HAND SANITIZER- ethyl alcohol gel
H&F TECH INTERNATIONAL, S.A. DE C.V.

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.

H&F TECH INTERNATIONAL, S.A.DE C.V.

Active Ingredient(s)
Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic

Use

Hand Sanitizer to help reduce bacteria on the skin. 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 Wet hands thoroughly with product and allow to dry without wiping.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Inactive ingredients

Glycerin, Fragrance, Hydroxyethylcellulose, Purified Water USP

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

Active ingredient Purpose
Ethyl Alcohol 70% YW ANESERTE
Uses

Hand sanitizer to help reduce bacteria on the skin.
For use when soap and water are not available

Warnings

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

Do not use
*in childran less than 2 menths of age
* oh opan skin wounds

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

Btop use and ask a doctor if irfitation cocurs. These may be signs
of 4 sericus condition

Keep out of reach of children. [T swallowed, gel medical halp or
contact a Poison Control Centar right away

*Wet hands thoroughly with product and allow to dry without wiping
* Superviga children under 6 years of age when using this product
te avoid swallowing.

Qther Information
"Store between 15-30C [59-86F)
"Avoid freezing and excessive heat above 40C [1104F)

Inactive Ingredients

Glycerin, Fraganes, Hydroxyethyleellulase, Purified Water USP

MID: MXHFTEC313SAN

NDC: 77552-XXX-XX

Drug Facis

Acthne ingradignt Puipors

Ethyl Adzohal TOM wh, Antisaptic

HE&FTech.
Made In Mexico
%)

52(81)83831717

H&F Tech Intemational SA de CV
Bemardo Reyes #313 Col Cenfro
San Nicolas de los Garza, NL

PRODUCED BY:
México 66400
sales@zarape mx.com

Y
Hand ganitizar to halp reduca bactaria on tha skin.
For uga whan soap and watar ara not availabla

Farextermnal use anby. Flammahle. Keap aveay from fire or flame.

Do not uge
*m chidran laes than Z menihs of age
* 00 GOSN E KN Wounds

When using this prosuet keep oul of eyes, edrs, and
mouih. In cazeof contact wih ayas, nnsa ewas honug hty wih walar,

Stop use and 48k 4 doctor i rmaiion oocurs. Thaes may besgns
of & zanous conddon

Keep outof reach of ehildren. [ swalossd, 381 madical heip or
nonas 4 Fogon SontelSensr nghl away

Dractions

*vial hands 1horoughly wiin produc 2nd Sikow 10dny wihou ! wiping
* Superyiza chid ren under € yaears of age whan vaing s product
fodvesd swaliowing.

*Siong bahesan 15200 [Re-E6F)
“Ey oK 1198210 and Sx0ess e haal abova 305 [104F )

Irsctive

Ghpzerin, Fraganae, Hy dramgethylzelukzs, Puied Water USP

HEF
N

9
£
g
3
=8z
338 °
=m M E
520 ¢
sT%E &
m'—gw
gﬁ&ﬁgg
cek
3
e FTARETD



HAND

NDC: 77552-XXX-XX

Drug Facis
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KILLS 99.9%
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Hand sanitizer to help reduce bacteria on the skin.
For uss when soap and water are not available

Wernings

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

Do not use
*in children less than 2 mornths of age
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When using this product keep out of eyes, ears, and
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Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77552-005

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
HYDRO XYETHYL CELLULOSE, UNSPECIFIED (UNI: T4V6 TWG28D)
GLYCERIN (UNI: PDC6 A3C00X)
WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code Package Description

.+ NDC:77552-005-
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Basis of Strength
ALCOHOL

Marketing Start
Date

ngc/n1/H7N"7N

Strength
70 mL in 100 mL

Strength

Marketing End
Date

52(81)B383-1717

sales@zarapemx.com
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01
NDC:77552-005- 3785.41mL in 1 BOTTLE; Type 0: Not a Combination

2 0% Jresal 06/01/2020
3 18?077552'005' 960 mL in 1 BOTTLE; Type 0: Not a Combination Product  04/30/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/30/2020

Labeler - #&F TECHINTERNATIO NAL, S.A.DE C.V. (814864757)

Establishment
Name Address ID/FEI Business Operations
H&F TECHINTERNATIONAL, S.A. DE C.V. 814864757 manufacture(77552-005)

Revised: 6/2020 H&F TECHINTERNATIONAL, S.A. DE C.V.
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