 (“Agreement”) whereby
Altaire would provide the Chemistry, Manufacturing and Controls (or CMC)
sections regarding Altaire’ s Phenylephrine HCI Ophthalmic Solution product for
the limited purposes of supporting a New Drug Application (or NDA) to be
submitted by Paragon to the Federal Food & Drug Administration (“FDA™).

8. The Agreement specified that:

a. Altaire sCMC sections are provided for the limited
purposes of obtaining the NDAs contemplated by the
Agreement;

b. the Altaire information may not be used for any other
purpose; and

c. itisthe specific intent of the parties that the Altaire
information is the proprietary and confidential information

of Altaire,
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