DERMAHAUS- lice treatment shampoo shampoo
Laboratorio Salutec, S.A. de C.V.

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.

Coconut Oil
Camphor
Purpose: Pediculicide, Lice treatment

Lice treatment shampoo kills lice and eliminates nits. Used to prevent and treat head lice infections and
their eggs.

For external use only.Keep out of reach of children.

When using this product keep out of eyes, ears and mouth. In case of contact with eyes rinse thoroughly
with water.
If swallowed, get medical help or contact poison control center right away.

Stop use and ask a doctor if irritation or rash occurs.

On open skin wounds.
In children less than 2 months of age.

Do not wash your head with cosmetic shampoo for 24 hours after applying this product, to mantein
residual efficacy.

Keep out of reach of children. If swallowed, get medical help or contact poison control center right
away.

Treatment- Moisten hair 1 time with this shampoo and repeat 1 week later, to ensure the total removal of
lice or nits.

Prevention - Wash hair once a week with this shampoo, avoid new infestations.

How to apply - Moisten the hair and apply a sufficient amount of shampoo on the hair and scalp. Leave
in contact for 10 minutes, detangle the hair with a special comb and rinse with warm water. Dry the hair
and remove the parasites and nits with the fine comb. Do not wash your head with cosmetic shampoo for
24 hours after applying this product, to mantein residual efficacy. As prevention, repeat the treatment
after 7 days.

Store between 15-30C (59-86F)
Avoid freezing and excessive heat above 40C (104F)

PEG-150 Distearate

Sodium Cocoyl Isethionate
Triethanoolamine Lauryl Sulfate
Tromlamine

Coco-Betaine

Hydroxypropyl Cellulose (TypeM)
Methylchloroisothiazolinone
Water
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Product Information

Product Type

HUMAN OTC DRUG Item Code (Source)

NDC:79289-005




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

CAMPHOR (SYNTHETIC) (UNI: 5TID82A1ET) (CAMPHOR (SYNTHETIC) -

UNIL5TJD82A1ET)

Inactive Ingredients

Ingredient Name
COCONUT OIL (UNI: Q9LOO73W7L)
METHYLCHLOROISOTHIAZOLINONE (UNI: DEL7T5QRPN)
TRIETHANO LAMINE LAURYL SULFATE (UNI: E8458 C1IKAA)
PEG-150 DISTEARATE (UNIL: 6F36 Q010 AC)
SODIUM CO CO YL ISETHIONATE (UNIL: 518 XTE8493)
WATER (UNIL: 059 QFOKOOR)
TROLAMINE (UNI: 903K93S3TK)
CO CO-BETAINE (UNIL: 03DH2IZ3FY)
HYDRO XYPROPYL CELLULOSE (TYPE M) (UNI: U3JF91U133)

Packaging
# Item Code Package Description

Basis of Strength Strength
CAMPHOR 0.001g
(SYNTHETIC) in 100 mL

Strength

0.0002 g in 100 mL
0.1g in 100 mL
37.09 g in 100 mL
4.5¢g in 100 mL

1g in 100 mL

51.8 mL in 100 mL
2 g in 100 mL

3g in 100 mL

0.5g in 100 mL

Marketing Start Date Marketing End Date

1 NDC:79289-005-01 125 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/01/2020

Marketing Information

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

OTC monograph not final part348 09/01/2020
Labeler - raboratorio Salutec, S.A. de C.V. (951580007)
Establishment
Name Address ID/FEI Business Operations
Laboratorio Salutec, S.A. de C.V. 951580007 manufacture(79289-005)

Revised: 9/2020

Laboratorio Salutec, S.A. de C.V.



