HAND SANITIZER- benzalkonium chloride gel
DGH Pharma, 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.

Hand Sanitizer

Active Ingredient(s)
Benzalkonium Chloride 0.10% w/w. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

To eliminate viruses and bacteria on the skin

Warnings
For external use only.

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

Stop use and ask a doctor if irritation or redness develops

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

Stop use and ask a doctor if irritation or redness develops.

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

Directions
e Rub thoroughly over all surfaces of both hands.
e Rub hands toghether briskly unitl dry.

Inactive ingredients

Aloe Barbadensis Leaf Juice, Citrus Sinensis (Orange) Fruit Oil, Cocamidopropyl PG-Dimonium
Chloride Phosphate, Glycerin, Hydroxyethylcellulose, PEG-8, PEG-90, Potassium Sorbate,
Polysorbate 20, Purified Water, Quercus Borealis Bark Extract

Package Label - Principal Dis play Panel



[ ViraXShield™ Aot Fookars Stz 4| C0401 FREE » MOISTURIZING | (DRUGEACES )

Our anti-bacterial hand sanitizer kills 99.9%

of germs instantly and it protects your hands % ik el Purpose
without drying them out. Commonly used 99 9 ° Non-Drying Benzalkonl.un? (hIor!deO.IM..........:....‘..‘.,.......:....,..Antlseptlc
alcohol based formulas remove ails from the Effective Formula Uses - To eliminate viruses and bacteria on the skin
i : \ Warnings - For external use only.

surfgpe of your skin, Viraxshield Hand fSafe;t i Fragrance When using this product - Keep out of eyes. In case of contact,
Sanitizer does not. or Kids ' yee flush eyes with water.

£ i Non- Hypo- Stop use and consult a doctor if irritation or redness develops.
DIRECTIONS: For adults and children 2 years Flammable allergenic Keep out of the reach of children, If swallowed, get medical

and older. Put a small amount of ViraXShigld™
hand santitizer on your hands. Spread by
rubbing your hands until dry.

NOTE: This product is water-based.
Manufactured by: DGH PHARMA, INC.

Do not freeze.
I| ||I\Im | |l| | "I 1749 Florida Street - Memphis, Tennessee 38109

k 8 |6 0003"6163 5 4floz (118 mL) VIRAXSHIELD.ME

assistance or contact a Poison Control Center immediately.
D ™ Directions - Rub thoroughly over all surfaces of both hands.

+ Rub hands together briskly until dry.

Inactive ingredients Aloe Barbadensis Leaf Juice, Citrus

I A L Sinensis (Orange) Fruit 0il, Cocamidopropy! PG-Dimonium
Chloride Phosphate, Glycerin, Hydroxyethylcellulose, PEG-8,

PEG-90, Potassium Sorbate, Polysorbate 20, Purified Water,

Quercus Borealis Bark Extract

T e

|
NTI-BAC

Impact Diversity Solutions Label

557"
7 - 4+
[ IMPACT SOLUTIONS - HAND SANITIZER 'DRU GFACTS Y )
Qur anti-bacterial hand sanitizer kills 99% of germs instantly A FEr—— ;
and i protects your hands without rying them out, Whereas P UTIONS o P
commonly used alcohol based formulas remove oils from the SOV Uses -To eliminate viruses and bacteria on the skin '
surface of your skin, this product does not. Warnings- For external use only.
IMPACT SOLUTIONS When using this product - Keep out of eyes.In case of contact,
DIRECTIONS: For acuts and chidren 2 years and Soprs v o i i s
i FOI’ dEStI’O |n top use and consult a doctor if irritation or redness devel 0ps. s
older. Put a small amount 0{ Hand Sanitizer on covID 1)/9 . L(sesfspt:r:j(te%frt(};t’:tat(: ﬁoii?;"ézi?,lféﬁf.'l‘.’w“’ Lo g
your hands. Spread by rubbing your hands until Directions - Rub thoroughly over all surfaces of both hands. .
dl’y. MRSA -Rub hands together briskly until dry. oN
C. difficile S Oorg O Cfopp P it
NOTE: Product is water based, do not fresze. Other Pathogens B i e e b W
Quercus Borealis Bark Extract
WATER BASED
HAND SANITIZER IMPACT DIVERSITY SOLUTIONS INC.
15035 N. 75th Street
\ Lfloz (118 mL) Scottsdale, AZ 85260
HAND SANITIZER
benzalkonium chloride gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77238-221

Route of Administration TOPICAL

Active Ingredient/Active Moiety



Ingredient Name Basis of Strength Strength

BENZALKO NIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.1g
UNIL7N6JUD5X6Y) CHLORIDE in 100 mL

Inactive Ingredients

Ingredient Name Strength
POLYETHYLENE GLYCOL 4000 (UNII: 4R4HFI6 D95) 2.2 g in 100 mL
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ) 1.8 g in 100 mL
WATER (UNIL: 059QF0KOOR)
QUERCUS RUBRA BARK (UNII: X26K8566JX) 1g in 100 mL
POLYSORBATE 20 (UNIL: 7T1F30 V5YH) 0.2 g in 100 mL
CO CAMIDOPROPYL PG-DIMO NIUM CHLORIDE PHO SPHATE (UNI: 2KVQ74JM4) 1g in 100 mL
ALOE VERA LEAF (UNII: ZY81Z8 3HO0 X) 1g in 100 mL
HYDRO XYETHYL CELLULOSE, UNSPECIFIED (UNI: T4V6 TWG28D) 0.7 g in 100 mL
ORANGE OIL (UNI: AKN3KSD11B) 0.1g in 100 mL
POTASSIUM SORBATE (UNI: 1VPU26JZZ4) 0.05g in 100 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:77238-221-14 118 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/22/2020
2 NDC:77238-221-24 118 mL in 1 BOTTLE; Type 0: Not a Combination Product 10/05/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/22/2020

Labeler - DGH Pharma, Inc. (128884560)

Registrant - DGH Pharma, Inc. (128884560)

Establishment
Name Address ID/FEI Business Operations
DGH Pharma, Inc. 128884560 manufacture(77238-221)

Revised: 10/2020 DGH Pharma, Inc.
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