COVIDEX- vernel kozmetik soap
VERNEL KOZMETIK SANAYI VE TICARET 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.

glycerin, sodium laureth sulfate, lauramine oxide, cocamidopropyl betaine, edetate sodium, water, citric
acid monohydrate, polyquaternium-7,aloe vera leaf,cocamide, cetrimonium
chloride,methylchloroisothiazolinone,styrene/ acrylamide copolymer, fragrance lavender& chia F-
153480, alpha-tocopherol acetate, sodium chloride

Benzalkonium chloride 0.13 %

Antibacterial

For external use only ;only hands

avoid contact with eyes.If contact occurs,rinse eyes thoroughly with water
® irritation or redness develops

e condition persists for more than 72 hours

If swallowed, get medical help or contacta Poison Control Center right away

dosage form: soap
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ANTIBACTERIAL CREAM SOAP
ACTIVE INGREDIEN

INACTIVE INGREDIENTS:

Sodium Laureth Sulfate, Lauramine Oxide, Cocamidopropyl Betaine, Cocamide
DEA, Glycerin, Sodium Chioride, Styrene/ Acrylates Copolymer, Cetrimonium
Chloride, Fragrance, Methylchloroisothia- zolinone, Methylisothiazolinone, Citric
Acid, Polyquaternium-7, Tetrasodium EDTA, Tocopheryl Acetate, Aloe
Barbadensis Leaf Extract

EN- COVIDEX ANTIBACTERIAL CREAMY SOAP is made with a unique
antibacterial formula that gets rid of dirt, germs and odors you don't see. It prevents
eliminate 99,9% of the germs, viruses and bacterias you and your family encounter. It
will protecl s skin with Vitamin E and Aloe Vera extract. DIRECTIONS: Pump into
han ieeded. Lather vigorously for at least 15 seconds, Wash skin, rinse
thmoughlv e dry WARNINGS: For external use only. Don't use as a food cleanser
Avoid contact with eyes. In a case of contact with eyes, flush with plenty of water. Stop
use and ask a doctor i irritation or redness develops. Keep out of reach of children. If
swallowed, get medical help or contact with a Poison Control Center righ away.

ES- El jab6n CREMA ANTIBACTERIAL COVIDEX est4 hecho con una formula
antibacteriana tnica que elimina la suciedad, los gérmenes y los olores que no ves.
Evita eliminar el 99,9% de los gérmenes, virus y bacterias que usted y su familia
encuentran. Protegera tu piel con vitamina E y extracto de Aloe Vera. DIRECCIONES:
Bombear a las manos, mojar segin sea necesario. Espumar vigorosamente durante
al menos 15 segundos. Lavar la piel, enjuagar bien y secar. ADVERTENCIAS: Solo
para uso extemno. No utiizar como limpiador de alimentos. Evitar contacto visual. En
caso de contacto con s ojos, enjuague con abundante agua. Deje de usary consulte
aun médicosi se desarrolaritacién o emo]eclmlemo Mantener fuera del alcance de
los nifios. En caso de ingestion, obtenga ayuda médica o pngase en contacto con un
S BT B e S A T T

FR- COVIDEX SAVON CREME ANTIBACTERIEN est fabriqué avec une formule
antibactérienne unique qui élimine la saleté, les germes et les odeurs que vous ne
voyez pas. Il empéche d'éliminer 99,9% des germes, virus et bactéries que vous et
votre famille rencontrez. Il protégera votre peau avec de la vitamine E et de l'extrait
d'Aloe Vera. INSTRUCTIONS: Pomper dans les mains, mouiller au besoin. Faire
mousser vigoureusement pendant au moins 15 secondes. Laver la peau, rincer
abondamment et sécher. AVERTISSEMENTS: Ne pas utiliser comme nettoyant
alimentaire. Eviter le contact visuel. En cas de contact avec les yeux, rincer
abondamment & l'eau. Arrétez [ utilisation et demandez & un médecin si une irritation
ou une rougeur se développe. Tenir hors de portée des enfants. En cas d'ingestion,
consulter un médecin ou contacter un centre antipoison immédiatement
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COVID

ANTIBACTERIAL CREAM SOAP

ACTIVE INGREDIEN'
Benzalkonium Chlorid

INACTIVE INGREDIENT!
Sodium Laureth Sulfate, Lauramine Oxide, Cocamidopropyl Betaine, Cocamide
DEA, Glycerin, Sodium Chioride, Styrene/ Acrylates Copolymer, Cetrimonium
Chloride, Fragrance, Methylchloroisothiazolinone, Methyiisothiazolinone, Citric
Acid, Polyquatemium-7, Tetrasodium EDTA, Tocopheryl Acetate, Aloe
Barbadensis Leaf Extract

EN- COVIDEX ANTIBACTERIAL CREAMY SOAP is made with a unique
antibacterial fomula that gets rid of dirt, germs and odors you don't see. It prevents
eliminate 99,9% of the germs, viruses and bacterias you and your family encounter. It
will protect your skin with Vitamin E and Aloe Vera extract. DIRECTIONS: Pump into
hands, wet as needed. Lather vigorously for at least 15 seconds, Wash skin, rinse
thoroughly and dry. WARNINGS: For extemal use only. Don't use as a food cleanser.
Avoid contact with eyes. In a case of contact with eyes, flush with plenty of water. Stop
use and ask a doctor i nitation or redness develops. Keep out of reach of children. If
swallowed, get medical help or contact with a Poison Control Center righ away.

ES. El jabon CREMA ANTIBACTERIAL COVIDEX esté hecho con una formula
antibacteriana nica que elimina la suciedad, los gérmenes y los olores que no ves.

99,9% de los gérmenes, virus y bacterias que usted y su familia
encuentran. Protegers tu piel con vitamina E y extracto de Aloe Vera. DIRECCIONES:
Bombear a las manos, mojar segin sea necesario. Espumar vigorosamente durante
al menos 15 segundos. Lavar la piel, enjuagar bien y secar. ADVERTENCIAS: Solo
para uso extemo. No uiizar como limpiador de alimentos. Evitar contacto visual. En
caso de contacto con los ojos, enjuague con abundante agua. Deje de usary consulte
aun médico si se desarrolla irritacion o enrojecimiento. Mantener fuera del alcance de
los nifios. En caso de ingestion, obtenga ayuda médica o pongase en contacto con un
Centro de Control de Envenenamiento de inmediato.

FR- COVIDEX SAVON CREME ANTIBACTERIEN est fabriqué avec une formule
antibactérienne unique qui élimine la saleté, les germes et les odeurs que vous ne
voyez pas. ll empéche d‘éliminer 99,9% des germes, virus et bactéries que vous et
votre famille rencontrez. ll protégera votre peau avec de la vitamine E et de lextrait
dAloe Vera. INSTRUCTIONS: Pomper dans les mains, mouiller au besoin. Faire
mousser vigoureusement pendant au moins 15 secondes. Laver la peau, rincer
abondamment et sécher. AVERTISSEMENTS: Ne pas utiliser comme nettoyant
alimentaire. Eviter le contact visuel. En cas de contact avec les yeux, rincer
abondamment a feau. Amrétez [utiisation et demandez & un médecin si une initation
ou une rougeur se développe. Tenir hors de portée des enfants. En cas dingestion,
consulter un médecin ou contacter un centre antipoison immédiatement.
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:79652-003

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

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

Inactive Ingredients

Ingredient Name
CITRIC ACID MONOHYDRATE (UNIL: 2968PHW8 QP)
CO CAMIDO PROPYL BETAINE (UNI: 50CF3011KX)
GLYCERIN (UNII: PDC6A3C00X)
LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)
STYRENE/ACRYLAMIDE COPOLYMER (MW 500000) (UNI: 524DP0O246 A)
ALOE VERA LEAF (UNIL: ZY81Z83H0X)
CO CAMIDE (UNII: 3YXD33R71G)
CETRIMO NIUM CHL O RIDE (UNI: UC9PE95IBP)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
METHYLCHLOROISOTHIAZOLINONE (UNI: DEL7T5QRPN)
SODIUM LAURETH SULFATE (UNIL: BPV390UAPO)
EDETATE SODIUM (UNI: MP1J8420LU)
WATER (UNIL: 059 QFOKOOR)

Basis of Strength Strength
BENZALKONIUM 0.13g
CHLORIDE in 100 mL

Strength

0.1 mL in 100 mL
3mL in 100 mL
2mL in 100 mL

3 mL in 100 mL
0.6 mL in 100 mL
0.01mL in 100 mL
2mL in 100 mL
0.5mL in 100 mL
0.01mL in 100 mL
0.1mL in 100 mL
12 mL in 100 mL
0.05mL in 100 mL
74.9 mL in 100 mL

POLYQUATERNIUM-7 (70/30 ACRYLAMIDE/DADMAC; 1600 KD) (UNIL: 0L414VCS5Y) 0.1mL in 100 mL

FRAGRANCE LAVENDER & CHIA F-153480 (UNIL: SXS9CO2TZK)
SODIUM CHLORIDE (UNIL: 451W471Q8 X)

Packaging

# Item Code Package Description

1 NDC:79652-003- 450 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
01 Product

2 NDC:79652-003- 500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
02 Product

3 NDC:79652-003- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination

03 Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333A

0.5 mL in 100 mL
1mL in 100 mL

Marketing Start Marketing End
Date Date

11/02/2020
11/02/2020

11/02/2020

Marketing Start Date Marketing End Date
11/02/2020

Labeler - VERNEL KOZMETIK SANAYIVE TICARET ANONIM SIRKETI (519821634)



Registrant = VERNEL KOZMETIK SANAYIVE TICARET ANONIM SIRKETI(519821634)

Establishment

Name Address ID/FEI Business Operations
VERNEL KOZMETIK SANAYI VE TICARET ANONIM SIRKETI 519821634 manufacture(79652-003)

Revised: 11/2020 VERNEL KOZMETIK SANAYI VE TICARET ANONIM SIRKETI



	dosage form: soap

