ACNE SPOT TREATMENT 2% BHA- salicylic acid cream
Skinfix, 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.

SKINFIX - ACNE+ 2% BHA ACNE SPOT TREATMENT

Active Ingredient
SALICYLIC ACID 2%

Purpose
ACNE TREATMENT

USES

HELPS CLEAR ACNE BLEMISHES AND ALLOWS SKIN TO HEAL. HELPS KEEP SKIN CLEAR
OF NEW ACNE BLEMISHES. HELPS PREVENT NEW ACNE BLEMISHES FROM FORMING.

WARNINGS
FOR EXTERNAL USE ONLY.

WHEN USING THIS PRODUCT

e SKIN IRRITATION AND DRYNESS IS MORE LIKELY TO OCCUR IF YOU USE ANOTHER
TOPICAL ACNE MEDICATION AT THE SAME TIME. IF IRRITATION OCCURS, ONLY USE
ONE TOPICAL ACNE MEDICATION AT A TIME.

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

Directions
APPLY DIRECTLY ONYO BLEMISH OR AFFECTED AREA AFTER CLEANSING 1-2X DAILY.

ALLERGY ALERT DO NOT USE THIS PRODUCT IF YOU HAVE A KNOWN ALLERGY TO
SALICYLIC ACID.

Inactive Ingredients

WATER (EAU), KAOLIN, CAPRYLIC/CAPRIC TRIGLYCERIDE, AZELAIC ACID,
PROPANEDIOL, STEARYL ALCOHOL, POLYGLYCERYL-2 STEARATE, NIACINAMIDE,
GLYCYRRHIZA GLABRA (LICORICE) ROOT EXTRACT, CAMELLIA SINENSIS LEAF
EXTRACT, GLYCERIN, BENTONITE, TOCOPHEROL, POLYDEXTROSE, DEXTRIN,
AMYLOPECTIN, GLYCERYL STEARATE, ZINC PCA, STEARYL GLYCYRRHETINATE,



ETHYLHEXYLGLYCERIN, XANTHAN GUM, CITRIC ACID, POTASSIUM CETYL PHOSPHATE,
PHENOXYETHANOL, SODIUM HYDROXIDE, POTASSIUM SORBATE, SODIUM BENZOATE

QUESTIONS?
1.866.927.2783

this medicated acne treatment cream targets acne by
helping treat acne pimples. drying acne pimples,
reducing the number and severity of acne pimples, and
allowing skin to heal. penetrates pores to reduce acne
pimples and prevent new acne pimples from forming.
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this medicated acne treatment cream targets acne by
helping treat acne pimples, drying acne pimples,
reducing the number and severity of acne pimples, and
allowing skin to heal. penetrates pores to reduce acne
pimples and prevent new acne pimples from forming.
ﬁ;e;mmand cli;umoldz -,m:;n and clder. :Iaul;;e skin

i applying produch. for new users: appl
product o a small area once adulforﬁwueday: 1o test if you
are sensifive o this product. If no discomfort occurs, cover |

enfire affected area with a thin layer. start with one applicafion
daily, then f; if
neaded. if

ally increase to two or three times daily,

: or paeling occurs, reducs application o

once a day or every of ay.

wlunnmgci for uxn::-dr_i:imb " : e

allergy olert get i right awy if you develop hives, sweling

of eyes and mouth, blistering, or difficulty breathing.

ask a doctar or phumml:i$.'- befare use ifyuu herve severs acne.

when ueing this product skin iritafion.ond dryness are more likely io

oecur when using ancther fopical ocne produdt at the same fime. f

irritation occurs, use only one product ot o fime.

when uing this product avoid contoct with eyes. if contoct occurs, rinse
ly with woter. #op use and ask a doctor iF improvement i not

epparent within -8 weeks. slop use and ask o docler if yeu develap

severe irrifation, b.lm'ln(idor itching of the skin.

keep out of recch of children, If swellowed, call a poison conirol centre

or gei medical help right away.

mocde demplol - pour adulfes et enfants de 12 ans et plus. nefioyer

saigneusement ko peau avant d'appliquer le it, pour los nouvedux

uliliserteurs - appliquer le produit sur une petite une fois por jour

pendant trois jours pour vérifier si vous éles sensible au produit. s

oucune sensation d'inconfort ne survient, couyrir foute la zone affeciée

d'une fine couche. commencer par une application par jour, puis

augmenier progressivement & ou frois fois par jour, au besoin. en

e de sécheresse ou de desquamalion, ridulre Fapplication & une fols.

por jour ou tous les deux jours.

averfissement - pour usoge exdems seujement.

alerte oux allergies : consuller sans larder un médecin en cas
d'urficoire, de gonflement da la bouche, de dlogues ou de difficubé &
ﬁw ne pas utiliser le produit en cos d'dllergie connue 4 tacide

demander l'avis d'on médecin ou phamclcs'-n avant Futilisation en cos
d'ocné grave. |e risque d'iritotion et de sicheresse de lo peau ik é
Fustge du produit est plus sleve korsquion ufikse simultanément un outre
pmﬁilh ique anfi-ocné, en cas d'imitation, n'uiiliser qu'un seul produit
d la Fois. gﬁum contact avec bes yeux lors de |'ulillsalion du produit.
en cas de confact, bien rincer & feau, cesser [utilisation et consulier un
médecin ¢l n'y & pas eu d'amélicrafion visible oprés & & 8 semaines.
casser d'uflbser be prodult of consuller un médecin en cos d'imialion
grave, de sensafion de brikre ou de démangeaison de la peou.
gorder hors de |o portée des anfonhs, en cos dingestion, appaler
immécdiatement un centre antipoison ou un médecin.

il est recommandé oux utilisateurs de couyrir les zones enduites d’AHA
avec un écran solaire avant de s'exposer ou soleil. le conloct du produit
avec la peau doit éine de durée ou de frégquence limikés.

targets
acne

far the treatment/managament
of acha
drias and helps clear vp acna
pimples
reduces the number and
savarity of acna pimples
panetrates pores fo control
acne pimples
allaws skin 1o heal

helps prevent acne

free from many known
triggers of makssseria,
benzoyl percxide, teq free
ol, fragrance, 5,
Pomeldehy, ok
form| , tes,
siliconas, propy&& glycal,
PEGs, ghuten, essential oils
more

sans de nombreux
déclencheurs connus de I
folliculite & malassezia,
huile d'arbre & ﬂ;&parfum,
la, parabine,
e, formaldéhyde,
mﬁ:& ﬁl‘m"ﬁs@

, FEG,
gluten, hl:ﬁ essantielle of pl
produit testé et
recommandé par des
dermatologues
impartioux

VEGETALIEN + SANS CRUAUTE

planet love packa
oar planet i+ preciout and our
respect for it influerrces every
decision we e, His carion s
e From 1005 recyded papee

using vegerable besod inks. it i
abe reepdable aa viodegrasoble.

v

eraslivio
andiigan

NPN 80105202

skinfix.

CICﬂe_|T

2% BHA ACNE
SPOT TREATMENT
TRAITEMENT PONCTUEL A 2% BHA
helps clear acne

acne treafment cream

tested & recommended
by unbiased derms

2%
salicylic acid

[BHA]®

VEGAN + CRUELTY FREE
15me0s5Hoz

Medicinal Ingredient/
Ingrédient Médicinale :
Salicylic Acid 2%
Non-Medicinal
Ingredients/Ingrédients
MNon Médicinaux : Water
|Aqua), Azelaic Acid,
Caprylic/Copric
Triglyceride, Kaolin,
Propanediol, Stearyl
Alcohol, C14-22
Alcohols, Niocinamide,
Bentonite, Comellia
Sinansis (Graen Tea)
Leaf Extract Glycyrthiza
Glabra (Licorice] Root
Exiract, Zinc PCA,

Potassium Cetyl
Phosphate,
Phenaxysthanol, C12:20
Alkyl Glucoside, Citric
Acid, Sodium
Hydroxide, Potassium
Sorbate, Ethylhexylglye-
erin, Stearyl

G linate,

n, Dexirin,
Polydexirose, Glucose,
Sodium Benzoate,
Xanthan Gum, Glycerin
[only 0.005% Ghycerin)

*2Hydraxybenzoic ocid

DIST: SKINFL, NC.
PO BOX 2045, FALL RIVER, NS,
CAMADA B2T 1Ké

1,846 927.2783 SKINFX.COM
MADE IN CAMADA WITH
GLOBALLY SOURCED
INGREDIENTS

FABRIGUE ALl CANADA AVEC
DES INGREDIENTS PROVENANT
DU MONDE ENTIER

ACNE SPOT TREATMENT 2% BHA

salicylic acid cream

Product Information

HUMAN OTC DRUG NDC:61328-404

Product Type Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SALICYLIC ACID (UNIl: 0414PZ4LPZ) (SALICYLIC ACID - UNIl:0414PZ4LPZ)  SALICYLIC ACID 2 g in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFO0KOOR)

MEDIUM-CHAIN TRIGLYCERIDES (UNIIl: COH2L21V7U)
AZELAIC ACID (UNIIl: F2VW3D43YT)

PROPANEDIOL (UNII: 5965N8W85T)

STEARYL ALCOHOL (UNII: 2KR89I4H1Y)

KAOLIN (UNII: 24H4NWX5CO)




NIACINAMIDE (UNII: 25X5118RD4)

GLYCYRRHIZA GLABRA (UNII: 2788Z9758H)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO)
GLYCERIN (UNII: PDC6A3CO00X)

BENTONITE (UNIl: ASN5ZCN45C)

C14-22 ALCOHOLS (UNIl: B1K89384R))
POLYDEXTROSE (UNII: VH2XOU12IE)
ICODEXTRIN (UNII: 2NX48Z 0A9G)
AMYLOPECTIN, UNSPECIFIED SOURCE (UNII: 4XO4QFV777)
COCO GLUCOSIDE (UNII: ICS790225B)

ZINC PIDOLATE (UNII: C32PQ86DH4)

STEARYL GLYCYRRHETINATE (UNII: 3YYE6VJSOP)
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)
XANTHAN GUM (UNII: TTV12P4NEE)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
POTASSIUM CETYL PHOSPHATE (UNIl: 03KCY6P7UT)
PHENOXYETHANOL (UNIl: HIE492ZZ 3T)
SODIUM HYDROXIDE (UNII: 55X04QC32l)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
SODIUM BENZOATE (UNII: OJ245FE5EU)
COCONUT ALCOHOL (UNII: 13F4AMW8BY9K)
ANHYDROUS DEXTROSE (UNII: 5SLOG7R00OK)
C12-20 ALKYL GLUCOSIDE (UNII: K67N5Z 1RUA)

Packaging
# Item Code Package Description Marketing| Start Marketing| End
Date Date
1 NDC:61328-404- 15 mL in 1 TUBE; Type 0: Not a Combination 03/16/2021
05 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part333D 03/16/2021
Labeler - skinfix, Inc. (203158183)
Registrant - scinfix, Inc. (203158183)
Establishment
Name Address ID/FEI Business Operations
SIGAN INDUSTRIES INC 255106239 manufacture(61328-404)

Revised: 12/2022 Skinfix, Inc.
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