HAND SANITIZER- alcohol spray
BENTUS LABORATORIL 000

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.

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade

ingredients in the preparation of the product (percentage in final product formulation) consistent with

World Health Organization (WHO) recommendations:

a. Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (80%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

b. Glycerol (1.45% v/v).

c. Hydrogen peroxide (0.125% v/v).

d. Sterile distilled water or boiled cold water.

The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Active Ingredient(s)
Alcohol 80% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and water
are not available.

Warnings

For external use only. Flammable. Keep away from heat or flame

Do notuse
¢ inchildrenless than 2 months of age
¢ onopenskin wounds

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

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



away.

Directions

e Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)
® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, hydrogen peroxide, purified water USP

Package Label - Principal Dis play Panel

IH'
Drug Facts
Active ingredient Purpose
Aloohal B0 v e Anfiseptic

Use[s] Hand Sanitizer to help reducs g]erms, that potentially can
cause disease For use when soap and waler ane nol availabe

HAND

‘Warnings
For extemnal use only. Flammable. Kesp away from heat or flame.

SANITIZER

Do not use » in children less than 2 months of age » on open
skin wounds

When using this product keep oul of eyes, ears, and mouth
In case of contact with eyes, finse eyes (horoudghly with waler

Stop use and ask a doctor if irritation or rash occurs. These
may be signs of & serous conditaon

Keep out of reach of children. If swallowad, get madical hal
or contact & Poison Control Cenfer right away &t 1-800-222-1

Direclions » Place encudgh producl on hands o

cover all surfaces. Rub hands together until dry.

# Supervise children under § years of age whan
using this product to awsld Swallowing

|

Other information = Store betwesn 15-30°C
[R5-86F) = Avoid freszing and excessive haat
above 40°C [104F)

TOPICAL

Inactive ingrediants glycarin, b an
paroxida, IElﬁrilisn:l watgrvUSF' e

Ll

NON-5TERILE

5202

Manufacturer: BEENTLIS LABORATORIN, Q00—
d. 24 kur% 1 pom. Kh, ul, Radio, Moscow,
[i=

3

SOLUTION

105005, sia (RUS)
Distributed by: Flex Technolpges, Inc, 104332
Balls Ford Rd gu'tu 300, Manassas WA 20109 LISA

£

0.68 Fl.oz (20 ml)

NDC: 800&63-120-20
Content:
0.68 Fl.oz (20 ml) €

LoT

A
LEJ EXP

20 mL NDC: 80068-120-20




Drug Facts \

Active ingredient Purpose
Alcohol BT e e R AT TR

HAND
SANITIZER

tee(s] Hend Sanitizer to help reduce germs that potentially can cause
diseage, For use when soap and waler are nol availabke

Warmnings For extemal use only. Flammakble. Mesp away Irom heal or lame

Do not wae » In children lB<s than 2 months of age « on open skin wounds

When using this product keep out of eyes, ears, and mouth. in cass of
comac wilh eyes, ringe eyes (haroughly with wates,

Stop use and ask a doctor i iritation or rash occurs. These may be
signs of a serious condition.

Kasiep ouit of risach of children., I swallowed, gl medical halp ar contact
a Paoison Control Ganter ight ewey at 1-B00-222-1222

Directions

» Place encugh product on hands 1o cover all surfaces.
Rub hands lLI?Utl'ﬂ.-‘f until ciry. ;

# Supervise children under & years of age whan using
Thies product o avoid swallinwing

8

Other information
# Store betwean 15-30°C (59-BEF)
» Avold freezing and excessive haat sbave 40°C (104F)

TOPICAL
NON-STERILE
SOLUTION

Inactive Ingredients glycenin, hydrogan peroxide,
purified water USP

Manufacturer: BENTUS LABORATORI, OO0, d. 24
kam. 1 porm. kh, ul. Radio, Mosoow, 105005, Russia (RUS)

Distributed by: Fex Technokgies, ng, 10432
Balls Ford Rd. Suia 300, Manassas VA 20106 LISA

35202

7

TN

NOC: BO06E-120-10
Content: 3.33 FLoz {100 mi) €

ANFAY
AR YL AR
PET e /

3.38 Fl.oz (100 ml)

R

100 mL NDC: 80068-120-10



Drug Facts
Active ingredient Purpose
Aloohol B8 WAL e SN BB PRI

HAND e
s Hand Sﬂr‘-ﬂl?ﬁ.‘f to |'IE'||'I raduce ngr‘mH that p:jrenruall'_.- can cause

disease. For uss when soap and water are not available.

Warnings
For external use anly. Flammable. Keep away from heat or flame.

Do not use
» i children less than 2 months ol age
= on open skin wounds

When using this product kesp out of eyas, ears, and mouth. In case
of contact with ayas, rinse eves thoroughly with water

Stop use and ask a doctor if irritation or rash occurs. Thess may be
sgns of a serious condiion,

Keep out of reach of children. I swallowed, get medical help or
contact 8 Poison Control Genter nght away at 1-800-222-1222

Directions

= Place E!-“IIZIL-gl'I product on hands 1o cover all sufaces. Hub hands
togather until dry.

= Supervige children under & years of age when using this product 1o
avoid swallowing.

AN\

TOPICAL
NON-STERILE
SOLUTION

&

=

16.9 Fl.oz (500 ml)

Other information
» Siore betwesn 15-30°C (50-86F)
w Ao Treezing and excessive hial above 40°C (104F)

Inactive ingredients glycerin, hydiogen perowide, purilied water USP
Manufacturer: BENTUS LABDRATORI, OO0, 4.24 korp. 1 poim
Kh, ul. Radso, Moscow, 105005, Russia (RUS)

Distributed by: Flex Technologies, Inc, 10432 Balls Ford Rd. Suite
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HAND SANITIZER
alcohol spray

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:80068-120

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 80 mL in 100 mL

Inactive Ingredients




Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 1.45 mL in 100 mL
HYDRO GEN PERO XIDE (UNII: BBX060AN9V) 0.125 mL in 100 mL
WATER (UNIL: 059 QFOKOOR)

Packaging
N rketin r rketing En
# Item Code Package Description b 10 NS U] b LT L)
Date Date

1 NDC:80068-120- 20 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 02/01/2021

20 Product
2 NDC:80068-120- 100 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 02/01/2021

10 Product
3 NDC:80068-120- 500 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 02/01/2021

50 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 11/25/2020

Labeler - BENTUS LABORATORI, 00O (354757383)

Establishment

Name Address ID/FEI Business Operations
BENTUS LABORATORII, OO0 354757383 manufacture(80068-120)

Revised: 2/2021 BENTUS LABORATORII, OO0
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