EYESALINE CONCENTRATE- water liquid
Sperian Eye & Face Protection Inc.

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.

Sperian Eyesaline Concentrate

Active Ingredient
Purified water 93%

Purpose

Eyewash

Uses
e For flushing or irrigating the eye to remove loose foreign material, air pollutants, or chlorinated
water.

Warnings

For external use only- Obtain immidiate medical treatment for all open wounds in or near the eyes. To
avoid contamination, do not touch tip of container to any surface. Replace cap after use.

Do notuse

in concentrated form

while wearing contact lenses

if solution changes color or becomes cloudy
for injection

inintraocular surgery

internally

if eye is lacerated or object is embedded

if seal is broken

Stop use and consult a doctor if you have
e changes invision
e continued reddness, irritation or pain, or if the condition worsens or persists

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

Concentrate must be diluted (1) part concentrate to (10) parts potable water before use
Prepare sufficient quantity of constituted eyewash solution in advance of an emergency
Mix concentrate with potable water to prepare eyewash solution as follows:
Determine quantity of eyewash solution required

Follow sanitary procedures

Wear protective eyewear and gloves

Pour 1/3 of required amount of potable water into mixing container or eyewash unit



Add 1/3 of required amount of concentrate to water
Agitate or mix thoroughly

[Repeat until required amount of solutionis prepared
Properly dispose of empty bottle after use

Do notreuse.
e Replace solution no longer than (6) months after mixing

Other information

Do not freeze

Inactive ingredients

benzalkonium chloride, edetate disodium, sodium chloride, sodium phosphate dibasic, sodium
phosphate monobasic

Questions?
Call 1-800-430-5490

Sperian Eye and Face Protection Inc
(a Honeywell Company)
825 East Highway 151

Platteville, WI 53818 USA

Package Label



DO NOT USE IF SEAL IS BROKEN OR TAMPERED WITH

H Il NO USAR SI EL SELLO ESTA ROTO O HA SIDO ALTERADO
ﬂneyw e NE PAS UTILISER SI LE SCEAU EST BRISE OU A ETE ALTERE

AVesaline

CONCENTRATE
CONCENTRADO
CONCENTRE

When mixed according to directions, Eyesaline Concentrate and water will provide a buffered,
preserved saline solution for flushing or irrigating the eyes.

Cuando se mezcla segun las instrucciones Concentrado Eyesaline y agua, se obtiene una soluciéon
salina tamponada y preservada para enjuagar o irrigar los ojos.

Lorsque le concentré Eyesaline et 'eau sont mélangés selon les instructions, ce mélange fournira
une solution saline tamponnée, préservée pour rincer ou irriguer les yeux.

REORDER / NUEVO PEDIDO / REAPPROVISIONNEMENT #32-000509-0000
#32-004622 Rev. D

EYESALINE CONCENTRATE

water liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength
WATER (UNII: 059QF0KOOR) (WATER - UNIL:059 QFOKOOR) WATER

Inactive Ingredients

Ingredient Name
SODIUM PHO SPHATE, MO NO BASIC, MO NO HYDRATE (UNIL: 593YOG76 RN)
SODIUM PHO SPHATE, DIBASIC, ANHYDRO US (UNII: 22ADO53M6 F)
SODIUM CHL O RIDE (UNIL: 451W47IQ8 X)
EDETATE DISO DIUM (UNIE: 7FLD9 1C86K)

NDC:64809-104

Strength
92.2 mL in 100 mL

Strength



BENZALKO NIUM CHLORIDE (UNII: FSUM2KM3W?7)

Packaging
# Item Code Package Description R R e
Date Date
1 NDC:64809-104- 2070 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 09/09/2011
18 Product
2 ll\gDC:64809-104- 12302311?} in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 09/09/2011

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part349 09/08/2011

Labeler - Sperian Eye & Face Protection Inc. (013435034)

Establishment

Name Address ID/FEI Business Operations
Sperian Eye & Face Protection Inc 013435034 manufacture(64809-104)

Revised: 3/2018 Sperian Eye & Face Protection Inc.
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