COVEX ANTIBACTERIAL BAR COOL PROTECTION- benzalkonium chloride soap
DALAN KIMYA ENDUSTRI ANONIM SIRKETI

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.

Covex Antibacterial Bar Soap, Cool Protection

Drug Facts

Active ingredients
Benzalkonium Chloride 0.13%

Purpose

Antibacterial

Uses
¢ for handwashing to decrease bacteria on the skin

Warnings
For lexternal use only

When using this product
¢ Do notuse inthe eyes.

Stop use and ask a doctor if
e irritation and redness develop. If condition persists for more than 72 hours consult a doctor.
Keep out of reach of children.

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

Directions
e Wet hands and forearms. Apply to hands and foreams. Scrub thoroughly for 60 seconds. Rinse and
repeat

Inactive ingredients:

Sodium Tallowate, Sodium palmate, Water, Sodium Palm Kernelate, Fragrance, Sodium Chloride,
Glycerin, C 12-15 Alkyl Lactate, Titanium Dioxide, Tetrasodium EDTA, Etidronic Acid, Disodium
Distrylbiphenyl Disulfonate, Linalool, Limonene, Geraniol, Citral.

Package Labeling:
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ANTIBACTERIAL
BAR SOAP

ANTIBACTERIAL
BAR SOAP

ACTIVE INGREDIENT: Benza\komum Chloride
INGREDIENTS/Ingrédi i flci iler/Qsszetétel/Skiadniki(INC1)/Slozeni/
Zlozenie/ Cbnbpmaume/Comas,’Cman Snd ium Tallowate, Sodium Palmate, Water(Aqua), Sodium
50

Palm Kernelate, Fragrance(Parfum), Sodium Chloride, Glycerine, Zinc Oxide, C12-15 Alkyl Lactate,
Titanium Dioxide (C1 77891), Tetrasodium EDTA, Eildrﬂm(:Amd DlsudlumD\slyry]bJphenyl Disulfonate,
Linalool, Limonene, Geraniol, Gitral.

690529

| It does not contain lard

1 1 5 e (*) Harmful bacteria tested in laboratory conditions: Staphylococcus aureus , Pseudomonas
g (4 . nﬁ 01) aeruginosa , Escherichia coli, Enterococcus hirae
2 Produced by / Produit par / Locul Fabricatiei / Hersteller / El fabricante y el lugar de ;lmdu(:l:mn /
B /o0 Bara HeTTon 15T Uretici / Vyrobce / Viyrobca / Gyérto / W 18 przez / Ware of

Mp
4 A 2 Dalan Kimya End. A.S. Umit Mah. Kemalpasa Gad. No.325 35060 Pinarbasi, IZMIH TURKEY
Direction : Lather over wet skin and rinse well. Te|- 90232 470 0951 - www.dalan.com.tr - Ucretsiz Tilketici Danisma Hatti- 0 800 415 24 08

Ma de in TURKEY - Hechoen Turquia - Fabrique en Turquie - Made in Turcia - Viyrobeno v Turecku
rodukowano w Turcji Krajina Pévodu: Turecko - MNpowaseneHo e Typuwm - MpouaseeHo B A
Y#n ve Son Kulla nmaITarl i ambalajin uzenndedlp Pm(ﬂ'lctmn ayn%“emlry%%l ?rg:m ﬂ-{gp o

- Fecha de Fabricacion y caducidad estan sobre el paquete - Produktions- und Ablaufdatum befinden

sich auf der Verpackung - Les Dates de Production et d'expiration sont mentionnées sur 'emballage

- [laTa M3roToBNEHKMA N CPOK rOAHOCTH YKasaHbl Ha ynakoBke - Jlatata Ha NpoU3BOACTEO

UPC

5 3 g 8 3 5 0 0 3 7 D 1 W CPOKBT Ha roAHOCT Ca NoKa3aHW BbpXy OrakoBkata

Uise within 12 months of opening.
El 04207-003 Utnlisez dans 12 mois aprés nwril. B [ H [ @ .




-Drug Facts

Active ingredients Purpose %
Benzalkonium Chioride 0.13 %..........................Antibacterial

B
Uses
M for handwashing to decrease bacteria on the skin

Warnings
For external use only

When using this product B Do not use in the eyes.
Stop use and ask a doctor if

M irritation and redness develop. If condition persists
for more than 72 hours consult a doctor.

Keep out of reach of children. If swallowed, get medical
help or contact a Poison Control Center right away.
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=== " «Imported by: Imtrex Inc. Fair Lawn, NJ USA  —
« Phone: (201) 773 8430 www.imtrexinc.com

o Manufactured By:

e O Dalan Kimya Endustrisi A.S.

© Umit Mah. Kemalpasa Caddesi No.325
9 Pinarbasi, Izmir 35060 Turkey

=——13 Made in Turkey www.dalan.com.ir
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It’s about protection and

EAN ©

Ayuda A Proteger Su Familia

Eso es de proteccion y cuidado
NetWt. 12.3 0z (345 g) 3- 4.1 0z (115 g) Bars

=§ P . Lot No:and Expiry dates are on the pack. Net Wt' . ! ! l! IS g) . Helps to Protect Your Family
& 8 ¥ mpe,, 5= | 3-4.10z(1159)Bars
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COVEX ANTIBACTERIAL BAR COOL PROTECTION

benzalkonium chloride soap

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM
UNIL:7N6JUD5X6Y) CHLORIDE

Inactive Ingredients
Ingredient Name
ZINC OXIDE (UNI: SORLOH54Z)
SODIUM TALLO WATE, BEEF (UNIL: 07RIK6 QMEW)
SODIUM PALMATE (UNIL: S0A6004K3Z)
WATER (UNIL: 059QFOKOOR)
SODIUM PALM KERNELATE (UNIL 6 H9 1L1INXTW)
SODIUM CHLO RIDE (UNIL: 451W471Q8 X)
GLYCERIN (UNII: PDC6A3C00X)
C12-15 ALKYL LACTATE (UNI: GC844VRD7E)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
EDETATE SODIUM (UNI: MP1J8420LU)
ETIDRONIC ACID (UNII: M2F46 5RO XU)
DISO DIUM DISTYRYLBIPHENYL DISULFONATE (UNII: 8 1G7704MYR)
LINALOOL, (+/-)- (UNIL: D81QY6I88E)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51209-018

Strength

1.3 mg
inlg

Strength




GERANIOL (UNI: L837108USY)
CITRAL (UNII: TZEU0O9 VPP)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:51209-018-00 3 in 1 PACKAGE 06/24/2020

1 115 g in 1 PACKAGE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 06/23/2020

Labeler - DALANKIMYA ENDUSTRI ANONIM SIRKET I (566219285)

Revised: 1/2021 DALAN KIMYA ENDUSTRI ANONIM SIRKETI
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