MICRO EXFOLIATING CLEANSER- salicylic acid soap liquid
Dr. Loretta, LLC

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.

Micro-Exfoliating Cleanser
Acne treatment

For external use only

Keep out of reach of children.
Water,

Sodium Lauroyl

Methyl Isethionate
Sodium Chloride
Glycerin

Cocamide MIPA

Decyl Glucoside

Cocos Nucifera (Coconut) Oil
Cyamopsis Tetragonoloba (Guar) Gum
Aloe Barbadensis Leaf Juice
Salix Nigra (Willow) Bark Extract
Glyceryl Caprylate

CitricAcid

Sodium Hydroxide

Glyceryl Undecylenate

Salicylic Acid 2.0%

Acne Treatment

Topical



Protects against
the external factorsthat
contributetoaging:

() Pollution
39 Light

@ Climate
@ Irritants

Drug Facts

Active mgredfent Purpose
Sallcyllc Acid 2% .. ..Acne Treatment

Use forthe managemem of acne.

Warnings
For external use only.

When using this product skin irritation
and dryness is more likely to occur if you
use another topical acne medication atthe
same time. If irritation occurs, only use one
topical acne medication at a'time

When using this product avoid contact
with eyes. If contact occurs, flush
thoroughly with water.

Do notuse if allergic to aspirin.
Never apply tored, irrtated or peeling skin.

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

i pregnant or breastieeding, ask
a healtl Erofessional before use.

Directions Massage onto wet skin,
avoiding eyes. Leave on for 10 seconds
Rinse off thoroughly with 10 splashes of
lukewarm water. Use AM and PM. Can

be used on face and UOGI

Inactive ingredients Water (Aqua),
Sodium Lauroyl Methy| Isethionate,
Sodium Chloride, Glycerin, Cocamide
MIPA, Decyl Glucoside, Cocos Nucifera
Coconut] il, Cyamo msTetragono\oba
(Guar) Gum, cherylpCapr |ate, Citric
id, Sodium Hydroxide
Barbadensis Leaf Juice, Sallx Nigra
%Nll\ow}Eark Extract, Glyceryl
ndecylenate.

Dr

loretta

Micro-Exfoliating
Cleanser

Skin Unexposed®

This detoxifying cleanser gently
exfoliates dead skin cells to brighten
skin tone, treat acne and shrink
pore appearance. 2% salicylic acid
removes impurities and organic
coconut oil hydrates and nourishes
skin. For all skin types except
rosacea and post-procedure skin.

As a dermatologist, my passion is
helping women feel confident as
they age. That's why I've created
the first skincare line that protects
from the four external factors
responsible for more than 85% of
skinaging — pollution, light, climate
and irritants. My products combine
high concentrations of medical
grade actives, aromatherapy and
botanical ingredients to keep your
skin unexposed to these externa
factors, ensuring healthier, more
youthful skin.

Micro-Exfoliating
Cleanser

Directions

Massage onto wet skin, avoiding
eyes. Leave on for 10 seconds.

Rinse off thoroughly with 10splashes
of lukewarm water. Follow with a

Dr. Loretta serum. Use AM and PM.
Can be used onfaceand body.

Brightens skin and removes
dead cells

Distributed by Dr. Loretta, LLC Davie, 2% Salicylic Acid
Florida33314. Made in USA.

1877 768 4050 www.drloretta.com

6.7 floz/ 200 mL Dr.Loretta Ciraldo, MD, FAAD

MICRO EXFOLIATING CLEANSER
salicylic acid soap liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:71501-1901

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SALICYLIC ACID (UNI: 0414PZ4LPZ) (SALICYLIC ACID - UNI:0414PZ4LPZ) SALICYLIC ACID 0.02 mg in 1mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

SODIUM CHLORIDE (UNIL: 451W471Q8 X)

SODIUM LAURO YL METHYL ISETHIO NATE (UNIIL: 116 VCD3S6R)
GLYCERIN (UNII: PDC6A3C00X)




COCO MONOISOPROPANOLAMIDE (UNII: 21X4Y0OVTB1)
DECYL GLUCOSIDE (UNII: Z17H97EA6Y)

COCONUT OIL (UNI: Q9L0073W7L)

GUAR GUM (UNIL: E89116 37KE)

ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)

SALIX NIGRA BARK (UNI: QU52J3A5B3)

GLYCERYL CAPRYLATE/CAPRATE (UNI: G7515SW10N)
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8QP)
SODIUM HYDRO XIDE (UNII: 55X04QC32I)

GLYCERYL 1-UNDECYLENATE (UNI: B68LJT9544)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71501-1901-1 200 mL in 1 BOTTLE; Type 0: Nota Combination Product 01/01/2019

2 NDC:71501-1901-2 1.5 mL in 1 BOTTLE; Type 0: Nota Combination Product 01/01/2019

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333D 01/01/2019

Labeler - pr. Loretta, LLC (609417121)

Registrant - Dr. Loretta, LLC (609417121)

Revised: 1/2019 Dr. Loretta, LLC
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