FAMILY CARE PRESERVATIVE FREE SINGLE USE- polyethylene glycol 400, and propylene
glycol solution/ drops
United Exchange Corp.

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.

Family Care Single Use Lubricant Eye Drops 5ct NBE Systane (581)

Active ingredients Purpose
Polyethylene glycol 400 0.4%.......ccccceeveveveenncnne Lubricant
Propylene glycol 0.3%.....ccccevivrviiinienniinienieene Lubricant
Uses

e For the temporary relief of burning and irritation due to dryness of the eye

Warnings
For external use only.

Do notuse
e if this product changes color or becomes cloudy
e if you are sensitive to any ingredient in this product

When using this product
¢ do not touch tip of container to any surface to avoid contamination
¢ do notreuse
e once opened, discard

Stop use and ask a doctor if
¢ you feel eye pain
® changes invision occur
e redness or irritation of the eye(s) gets worse, persists or lasts more than 72 hours
Keep out of reach of children.
If swallowed, get medical help or contact a Poison Control Center right away.
Directions
Instill 1 or 2 drops in the affected eye(s) as needed.
Other information
e Store at room temperature
Inactive ingredients

aminomethylpropanol, boric acid, hydrochloric acid, hydroxyethyl cellulose, potassium chloride,
sodium chloride, sodium hydroxide, sorbitol, water for injection

Distributed by:

United Exchange Corp.
17211 Valley View Ave.
Cerritos, CA 90703 U.S.A.



Made in South Korea

DO NOT USE IF TWIST TOP OF SINGLE-USE CONTAINER IS BROKEN OR MISSING

Drug Facts

Active ingredients
Polyethylene glycol 400 0.4%.
Propylene glycol 0.3%.

Purpose
Lubricant
Lubricant

Uses
m For the temporary relief of burning and irritation due to dryness of the eye

Warnings

For external use only.

Do not use

u if this product changes color or becomes cloudy

m if you are sensitive to any ingredient in this product

When using this product

m do not touch tip of container to any surface to avoid contamination

= do not reuse

m once opened, discard

Stop use and ask a doctor if

m you feel eye pain

m changes in vision occur

m redness or irritation of the eye(s) gets worse, persists or lasts more than
72 hours

Keep out of reach of children.

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

How to Use:

To open, TWIST and
PULL tab to remove.
Instill 1 or 2 drops in
the affected eye(s)
as needed and
discard container.
*This product is not
manufactured o distributed
by Alcon®, a Novartis company,
owner of the registered

trademark Systane* Ultra
Lubricant Eye Drops.

Directions
Instill 1 or 2 drops in the affected eye(s) as needed.

Other information
m Store at room temperature

Inactive ingredients ami panol, boric acid, hy
acid, hydroxyethyl cellulose, potassium chloride, sodium chloride, sodium
hydroxide, sorbitol, water for injection
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Compare to the active ingredients in
SYSTANE?® Ultra Lubricant Eye Drops*
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Family Care™
Single-Use Lubricant
Eye Drops are an

‘ excellent choice for

| temporary relief of
dry, scratchy,

! burning, irritated
-— ‘ eyes, which can be
| caused by excessive

EYE DROPS

Features:
m For Temporary Relief of
w = Burning & Irritation Due
% to Dryness of the Eye
= Small Enough for Your
Purse or Pocket

ULTRA LUBRICATING

POLYETHYLENE GLYCOL 400 0.4%
(Lubricant)

PROPYLENE GLYCOL 0.3%
(Lubricant) single-Use
Containers

‘ heat, air conditioning,

reading, medication,
or computer use.
This special,
non-irritating,
preservative-free
formula restores
moisture to your
eyes. Being
preservative-free, it
also eliminates the
potential irritation to

1 your eyes caused by
the preservatives
found in the other eye
drops. You can apply
this product as often
as necessary without
the risk of irritation
from preservatives.

ULTRA
LUBRICATING

Product Information
Product Type

Route of Administration

Active Ingredient/Active Moiety

UNI:B697894SGQ)

Inactive Ingredients

OPHTHALMIC

HUMAN OTC DRUG

Ingredient Name
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ) (POLYETHYLENE GLYCOL 400 -

PROPYLENE GLYCOL (UNII: 6DC9Q167V3) (PROPYLENE GLYCOL - UNI:6DC9Q167V3)

FAMILY CARE PRESERVATIVE FREE SINGLE USE
polyethylene glycol 400, and propylene glycol solution/ drops

Item Code (Source)

Basis of Strength

POLYETHYLENE
GLYCOL 400

PROPYLENE GLYCOL

NDC:65923-581

4 mg
in 1 mL

3 mg
in 1 mL

Strength




Ingredient Name Strength
AMINOMETHYLPROPANOL (UNI: LU49E6626Q)
BORIC ACID (UNII: R57ZHV85D4)
HYDRO CHLORIC ACID (UNI: QTT17582CB)
HYDROXYETHYL CELLULOSE (100 MPA.S AT 2 %) (UNIL: R33S7TK2EP)
POTASSIUM CHLORIDE (UNIL: 660YQ98110)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM HYDRO XIDE (UNII: 55X04QC32I)
SORBITOL (UNIL: 506 T60A25R)
WATER (UNI: 059QF0KOOR)

Packaging

4 Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:65923-58 1- 5in 1BOX 03/18/2016

05

0.4 mL in 1 VIAL, SINGLE-USE; Type 0: Not a Combination
Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part349 03/18/20 16

Labeler - united Exchange Corp. (840130579)

Revised: 12/2017 United Exchange Corp.
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