SHELO NABEL CREMA BABA DE CARACOL- 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.

Sheléo NABEL Crema Baba de Caracol U001

Active Ingredient U001

/ Ingrediente Activo / Proposito

Allantoin / Alantoina 1% ..o Skin Protectant / Protector de piel

Inactive Ingredient U001

Inactive Ingredients / Ingredientes Inactivos
Distilled Water, Glycerin, Isopropyl Palmitate, Sorbate 20, Polysorbate
20, Carbomer 940, Triethanolamine, Fragrance, Phenoxyemanul
DMDM Hydantoin, Bean Alcohol, Hydroxyacetophenone. / Agua
Destilada, Glicerina, Palmitato de Isupmpllo Sorbato 20, Polisorbato
20, Carbomero 940, Trietanolamina, Fragancia, Fenom'etanul, DMDM
Hidantoina, Alcohol Bencilico, Hidroxiacetofenona.

Warnings U001



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

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

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 last 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 gatnwﬁmlhelpormntactamcmmcem
nghtawayliin consulte a su médico o contacte
mmedlammlteaun de Control de Toxicidad.

Purpose U001

SKIN PROTECTANT

PREOTECTOR DE PIELE

KOROC U001

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

Adminis tration



Directions / Instrucciones =Applytoclean faceina
circular motion from center outward. / Aplicar sobre el rostro limpio
con movimientos circulares desde el centro hacia afuera.

INdications U001

Uses / UsO = Temporarily protects and helps relieve ¢ or
crekod ki YN0 STl Sk el aB%”

Display Panel
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facial lotion
locién facial

SKIN PROTECTANT
PROTECTOR DE PIEL

Allantoin / Alantoina 1%

NET CONTENTS 9.30 fl 0z/ 275.03 ml

SHELO NABEL CREMA BABA DE CARACOL

allantoin cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71424-1001

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALLANTOIN (UNIL: 344S277G0Z) (ALLANTOIN - UNIL:344S277G0Z) ALLANTOIN 10mg inlg
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)

Packaging
# Item Code Package Description WAL ST AT L
Date Date
1 NDC:71424- 300 gin 1 BOTTLE, DISPENSING; Type 0: Not a Combination 05/19/2017
1001-1 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph final part347 05/19/2017

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

Registrant - Corporativo Serysi S de RL de C V (816628390)
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