NANOXEN HAND SANITIZER- alcohol gel
Nano Coating Technologies, 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.

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, polyacrylic acid, triethanolamine (Trolamine), water.



Package Label - Principal Display Panel
250 mL NDC: 79473-001-01

DRUG FACTS
e Purpose

Active ingreciiemtis) Pury

Alcohal B wh

Usals)
Hand sanitizer to help reduce bocteria that patertially con couse disease. For use

. @
&
N a n O e n wihen soop and water are nat ovalable.
Warnings
For external use anly. Flamemable, Keep away from hedat or flame.

Do ot use
= | children |e23 than 2 manths of age
H

= O opsn <kin waund
‘When using this product keep out of eyes, ears, and mouth. In cose of contoet

s

Hand Sanitizer Wher using this product e outof eree <
Stop use and ask a dector il irritation or rash occurs, These may be sigres of o

seficus condition.

Keep out of reach of children. i swallowed, get medical help, or cantact a Peisan

- - Control Center right away.
Alcohol Antiseptic 80% e
: . . 'l Plcu::-:nnu h ct on honds to cover all surfoces. Aub hands together unil dry.
No.n _gtenle t0p|cq| SDl ution idren under B yeors of oge when using this product to avoid swallowing.
erkﬁnwﬂm
= Slore between 15-30C (59-85F)

= fovaid Treezing ond excessive heat abowe 40C (LO4F)
imactive ingredients glycerin, palyocrdic acid | corbomer), purified woter LISP, and
triethonolemane [trolomine|.

NET. CONT. st seee [T

1088 Anten Avenue, Int 601-A Queréton MéExico 78100,

8-45 fl oz {zs'oml) Tek [(+52) 442-245-2400 wentw. i CEERiICO.Com UMK

T 503030 2011162

Package Label- Principal Dis play Panel
500 mL NDC: 79473-001-02

DRUG FACTS
Purposa

Active Ingredient(s)
Alcohal BOAG wiv Ar

= - L)
Ugeis)
Hand sanitizer to help reduce boctena that patentially con couse disease. For use

N a n 0 e n when soop and woter are not owaloble.
Warnings
For external use only. Flammable. Keep away from heat or flame.

Do ot use

= I children les than 2 manths of age

= O eipen kin wounds

Wihen using this product keep omure:.res_ems. and mauth. In cose of contect

Hand St‘.!nltIZEl' Yihan using this product et o o e
Stop use and ask o doctor il iritation or rash occurs. These may be signs of o

sericug condition.
Keep out of reach of children. f swallowead, get medical help, ar contact a Peison

P
- . Control Center right away.
Alcohol Antiseptic 80% Pr——
3 = : » Place ensugh ct on hands to cover al surfoces. Rub hands together until dry.
NQn -gter”e ‘tgp|ca| Sﬂ'l ution » Supervise chidren under & years of age when using this product ta ovoid swollowing.
Other informetion
« Stare between 15-30C (59-86F)

= fuoidl freezing ond exoeagive heat abowve 40C (104F)
rin, pahmeryic acid ( corbomer], purified woter LISP, and

inactive ingredients gl
triethonolemine Itmlurl??rel

T 503030 201165

NET. CONT. NOMMSSUSLE  n e “||||

1088 Antea Avenue, Int 501 -A Querdton koo 76100

16-% fl °z {500“1') Tek (+52) 442-245-2400 woww ACtrexico.com mx




Package Label- Principal Dis play Panel
1000 mL NDC: 79473-001-03
i l

DRUG FACTS

Active ingredientis) Purposs
- . [ ] Alcohol B0 whv Antiseptic

Useis)

Hand sanitizer to help reduce bucrem that potertsally con couse disease. For use

when soop and woter are nat ovoilabl

Warnings

For external use “‘I|y. Flammealble. mn umy'l'mm heat or flame.

Do et Ul

s I children |e22 thon 2 manths of age
» O oy S50 wounds

Hu nd su n Itl zer \J?u:lwé@wem&ﬁ:m ew;r:é.rm and moeuth, [0 cose of contect

Slm use and ask a doctor if irmtation or rash occurs, These may be signs of @
sericud condition.

Keep out of reach of children, f swallowad, get medical halg, or cortact a Peigon

. - Control Center right away,
Alcohol Antiseptic 80% P
. . ’ » Place enough ct on honds to cower al surfoces. Aub honds together until dry.
NDn —stenle ‘tgp|cﬂ| SG' th|0r"| s Supervise chidren urder B years of age when using this product ta ovaid swallbwing.

Other infarmation
= Stare between 15- 30C (59-86F)
» Avaid Treezing and excessive héot above 40C (LO4F)

Imoctive ingredients in, crylic ocid | corbam urified woter ISP, and
triethonolemine |tr\ol|:|grtt|"|'r1h:| potymeryl { et P

Manufactured
NET. CONT. s e sezsacy [ 1[I

33 81 ﬂ 1L 10688 Anten Avenue, it -A Querétong México ?Emn
[ ] nz Tek (+52) 442-245- "-iIII WA NERME KOO0 7 503030 201165

NANOXEN HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79473-001

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

POLYACRYLIC ACID (8000 MW) (UNIL: 7386 1X4K5F) 0.5mL in 100 mL
GLYCERIN (UNI: PDC6A3C00X) 1mL in 100 mL
TROLAMINE (UNIL: 903K93S3TK) 1.5mL in 100 mL
WATER (UNIL: 059QF0KOOR) 17 mL in 100 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:79473-001-01 250 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/13/2020




2 NDC:79473-001-02 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/13/2020
3 NDC:79473-001-03 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/13/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 07/08/2020

Labeler - Nano Coating Technologies, S.A. de C.V. (812763889)

Registrant - Nano Coating Technologies, S.A. de C.V. (812763889)

Establishment
Name Address ID/FEI Business Operations
Enter Establishment Name 812763889 manufacture(79473-001)

Revised: 1/2021 Nano Coating Technologies, S.A. de C.V.
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