OPTICAL ORIGINAL EYE DROPS - tetrahydrozoline hydrochloride solution
TELEVISA CONSUMER PRODUCTS USA

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active ingredient Purpose
Tetrahydrozoline HCL 0.05%.....cccccevvieriieeniernienieennen. Redness reliever
Uses

e for the relief of redness of the eyes due to minor eye irritations

Warnings
Ask a doctor before use if you have narrow angle glaucoma

When using this product
® pupils may become enlarged temporarily
® overuse may cause more eye redness
remove contact lenses before using
do not use if this solution changes color or becomes cloudy
to avoid contamination, do not touch tip
replace cap after each use

Stop use and ask a doctor if
¢ you feel eye pain
® changes invision occur
e redness or irritation of the eye lasts
e condition worsens or lasts more than 72 hours
If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children.
If swallowed, get medical help or contact a Poison Control Center right away.

Directions
e put 1to 2 drops inthe affected eye(s) up to 4 times daily
e childrenunder 6 years of age: ask a doctor

Other information
® some users may experience a brief tingling sensation
e store at 15° to 25°C (59° to 77°F)

Inactive ingredients: benzalkonium chloride, boric acid, edetate disodium, purified water, sodium
chloride, and sodium borate

Distributed by

Televisa Consumer Products USA, LLC

4550 Post Oak Place Suite 326

Houston, TX 77027

Made in Korea
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Tetrahydrozoline HCI

Warnings
Ask a doctor before use if you have
narrow angle glaucoma

When using this product

mpupils may become enlarged temporarily
WOVErUSE May Cause more eye redness
mremove contact lenses before using
m do not use if this solution changes
color or become cloudy

m do not touch tip of container to any
surface to avoid contamination
wreplace cap after each use

Stop use and ask a doctor if

myou feel eye pain

whanges in vision occur
wredness or rritation of the eye lasts
wcondition worsens or lasts more than
72 hours

If pregnant or breast-feeding, ask a
health professional before use.

Keep out of the reach of children.

f swallowed, get medical help or contact
a Poison Control Conter right away.

GOTAS OCULARES QUE
ALIVIAN EL ENROJECIMIENTO

Directions
W put 110 2 drops in the affected eye(s)
up to 4 times daily
m children under 6 years of age: ask a
doctor
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Informacion del

Other information Medicamento (Cont)
m Some users may experience a brief tingling sensation
m Store at 15° to 25°C (59° to 77F) mﬂﬂumﬂlmwﬂumum

== = En caso de ingerirlo, oblenga ayuda
Inactive ingredients médica o contacte al Centro de

chioride, boric acid, edetate disodium, purified Control de Enwenenamiento de manera

water, sodium chloride, and sodium borate inmediata.
Questions or comments?1 877 93 GENOM (43666) Indicaciones

Informacion del Medicamento

Activos
Cloridrato de Tetrahidrozoiing 0.05%... Alvio del enrojecimient

w aplique una o dos gotas en el ojo
afectado hasta 4 veces al dia

m nifios menares de 6 afios de edad:
consulte a su médico.

Usos w para el alivio del enrojecimiento de los ojos debidoa
irritaciones oculares menores

i i adicional
m 3lunos usuarios puedan experimentar
una breve sensacion de hormigueo

walmacenara 15°a 25° C (58°a 77° F)

Advertencias
(Consulte a sumédico antes de utilizarlo si usted padece de
glaucoma de dngulo estrecho

Guando use este producto

mlas pupilas pueden dilatarse temporalmente

' &l excesn de us0 puede ncasionar un mayor ensiecimienin ocular
wmratire los lentes de contacto antes de utilizario

wno usar si esta solucion cambia de color o se vuelve turbia
mno toque ka punta del goters con ninguna otra superficie para
evitar la contaminacion

mvuelva a colocar |a tapa después de cada uso

Ingredientes inactivos
Cloruro de benzalcanio, dcido bérico,
edetato disidico, agua purificada,
clorura de sodio y borato de sodio

¢Preguntas o comentarios?
1 877 99 GENOM (43666)

Suspenda su uso y consulte a sumédico si

m siente dolor ocular

w 36 presentan cambios en la visidn

m el enrojecimiento o iritacion ocular persisten

msu condicidn empeora o persiste por més de 72 horas

En caso de embarazo o lactancia, consulte a un profesional
médico antes de utilizarlo. >
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OPTICAL ORIGINAL EYE DROPS

tetrahydrozoline hydrochloride solution

Product Information
Product Type

Route of Administration

Active Ingredient/Active Moiety

HUMAN OTC DRUG

OPHTHALMIC

Distributed by / Distribuido por:
Televisa Consumer Products USA, LLG
4550 Post Oak Place Suite 326
Houston, TX 77027

Mads in Korea/Hecho en Corea
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Item Code (Source)

NDC:55038-023




Ingredient Name Basis of Strength Strength

TETRAHYDRO ZO LINE HYDRO CHLORIDE (UNII: 0 YZT43HS 7D) TETRAHYDROZOLINE 0.5 mg
(TETRAHYDROZOLINE - UNI:S9U025Y077) HYDROCHLORIDE in 1 mL

Inactive Ingredients
Ingredient Name Strength
BENZALKONIUM CHLO RIDE (UNI: FSUM2KM3W?7)
BORIC ACID (UNIE: R57ZHV85D4)
EDETATE DISO DIUM (UNIE: 7FLD9 1C86K)
SODIUM CHLORIDE (UNIE: 451W471Q8X)
SODIUM BORATE (UNI: 9 1IMBZ8H3QO)
WATER (UNI: 059 QFOKOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:55038-023-15 1in 1 CARTON

1 15 mL in 1 BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part349 10/31/2012

Labeler - TELEVISA CONSUMER PRODUCT'S USA (840246230)

Revised: 10/2012 TELEVISA CONSUMER PRODUCTS USA
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