DODYS- benzalkonium chloride cloth
Betone, 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.

Drug Facts

Active ingredient

Benzalkonium chloride 0.13%

Purpose

Antiseptic

Use

For hand washing to decrease bacteria on the skin

Warnings
For external use only.

Flammable, keep away from fire or flame.
Do notuse
in the eyes

Stop use and ask a doctor if
e jrritation and redness develop
e condition persists for more than 72 hours

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

Wet hands thoroughly with product and allow to dry without wiping

Other information

Store ina cool place
Inactive ingredients
Water, glycerin, polysorbate 20, tocopheryl acetate, PEG-12 dimethicone, methylisothiazolinone,

iodopropynyl butylcarbamate, fragrance, citric acid

Package Labeling:



Instrucciones de uso Exclusiva Solucion Dermoprotectora
betone' vemaséb;:{::,"z"::: Usage instructions: o 2] Exclusive Dermoprotective solution

@ Levante la tapa. Lift the plastic lid. 7 dg " Hidrata la piel. Moisturizes the skin.
£

Levante la efiqueta resellable. — Elaborado con exiractos naturales.
(2] Lift the resealable label. v Made with natural extracts.
Retire una toallita del paguete. 0 o e Cuida y mantiene la piel suave.
(3] Remove a wipe from the package. " I \ l/ L L " It takes care of the skin and keep it soft
o E_irerretlf? etiqueE stgléa?le. &D é e
ose the resealable label.
022217011009

@ Cierre la tapa. Close the plastic lid.
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Drug Facts
Active ingredient Purpose Paraben Free /Sin Parabenos
Benzalkonium chloride 0,13% Antiseptic Alcohol Free/ Sin Alcohol
Use for hand washing to decrease bacteria on the skin
Warnings
For external use only.
Fl: ble, keep away from fire or flame. Manufactured by
Do not use in th .
S:::uq:: l’annd ai:y:znmor if Betone S.A. de C.V.

wirritation and redness develop w condition persists for more than 72 hours
Keep out of reach of children. If swallowed, get medical help or contact a
Poison Control Center right away.

Periférico Poniente 7100, Col. Cd. Granja C.P.
45010 Zapopan, Jalisco, México

Tel. + 52 (33) 3682 1320/
ventas@betone.net / www.betone.net
Made in México

To report a serious adverse event, contact:
855-395-7681 or 6200 Savoy Dr., Suite
1202, Houston, TX 77036-3300.

Directions Wethands toroughly with product and allow to dry without wiping
Other information soreina cod ploe

Inactive ingredients W, gy, polysorbats 20, tocophend acetate,
PEG-12 dimethioone, [ fragrance, itic acd

DODYS

benzalkonium chloride cloth

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77824-000

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name

BENZALKO NIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM -
UNIL7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059 QFOKOOR)
GLYCERIN (UNI: PDC6A3C00X)
POLYSORBATE 20 (UNI: 7T1F30 V5YH)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
PEG-12 DIMETHICO NE (UNIL: ZEL54N6W95)
METHYLISO THIAZOLINONE (UNIL: 229 DOEIQFA)
IODOPROPYNYL BUTYLCARBAMATE (UNIL: 603P14DHEB)
CITRIC ACID MONOHYDRATE (UNIL: 2968PHW8 QP)

Packaging
# Item Code Package Description

NDC:77824-

000-48 48 in 1 POUCH

(syringe, patch, etc.)

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph not final part333E

Labeler - Betone, S.A. de C.V. (813262755)

Revised: 6/2020

62.4 g in 1 PATCH; Type 2: Prefilled Drug Delivery Device/System

Marketing Start Date
06/22/2020

Basis of Strength Strength

BENZALKONIUM
CHLORIDE

Marketing Start
Date

06/22/2020

1.3 mg
inlg

Strength

Marketing End
Date

Marketing End Date

Betone, S.A.de C.V.
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