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The 7 | prescription allergy @\/@ d ropl

l Fast, long-lasting relief from itchy allergy eyes™
I More than 90% of insured patients covered; excellent fier 2 coverage*

J Same trusted olopatadine molecule as PATANOL® Solution,
but with once-daily dosing

f Patient rebates available at pataday.com

INDICATIONS AND USAGE: Contraindications: PATADAY™ Solution is confraindicated
PATADAY™ Solution is indicated for the freatment of in patients with a hypersensitivity to any components of
ocular itching associated with allergic conjunctivitis. this product.

DOSING AND ADMINISTRATION: Adverse Events: The most common adverse reactions to
The recommended dose is one drop in each affected PATADAY™ Solution were cold syndrome and pharyngitis
eye once daily. reported at an incidence of approximately 10%. Other
IMPORTANT SAFETY INFORMATION: adverse events included eye pain, blurred vision, sinusitis
PATADAY™ (olopatadine hydrochloride ophthalmic and headache cccurring in 5% or less of the patients.

solution) 0.2% should not be used fo freat contact lens
related irritation. The preservative in PATADAY™ Solution,
benzalkonium chloride, may be absorbed by soft
contact lenses. Patients who wear soft contact lenses
and whose eyes are not red should be instructed to
wait at least ten minutes after instilling PATADAY™ Solution
before they insert their contact lenses. Safety and Once Daily o
effectiveness in pediatric patients below the age of 3 é

have noT been established. = :
(olopatadine hydrochloride
\ ophthalmic solution) 0.2%

Please see reverse side for
full Prescribing Information
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Once Daily

™

(olopatadine hydrochloride
ophthalmic solution) 0.2%

DESCRIPTION

PATADAY™ (olopatedine Mydrochionde ophthalmic solution) 0.2% is o sterile ophihalmic
solution containing olopotoding for lopical odministation fo 1he eyes.

Olopatading hydrochloride is o while, cryslalling, woler-soluble poweer wilh @ maolecular
weight of 373.88 and @ moleculor formula of CiiHzh0s = HCLThe chemical shuche is
mesenied below: 1&

N—
HCl

0

Chemical Name: 11-[(Z)-3-(Dimethylaming) propyidene]-6-11-dimydrodibenz| be|
oxepin-2-ocetic ocid, hydrochloride.

Each miL of PATADAY™ soluflon conlains: Active: 2.22 mg olopolodine hydochlonide
equivalent o 2 mg olopatodine,

Inactives: povidone: dibasic sedium phosphate; sodivm chionde; edetade disodium;

benzalkonium chioride 0.01% (preservative) hydrochlonc ocidfodium bydrosidse (adpust pH);

ond purified woles.
It has o pH of opprovdmately 7 and on osmololity of approsimately 300 mOsm/kg.

CLINICAL PHARMACOLOGY

Olopatodine is o relofively selective hislaming H,; anlogonist and an inhibitor of the relense
of histarnine from fhe most cells, Decreased chemotaxis and inhibifion of ecsinophil
activafion hos olso been demonstoled, Olopatodins is devoid of effects on alpha-odrenengic,
dopaminergic, and muscarinic fype 1 and 2 recepfors.

Systemic bioavailability dala upon foepical ocular administration of PATADAY™ soluftion ore
not avaikable, Following fopical atular adminisiation of olopaladine 0.15% ophthalmic
solution in mon, clopatading was shown 10 hove o low syslemic exposune. Two shedies

in nomal volunteers (lofaling 24 subjscts) dosed bilaterally with olopatoding 0.15%
ophthelmic solufion once every 12 hours for 2 weeks demonstroted plasma concenfations
o bz generolly below tha quantibation limil of the assoy (< 0.5 ngfmL). Somples in which
Olopatoding was quanifiabla were fypically found within 2 hours of dosing and ranged from
0.5 10 1.3 ngfml. The elimination haltite in plasma following ol dosing was 8 10 12 hours,
and efimination was predominanily through renal excretion. Approximately 60 - 705 of the
dose was recovered in the wine as parent dneg. Two metabolites, the monc-desmethyl and the
M-cwide, wene detected ot low concentrations in five urine.

CLINICAL STUDIES

Results from clinical studies of up 1o 12 weeks dursfion demonshole that PATADAY™ salution
when dosed once a day is effective in the treatment of ocular itlching ossociated with allengic
conjunciivitis,

INDICATIONS AND USAGE

PATADAY™ soilutian is indscated for the reatment of ocular ilching associoled with allergic
conpunclivilis.

CONTRAINDICATIONS

Hypersansifnaty Jo amy components of fhis product.

WARNINGS
For fopical oculor wse only, Not for injechion or ol wse.

PRECAUTIONS

Information for Patients

s with any eye drop, o prevent conlominating the dropper fip and solution, care should be
taken not bo Jouch the eyelids or surounding areas with Ihe dropper fip of the bottle. Keep
bottle fightly closad when not in use. Potients should be advised not fo wear o conbact lens
it their eye is red.

Relarances:

PATADAY™ {olopabodine hydrochlonide ophthalmic solution) 0.2% should nod be used lo freal -
conloct lens reloted irrifofion. The prasenafive in PATADAY™ solulion, benzolkonium chioride,
may be absorbed by soft contact lenses. Polients whe wear soff conbact lenses ond whose
eyes are not red, should be insiruched 1o weit of least ben minules affer instilling PATADAY™
(olopatodine hydrochlordde ophihalmic solution) 0.2% before they inser their conloct lenses.

Corcinogenesis, Mutagenesis, Impairment of Fertliity

Clopoboadine adminaslered oflly was nol comcinogeanis in mice ond rls in ¢oses up to

500 mp/ka/day and 200 mg/kg/day, respectively. Bosed on a 40 ul drop size ond

50 kg person, these doses were approimabely 150,000 and 50,000 limes higher than

the maximum recommended oculor human dose (MRCHD). o mutagenic pofentiol was
pbeerved when olopaledine wos 1eshed in on dn wio boclenal reverse mubalion (Ames) besl,
on # vilro mammalian chromasome abermadion assay or an i Wik mouse mecronucleus lest.
Clopatading odminislered ko male and famale rais of ool doses of approsdmatety 100,000
limes MROHD level resulled in o slight decrease in the ferility index and reduced implaniakion
rate: no effects on reproduclive lunchion were obsenved ol doses of approdmately 15,000
fimes the MROHD level.

Pregnoncy:

Teratogenic effects: Pregnancy Calegory ©

Olopaloding wos founed nol o be lerglogenic in rats and mbbils. Howaver, rols ealed ol
400 mgkg/day. or 150,000 times the MROHD and iobbils trealed o 4D0 ma/kg/day, or
opproximalely 100,000 limes Ihe MROHD, during organogenesis showed o decrensa in live
fetuses. In eddition, rols realed with G00 mg/a/day of clopotadine during cogonogensasis
showed o decrease in febal weight, Further, nals ealed with 00 ma/ka/doy of olopatodine
during late geshation lwough fhe (ochation pericd showed o decrease in neonabal surdval and
Loy weight,

There are, however, no adequale ond well-conlnillad shedies in pregnant women. Because
animal shedies are nol ahways predictive of human responses, this dieg should be used in
pregnont wamen only if the polentiol benefit fo the mother justifies the potential risk o The
embryo or ketus.

Hursing Mothars:

Olopatadine bas bean identified in the milk of nursing rats Iolowing ol odministation. N is
not known whether lopical oculor edministration could resull in sulficien] sysemic obsorphon
lo produce delecioble quanfities in fhe humon beeast milk. Neverthedess, coulion should

be axercised when PATADAY™ {olopaledine hydrochlodde ophthaimic solufion) 0.2% is
cdministered 10 a nursirg mofher,

Pedialric Use:

Saofely and effecfiveness n pedialric pofients below he oge of 3 yeoars have nol been
esloblished.

Gerlatric Use:
No overall differences m salety and effectivensss bove been observed between aldetdy and
younger pafients,

ADVERSE REACTION:

Symplams similar fo cold syndrome and pharyngilis wene repored af an incidence of
opprodmalely 10%,

The following odverse experiences hove been reported in 5% or less of patients:

Ceutar; blurred visien, burning or sfinging. conjunchivilis, dry eye, foreign body sensafion,
hyperemin, hypersansilivity, keralitis, lid edema, poin ond ocular pruribus.

Kon-ocudar: asthenia, back pain, B syndrome, heodoche, increased cough, infection, nousen,
thinifis, sinusitis and toshe perversion.

Some of Inese events were similar fo fhe underlying dis2ase being sludiad,

DOSAGE AND ADMINISTRATION
The recommended dose is one deop in each affected eye once daily,

HOW SUPPLIED

FATADAY™ (olopatadine hydrochioride ophihalmic solution) 0.2% is supplied in o while, oval,
low density polyethylene DROP-TAINER® dispensar with o natural low density polyelhylene
dispensing plug and o white podypropyiene cop. Tomper evidence is provided with o sheink
band around the closune and neck anea of 1he pockage.

NODC 0085-0272-25 2.5 ml fill in 4 ml oval bottle

Storoge:

Slore of 2°C 10 25°C (356°F 10 77°F)

LS. Patends Mos. 5,116,863; 5,641, 805; 6,995,186; 7,402 609
Rx Only
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