SHELO NABEL D B T CREAM- allantoin cream
Corporativo SerysiSde RL de CV

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.

Shelé6 NABEL D-B-T Cream

Active Ingredient U145

Drugs Facts / Informacion del Medicamento
Active Ingredient

/ Ingrediente Activo
Allantoin / Alantoina 0.5 %

Inactive Ingredient U145

Inactive Ingredients / Ingredientes Inactivos
Water, Glycerin, Isopropyl Palmitate, Glyceryl Stearate, Cetearyl Alcohol,
Stearic Acid, Sodium Cocoyl Glutamate, Isopropyl Myristate, Cetostearyl
Alcohol, Shea Butter, Glycerol Monostearate, Dimethylpolysiloxane,
Sweet Almond Oil, Acrylates Copolymer, Sodium Gluconate, Linum
Usitatissimum (Lin Seed) Oil, Silanediol Salicylate, Tromethamine,
Phenoxiethanol, BRT, Methylpropanediol, lodopropynyl Butylcarbamate,
Methylisothiazolinone, Capsicum Annuum (Chili Pepper) Glycolyc
Extract. / Agua, Glicerina, Palmitato de Isopropilo, Estearato de Glicerilo,
Alcohol Cetearilico, Acido Estearico, Sodio Cocoil Glutamato, Miristato
de Isopropilo, Alcohol Cetoestearilico, Manteca de Karité, Monoesteara-
to de Glicerilo, Dimetilpolisiloxano, Aceite de Almendra Dulce,
Copolimero de Acrilatos, Gluconato de Sodio, Aceite de Linum
Usitatissimum (Semilla de Lin), Salicilato de Silanodiol, Trometamina,
Fenoxietanol, BHT, Metilpropanodiol, Butilcarbamato de Yodopropinilo,
Metilisotiazolinona, Extracto Glicolico de Capsicum Annuum (Aji).

Warnings U145



Warnings / Advertencias
For external use only / Sdlo para uso externo

Keep out of the reach of children / Mantener fuera del alcance
de los ninos.

Do not use / No utilice = Deep or puncture wounds/ Heridas o
perforaciones profundas = Animal bites / Mordeduras de animales
= Serious burns / Quemaduras graves

When using this product / Cuando utilice este producto = Avoid
contact with eyes / Evitar el contacto con los ojos = In case of eye contact,
flush with water/ En caso de contacto con los 0jos, enjuague con agua.
Stop use and ask a doctor if / Deje de usar y consulte al médico si

= |rritation or sensitivity develops / Desarrolla irritacion o sensibilidad

= Condition worsens / La condicion empeora = Symptoms fast more than
7 days or clear up and occur again within a few days / Los sintomas
duran mas de 7 dias o se producen otra vez dentro de pocos dias.

if swallowed, get medical help or contact a Poison Control Center
right away / En caso de ingestion, consulte a su médico o contacte
inmediatamente a un de Control de Toxicidad.

Purpose U145

Use / Us0 =Temporarily protects and helps relieve chapped or cracked
skin / Protege temporalmente y ayuda a aliviar la piel agrietada.

KOROC

Keep out of the reach of children / Mantener fuera del alcance
de los ninos.

Administration U145

Directions / Instrucciones = Apply in the desired area with

circular motion on clean and dry skin /Aplicar en el area deseada con
movimientos circulares sobre la piel limpia y seca.




Indcations U145

MOISTURIZING BODY CREAM
CREMA CORPORAL HUMECTANTE
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MOISTURIZING BODY CREAM
CREMA CORPORAL HUMECTANTE

ALLANTOIN / ALANTOINA 0.5 %

SKIN PROTECTANT
PROTECTOR DE PIEL

‘
‘é

DRY AND DELICATE SKIN
ADECUADA PARA PIEL SECA Y DELICADA

Made in Mexico / Hecho en México

NETWT 9.8 0z/ 280 g

SHELO NABEL D B T CREAM

allantoin cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71424-1145

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALLANTOIN (UNIL: 344S277G0Z) (ALLANTOIN - UNIL:344S277G0Z) ALLANTOIN 5mg inlg
Inactive Ingredients
Ingredient Name Strength

ISOPROPYL PALMITATE (UNI: 8 CRQ2TH6 3M)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description LAY G A VLG LG
Date Date
1 NDC:71424- 280 g in 1 BOTTLE, DISPENSING; Type 0: Not a Combination 05/18/2017
1145-1 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date

OTC monograph final part347 05/18/2017

Labeler - corporativo SerysiS de RL de C V (816628390)

Registrant - Corporativo SerysiS de RL de CV (816628390)
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