FLORA SHINE ALCOHOL FREE ANTI-BACTERIAL- benzalkonium chloride cloth
EasyPort USA LLC

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.

Flora Shine Alcohol Free Anti-Bacterial wipes

Drug Facts

Active ingredient Benzalkonium Chloride 0.13%
Purpose Antimicrobial

Uses Hand sanitizer to help reduce bacteria on the skin
Warnings For external use only

Keep away from fire or flame

When using this product avoid contact with the eyes. In case of contact, flush eyes thoroughly with
water.

Stop use and ask a doctor if irritation or redness develop or last more than 72 hours

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

Directions

Rub wipe thoroughly over all surfaces of both hands and allow to dry
Supervise children under 6 years old

Not recommended for infants

Dispose of wipe in trash; do not flush

Inactive ingredients water, cetylpyridinium chloride, chlorphenesin, ethylhexylglycerin, propylene
glycol, glycerol

Other information

Store in cool and dry place, keep away from heat and direct sunlight.
FLORA SHINE
FRAGRANCE FREE
ALCOHOL FREE
ANTI-BACTERIAL Wipes
Mfg. Exclusively For:
Offshore International Paper
Austin, TX 78704

Toll Free:

(833) 697-2737



DRUG FACTS [Continued)

DRUG FACTS

Active ingredient Pury
Benzalkenium Chioride 0.13% Antimicrobial
Uses

Hand sanitizes 1o help reduce bacteria on the skin.

Warnings

For external use only.

Flammabile. Keep away from fire or flame.

When using this product svoid contact with the eyes. In case of contact,
flush gyes tharoughly with wates.

‘ask a doctor i irritats reciness develop of last mare

than 72 hours
Keep out of reach of children. If swallowed, get madical help or contact
8 Poison Control Center immediately, »

Directions

* Rub wipe thoraughly over all surfaces

of both hands and allow to dry,

* Supanse chidren under 6 years old,
* Mot recommended for infants.
« Désposa of wips In trash; do nat flush,

Other Information
Stare in ool and dry place, keep away
from heat and direet sunlight.

Inactive Ingredients

Water [Aqual, Cetylpyridinium Chioride,
Chiorphanesin, Ethylhaxgsglycerin,
Propylene Giycol, Glycerol
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100 Moist Wipes
59" x 6.3" (15cm x 16¢m)

Alcohol Free | Extra Gentle
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DRUG FACTS (Continued)

Active ingredient Benzalkonium Chioride 0.13% I Purpose Antimicrobial

Uses Hand sanitizer to help reduce bacteria on the skin.

Warnings

For external use only.

Flammable. Keep away from fire or flame.

When using this product aveoid contact with the eyes. In case of contact, flush eyes
tharoughly with water.

Stop use and ask a doctor if irritation or redness develop or last moere than 72 hours

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

Directions

* Rub wipa thoroughly over all surfaces of both hands and allow to dry.
= Supervise children under & years old.

+ Not recommended for infants,
+ Dispose of wipe in trash; do not flush.

Other Information
Store in cool and dry place, keep away from heat and direct sunlight.

Inactive Ingredients
Water (Agua), Cetylpyridinium Chiloride, Chlorphenaesin,
Ethylhexylghycerin, Propylene Glyeol, Glycaral

FLORA SHINE ALCOHOL FREE ANTI-BACTERIAL

benzalkonium chloride cloth



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:81454-300

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

BENZALKO NIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM -
UNIL7N6JUDS5X6Y)

Inactive Ingredients
Ingredient Name
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)
GLYCERIN (UNI: PDC6A3C00X)
WATER (UNIL: 059QFOKOOR)
CETYLPYRIDINIUM CHLO RIDE (UNI: D9OM4SK49P)
CHL O RPHENESIN (UNIE: 6 70 DAL4SZ)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)

Packaging

# Item Code Package Description

1 IJE?CZB 1454-300- g4 14 1 PACKAGE

1 360 mL in 1 PACKAGE; Type 0: Not a Combination Product

2 NDC:81454-300-10 100 in 1 CANISTER

370 mL in 1 CANISTER; Type 0: Nota Combination

2
Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333E

Labeler - Easyport UsA LLC (023373118)

Revised: 1/2021

Basis of Strength Strength
BENZALKONIUM 1.3 mg
CHLORIDE in 1 mL

Strength

Marketing Start Date Marketing End Date

01/11/2021

01/11/2021

Marketing Start Date Marketing End Date
01/11/2021

EasyPort USA LLC
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