PROFESSIONAL SOLUTIONS - ADVANCED HAND SANITIZER- alcohol gel
Cosmetic Solutions L1.C

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.

Professional Solutions® - Advanced Hand Sanitizer Gel
DRUG FACTS

ACTIVE INGREDIENTS
Ethyl Alcohol 71% v/v

Purpose

Antimicrobial

USES

Hand sanitizer to help reduce bacteria on the skin. 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 and seek a doctor if redness or irritation develops and persist for more than 72 hours.

Keep out of reach of children. Children under 6 years of age should be supervised when using this
product. If swallowed, get medical help or contact a Poison Control Center right away.

DIRECTIONS

Put enough product in your palmto cover hands and rub hands together briskly until dry.

INACTIVE INGREDIENTS

Water (Aqua), Glycerin, Propanediol, Sodium Hyaluronate, Acrylates/C10-30 Alkyl Acrylate
Crosspolymer, Caprylic/Capric Triglyceride, Tocopherol, Carthamus Tinctorius Oleosomes,
Triethanolamine, Phenoxyethanol, Ethylhexylglycerin.

OTHER INFORMATION
Store at 68 to 77 degrees Farenheit (20 to 25 degrees Celcius).
May discolor fabrics.

Manufactured By:
Professional Solutions
Boca Raton, FL. 33487
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Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

PROFESSIONAL SOLUTIONS - ADVANCED HAND SANITIZER

NDC:66163-1500

Basis of Strength Strength




Alcohol (UNI: 3K9958V90M) (Alcohol - UNII:3K9958 VO 0 M) Alcohol

Inactive Ingredients
Ingredient Name
Water (UNI: 059QF0KOOR)
Glycerin (UNI: PDC6A3C00X)
Propanediol (UNI: 596 5N8W85T)
Hyaluronate Sodium (UNI: YSE9PPT4TH)
Carbomer Interpolymer Type A (Allyl Sucrose Crosslinked) (UNIL: 59 TL3WG5CO)
Medium-Chain Triglycerides (UNI: COH2L21V7U)
Tocopherol (UNI: ROZB2556P8)
Carthamus Tinctorius Seed Oleosomes (UNI: 9S60Q72309)
Trolamine (UNIL: 903K93S3TK)
Phenoxyethanol (UNIL: HIE492Z773T)
Ethylhexylglycerin (UNIL: 147D247K3P)

71mL in 100 mL

Strength

Packaging
e rketing Star rketing En
# Item Code Package Description L L St ARV L
Date Date

1 NDC:6616 3- 120 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 03/09/2020

1500-4 Product
> NDC:6616 3- 30 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 03/09/2020

1500-1 Product
3 NDC:66163- 200 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 03/09/2020

1500-6 Product
4 NDC:66163- 60 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 03/09/2020

1500-2 Product
5 NDC:66163- 240 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 03/09/2020

1500-7 Product
6 NDC:66163- 300 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 03/09/2020

1500-8 Product
7 NDC:6616 3- 480 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 03/09/2020

1500-9 Product
8 NDC:6616 3- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 03/09/2020

1500-3 Product
Marketing Information

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

OTC MONOGRAPHNOT FINAL part333A 03/09/2020

Labeler - cosmetic Solutions LLC (807907928)
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Cosmetic Solutions LLC
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