X-PEL ANTI-LICE- apis mellifica, carbolicum acidum, ledum palustre shampoo
Briangeli Beauty Enterprises

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug Administration for
safety or efficacy. FDA is not aware of scientific evidence to support homeopathy as effective.

lActive Ingredients

Apis Mellifica 15x

Carbolicum Acidum 15x

Ledum Palustre 15x
NON-TOXIC

Professional Formula

X-PEL™

Anti-Lice Shampoo & Conditioner

Eliminates Lice

Works in Just 10 Minutes

Stops Itching

Eases Egg Removal

Leaves Hair Soft, Shiny & Tangle-Free
Repels Lice

Pediatrician and Dermatologist Approved

6 fl. 0z. (177 mL)
NDC 11727-6-06
Keep out of reach of children.
UIndications
For treatment of pediculosis.
¢ Eliminates Lice
e Makes eggs easy to remove
e Stops itching caused by lice bites
IWarnings
For external use only. Avoid contact with eyes.
If eye contact occurs, rinse with clear water.
Keep out of reach of children.
Safe for ragweed sufferers.
[Directions
SHAKE WELL BEFORE USE
1. Wet hair with warm water.
2. Apply X-PEL™ liberally and massage into wet hair until a thick lather forms.
3. Leave lather on hair for 10 minutes. Do not rinse.

4. Divide hair into sections and comb with the NitPro-II™ comb to remove lice and eggs. Rinse comb



after each stroke. For instructions on how to use the comb read the insert inside the box.
5. Rinse hair with warm water. Repeat steps 2-4.

6. Finally, rinse the hair with warm water, towel dry and inspect for and comb out any remaining eggs.
Clean comb with hot water and store for future use.

lOther ingredients

water, cocamidopropyl betaine, pyroligeneous acid purified (USP), amodiemethicone &
tallowtrinionium chloride & nonoxynol-10, glycerin (USP), ethylene glycol distearate, polyquaternium-
10, fragrance, diazolidinyl urea, methylparaben, proplyparaben, tetrasodium EDTA, FD&C blue no.1,
FD&C yellow no.5

Cruelty Free Testing

Environmentally Safe

Homeopathic Formula

Distributed By: Dermedics Laboratories
335 Sniffen Lane, Stratford, CT 06615

Drug Facts

Active Ingredients
Apis Mellifica 15x  Carbolicum Acidum 15x
Ledum Palustre 15x

Indications

For treatment of pediculosis.

« Eliminates lice

« Makes eggs sasy to remove

« Stops itching caused by lice bites

Warnings

For external use only. Avoid contact with eyes.
If eye contact occurs, rinse with clear water.

Anti-Lice Shampoo &

Keep out of reach of children. it

Safe for ragweed sufferers. co" d’ t’ 0" er
Directions s

SHAKE WELL BEFORE USE Champu y Acondicionador
1. Wet hair with warm water. Anti -PiOiOS

2. Apply X-PEL™ liberally and massage into
wet hair until a thick lather forms.

3. Leave lather on hair for 10 minutes. Do not rinse.

4. Divide hair into sections and comb with the
NitPro-II™ comb to remove lice and eggs. Rinse
comb after each stroke. For instructions on how
fo use the comb read the insert inside the box.

5. Rinse hair with warm water. Repeat steps 24

6. Finally, rinse the hair with warm water, towel dry
and inspect for and comb out any remaining eggs.
Clean comb with hot water and store for future use.

Other Ingredients

Water, Cocamidopropyl Betaine, Pyroligenecus Acid
Purified (USP), Amodiemethicone & Tallowtrinionium
Chloride & Nonoxynol-10, Glycerin (USP), Ethylene

Glycol Distearate, Polyquaternium-10, Fragrance,
Diazolidinyl Urea, Methylparaben, Propylparaben,
Tetrasodium EDTA, FD&C Blue No. 1, FD&C Yellow No. 5.

I Eliminates Lice

! Works in Just 10 Minutes
Il Stops ltching

I Eases Eqg Removal

I Leaves Hair Soft, Shiny
& Tangle-Free

I Repels Lice
I Pediatrician and
Dermatologist Approved

Cruelty Free Testing
Environmentally Safe

Homeopathic Formula 6 fl. oz. (177 mL) NDC 11727-6-06

X-PEL ANTI-LICE

apis mellifica, carbolicum acidum, ledum palustre shampoo

Product Information

Informacion para el usario

X-PEL.

Ingredientes jactivos
Apis Mellifica 15x  Carbolicum Acidum 15x
Ledum Palustre 15x

Indicaciones

Para el tratamiento de la pediculdsis.

Elimina los piojos — facilita la remocién de las liendres
Alivia la picazon causada por las picaduras

de los piojos.

Precauciones

Solamente para uso externo. Evite el contacto con los ojos.
Si esto ocurriese enjuague con agua limpia.

Mantegna fuera del alcance de los nifios.

Puede ser utilizado por quienes sufren alergia al polen.

Instrucciones de uso

AGITE BIEN ANTES DE USAR.

1. Humedezca el cabello con agua tibia.

2. Aplique X-PEL™ generosamente scbre el cabello
mojado y masajee bien hasta que haga espuma para
cubrir |a totalidad del cabello.

3. Dejar |la espuma en la cabeza durante 10 minutos.

4. Peine todo el cabello utilizando el peine
NitPro-l™ para quitar todos los piojs y las
liendres mientras que X-PEL permanece aln en
su cabeza. Consulte el foletto incluido en la caja para
conocer mas detalles sobre como peinar el cabello.

5. Enjuague con agua tibia y repita la aplicacién como
se indica del paso 2 al 4.

6. Finalmente enjuague el cabello con agua tibia, limpie
¢l peine y guardelo para su préximo uso.

Otros Ingredientes

Agua, Cocamidopropyl Betaina, Acido Piroligenioso
Purificado ( USP), Amodiemeticona & Tallowtrinionum
Claruro & Nonoxynol-10, Glicerina ( USP), Diestearato
Etilenglicol, Polyquaternium-10, Fragancia, Diazolidinyl
Urea, Metilparabeno, Propilparabeno, EDTA tetrasédico,
FD&C Azul N°1, FD&C Amarillo N°5

Distributed by: Dermedics Laboratories
335 Sniffen Lane * Stratford, CT 06615



Product Type HUMAN OTC DRUG Item Code (Source) NDC:68971-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
APIS MELLIFERA (UNIL: 7S82P3R43Z) (APIS MELLIFERA - UNIL7S82P3R43Z) APIS MELLIFERA 11?1 [1}‘7%;(]
PHENOL (UNI: 339 NCG44TV) (PHENOL - UNIE:339 NCG44TV) PHENOL 11“; [1}‘7%—;(]
LEDUM PALUSTRE TWIG (UNIL: 87710 11Z0 P) (LEDUM PALUSTRE TWIG - LEDUM PALUSTRE 15 [hp_X]
UNIL8 7710 11ZOP) TWIG in170 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QF0KOO0R)

COCAMIDOPROPYL BETAINE (UNI: 50CF3011KX)
PYROLIGNEOUS ACID (UNII: NAG9GAT76C)
AMODIMETHICONE (1300 CST) (UNIL: 3V7U636 DWN)
NONOXYNOL-10 (UNI: K7076887AP)

GLYCERIN (UNIl: PDC6A3C00X)

GLYCOL DISTEARATE (UNIL: 13W7MDN21W)
POLYQUATERNIUM-10 (1000 MPA.S AT 2 %) (UNI: GMR4PEN8 PK)
DIAZOLIDINYL UREA (UNIL: H5SRIZ3MPW4)
METHYLPARABEN (UNII: A2I8C7HIST)
PROPYLPARABEN (UNIL: Z81X2SC10H)

EDETATE SODIUM (UNI: MP1J8420LU)

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

FD&C YELLOW NO. 5 (UNII: [753WB2F1M)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68971-001-06 170 g in 1 BOTTLE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
unapproved homeopathic 04/15/2014

Labeler - Briangeli Beauty Enterprises (010656161)

Establishment
Name Address ID/FEI Business Operations
Briangeli Beauty Enterprises 010656161 manufacture(68971-001)
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