COVIDEX- vernel kozmetik gel
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.

alocohol 75% (v/v)
Antiseptic, Hand Sanitizer
purified water, carbomer, aloe vera leaf, fragrance lemon,trietanolamine (trolamine)

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade
ingredients in the preparation of the product

Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (80%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in 27
CFR part 20.

Glycerol (1.45% v/v).

Sterile distilled water or boiled cold water.

The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Place enough product on hands to cover all surfaces. Rub hands together until dry.
Supervise children under 6 years of age when using this product to avoid swallowing.

For external use only. Flammable. Keep away from heat or flame

in children less than 2 months of age
on open skin wounds

Store between 15-30C (59-86F)
Avoid freezing and excessive heat above 40C (104F)
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HAND SANITIZER

EN- Application: Just put some gel on the palr f vour hands and rub in for about 15-30 second
waming: Check before use if you are sens to any substance in the product content. Hazard
wamings: Flammable liquid and vapor. Causes ¢ us eye imtation. Safety mstructlons Preventlor‘
Keep away from heat / sparks pen flames it surfaces not smoke. Kee t

EYES: Rinse gently with water for a few minutes NOVE tact lenses if possible

If eye imtation persists: Get medical advice N In case of fire: Ust

chemical resistant foam to extinguish. Storage: Store In a well-ventilated place

Disposal: Dispose of the contents / container to an approved waste disposal facility

ES- Aplicacion: Solo aplique un poco de gel en las paimas
sequndos. Advertencia: Venfique antes de usar si es sensible

jel producto. Advertencias de peligro: Liquidos y vapore flamable: usa

rave Instrucciones de segurldad. Prevencion: Mantener alejado del calor t

abiertas / superficies calientes. No fume. Mantener el envase cerrado. SI EN LOS OJOS
suavemente con agua durante unos minutos. Quitese las lentes de contacto si ¢ ibh
enjuagando. Si la imtacion ocular persiste: obtenga atencion / consejo medico. En caso de incendio
Utilice polvo quimico seco, alcohol O ¢ ma resistente productos quir para exting
Almacenamiento: Aimacenar en un lugar bien ventilado. Al e en un lugar fres Eliminacion
Elimine el contenido / contenedor en una instalacion de eliminac

FR- Application: Il suffit de mettre un peu de gel sur ]
environ 15-30 secondes. Avertissement: Verifiez avant utill

substance dans le contenu du produit. Mentions de danger: Liquide et Ul

Provoque une severe imtation des yeux. Consignes de securite: Prevention: Tenir a I'e
chaleur/des étincelles/des flammes nues / des surfaces chaudes. Ne pas fi ardez

tre. EN CAS DE CONTACT AVEC LES YEUX: rincer avec precaution a l'eau pendant ]
minutes. Retirez si possible les lentilles de contact. Continuez a er. Sil'irmtation oculaire per
consulter / consulter un médecin. En cas d'incendie: utiliser un produit chimique

résistant a lalcool pour éteindre. Stockage: stocker dans un endroit bien vent

Elimination: Eliminer le contenu / récipient dans une installation d'élin %

ACTIVE INGREDIENTS: CASNO %v Pro. Date
Ethanol 64-17-5 8 Exp. Date

INACTIVE INGREDIENTS:
Aqua, Glycenn, Carbomer, Triethanolamine
Fragrance, Aloe Barbadensis Extract

&
Veﬁﬂel kozmet‘ik
msare ansa! e, 244347

www vernel eu | Made in Turke y
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nstant
CLEANING & PROTECTION HAND SANITIZER

EN- Application: Just put some gel on the palms of your hands and rub in
for about 15-30 seconds. Warning: Check before use if you are sensitive
to any substance in the product content. Hazard warnings: Flammable
ous eye iitation. Sa'ety instructions:
n fla Do
enﬂv with water for
afew minutes, Romove contact lenes if possible. Continue (o finse Ifeye
irritation persists: Get medical advice / attention. In case of fire: Use dry
chemical, alcohol or chemical resistant foam to extinguish. Storag
in a well-ventiated place. Store in a cool place. Disposal: Dispose of the
contents / container to an approved waste disposal facility.
ES- Aplicacién: Solo apligue un poco de gel en las paimas de las manos
y frételo durante unos 15-3 i .
usar si es sensible a

/ llamas abiertas / superficies calientes. No
Mantener el envase cerrado. SI EN LOS 0JOS: Enjuague
suavemente con agua durante unos minutos. Quitese las lentes de
contacto si es posible. Continuar enjuagando. Si la irritacion ocular
persiste: obtenga atencion / consejo médico. En caso de incendio: Utilice
polvo quimico seco, alcohol o espuma resistente a productos quimic
para extinguir. Almacenamiento: Almacenar en un lugar bien ventilado
Almacene en un lugar fresco. Eliminacion: Elimine el contenido /
contenedor en una instalacién de eliminacion de residuos aprobada

FR- Application: Il suffit de metire un peu de gel sur la paume de vos
mains et de frotter pendant environ 15-30 secondes. Avertissemen

Veérifiez avant utilisation si vous étes sensible & une substance dans le
contenu du produit. Mentions de danger: Liquide et vapeurs
inflammables. Provoque une sévére irritation des yeux. Consignes de
sécurité: Prévention: Tenir & 'écart de la chaleur/des étincelles/des
flammes nues / des surfaces chaudes. Ne - Gardez le récipient

vec pr
u pendant quelque: irez si possible les lentilles de contact
a ritation oculalre persiste: consulter / consulter

sistant & Talcool pour éteindre. Stockage: s
endrott bien ventis, Restez au rais, Elimination: Eiminer le contonu
récipient dans une installation d'élimination des déchets approuvée.

ACTIVE INGREDIENTS: CASNO % viv
Ethanol 64-17-5 80
INACTIVE INGREDIENTS: Aqua, Glycerin,
Carbomer, Triethanolamine, Fragrance, Aloe
Barbadensis Extract

Bro.Date 1062029 33.8floz.  Vernel Kozmetik
BaZ;h No :Hzo00s 1000 mI € San. veTic. A.S.

Ataturk Mah. Ataturk Km. Evl. 32/A

Yunusemre, Manisa/ Turkey
Tok 480 256 211 10
www vemel.eu
Made in Turkey
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CLEANING & PROTECTION HAND SANITIZER

EN- Application: Just put some gel on the paims of your hands and rub in
for about 15-30 seconds. Warning: Check before use if you are sensitive to
any substance in the product content. Hazard warnings: Flammable liquid
and vapor. Causes serious eye irritation. Safety instructions: Prevention:
eep away from heat / sparks / open flames / hot surfaces. Do not smoke.
Keep container closed. IF IN EYES: Rinse gently with water for a few
minutes. Remove contact lenses if possible. Continue 1o rinse. If eye
irritation persists: Get medical advice / attention. In case of fire: Use dry
chemical, alcohol or chemical resistant foam to extinguish. Storage: Store
in a well-ventilated place. Store in a cool place. Disposal: Dispose of the
contents / container to an approved waste disposal facility.
ES- Aplicacion: Solo aplique un poco de gel en las palmas de las manos
y frételo durante unos 15-30 segundos. Advertencia: Verifique antes de
usar si es sensible a cualquier sustancia en el contenido del producto.
Advertencias de peligro: Liquidos y vapores inflamables. Causa
iritacion ocular grave. Instrucciones de seguridad: Prevencio
Mantener alejado del calor / chispas / llamas abiertas / superfici
calientes. No fume. Mantener el envase cerrado. SI EN LOS 0JOS:
Enjuague suavemente con agua durante unos minutos. Quitese las lentes
de contacto si es posible. Continuar enjuagando. Si la imitacion ocular
persiste: obtenga atencion / consejo médico. En caso de incendio: Utilice
polvo quimico seco, alcohol o espuma resistente a productos quimicos
para extinguir Almacenamlemo Almacenar en un lugar bien ventilado.
Almacene en un lugar El
contenedor en una instalacion dé elminacion dé rosiduos aprobada

FR- Application: Il suffit de mettre un peu de gel sur la paume de vos
mains et de frotter pendant environ 15-30 secondes. Avertissement:
Vérifiez avant utilisation si vous étes sensible a une substance dans le
contenu du produit. Mentions de danger: Liquide et vapeurs
inflammables. Provoque une sévére iritation des yeux. Consignes de
sécurité: Prévention: Tenir a lécart de la chaleur/des étincelles/des
flammes nues / des surfa er. G ient
tiré. EN CAS DE CONTACT AVEC LES YEUX: fincer avec précaution a
reau pendant quelques minutes. Retirez si possible les lentilles de
contact. Continuez a rincer. Si Firritation oculaire persiste: consulter /
consulter un médecin. En cas d'incendie: utiiser un produit chimique s
ou une mousse résistant a alcool pour éteindre. Stockage: stocker dans
un endroit bien ventilé. Restez au frais. Elimination: Eliminer le contenu /
récipient dans une installation d'élimination des déchets approuvée.

ACTIVE INGREDIENTS: CASNO % VIV
Ethanol 64-17-5 80
INACTIVE INGREDIENTS: Aqua, Glycerin,
Carbomer, Triethanolamine, Fragrance, Aloe

Barbadensis Extract

Pro.Date 062020 g0 o1 Vernel Rozmetik
Exp. Date : 06.2022 San. veTic. A.S.
BatchNo 20008 16,9 OZ  piican Mk, Ev. 52

F\( rQHA‘m21v2l)H(‘
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EN- Application: Just put some gel on the palms of your hands and rub in for about 15-30 seconds. Warning: Check before use if you are sensitive
to any substance in the product content. Hazard warnings: Flammable liquid and vapor. Causes serious eye iritation. Safety instructions:
Prevention: Keep away from heat / sparks / open flames / hot surfaces. Do not smoke. Keep container closed. IF IN EYES: Rinse gently with water
for a few minutes. Remove contact lenses if possible. Continue to rinse. If eye irritation persists: Get medical advice / attention. In case of fire: Use
dry chemical, alcohol or chemical resistant foam to extinguish. Storage: Store in a well-ventilated place. Store in a cool place. Disposal: Dispose of
the contents / container to an approved waste disposal facilty.

ES- Aplicacion: Solo aplique un poco de gel en las paimas de las manos y frételo durante unos 15-30 segundos. Advertencia: Verifique antes de
usar si es sensible a cualquier sustancia en el contenido del producto. Advertencias de peligro: Liquidos y vapores inflamables. Causa iritacion
ocular grave. Instrucciones de seguridad: Prevencion: Mantener alejado del calor / chispas / llamas abiertas / superficies calientes. No fume.
Mantener el envase cerrado. S| EN LOS OJOS: Enjuague suavemente con agua durante unos minutos. Quitese las lentes de contacto si s posible.
Continuar enjuagando. Si la irritacion ocular persiste: obtenga atencion / consejo médico. En caso de incendio: Utilice polvo quimico seco, alcohol
© espuma resistente a productos quimicos para extinguir. Almacenamiento: Almacenar en un lugar bien ventilado. Almacene en un lugar fresco.
Eliminacién: Elimine el contenido / contenedor en una instalacion de eliminacion de residuos aprobada

FR- Application: Il suffit de mettre un peu de gel sur la paume de vos mains et de frotter pendant environ 15-30 secondes. Avertissement: Vérifiez
avant utilisation si vous étes sensible & une substance dans le contenu du produit. Mentions de danger: Liquide et vapeurs inflammables. Provoque
une sévere irritation des yeux. Consignes de sécurité: Prévention: Tenir 4 Icart de la chaleur/des étincelles/des flammes nues / des surfaces
chaudes. Ne pas fumer. Gardez le récipient tiré. EN CAS DE CONTACT AVEC LES YEUX: rincer avec précaution  l'eau pendant quelques minutes.
Retirez si possible les lentilles de contact. Continuez & rincer. Si lirritation oculaire persiste: consulter / consulter un médecin. En cas d'incendie:
utiliser un produit chimique sec ou une mousse résistant & I'alcool pour éteindre. Stockage: stocker dans un endroit bien ventilé. Restez au frais.
Elimination: Eliminer le contenu / récipient dans une installation d'élimination des déchets approuvee.

ACTIVE INGREDIENTS: CAS NO % ViV

Erana s> o . 169,07 fl.oz. 5000 ml €

INACTIVE INGREDIENT:? qua, Glycerin, Carbomer, .
Triethanolamine, Fragrance, Aloe Barbadensis Extract
— R = &
Vernel Kozmetik & &= Oy
San. veTic. A.S. Hore
Ataturk Mah. Ataturk Km. Evl. 32/A Pro. Date :06.2020

Yunusemre, Manisa / Turkey Exp. Date : 06.2022
Tel: +90 236 211 10 00 Fax: +90 236 211 20 00 y
el ey RNV 8~ 681917 © 244422




CLEANING & PROTECTION
HAND SANITIZER

EN- Application: Just put some gel on the palms of your hands and rub in for

about 15-30 seconds. Hazard warnings: Flammable liquid and vapor. Causes
serious eye irritation. Safety instruction:

: Prevention: Keep away from heat /
sparks / open flames / hot surfaces. Do not smoke. Keep container closed. IF

IN EYES: Rinse gently with water for a few minutes. Remove contact lenses if
possible. Continue to rinse. If eye irritation persists: Get medical advice /
attention. In case of fire: Use dry chemical, alcohol or chemical resistant
foam to extinguish. Check before use if you are sensitive to any substance in

the product content. Storage: Store in a well-ventilated place. Store in a cool

place. Disposal: Dispose of the contents / container to an approved waste
disposal facility.

TR- Uygulama: Avucunuzun igine biraz jel alin ve yaklagik 15-30 saniye
ovalayin. Tehlike uyarilari:

anici sivi ve buhar. Ciddi géz tahrisine neden
olur. Guvenlik talimatlan: Onleme: Isikivilcim/agik  alev/sicak
yuzeylerden uzak tutun. Sigara igmeyin. Kabi kapali tutun. GOZE
TEMAS EDERSE: Birkag dakika su ile nazikge durulayin. Miimkiinse
kontak lensleri gikarin. Durulamaya devam edin. Goz tahrisi devam
ederse: Tibbi tavsiye/yardim alin. Yangin durumunda: Séndirmek
icin kuru kimyasal, alkol veya kimyasal maddelere dayanikli kopuk

kullanin. Uriin igerisindeki herhangi bir maddeye hassasiyetiniz var
ise kullanmadan 6nce kontrol edin. Depolama: lyi havalandiriimis
bir alanda depolayin. Serin bir yerde saklayin. Bertaraf: igerigi/kabi

onayli bir atik bertaraf tesisinde bertaraf edin

01 Bk a3l eyt oty o ol s Ul 20 @,.1;..” AR

51 s ol L3l LiliasS Bols il 3y ] Al
o oLk L leaSJl Slg—al)

ACTIVE INGREDIENTS: CAS NO

% viv
Ethanol

64-17-5 80
INACTIVE INGREDIENTS:
Aqua, Glycerin, Carbomer, Triethanolamine, Fragrance
Pro. Date : 06.2020

6,76 fl.oz.
Exp. Date : 06.2022

Bateh No - H20008 200 ml €

l'

1917

—— q
Vernel Rozmetik
San. veTic. A.S.
Ataturk Mah, Ala\urk Km. Evl. 32/A
Yunusemre, Manisa / Turkey
Tel: +90 236 211 10 00
Fax: +90 236 211 20 00
www.vernel.eu
Made in Turkey
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vernel kozmetik gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:79652-005

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 75mL in 100 mL
Inactive Ingredients

Ingredient Name Strength

WATER (UNII: 059QF0KOOR) 24.716 mL in 100 mL
CARBOMER 940 (UNIL: 4Q93RCW27E) 0.47 mL in 100 mL
GLYCERIN (UNII: PDC6A3C00X) 1.18 mL in 100 mL
TROLAMINE (UNII: 903K93S3TK) 0.24 mL in 100 mL
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X) 0.12 mL in 100 mL
FRAGRANCE LEMON ORC2001060 (UNII: K1725A7G95) 0.83 mL in 100 mL

Packaging
e rketin r rketing En
# Item Code Package Description Marketing Start Marketing End
Date Date
1 1(;”13(::79652'005' 4 mL in 1 BAG; Type 0: Not a Combination Product 08/21/2020
2 NDC:79652-005- 50 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/21/2020
02 Product
3 NDC:79652-005- 100 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/21/2020
03 Product
4 NDC:79652-005- 200 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/21/2020
04 Product
5 NDC:79652-005- 250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/21/2020
05 Product
6 NDC:79652-005- 500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/21/2020
06 Product
7 NDC:79652-005- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/21/2020
07 Product
g NDC:79652-005- 5000 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 10010000
08 Product
9 0N£]9)C:79652-005- i?oodou(itmL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 08/21/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 08/21/2020



Labeler - VERNEL KOZMETIK SANAYIVE TICARET ANONIM SIRKETI (519821634)
Re giS trant - VERNEL KOZMETIK SANAYIVE TICARET ANONIM SIRKETI (519821634)

Establishment

Name Address ID/FEI Business Operations
VERNEL KOZMETIK SANAYI VE TICARET ANONIM SIRKETI 519821634 manufacture(79652-005)

Revised: 8/2020 VERNEL KOZMETIK SANAYI VE TICARET ANONIM SIRKETI



