TROLLS BUBBLE GUM HAND SANITIZER 01- benzalkonium chloride gel

TROLLS BLUEBERRY SCENTED HAND SANITIZER 01- benzalkonium chloride gel
TROLLS GRAPE SCENTED HAND SANITIZER 01- benzalkonium chloride gel
TROLLS RASPBERRY SCENTED HAND SANITIZER 01- benzalkonium chloride gel
ShenZhen Lantern Science Co.,Ltd.

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.

TDO0565TA, TD0566TA, TD0567TA, TD0568TA
Drug facts

Active ingredient purpose

Benzalkonium chloride 0.1% Antibacterial

Use

To decrease bacteria on the skin that could cause disease.

Warnings

For external use only-hands

keep out of eyes- avoid contact with broken skin

Stop use and ask a dosctor if irritation or radness develops

Do not inhale or ingest. If swallowed, get medical help or contact a poison control right away.

Direction
Rub a dime sized drop into hands.

For children under 6 use under adult supervision

Inactive ingredients

INACTIVE INGREDIENTS: WATER, GLYCERIN, COCETH-7, PPG-1-PEG-9 LAURYL GLYCOL
ETHER, CARBOMER, SODIUM HYDROXIDE, PEG-40 HYDROGENATED CASTOR OIL,
FRAGRANCE (PARFUM).

MAY CONTAIN: RED 40, RED 33, BLUE 1, YELLOW 5.

Questions?
1-212-779-0544 weekdays
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Drug Facts/ Les faits médicinaux /
Tabla de Composicidn de Medicina
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Stop use and ask a doctor if

mtaon or recness develops.

Cesser ['utilisation et consulter un medecin si
g ration ou Ung fouger se développe.
Parar el uso y consular a un médico si

e desarrola imtacion 0 enroeomiento

Do not inhale or ingest.

Ne pas inhaler ni ingérer.

No inhalar o ingerir.
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Active ingredient Purpose

FABRICADOEN CHINA

Ingrédient actif Le but Batch XXXXXXX Townley Inc Ifswalowed get meical helporcontactaposon
Ingrediente Activo  Propdsito Drug Facts/ Les fats médicinaux/ ?ng‘mﬁrlleésntgam aoyonsu\terun édeci 0
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_— " Use/ Utilisation/ Uso 000 0O conol & rgicacones & medit.
Inactive ingredients To decrease bacteria on the skin that T ST
Ingrédients inactifs could cause disease. / Directions / Mode d'emploi / Diecciones

Ingredientes Inactivos
WATER, GLYCERIN, COCETH-7,
PPG-1-PEG-9 LAURYL GLYCOL
ETHER, CARBOMER, SODIUM

Réduire sur a peau les bactéries qui Rub a dime sized drop info hands. / Frofter une
ourraient causer une maladie. /| goutte de a grandeur dun dix cents dans les
ara disminuir las bacterias en la piel mains. / Frofar una qota del tamario de una

que pueden causar enfermedades. moneda de diez cetavos en as manos

HYDROXIDE, PEG-40 Warnings / Avertissements /Advertencias EgL?P;'E’:&a“nﬁEed’fm”m”d‘fg3%@“&?#;??3&2Ka
HYDROGENATED CASTOR OIL, For external use only-hands. / supervison dun acule. / Pera iios menores de 6
FRAGRANCE (PARFUM). Pour usage externe Seulement, sur les mains. anos, uflzar bajo Supenvsion de un aduto.
MAY CONTAIN: Para uso externo solo-manos.
RED 40, RED 33, Keep out of eyes. Avoid contact with
BLUE 1, YELLOWS. broken skin. / Eloigner des yeux.

Eviter le contact avec toute lésion sur .

Questions?/ Questions?/ Preguntas?
1-212-779-0544
Wegkdays / Jours de la semaine  Dias Laborables

|a peau. / Mantener fuera de los ojos.
Evitar el contacto con la piel rota.
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Active ingredient Purpose
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FABRICADO EN CHINA

Inactive ingredients
Ingrédients inactifs
Ingredientes Inactivos

WATER, GLYCERIN, COCETH-7,
PPG-1-PEG-9 LAURYL GLYCOL
ETHER, CARBOMER, SODIUM
HYDROXIDE, PEG-40
HYDROGENATED CASTOR OIL,
FRAGRANCE (PARFUM).

MAY CONTAIN:

RED 40, RED 33,

BLUE 1, YELLOWS.

Use/ Utlisation / Uso

To decrease bacteria on the skin that

could cause disease. /

Reduire surla peau les bactéries qui
ourraient causer une maladie. /

ara disminuir las bacterias en la piel
que pueden causar enfermedades.

Wam!ngs/Averﬂsements/Advertenmas
For external use only-hands. /
Pour usage externe Seulement, sur les mains.
Para uso externo solo-manos.

Questions?/ OMenhns’/PregunW
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Directions / Mode d'emplof / Direcciones
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Stop use and ask a doctor if

imtaton or redness develops. )
Cesser [uilisation et consulter un médecin si
uneirtaton ou une rougeur se développe.
Pararel uTo y consultar a un médico i
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MADE IN CHINA
FABRIQUE EN CHINE
FABRICADOEN CHINA

Do not inhale or ingest.
Ne pas inhaler ni ingérer.
No inhalar o ingerir.
It wallwed get medical hlp o contacta pison
control center rightaway.
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Drug Facts / Les faits médicinaux /

o Benzalkonium  Aniibacterial/ Anthactéren / i
3.75 chfondeO%% Am:bactemano . Tabla de Composicidn de Medicina
— . Use/ Utilsation Uso
Inactive ingredients To decrease bacteria on the skin that
Ingrédients inactifs could cause disease. /

Ingredientes Inactivos
WATER, GLYCERIN, COCETH-7,
PPG-1-PEG- LAURYL GLYCOL
ETHER, CARBOMER, SODIUM
HYDROXIDE, PEG-40

Réduire surla peau les bactéries qui
ourraient causer une maladie. /
ara disminuir las bacterias en la piel

que pueden causar enfermedades.

Warnings / Avertissements / Advertencias

HYDROGENATED CASTOR OIL, For external use only-hands./
FRAGRANCE (PARFUM). Pour usage externe seulement, sur les mains.
MAY CONTAIN: Para uso externo slo-manos.

RED 40, RED 33,
BLUE 1, YELLOW 5.

Questions?/ Questions?/ Preguntas?
1-212-779-0544
Wekdays  Jours de a semaine  Dias Laborables

_
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Keep out of eyes. Avoid contact with
broken skin. / Eloigner des yeux.
Eviter le contact avec toute lésion sur

la peau. / Mantener fuera de los ojos.
Evitar el contacto con la piel rota.

TROLLS BUBBLE GUM HAND SANITIZER 01

benzalkonium chloride gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM -
UNIL7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name
COCETH-7 (UNIL: 58 Y26 1JLH5)
PPG-1-PEG-9 LAURYL GLYCOL ETHER (UNII: 5R8J43K25L)
WATER O-18 (UNIL: 7QV8F8BYNJ)
GLYCERIN (UNII: PDC6A3C00X)
CARBOMER 934 (UNI: Z135WT9208)
SODIUM HYDRO XIDE (UNII: 55X04QC32I)
HYDRO GENATED CASTOR OIL (UNIl: ZF94AP8 MEY)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
MYRISTICA FRAGRANS FRUIT (UNIl: GOO22BTU71)
FD&C RED NO. 40 (UNI: WZB9127X0OA)
D&C RED NO. 33 (UNI: 9DBAOSBBOL)

Product Characteristics

Item Code (Source)

Sile produtestavalé, consuler un médeci ou
contacte un cenie ant-poison immédiatement
£ncas de ingeston, obtener ajuda médica o comuncarse
00 n i de confl e noicacones e inmegat,

Directions / Mode demploi / Direcciones
Rub a dime sized drop into hands. | Froftr une
qoute dela grandeur dun dix cents dans les
mains, | Frofar una %ola el tamafio de una
moneda de dliez centavos en las manos

For chiren under § use under adul supenision, |
Pour es enfants de mains de 6 ans, ufiser sous la
supenvision dun adute. /Para nifios menores de 6
afos,uiizar bajo supenvision de un adulo
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NDC:54860-120

Basis of Strength Strength
BENZALKONIUM 0.1g
CHLORIDE in 100 mL

Strength

0.68 mL in 100 mL
0.68 mL in 100 mL
96 mL in 100 mL
1.5mL in 100 mL
0.24 mL in 100 mL
0.12 mL in 100 mL
0.15 mL in 100 mL
0.1mL in 100 mL
0.1mL in 100 mL
0.3 mL in 100 mL
0.1 mL in 100 mL
0.1mL in 100 mL



Color red
Shape
Flavor BUBBLE GUM

Contains

Packaging

# Item Code Package Description

1 01 Package

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333A

Score
Size

Imprint Code

Marketing Start Marketing End

Date

NDC:54860-120- 59 mL in 1 BOTTLE, PLASTIC; Type 1: Convenience Kitof Co- 11/13/2019

11/13/2019

TROLLS BLUEBERRY SCENTED HAND SANITIZER 01

benzalkonium chloride gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM -
UNIL7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIE: PDC6A3C00X)
COCETH-7 (UNIL: 58 Y26 1JLH5)
PPG-1-PEG-9 LAURYL GLYCOL ETHER (UNIL: 5R8J43K25L)
CARBOMER 934 (UNIL: Z135WT9208)
SODIUM HYDRO XIDE (UNIE: 55X04QC32I)
HYDRO GENATED CASTOR OIL (UNI: ZF94AP8MEY)
WATER 0-18 (UNIL: 7QV8F8 BYNJ)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)
MYRISTICA FRAGRANS FRUIT (UNI: GOO22BTU71)
D&C RED NO. 33 (UNI: 9DBA0OSBBOL)
FD&C RED NO. 40 (UNI: WZB9127XO0A)

Date

Marketing Start Date Marketing End Date

NDC:54860-121

Basis of Strength Strength
BENZALKONIUM 0.1g
CHLORIDE in 100 mL

Strength

1.5mL in 100 mL
0.68 mL in 100 mL
0.68 mL in 100 mL
0.24 mL in 100 mL
0.12 mL in 100 mL
0.15 mL in 100 mL
96 mL in 100 mL
0.1mL in 100 mL
0.1 mL in 100 mL
0.3 mL in 100 mL
0.1 mL in 100 mL
0.1mL in 100 mL



Product Characteristics

Color blue Score

Shape Size

Flavor BLUEBERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:54860-121- 59 mL in 1 BOTTLE, PLASTIC; Type 1: Convenience Kit of Co- 11/13/2019

01 Package

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date

OTC monograph not final part333A 11/13/2019

TROLLS GRAPE SCENTED HAND SANITIZER 01

benzalkonium chloride gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Date

NDC:54860-122

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM 0.1g
UNIL:7N6JUD5X6Y) CHLORIDE in 100 mL
Inactive Ingredients
Ingredient Name Strength

POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNIL: 7YC686 GQ8F)
COCETH-7 (UNII: 58 Y26 1JLH5)

D&C RED NO. 33 (UNIl: 9YDBAOSBBOL)

MYRISTICA FRAGRANS FRUIT (UNIl: GOO22BTU71)

FD&C RED NO. 40 (UNI: WZB9127X0OA)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)

WATER O-18 (UNI: 7QV8F8BYNIJ)

CARBOMER 934 (UNI: Z135WT9208)

GLYCERIN (UNII: PDC6A3C00X)

PPG-1-PEG-9 LAURYL GLYCOL ETHER (UNII: 5R8J43K25L)
SODIUM HYDRO XIDE (UNII: 55X04QC32])

0.15 mL in 100 mL
0.68 mL in 100 mL
0.1mL in 100 mL
0.3 mL in 100 mL
0.1mL in 100 mL
0.1mL in 100 mL
0.1mL in 100 mL
96 mL in 100 mL
0.24 mL in 100 mL
0.68 mL in 100 mL
0.68 mL in 100 mL
0.12 mL in 100 mL

Marketing End

Marketing End Date



Product Characteristics

Color purple Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description VG S WAV Ll
Date Date
1 NDC:54860-122- 59 mL in 1 BOTTLE, PLASTIC; Type 1: Convenience Kitof Co- 11/13/2019
01 Package

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 11/13/2019

TROLLS RASPBERRY SCENTED HAND SANITIZER 01

benzalkonium chloride gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:54860-123

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

BENZALKO NIUM CHLORIDE (UNII: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM 0.1g
UNIL:7N6JUDS5X6Y) CHLORIDE in 100 mL
Inactive Ingredients

Ingredient Name Strength
WATER O-18 (UNIl: 7QV8F8BYNJ) 96 mL in 100 mL
GLYCERIN (UNII: PDC6A3C00X) 1.5 mL in 100 mL
COCETH-7 (UNII: 58 Y26 1JLH5) 0.68 mL in 100 mL
PPG-1-PEG-9 LAURYL GLYCOL ETHER (UNI: 5R8J43K25L) 0.68 mL in 100 mL
CARBOMER 934 (UNII: Z135WT9208) 0.24 mL in 100 mL
SODIUM HYDRO XIDE (UNII: 55X04QC32I) 0.12 mL in 100 mL
POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNII: 7YC686 GQ8F) 0.15 mL in 100 mL
MYRISTICA FRAGRANS FRUIT (UNIl: GOO22BTU71) 0.3 mL in 100 mL
FD&C RED NO. 40 (UNI: WZB9127X0OA) 0.1mL in 100 mL
D&C RED NO. 33 (UNI: 9DBAOSBBOL) 0.1mL in 100 mL

FD&C BLUE NO. 1 (UNII: H3R47K3TBD) 0.1mL in 100 mL



FD&C YELLOW NO. 5 (UNIL: I753WB2F1M) 0.1mL in 100 mL

Product Characteristics

Color pink Score

Shape Size

Flavor RASPBERRY Imprint Code

Contains

Packaging

# Item Code Package Description WIS T BT WS g 1)
Date Date

1 NDC:54860-123- 59 mL in 1 BOTTLE, PLASTIC; Type 1: Convenience Kit of Co- 11/13/2019

01 Package

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 11/13/2019

Labeler - shenzhen Lantern Science Co.,Ltd. (421222423)

Registrant - Townley Inc. (016956158)

Establishment
Name Address ID/FEI Business Operations
ShenZhen Lantern Science Co.,Ltd. 421222423 manufacture(54860-120, 54860-121, 54860-122, 54860-123)

Revised: 11/2019 ShenZhen Lantern Science Co.,Ltd.
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