APPLAUSE- instant hand sanitizer gel
QuestSpecialty Corporation

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.

QS Applause Drug Listing

Active Ingredient
Ethyl Alcohol 60%.......... Antiseptic

purpose

Antiseptic

Uses
e Handwash to help decrease bacterial on the skin.
e Recommended for repeated use.

Warnings
e Flammable. Keep away from fire or flame.
e For external use only.

do not use
e |n the eyes

When Using

e Do not usein or near the eyes.

e |f contact occurs, flush eyes with water for 15 minutes. Consult physician if irritatioin
persists.

e |If swallowed, seek medical assitance or consult a poison control cener immediately.

Stop Use

e Stop use and ask a doctor if: Irritation develops. If condtion persists for more than
72 hours consult a doctor.

e Keep out of reach of children.

e Keep out of reach of children.

Directions for Use



e Place a palmful ( 5 grams) of product in one hand,.

e Spread on both hands and rub into the skin until dry (approximately 1 to 2 minutes).

e Place a smaller amolunt (2.5 grams) into one hand, spread over both hands to wrist
and rub into the skin until dry (approximately 30 seconds).

e Will air dry in 15 seconds.

e Store below 95 ° F.
e Close spout to avoid evaporation.

W ater, triethanolamine, fragrance, acrylic polymer
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Specialty

Gel Antiseptic Handwash Gel Antiseptic Handwash

Drug Facts Datos Médicos
Active ingredient Purpose Ingrediente Activo Propasito
Ethyl Alcohol 60% Antiseptic Alcohol etico 60% Antiséptico

Uses Usos
+ Handwash to hels ria on the skin. *  Lave con las para desminuir la bacteria en la piel. * para uso repetitivo.
Warnings » Flammabl. Keep away from fire o flame. » For external use only. Gel Anti eplicikl i Handwash ia ~ Inflamable. Mantenga alejado del fuego. * Para us laa

Donotuse  In the eyes. A oy Nouse + Enlos ojos.
Vihenusing s proue - Dol e 1 rear e et o, fsh s i vae o 15 sepriceltovamano. Guando usando ese producto + o use cerca o dos, i confacto ceure,ave os s conagua
consulta poison i o por 15 minutos. Consufte con un medico si persiste la itacion. + Si se ingiere, busque asistencia
wnudcm(erlmmed\arery -+ Kills|99:9%lofiMosHCommoniGerms médica o consult con el cortrol venenos inmedlatamente.

Stop use and ask a doctor i rritation develops. If conditon persists for more than 72 hours EvaporatesiQuicklyfieavesiHands Soft Pare el uso y pregintele a un doctor » Sil iriacion se desarolla. S la condicion persiste por s
consult a doctor. - de 72 horas, consulta con un doctor. » Tos nifios.

Keep out of reach of children. WARNING//ZADVERTENGIA Sibaionos

Directions FUAMMABLESKEERIOUT{OFIREACHIOFICHILDREN Coloqus  gramos del productoen a pama de una mano. + Diundi en ambs manos y rtar dertro
Place a ‘palmful (5 grams) of pmdm.‘l in one hand. « Spread on both hands and rub into the skin until dry SEE/ADDITIONALICAUTIONS|ONISIDEIPANELS de la piel hasta que se seque. = Cologue una cantidad mas pequeda (2.5 gramos) en una mano, difundir
(approximately 1 to 2 minutes). * Place a smaller amount (2.5 grams) into one hand, spread over both INFL/AMABLENOSE|DEJEALVAUCANCE|DE/LOSININOS) sobre las dos manos hasta la mufieca, y frote en la piel hasta que se seque (aproximadamente 30

S i ok ot ry o A0 o) W T G St VEATPRECAUCIONES/ADICIONALES/AIADO sequndos). » Se seca con el are en 15 segundos.

Other information NETECONTENTS:1{GALLON:! Otra Informacion
Store below 95°F. = Close spout to avoid evaporation. QBT Almacene bajo de 95°F. = Cierre el pico para evitar evaporacion.

Inactive ii ie Water, Tri ine, Fragrance, 3 P.0)Box 624 Brenham'TX 77834} Ingredientes inactivo  Agua, Trietanolamina, Fragancia, Acrilico Polimero.
713189618188




Specialty

AI@&M

Gel/AntisepticiHandwash

Gel Antis’é’pfi_co ILavamano
& >

Kills!99:9% of
MostiCommoniGerms
Evaporates/Quickly;
Leaves/Hands! Soft

WARNINGJ//ADVERTENCIA
FLAMMABLE
KEEP.OUT;OFREACH|OF.CHILDREN
SEE/ADDITIONAL{CAUTIONS/ON[SIDE[PANEL

INFLAMABLE 3
NO/SE/DEJE/ALALGANCE DE LOS;NINOS
VEAPRECAUCIONESADICIONALES/AT'ADO

NET:CONTENTS: 8 FL-10Z:

QuestSpecialty,Corporation
P03Box624;=)BrenhamyTX+77834-4713.896.8188

Drug Facts

Active ingredient Purpose
Sl e e e e e e s S G G Antiseptic
Uses

+ Handwash to help decrease bacteria on the skin. + Recommended for repeated use.

Wamings  Flammable. Keep away from fire or flame. « For external use only.
Do not use + In the eyes.

When using this produet + Do not use in or near the eyes. If contact occurs, flush
eyes with water for 15 minutes. Consult physician if irritation persists.  If swallowed,
seek medical assistance or consult a poison control center immediately.

Stop use and ask a doctor if « Irritation develops. If condition persists for more than
72 hours consult a doctor. Keep out of reach of children.

Directions

Place a ‘palmful’ (5 grams) of product in one hand. ¢ Spread on both hands and rub
into the skin until dry (approximately 1 to 2 minutes). « Place a smaller amount (2.5
grams) into one hand, spread over both hands to wrist, and rub into the skin until dry
{approximately 30 seconds). + Will air dry in 15 seconds.

Other information  Store below 95°F. » Close spout to avoid evaporation.

Inactive ingredients  Water, Triethanolamine, Fragrance, Acrylic Polymer.

Dalos Medicos

Ingrediente Activo Praposito
Alcohol eflicoB0% . ..ot Antiséptico
Usos

* | ave con las manos para desminuir la hacteria en la piel * Recomendado para uso repetitivo

Adverlencia « Inflamable. Mantenga alejado del fuego. = Para uso externo solamente.

Nouse * Enlosojos

CGuando usando este producto « No use cerca los ojos. Si contacto ocurre, lave los
0jos con agua por 15 minutos. Gonsulte con un medico si persiste |a irritacion. ¢ Si se
ingiere, busque asistencia médica o consulte con el control venenos inmediatamente.
Pare el uso y pregintele a un doctor » Sila irritacion se desarrolla. Si la condicion
persiste por mas de 72 horas, consulta con un doctor. « Mantenga lejos de los nifios.,

Direcciones

Cologue 5 gramos del producto en la palma de una mano. * Difundir en ambas manos

y frotar dentro de la piel hasta que se seque. = Cologue una cantidad mas pequefia (2.5
gramos) en una mano, difundir sobre las dos manos hasta la mufieca, y frote en [a piel
hasta que se seque {aproximadamente 30 sequndos). « Se seca con el aire en 15 segundos.

Otra Informacion Amacene bajo de 95°F » Cierre el pico para evitar evaporacion.

Ingredientes inactivo  Agua, Trietanolamina, Fragancia, Acrilico Polimero.

ITEM 693000001-0802 Made in USA 600005693



uestSpecialty

GEL ANTISEPTIC HANDWASH
GEL ANTISEPTICO LAVAMANO

Kills 99.9% of
Most Common Germs

Evaporates Quickly

Leaves Hands Soft

WARNING / ADVERTENCIA:
FLAMMABLE. KEEP QUT OF REACH OF CHILDREN
See Additional Cautions on Side Panel

INFLAMABLE . NO SE DEJE AL ALCANCE DE LOS NINOS
Vea Precauciones Adicionales a Lado

NET CONTENTS: 55 GALLONS (208.2 L)

Drug Facls

T —— Purpase
EMYLAICBNOEBON. cravomsmmvammrss moum mosis Sonp S0ne Son Homyarsammeam Antiseptic
Uses

* Handwash to help decrease bacteria on the skin. = Recommended for repeated use.
Warnings « Fi ble. Keep away from fire or flame. = For external use only.

Do not use = In the eyes.

When using this product = Do not use in or near the eyes. If contact accurs, flush eyes with
water for 15 minutes. Consult physician if irritation persists. * |f swallowed, seek medical
assistance or consult a poison control center immediately.

Stop use and ask a doctor if = Iritation develops. If condition persists for more than 72
hours consult a doctor. Keep out of reach of children.

Directions

Place a ‘palmful’ (5 grams) of product in one hand. * Spread on both hands and rub into
the skin until dry (approximately 1 to 2 minutes). = Place a smaller amount (2.5 grams) into
one hand, spread over both hands to wrist, and rub into the skin until dry (approximately 30
seconds). * Will air dry in 15 seconds.

Other information
Store below 95°F. ¢ Close spout to avoid evaporation.

Inactive ingredienfs Water, Triethanolamine, Fragrance, Acrylic Polymer.

Datos Médicos

Ingrediente Active Propasito
Alcohol etilico 60% Antiséptico
Usos

= Lave con las manos para desminuir la bacteria en la piel. = Recomendado para uso
repeitivo.

Advertencia « Inflamable. Mantenga alejado del fuego. « Para uso externo solamente,
Nouse = En los ojos.

Cuando usando este producto * No use cerca los ojos. Si contacto ocurre, lave los ojos
con agua por 15 minutos. Consulte con un medico si persiste la irritacion. = Si se ingiere,
busque asistencia médica o consulte con el control venenos inmediatamente.

Pare el uso y pregiintele a un doctor * Sila iritacion se desarrolla. Si la condicion
persiste por mas de 72 horas, consulta con un doctor. = Mantenga lejos de los nifios.

Direcciones

Cologue 5 gramos del producto en la palma de una mano. = Difundir en ambas manos

y frotar deniro de la piel hasta que se seque. = Goloque una cantidad mas pequefia (2.5
gramos) en una mano, difundir sobre las dos manos hasta la mufieca, y frote en la piel hasta
que se seque (aproximadamente 30 segundos). = Se seca con el aire en 15 segundos.

Otra Informacion
Almacene bajo de 95°F = Cierre el pico para evitar evaporacion.

Ingredientes imactive  Agua, Trietanolamina, Fragancia, Acrilico Polimero.

QuestSpecialty Corporation
P.O. Box 624 » Brenham, TX 77834
ITEM 693000001-55DR 713.896.8188 Made in USA




uestSpecialty

GEL ANTISEPTIC HANDWASH
GEL ANTISEPTICO LAVAMANO

Kills 99.9% of
Most Common Germs

Evaporates Quickly

Leaves Hands Soft

WARNING / ADVERTENCIA:
FLAMMABLE. KEEP QUT OF REACH OF CHILDREN
See Additional Cautions on Side Panel

INFLAMABLE . NO SE DEJE AL ALCANCE DE LOS NINOS
Vea Precauciones Adicionales a Lado

NET CONTENTS: 5 GALLONS (18.91)

Drug Facls

T —— Purpase
EMYLAICBNOEBON. cravomsmmvammrss moum mosis Sonp S0ne Son Homyarsammeam Antiseptic
Uses

* Handwash to help decrease bacteria on the skin. = Recommended for repeated use.
Warnings « Fi ble. Keep away from fire or flame. = For external use only.

Do not use = In the eyes.

When using this product = Do not use in or near the eyes. If contact accurs, flush eyes with
water for 15 minutes. Consult physician if irritation persists. * |f swallowed, seek medical
assistance or consult a poison control center immediately.

Stop use and ask a doctor if = Iritation develops. If condition persists for more than 72
hours consult a doctor. Keep out of reach of children.

Directions

Place a ‘palmful’ (5 grams) of product in one hand. * Spread on both hands and rub into
the skin until dry (approximately 1 to 2 minutes). = Place a smaller amount (2.5 grams) into
one hand, spread over both hands to wrist, and rub into the skin until dry (approximately 30
seconds). * Will air dry in 15 seconds.

Other information
Store below 95°F. ¢ Close spout to avoid evaporation.

Inactive ingredienfs Water, Triethanolamine, Fragrance, Acrylic Polymer.

Datos Médicos

Ingrediente Active Propasito
Alcohol etilico 60% Antiséptico
Usos

= Lave con las manos para desminuir la bacteria en la piel. = Recomendado para uso
repeitivo.

Advertencia « Inflamable. Mantenga alejado del fuego. « Para uso externo solamente,
Nouse = En los ojos.

Cuando usando este producto * No use cerca los ojos. Si contacto ocurre, lave los ojos
con agua por 15 minutos. Consulte con un medico si persiste la irritacion. = Si se ingiere,
busque asistencia médica o consulte con el control venenos inmediatamente.

Pare el uso y pregiintele a un doctor * Sila iritacion se desarrolla. Si la condicion
persiste por mas de 72 horas, consulta con un doctor. = Mantenga lejos de los nifios.

Direcciones

Gologue 5 gramos del producto en la palma de una mano. = Difundir en ambas manos

y frotar deniro de la piel hasta que se seque. = Goloque una cantidad mas pequefia (2.5
gramos) en una mano, difundir sobre las dos manos hasta la mufieca, y frote en la piel hasta
que se seque (aproximadamente 30 segundos). = Se seca con el aire en 15 segundos.

Otra Informacion
Almacene bajo de 95°F = Cierre el pico para evitar evaporacion.

Ingredientes imactive  Agua, Trietanolamina, Fragancia, Acrilico Polimero.

QuestSpecialty Corporation
P.O. Box 624 » Brenham, TX 77834
ITEM 693000001-05PL 713.896.8188 Made in USA




Specialty

GellAntisepticltiandwash

Gel/Antiséptico]Lavamano

KillsY99'9%)of:
Most Com'?‘tr‘lgr‘\ Germs
Evaporates!QuicKkly,
Leaves!Hands Soft

WARNING///ADVERTENCIA
FLAMMABLE
KEER(OUTIOF/REACH OF.CHILDREN

See'Additional|Cautions’on!Side|Panel

INFLAMABLE )
NO,SE{DEJE'AL'ALCANCE(DE/LOSININOS

Vea'Precauciones'Adicionales’a Lado

NET{CONTENTS:4]FL"502-

QuestSpecialty,Corporation
P0SBox 624 «iBrenham}iTX(7783414713.896.8188

Drug Facts

Active ingredient Purpose
Ethyl Alcohol 60% . ..................... Antiseptic
Uses

= Handwash to help decrease bacteria on the skin.
= Recommended for repeated use.

Warnings - Flammable. Keep away from fire or flame.
* For external use only.

Do not use * Inthe eyes.

When using this product = Do not use in or near the eyes.
If contact occurs, flush eyes with water for 15 minutes.
Consult physician if irritation persists. < If swallowed,
seek medical assistance or consult a poison control center
immediately.

Stop use and ask a doctor if < |Irritation develops. If
condition persists for more than 72 hours consult a doctor.
Keep out of reach of children.

Directions

Place a ‘palmful’ (5 grams) of product in one hand.
= Spread on both hands and rub into the skin until dry
(approximately 1 to 2 minutes). * Place a smaller amount
(2.5 grams) into one hand, spread over both hands to wrist,
and rub into the skin until dry (approximately 30 seconds).
= Will air dry in 15 seconds.

Other information
Store below 95°F. = Close spout to avoid evaporation.

Inactive ingredients

Water, Triethanolamine, Fragrance, Acrylic Polymer.

ITEM 693000001-040Z Made in USA 600006693
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APPLAUSE
HAND SANITIZER

pecialty

Coarparation

-0407
)

APPLAUSE

instant hand sanitizer gel

Product Information

GHS
EXEMPT

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
TROLAMINE (UNIl: 903K93S3TK)
CARBOMER 940 (UNII: 4Q93RCW27E)

Packaging

10831788002712

VAR

NDC:67858-693

Basis of Strength Strength

ALCOHOL

3gin5g

Strength



Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:67858- ;
1 693.02 24 in 1 CARTON 10/02/2018
1 NDC:67858- 107 g in 1 BOTTLE; Type 0: Not a Combination
693-01 Product
NDC:67858- .
2 693.04 12 in 1 CARTON 10/02/2018
2 NDC:67858- 212 g in 1 BOTTLE, PLASTIC; Type 0: Not a
693-03 Combination Product
NDC:67858- :
3 693.06 4 in 1 CARTON 10/02/2018
3 NDC:67858- 3407 g in 1 BOTTLE, PLASTIC; Type 0: Not a
693-05 Combination Product
NDC:67858- 187358 g in 1 DRUM; Type 0: Not a Combination
4 693-07 Product 10/02/2018
NDC:67858- .
5 693-09 12 in 1 CARTON 01/01/2021
5 NDC:67858- 424 g in 1 BOTTLE, PLASTIC; Type 0: Not a
693-08 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 333, 10/02/2018

final

Labeler - QuestSpecialty Corporation (103840377)

Registrant = QuestSpecialty Corporation (103840377)

Establishment
Name Address ID/FEI Business Operations
QuestSpecialty Corporation 103840377 manufacture(67858-693)

Revised: 3/2023 QuestSpecialty Corporation
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