PROFESSIONAL- alcohol liquid
INDUSTRIAS CHAMER 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.

Professionalm

Drug Facts

Active Ingredient
Ethyl Alcohol 70% V/V

Purpose

Antiseptic

Directions

Clean the affected area.

Spray a small amount of this product on the area 1 to 3 times daily.
May be covered with sterile bandage.

If bandaged, let dry first.

Warnings
For external use only. Flammable — Keep away from fire or flame.
e Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center
right away.

e Stop use and ask a doctor if irritation or redness develops and lasts more than 72 hours.

Other Information
¢ Do not store above 105 °F (40 °C).
e May discolor certain wood surfaces.

Inactive Ingredients
Aqua (Water).

Questions?

M-F: 8-5CT
+1 781 519-4494

PRINCIPAL DISPLAY PANEL - 125 ml Bottle Label
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FIRST AID ANTISEPTIC
4.2 FL OZ (125 ml)
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FIRST AID ANTISEPTIC

4.2 FL OZ (125 ml)

Kills 99.99% of germs and bacteria that cause disease.

Drug Facis

Active Ingredient Purpose
Bt Ao ohol D T e Antizeptic
Directions

o(lean the affected area. =Spray a small amount of thiz product on the area 1 to 3 times daily.
sMay be covered with sterile bandage. =If bandaged, let dry firat.

Warnings

For external use only. Flammable — Keep away from fire or flame. =Keep out of reach of children.
if swallowed, get medical help or contact 2 Poison Control Center nght away. +5top use and ask
a doctor if irmtation or redness develops and lasts more than 72 hours.

Other Information
s[Jo not store above 105 °F (40 °C). =May discolor certain wood surfaces.
Inactive Ingredients: Aqua (Water).

Manufactured in Honduras by Industrias Chamer 5.A. P.0. Box 31263, 2227 NW 79th Av;

Doral, Fl. 33198
Questions? M-F: 8-5 CT @ A
+1 781 519-4404
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Product Information




Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Alcohol (UNIL: 3K9958V90M) (Alcohol - UNIE:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
WATER (UNI: 059QF0KOOR)

Packaging
Item Code

Package Description

Item Code (Source) NDC:51774-008

Basis of Strength Strength
Alcohol 70 mL in 100 mL
Strength

Marketing Start Date Marketing End Date

NDC:51774-008-02 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020
NDC:51774-008-04 120 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020

NDC:51774-008-12 360 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020
NDC:51774-008-16 480 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020
NDC:51774-008-32 960 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020
NDC:51774-008-28 3840 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020

Marketing Information

Marketing Category
OTC MONOGRAPHNOT FINAL part333A

Labeler - NDUSTRIAS CHAMER S.A. DE C.V. (850602483)

Establishment

Name Address

INDUSTRIAS CHAMER S.A. DE C.V.

Revised: 9/2020

#
1
2
3 NDC:51774-008-05 125 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/07/2020
4
5
6
7

850602483

Application Number or Monograph Citation Marketing Start Date Marketing End Date

08/24/2020

ID/FEI Business Operations
MANUFACTURE(51774-008)

INDUSTRIAS CHAMER S.A. DE C.V.
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