SILUETAYA HAND SANITIZER- alcohol gel
Jp Inter Trade, S.A. de C.V.

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.

SiluetaYa Hand Sanitizer

Drug Facts

Active ingredients
Ethyl Alcohol 70% v/v

Purposes

Antimicrobial

Uses
® Helps to reduce all bacteria and virus that could cause diseases.
¢ Recommended for repeated use.

Warnings
Flammable. Keep away from fire or flame.

For Extract Use Only.

When using this product,

do not use in, or near the eyes. In case of contact, rinse eyes thoroughly with water.

Stop use & Ask a doctor

if irritation or rash appears and lasts.

Keep out of reach of children.

If swallowed, get medical help or contact a poison control center immediately.

Directions
¢ Apply enough product on your palms to cover your hands and rub them together briskly until dry.
e Childrenunder 6 years should be supervised when using this product.

Other information
e Store below 110 ° F.

Inactive ingredients

Carbopol, Glycerin, Triethanolamine, Water, Citrus Fragrance.

Package Labeling:
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Drug Facts

Active ingredients Purposes
Ethyl Alcohol 70% viv................ Antimicrobial

Uses Helps to reduce all bacteria and
virus that could cause diseases.

Recommended for repeated use.

Warnings

Flammable. Keep away from fire or flame.
For External Use Only.

When using this product, do not use in, or
near the eyes. In case of contact, rinse eyes
thoroughly with water.

Stop use & Ask a doctor if irritation or rash
appears and lasts.

Keep out of reach of children. If swallowed,
get medical help or contact a poison control
center immediately.

Directions

Apply enough product on your palms to
cover your hands and rub them together
briskly until dry.

Children under 6 years should be
supervised when using this product.

Other information
Store below 110 ° F.

Inactive ingredients
Carbopol, Glycerin, Triethanolamine,
Water, Citrus Fragance.

DISTRIBUTED BY: i
SILUETAYA LLC, 320 GOLD AVE. SW STE. 620. s
ALBUQUERQUE, NM 87102, UNITED STATES.

PHONE: (213) 322-6154

Co ntactq?silu etaya.com

www.siluetaya.com

_ 7500464 46243

SILUETAYA HAND SANITIZER
alcohol gel

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:80916-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 0.7 mL in 1 mL
Inactive Ingredients
Ingredient Name Strength

CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNI: 0 ASMM30 7FC)
GLYCERIN (UNII: PDC6A3C00X)

TROLAMINE (UNII: 903K93S3TK)

WATER (UNII: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:80916-001-01 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 11/20/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 11/20/2020

Labeler - jp mter Trade, S.A. de C.V. (951583388)

Revised: 11/2020 Jp Inter Trade, S.A. de C.V.
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