HANDS SANITIZER ALCOHOL FREE- benzalconium chloride solution
RAPHA HEALTH NETWORK INTERNATIONAL

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.

BENZALKONIUM CHLORIDA 0.13%
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Active Ingredient ~ Purpose

Benzalkonium Chiloride 0. 13% e (hmczde}

Directions Apply directly to affected area.
Repeat every 4 to 6 hours

Directions- Apply directly to affected area.

Repeat every 4 to 6 hours,

warnings - FOR EXTERNALUSE ONLY. If using on an open wound for 10 days
or more and it persists or worsens, consult your doctor. Discontinue use if
skin irritation or redness develops
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Warnings - FOR EXTERNAL USEONLY.  If using
on an open wound for 10 days or more and it
persists or worsens, consult your doctor.
Discontinue use if skin irritation or redness
develops.

Uses: As a sanitizer to help reduce bacteria on the skin or wound.
Recommended for repeated use.

Uses. As a sanitizer to help reduce bacteriaon

the skin or wound Recommended for repeated
use.

Inactive Ingredients: Deoionized water, ProtAphex, Aloe Vera



Inactive Ingredients - Deoionized water,

ProtAphex solution, Aloe Vera.

General Warning

l
Warnings - FOR EXTERNAL USEONLY.  If using
on an open wound for 10 days or more and it
persists or worsens, consult your doctor.

Discontinue use if skin irritation or redness

develops.

Kills 99.9% of all viruses. Gentle enough to be applied on face. Proven to

keep working hours after application. Help prevent infections. Proven to be
gentle on skin tissue an Non-irritating.

HANDS AND BODY SANITIZER

DS NS S e R SR I A

=
SR
ol
38 9
O oG
5 2@
w3 0




sanitizer to help reduce Umnnm:m on
_Eo:_..a zﬁa:.:ﬁ?._mn Fq Bﬂaﬁ#&

FOR mx._.mzzn:.. USEONLY. If :mm:n !
n wound for 10 days or more and it
worsens, consult your doctor.

e use if skin irritation or redness

- Apply directly to affected area.
ery 4 to 6 hours.

gredients - Deoionized water,
solution, Aloe Vera.

ALCOHOL FREE
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HANDS SANITIZER ALCOHOL FREE

benzalconium chloride solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78527-002

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZ ALKONIUM - BENZ ALKONIUM 0.13 g
UNII: 7N6JUD5X6Y) CHLORIDE in 100 mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFOKOOR)
ALOE (UNII: V5VD430YW9)

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date

NDC:78527-002- 473 mL in 1 BOTTLE; Type 0: Not a Combination 06/01/2020

1 01 Product



2 NDC:78527-002- 59 mL in 1 BOTTLE; Type 0: Not a Combination 06/01/2020
02 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OoTC monograph not - pare333E 06/01/2020

Labeler - rRAPHA HEALTH NETWORK INTERNATIONAL (111018998)

Establishment
Name Address ID/FEI Business Operations

Aphex BioCleanse Systems 012445467 manufacture(78527-002)

Revised: 12/2021 RAPHA HEALTH NETWORK INTERNATIONAL
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