REFRASIA CARE HAND SANITIZER- ethanol liquid
Lemon X dba The Bevolution Group

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.

Refrasia Care (Bevolution) Hand Sanitizer (with Fragrance)
Drug Facts

Active ingredient

Ethyl Alcohol 70% v/v

Purpose
Antiseptic
Uses

¢ Hand sanitizer to help reduce bacteria that can potentially cause disease
¢ Recommended for repeated use

Warnings
For external use only
Flammable. Keep away from heat or flame

When using this product keep away fromeyes. In case of eye contact, rinse eyes 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

Apply liberally to hands to cover all surfaces
Rub hands together until dry

Supervise children under 6 years old

Not recommended for infants

Other information
e Store below 110°F (43°C)
® May discolor certain fabrics or surfaces
Inactive ingredients
Propylene Glycol, Purified Water, Xanthan Gum, Fragrance
Questions? (800) 628-6449
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Drug Facts

Active ingredient

Ethyl Alcohol 70% wiv

Uses

= Hand sanitizer to help reduce bacterda that can

potentially cause discase
= Recommended for repeated use

Warnings

For external use only

Flammable, keep away from fire or flame
When using this product keep away from eyes.
In case of eye contact, rinse eyes 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

= Apply liberally to hands to cover all surfacas
+ Rub hands together until dry

= Supervise children under & vears old

+ Mot recommended for infants

Other information
= Store below 110°F (43°C)
» May discolor certain fabrics or surfaces

Inactive ingredients Propylene Glycol,
Purified Water, Xanthan Gum, Fragrance

Questions? (800) 628-6449

REFRASIA CARE HAND SANITIZER
ethanol liquid

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients
Ingredient Name
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
XANTHAN GUM (UNIE: TTV12P4NEE)
WATER (UNIE: 059 QFOKOOR)

Item Code (Source) NDC:75080-281

Basis of Strength
ALCOHOL

Strength
70 L in 100 L

Strength




Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:75080-281-02 1.9 L in 1 BOTTLE; Type 0: Not a Combination Product 04/25/2020
2 NDC:75080-281-04 3.79 L in 1JUG; Type 0: Not a Combination Product 04/25/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 04/25/2020

Labeler - Lemon X dba The Bevolution Group (072739949)

Revised: 4/2020 Lemon X dba The Bevolution Group
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