FAD FIRST AID DIRECT EYEWASH- purified water solution

XPECT FIRST AID BUFFERED EYEWASH- purified water solution
EYEWASH FLUSHING SOLUTION- purified water solution

XPECT FIRST AID BUFFERED EYE AND SKIN- purified water solution

FAD FIRST AID DIRECT BUFFERED EYE AND SKIN- purified water solution
Cintas Corporation

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

Purified water 98.577% w/v

Purpose

eye wash

Uses

For flushing the eye to remove loose foreign material or air pollutants (smog or pollen)

Warnings
For external use only

Do notuse

If solution changes color or becomes cloudy

When using this product

Remove contact lenses before using
Avoid contamination, do not touch tip of container to any surface
Do not reuse, once open, discard

Stop use and ask a doctor if

You experience eye pain

Changes in vision occur

Continued redness or irritation of the eye or if the condition worsens or persists
Obtain immediate medical treatment for all open wounds in or near the eyes

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions



* Flush the affected eye as needed, controlling the rate of flow of solution by pressure on the bottle

Other information

* Store out of direct sunlight 2°-40°C (36°-104°F)
* Use at 15°-30°C (59°-86°F)
* Do notuse if twist-off top is broken or missing

Inactive ingredients
disodium EDTA, polyhexanide (PHMB), sodium chloride, sodium hydroxide, sodium phosphate

dibasic, sodium phosphate monobasic
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Package/Label Principal Display Panel — Xpect First aid Buffered Eyewash
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Drug Facts (continued)

Stop use and ask a doctor if

W You experience eye pain ® Changes in vision occur
W Continued redness or irritation of the eye or if
the condition worsens or persists

W Obtain immediate medical treatment for all open
wounds in or near the eyes

Keep out of reach of children. if swallowed, get medical
help or contact a Poison Control Center right away.

Directions
W Flush the affected eye as needed, controlling the
rate of flow of solution by pressure on the bottle

Other information

m Store out of direct sunlight 2°-40°C
(36°104°F) m Use at 15°30°C (59°-86°F)
W Do not use if twist-off top is
broken or missing

Inactive ingredients
disodium EDTA, polyhexanide tPHI'u'IB}
sodium chioride, sodium hyd

Questions? 1-800-327-2704
\ Mon-Fri 8:00am-4.00pm (CST)

130425

Eyewash

Drug Facts

Active ingredient Purpose
Purified water 98.577% wiv...................2Y¥e wash
Uses

W For flushing the eye to remaove loose foreign
material or air pollutants (smog or pollen)

Sterile
Isotonic Buffered
Flushing Solution

Do not use

When using this product

container to any surface

Warnings For external use only
B | solution changes color or becomes cloudy

= Remove contact lenses before using
m Avoid contamination, do not touch tip of

m Do not reuse, once open, discard »

Mfg. in Singapore for:
Respond Industries and

Eyewash
FLUSHING SOLUTION

Sterile
Isotonic Buffered
Flushing Solution

Single Use Only
CAUTION: Tamper-evident cap.

Do not use if twist-off top is broken or missing.

4. 0z. (118 mlL)
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rﬂmg Facts (continued)

Stop use and ask a doctor i
B You experience eye pain M Chal in vision occur
® Continued redness or irritation of the eye or if
the condition worsens or persists
m Obtain immediate medical treatment for all open
wounds in or near the eyes

out of reach of children. If swallowed, get medical
help or contact a Poison Control Genter right away.

Directions
B Flush the affected eye as neaded, controlling the
rate of flow of solution by pressure on the bottle

Other information

W Store out of direct sunlight 2°-40°C
(36"104°F) m Use at 15°- (59°-B6"
® Do not use if twist-off top is
broken ar missing

Inactive Ingredisms
disodium EDTA, polyhesanide (PHMB),
gum chioride, soglbtglt fydroedde,

p‘ IOS;\‘HHE I sodium
uhn;j“ﬁg monobasic

(Juestions? 1-877-973-2811
\ Monday-Friday 8:00am-5:00pm

130429

Single Use Only American First Aid, ETerLEA |
Mason, OH 45040
CAUTION: Tamper-evident cap.
Do not use if twist-off top is Uhi1%) #In0428
broken or missing.
EXP
4 fl. oz. (118 mL) /
BUFFERED Drug Facts 1)
Active ingredient Purpose
YE & K’N Purified water 98.577% WiV..................ey€ Wash
Uses

Sterile Isotonic
Buffered Flushing Solution

Single use only

CAUTION: Tamper-evident cap.

Do not use if twist-off top is
broken or missing.

4f.oz (118 mL]

Xpect

® For flushing the eye to remove loose foreign
material or air pollutants (smog or polien)

Do not use
When using this product

container to any surface

Warnings For external use only
® |f solution changes color or becomes cloudy

® Remove contact lenses before using
® Avoid contamination, do not touch tip of

® Do not reuse, once open, discard »

Mfg. in Singapore for:

CiNTAS.

Mason, OH 45040
W, dntas LLom

-
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Lot
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BUFFERED
Eye & Skin

Sterile Isotonic
Buffered Flushing Solution

Single use only
CAUTION: Tamper-evident cap.

Do not use if twist-off top is broken or missing.

4 fl. 0z. (118 mlL)

Xpect®
First aid

Package/Label Principal Display Panel - fad first aid direct Buffered Eye & Skin
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Drug Facts (continued)

Directions

W Flush the afiecied eye as negoed,
controlling the rate of flow of solution
by pressure on the bottle

Other infarmation
m Store out of direct sunlight 2°-40°0
(3R"-104°F

W |ge at 15°-30°C (S9°-R67F)
m Do not use if twist-off top is broken
ar missing

Inactive ingredienis

dizodium EDTA, polyhexanids (PHME),
sodium chioride, sedium hydroxide,
sodium phosphate dibasic, sodium
phosphate monobasic

Questions? 1-600-327-2704
Mon-Fri 8:00am-4:00pm (CST)

(#/14) #130800
Mfg. in Singapore for
First Aid Direct

k Mason, OH 45040

130800

BUFFERED
EYE & SKIN

SINGLE USE ONLY

CAUTION: Tamper-evident cap. Do nat use
if twist-off top is broken or missing.

8 fl. oz. (236 mL)

[£Te | first aid direct®

Drug Facis

Active ingredient  Purpose
Purifiad water
98577 % Whevv oo EYE WS

Uses

| For flushing the eye to remove loose
foreign material or air pollutants (smog
or pallen)

Warnings For external use anly

Do not use
m || solution changes colar or Decemes
cloudy

When using this product

® Remove contact lenses bafore using
® Ayoid contamination, do not touch
tip of container ta any surface

W Do not reuse, ones open, discard

$top us2 and ask a doctor if

WYou experience eye pain

B Chanpes in vision oocur

B Continued redness or irritation of the
aye or if the condition worsens or parsicts
® Obtain immedizte medical treatment
fior all open wounds in or near the ayes
Keep out of reach of children. If

swallowed, get medical help or contact
a Foison Control Genter right away. p

STEwEn)

BUFFERED
Eye & Skin

Sterile
Isotonic Buffered
Flushing Solution

SINGLE USE ONLY




CAUTION: Tamper-evident cap. Do not use if twist-off top is broken or missing.

8 fl. 0z. (236 mL)
fad first aid direct®
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Drug Faets (continued)

Other information

o Store out of direct sunlight 2°-40°C (36°-104°F)
m Usg at 15°-30°C (59°-B6°F)

® Do not use if twist-off top is broken or missing

Inactive ingredients

dodium EDTA, palyhexanida (PHMEB), sodium chloride,
sodium hydroxidz, sodium phosphate dibasic, sodium
phosphate menobasic

p—
Ouestions?7 1-800-327-2704
Monday-Friday 8:00am-4:00pm (CST)

(4/14) #130840
Mfg. in Singapare far
First Aid Direct
Mascn, OH 45040

-

BUFFERED
Eye & Skin

Sterile
Isotonic Buffered
Flushing Solution

SINGLE USE ONLY

BUFFERED
EYE 8 SKIN

SINGLE USE ONLY

CAUTION: Tamper-evident cap. Do not use
if twist-off top is broken or missing.

16 fl. oz. (474 mL)

[ ZTe | first aid direct®

Drug Facts

Active ingredient Purpose
Purified water 98.577% WV, .......ooumnmmmsnmisnannins YR WRSH
Uses

o For fiushing the eye to remove koose fareign material or air
pollutants (smog or pollen)

Warnings forextzmal uss only

Do not use

m i solution changes color or becomes clowdy
When using this product

m Aemove contact lenses before using

m Avoid contaminztion, do not touch tip of container to any
surlace

m Do not reuse, once open, discard

$lop use and ask a doclor if

m You pxparience eye pain

= Changes in vision occur

m Confinusd redness or iritation of the eye or if the condtion
WOTSENs or persists

m Obtain immediate medical treatment for all ppen wounds in
or near the eyes

Keep oul of reach ol children. If swallowed, get medical help
or contact a Poison Cortrol Center right away.

Directions
W Flush the affected aye as needed, controlling the rate of flow
of solution by pressure on the bottls »

130840

CAUTION: Tamper-evident cap. Do not use if twist-off top is broken or missing.

16 fl. 0z. (474 L)
fad first aid direct®

purified water solution

Product Information

Product Type

FAD FIRST AID DIRECT EYEWASH

HUMAN OTC DRUG

ANITTTITAT M THNTA ATIAN TADIOAT

Item Code NDC:42961-
(Source) 090




urnlinAanivig, IRNUALIVIN, LUFIVALL,

Route of Administration CUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
WATER (UNII: 059QF0KOOR) (WATER - UNIL:059 QFOKOOR) WATER 985.77 g in 1000 mL
Inactive Ingredients
Ingredient Name Strength

POLIHEXANIDE (UNII: 322U0 39 GMF)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

SODIUM CHLORIDE (UNII: 451W471Q8 X)

SODIUM PHO SPHATE, DIBASIC, DODECAHYDRATE (UNI: EIW4N241FO)
SODIUM PHO SPHATE, MONOBASIC, DIHYDRATE (UNI: 5QWK665956)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:42961-090-01 15 mL in 1 VIAL, SINGLE-USE 07/15/2014

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part349 07/15/2014

XPECT FIRST AID BUFFERED EYEWASH

purified water solution

Product Information

Item Code NDC:4296 1-
HUMAN OTC DRUG
Product Type Gomea) 091
0q g OPHTHALMIC, IRRIGATION, TOPICAL,
Route of Administration CUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

WATER (UNI: 059QF0KOO0R) (WATER - UNIL:059 QFOKOOR) WATER 985.77 g in 1000 mL
Inactive Ingredients

Ingredient Name Strength

PO LIHEXANIDE (UNIL: 322U039 GMF)



EDETATE DISODIUM (UNII: 7FLD9 1C86K)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

SODIUM CHLORIDE (UNII: 451W471Q8 X)

SODIUM PHO SPHATE, DIBASIC, DODECAHYDRATE (UNI: EIW4N241FO)
SODIUM PHO SPHATE, MONOBASIC, DIHYDRATE (UNII: 5QWK665956)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:42961-091-02 5in 1BOX 07/15/2014

1 NDC:42961-091-01 15 mL in 1 VIAL, SINGLE-USE

Marketing Information

Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date

OTC monograph final part349 07/15/2014

EYEWASH FLUSHING SOLUTION

purified water solution

Product Information

Product Type HUMAN OTC DRUG Item Code
(Source)
0 q OPHTHALMIC, IRRIGATION, TOPICAL,
Route of Administration CUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength

WATER (UNII: 059QF0KOOR) (WATER - UNIL:059 QFOKOOR) WATER

Inactive Ingredients
Ingredient Name
PO LIHEXANIDE (UNII: 322U039 GMF)
EDETATE DISODIUM (UNII: 7FLD9 1C86K)
SODIUM HYDRO XIDE (UNIE: 55X04QC32I)
SODIUM CHL O RIDE (UNIL: 451W471Q8X)
SODIUM PHO SPHATE, DIBASIC, DODECAHYDRATE (UNIL: EIW4N241FO)
SODIUM PHO SPHATE, MO NO BASIC, DIHYDRATE (UNIL: 5Q WK665956)

Packaging
# Item Code Package Description Marketing Start Date
1 NDC:42961-092-01 118 mL in 1 BOTTLE, PLASTIC 07/15/2014

NDC:42961-
092

Strength
985.77 g in 1000 mL

Strength

Marketing End Date



Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date  Marketing End Date
OTC monograph final part349 07/15/2014

XPECT FIRST AID BUFFERED EYE AND SKIN

purified water solution

Product Information

Item Code NDC:42961-

HUMAN OTC DRUG
Product Type Gomez) 093

OPHTHALMIC, IRRIGATION, TOPICAL,

Route of Administration CUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
WATER (UNII: 059QF0KOOR) (WATER - UNI:059 QFOKOOR) WATER 985.77 g in 1000 mL

Inactive Ingredients
Ingredient Name Strength
POLIHEXANIDE (UNIL: 322U0 39 GMF)
EDETATE DISODIUM (UNI: 7FLD9 1C86K)
SODIUM HYDRO XIDE (UNIE: 55X04QC32I)
SO DIUM CHLORIDE (UNIL: 451W471Q8 X)
SO DIUM PHO SPHATE, DIBASIC, DO DECAHYDRATE (UNIL: E1W4N241FO)
SODIUM PHO SPHATE, MONOBASIC, DIHYDRATE (UNI: 5QWK665956)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:42961-093-01 118 mL in 1 BOTTLE, PLASTIC 07/15/20 14

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part349 07/15/2014

FAD FIRST AID DIRECT BUFFERED EYE AND SKIN

purified water solution

Product Information

L PN < B AT AnA A~



neiu vwvuce INDGL. 4490 1-

HUMAN OTC DRUG
Product Type (Source) 094

OPHTHALMIC, IRRIGATION, TOPICAL,

Route of Administration CUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
WATER (UNIE: 059 QFOKOOR) (WATER - UNIE059QFOKOOR) WATER 985.77 g in 1000 mL

Inactive Ingredients
Ingredient Name Strength
PO LIHEXANIDE (UNIE: 322U039 GMF)
EDETATE DISODIUM (UNIE: 7FLD9 1C8 6K)
SODIUM HYDRO XIDE (UNI: 55X04QC32])
SODIUM CHL O RIDE (UNT: 451W471Q8X)
SODIUM PHO SPHATE, DIBASIC, DO DECAHYDRATE (UNI: E1IW4N241FO)
SODIUM PHO SPHATE, MONOBASIC, DIHYDRATE (UNI: 5QWK665956)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:42961-094-01 236 mL in 1 BOTTLE, PLASTIC 07/15/20 14

2 NDC:42961-094-02 474 mL in 1 BOTTLE, PLASTIC 07/15/2014

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part349 07/15/2014

Labeler - cintas Corporation (056481716)

Revised: 7/2014 Cintas Corporation
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