DERMACLEAR BHA SPOT TREATMENT- salicylic acid gel
Allure Labs

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.

Drug Facts

Active Ingredient: Salicylic Acid - 2%
Purpose: Acne Treatment

Uses:

e For the treatment of acne.

Warnigs
e For external use only

When using this product

e Avoid contact with eyes, lips and mouth.

e Using other topical acne medication at the same time ot immefiately following use of this product
may increase dryness or irritation of the skin. If this occurs only one medication should be used
unless directed by a doctor.

¢ If sensitive to the sun or when increased sun exposure is expected use a sunscreen.

Stop use and ask a doctor:
e If severe skinirritation occurs.
e Using other topical medication at the same time

Keep out of reach of children:
¢ If swallowed, get medical help or contact a Poison Control Centre right away.

Directions
e Apply a small portion over the affected area with finger tips and gently massage onto the skin.
e Reapply as needed.

Other ingredients:

Water (aqua), SD Alcohol 40-B, Butylene Glycol, Hydroxypropylcellulose

Manufactured For Dermaquest ®, Inc.

Hayward, CA 94544

1272 GK, NL Made in USA

dermaquestinc.com



Drug Facts

Active Ingredient Salicylic Acid 2.0%
Purpose Acne Treatment

Uses

» For the treatment of acne
Warnings

* For external use only
When using this product

* Avoid contact with the eyes, lips,
and mouth,

» Using other topical acne
medications at the same time or
immediately following use of this
product may increase dryness or
irritation of the skin, If this occurs,
only one medication should be used
unless directed by a doctor.

» |f sensitive to the sun or when
increased sun exposure is
expected use a sunscreen.

Stop use and ask a doctor

» |f severe skin irritation occurs,

» Using other topical medication at the
same time.

Keep out of reach of children

* If swallowed, get medical help or
contact a Poison Control Center right
away.

Directions

* Apply a small portion over the affected
area with finger tips and gently massage
onto the skin.

* Reapply as needed,

Other Ingredients: Water (Aqua), 5D

Alcohol 40-B, Butylene Glycol,
Hydroxypropylcellulose

Manufactured for DermaQuest®, Inc.

Hayward, CA 94544
1272 GK,NL Made in USA
dermaquestinc.com
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DIRECTIONS:
Apply product
to affected area
using
applicator
wand. Avoid
the eyes, lips
and mouth.
Use disposable
wand for
professional
use.

DERMACLEAR BHA SPOT TREATMENT

salicylic acid gel

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

NDC:62742-4195




Active Ingredient/Active Moiety

Ingredient Name
SALICYLIC ACID (UNIL: O414PZ4LPZ) (SALICYLIC ACID - UNI:0414PZ4LPZ)

Inactive Ingredients

Ingredient Name
WATER (UNI: 059QF0KOOR)
HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNIE: 9XZ8 H6 N6 OH)
ALCOHOL (UNIE: 3K9958 V90 M)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

Packaging

# Item Code Package Description
NDC:62742- .

1 4195-2 1in 1 CARTON

1 NDC:62742- 4.8 gin 1 BOTTLE, WITH APPLICATOR; Type 0: Nota
4195-1 Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph final part333D

Labeler - Alure Labs (926831603)

Registrant - Allure Labs (926831603)

Basis of Strength  Strength
SALICYLIC ACID 2mg inlg

Marketing Start
Date

12/10/2020

Marketing Start Date
12/10/2020

Establishment
Name Address ID/FEI Business Ope
Allure Labs 926831603 manufacture(62742-4195)

Revised: 12/2020

Strength

Marketing End
Date

Marketing End Date

rations

Allure Labs
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