ACNE DEFENSE SPOT TREATMENT MERLE NORMAN:- salicylic acid gel
Merle Norman Cosmetics, Inc

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.

Acne Defense Spot Treatment

Active Ingredient: Purpose

Salicylic Acid 2.0% Acne Treatment
For the treatment of Acne

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

Using other topical acne medication at the same tim or immediately following the 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

e For external use only
Cleanse skin thoroughly before applying. Cover the entire affected area with a thing layer 1 to 3 times

daily or as directed by a doctor. If bothersome dryness or peeling occurs, reduce applicationto once a
day or every other day.

SD Alcohol 40-B, Aqua/Water/Eau, Hamamelis Virginiana (Witch Hazel) Bark/Leaf/Twig Extract,
Polyacrylate Crosspolymer 6, Laminaria Saccarina Extract, Thermus Thermophillus Ferment, Opuntia
Ficus-Indica Stem Extract, Sea Whip Extract, Bisabolol, Glycerin, Pentylene Glycol, Butylene Glycol,
Propylene Glycol, Aminomethyl Propanol, 4-t-Butylcyclohexanol, Hydroxyethylcellulose,
Hydroxymethoxyphenyl Decanone, Benzalkonium Chloride

ACNE DEFENSE

SPOT TREATMENT
ACNE TREATMENT GEL
merle norman

14g e

NET WT. .50 OZ.



Invisible formula U%|gﬂ9ﬂ to
NEH] Clear up acne Memishes.
Dermatologist tested.
Directions Ceanss skin hly bedore hﬂﬁg3
Cower the enire afected ama wi aﬂ'h?agﬂaplfb
tmes daly or &5 dreced by a dochor I bofesome
or pesiing ooours, reduce applcston © once 3
day or every oiher day. Wamings For extemal use
only. king ofer topeal aone medcation & e same
tme or immedalely e uze of fis product may
increase drymess or imiation of the San. § fis ocours, ony
ane: medication should be used uniess discted by a
tocioe Keep out of reach of children, [ zwalowed gt
medcal feppor contacta Poson Control Center ipht away
Mode o'emplor Nefinger b peas soigneussment aant
o, Counner Fandoit afiecE dune couche mince 1
4.3 o par jour Aecusss [applcaton & une fos pr pray
s k= dewn jours i woire peau se dessedhe oo ek
Avertissement A usage externe uniquement.
|'vtiEsfon d'un auke médcament & usane exteme ponr
{'3cné en méme femps ou iout de s fﬁi}tﬂ
EEMMEﬂEhDﬂJE&Eﬁﬁ e,
Dare ce cas, el un médicament devrat i utisd soul
vz dun doctur, Tenir hors de podée des enfanis, fn e
f ngeston consulier un médeon ou oonlacter de 3 0
e COnfreposmn.
HActive (medicinal) Ingredient (i) Saboyic Aad 2 0%

&

MANUFACTURED BY, MERLE NCRMAN
COSMETICS, LOS ANGELES, CA G00045,
MADE INULS. OF LS. AND IMBCRTED PARTS.
IMPORTED BY, MERLE NORMAN COSMETICS,
TORONTO, ONTARIC MIX1ET
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:57627-201

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SALICYLIC ACID (UNIL: 0414PZ4LPZ) (SALICYLIC ACID - UNI:0414PZ4L.PZ) SALICYLIC ACID 2g in100 g
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNII: 3K9958V90M)

WATER (UNIL: 059QF0KOOR)

HAMAMELIS VIRGINIANA TOP (UNIl: UDA30A2JJY)

SACCHARINA LATISSIMA (UNIL: 68 CMP2MB55)

THERMUS THERMO PHILUS LYSATE (UNII: 775R692494)

OPUNTIA FICUS-INDICA STEM (UNII: MUD8892KHL)

PSEUDOPTERO GORGIA ELISABETHAE (UNIl: UDY3H10UXS5)
LEVOMENOL (UNII: 24WE03BX2T)

GLYCERIN (UNII: PDC6A3C00X)

PENTYLENE GLYCOL (UNIL: 50C1307PZG)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
4-TERT-BUTYLCYCLOHEXANOL (UNII: KOH1405S9C)
HYDROXYETHYL CELLULOSE (100 MPA.S AT 2 %) (UNIL: R33S7TK2EP)
1-(4-HYDRO XY-3-METHO XYPHENYL)-DECAN-3-ONE (UNII: BO24ID7E9U)
BENZALKO NIUM CHLORIDE (UNII: FSUM2KM3W?7)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:57627-201-02 1in 1 CARTON 07/14/2017

1 NDC:57627-201-01 14 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part358H 07/14/2017

Labeler - Merle Norman Cosmetics, Inc (008479388)

Registrant - Merle Norman Cosmetics, Inc (008479388)
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