SOLGREAT ALCOHOL-FREE HAND SANITIZER- benzalkonium chloride gel
PANATURAL USA, INC.

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.

SolGreat Alcohol-Free Hand Sanitizer

Active Ingredient

Benzalkonium Chloride

Purpose

Antibacterial

[Uses
¢ hand sanitizer to help decrease bacteria on the skin, when water, soap & towel are not available.
e recommended for repeated use

Warnings

For external use only.

Flammable. Keep away from fire or flame.

Do not apply around eyes. Do not use in ears & mouth.

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

Stop use and ask a doctor if redness or irritation develop and persist for more than 72 hours.

Directions
e place enough product into your palms and thoroughly spread on both hands.
e rub into skinuntil dry.

Inactive ingredients

BUTYLENE GLYCOL, CITRIC ACID, DIAZOLIDINYL UREA, HYDROXYETHYCELLULOSE,
PEG-40 HYDROGENATE CASTOR OIL, PROPYLENE GLYCOL, WATER.

Keep out of reach of children

Children must be supervised in use of this product

Products Label-237mL SolGreat Alcohol-Free Hand Sanitizer



Drug Facts

Active ingredient  Purpose
Benzalkonium Chloride 0.13%.....Antibacterial
Uses =hand saniiizer to help decrease

bactenia on fhe skin, when water, soap & towel aie
not available. » recommendsad for repeated use.

Wamings For external use only.
Flammable. Keep away from fire or flame.
Do not applﬁr around eyes. Do not use
in ears & mouth.

i) When using this product, avoid contact with
eyes. In case of contact flush eyes with water.
Stop use and ask a doctor if redness or
mitation develop and persist for more than 72 hours.

Keep out of reach of children. Childien
must be supervised in use of this product.

|ALCOHOL-FREE|
HAND SANITIZER

Kills 99%
of Germs!

With Moisturizers
Leaves Hands Feeling
Soft & Refreshed

8 FL OZ (237mL)

Dru g Facts (continued)

IDirections s place enough prodiuct
ino your palms and thorough |¥S read on
both hands. = rub info skin'uniil dry.

Inactive ingredients

BUTYLENE GLYCOL, CITRIC ACID, DIAZO-
LIDINYL UREA, HYDROXYETHYLCELLULOSE,
PEG-40 HYDROGENATED CASTOR OIL, PRO-

PYLENE GLYCOL, WATER.
]
Distributed by:
SOLGREAT LABS £
3705 Pico Bivd., Los Angeles, CA 90019 (5]
L
o M5,6200008920

Product Label- 500mL SolGreat Alcohol-Free Hand Sanitizer

Drug Facts @
Active ingredient  Purpose SolGreat

Benzalkonium Chioride 0.13%.....Antibacterial

Uses shand saniizer to help decrease
bacteria on the skin, when water, soap & towel are
not avaiable. » recommended for repeated use.

Warnings Forexternal use only.

Flammable. Kzep away from fire or flame.

Do not applr)lf around eyes. Do not use
in ears & mouth.

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

Stop use and ask a doctor if redness or

|ALCOHOL-FREE|
HAND SANITIZER

Kills 99%
of Germs!

imitation develop and persist for mor than 72 hours.

Keep out of reach of children. Childien
must be supervsed in use of this product

With Moisturizers
Leaves Hands Feeling
Soft & Refresned

16.9 FL OZ (500mL)

Drug Facts (continued)
|Dfrecrions = place enough product
bo

info your palms and thoroughly spread on
e e o

Inactive ingredients

BUTYLENE GLYCOL, CITRIC ACID, DIAZD-
LIDINYLUREA, HYDROXYETHYLCELLULOSE,
PEG-40 HYDROGENATED CASTOR OIL, PRO-
PYLENE GLYCOL, WATER

Distributed by:
SOLGREAT LABS
3705 Pico Biwi., Los Angeles, CA 90019

] ljééz‘!lllll‘?‘ll 2

Made in China

SOLGREAT ALCOHOL-FREE HAND SANITIZER

benzalkonium chloride gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Benzalkonium Chloride (UNI: FSUM2KM3W?7) (BENZALKONIUM - UNII:7N6JUD5X6Y)

Basis of Strength

Benzalkonium Chloride

NDC:73913-004

Strength
1.3 mg in 1 mL




Inactive Ingredients

Ingredient Name

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8QP)

DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)

POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNIL: 7YC686 GQ8F)
HYDROXYETHYL CELLULOSE (4000 MPA.S AT 1%) (UNIL: ZYD53NBL45)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)

WATER (UNIL: 059QF0KOOR)

Packaging
# 1Item Code

1 NDC:73913-004-
01

> NDC:73913-004-
02

Package Description
237 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation

OTC monograph not final part333A

Labeler - PANATURAL USA, INC. (029572239)

Revised: 4/2020

Strength

Marketing Start Marketing End
Date Date

03/27/2020

03/27/2020

Marketing Start Date Marketing End Date

03/23/2020

PANATURAL USA, INC.
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