DERMAER PSORIASIS THERAPEUTIC - salicylic acid ointment
Chen Cohen Industries 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.

Drug Facts

Active Ingredient
Salicylic Acid....2%

Purpose

Psoriasis treatment

Uses

Relieves and helps prevent scaly plaques
e itching

e irritation

e redness and flaking due to psoriasis

Warnings

For external use only

When using this product

avoid contact with eyes. If contact occurs, rinse eyes thoroughly with lukewarm water.

Keep out of reach of children

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

Directions

Apply to the affected area one to three times a day or as directed by a doctor.
e Apply on clean and dry skin in circular motion.
e To avoid running or dripping, lightly squeeze the tube.

Other information
Store between 63°/80°F (17-30C)

Protect from humidity.



Inactive Ingredients

water, mineral oil, cera alba, grape seed oil, jojoba oil, sweet almond oil, cetyl alcohol,
glyceryl stearate, decyl oleate, coconut oil, wheat germ oil, steareth 2, steareth 21, shea
butter, phenoxyethanol, triethylene glycol, Xanthan gum, vitamin E, B.H.T, farnesol
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DermaER

Psoriasis Therapeutic ointment

Relieves and prevents skin irritation, itching, redness and flaking.
Infused vitamin E

Does not contain Steroids, Cortisone, Fragrances and Colorings
1.69 fl.oz (50 ml)

www.dermaer.com
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DermaER

Psoriasis Therapeutic ointment

1

Relieves and prevents

Irritation
ltching
Redness
Scaling

FDA REGISTERED

Does not contain Steroids, Cortisone, Fragrances and Colorings
2 fl.oz (59 ml)

www.DermaER.com
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DermaER

Psoriasis Therapeutic ointment

1

Relieves and prevents

e |[rritation
e Itching
e Redness



e Scaling

FDA REGISTERED

Does not contain Steroids, Cortisone, Fragrances and Colorings
2.75 fl.oz (81 ml)

www.DermaER.com
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DermaER

Psoriasis Therapeutic ointment

1

Relieves and prevents

Irritation
ltching
Redness
Scaling

FDA REGISTERED
Does not contain Steroids, Cortisone, Fragrances and Colorings
3.5fl.oz (103 ml)

www.DermaER.com



DermaER

Therapeutic ointment

DermaER Psoriasis

T402

DermaER

Therapeutic ointment

La erema para la psoriasis
DermaER esté
excepcionalmente

creada para aliviar

¥ prevenir los siguientes
sintomas:

Irritacicon

+ Pleazén
Enrojecimiento

+ Descamacion de la plel

Hecha de una mezcla
unica de ingredientes
terapéuticos, antioxidantes
¥ Vitamina E.

Relieves

Irritation
ltching
Redness
Scaling

Permite hidratar y

suavizar la piel,

dejandola nutrida y relajada,
sin residuos desagradables.

DermaER es aconsejable

e ideal para personas

gue experimenten psoriasis
ligeras o medias.

NDC 70794-207-17

El tratarmiento brinda

Cream [s uniquely
formulated to relieve
the following: Drug Facts

= Irritation
= lching

* Redness
Warnings
Far external use only

= Scaling
Made from a unique blend
of therapeutic ingredients,

and infused with the
antioxidant Vitamin E.

Allows for hydration

and softening of the
gkin leaving it nourished
and calm.

DermakER is advisable
and suitable for people
experiencing a light,
to medium psoriasis
condition.

Treatment provides a safe
and effective process to

un proceso seguro y
efectivo para aliviar y
reducir los sintomas en las

Does not contain
Sleroids, Cortisone,
Fragrances and Colorings.

relieve, and reduce
symptoms of areas

affected by psoriasis.
areas afectadas por la
pPsoriasis.

2.75 fl.oz (B1ml)

www.DermaER.com

DERMAER PSORIASIS THERAPEUTIC

salicylic acid ointment

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70794-207

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
SALICYLIC ACID (UNIl: 0414PZ4LPZ) (SALICYLIC ACID - UNII:0414PZ 4LPZ)

Basis of Strength Strength

SALICYLIC ACID 20mg inlg

Inactive Ingredients




Ingredient Name
WATER (UNIl: 059QF0KOOR)
MINERAL OIL (UNII: T5L8T28FGP)
WHITE WAX (UNIl: 7G1J5DA97F)
GRAPE SEED OIL (UNIl: 930MLC8XGG)
JOJOBA OIL (UNIl: 724GKU717M)
ALMOND OIL (UNII: 66YXD4DKO9)
CETYL ALCOHOL (UNII: 936)ST6JCN)
GLYCERYL MONOSTEARATE (UNIl: 2300U9XXE4)
DECYL OLEATE (UNIl: ZGRO6DO97T)
COCONUT OIL (UNII: Q9LOO73W7L)
WHEAT GERM OIL (UNIl: 14C97E680P)
STEARETH-2 (UNII: V56DFE46)5)
STEARETH-21 (UNII: 53)3F32P58)
SHEA BUTTER (UNIl: K49155WL9Y)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
TRIETHYLENE GLYCOL (UNII: 3P55U53360)
XANTHAN GUM (UNII: TTV12P4NEE)
.ALPHA.-TOCOPHEROL (UNII: H4N855PNZ1)
BUTYLATED HYDROXYTOLUENE (UNII: 1P9D0Z 171K)
FARNESOL (UNIl: EB41QIU6JL)

Packaging

# Item Code Package Description

1 NDC:70794-207- 50 g in 1 TUBE; Type 0: Not a Combination
14 Product

2 NDC:70794-207- 59 g in 1 TUBE; Type 0: Not a Combination
16 Product

3 NDC:70794-207- 81 g in 1 TUBE; Type 0: Not a Combination
17 Product

a NDC:70794-207- 103 g in 1 TUBE; Type 0: Not a Combination

18 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part358B
Labeler - chen Cohen Industries Inc. (080534875)
Registrant - chen cohen Industries Inc. (080534875)

Establishment

Name Address ID/FEI
Peer Pharm Ltd. 514678390

Strength

Marketing Start Marketing End
Date Date

06/29/2016
02/22/2017
02/22/2017

02/22/2017

Marketing Start Marketing End
Date Date
06/29/2016

Business Operations
manufacture(70794-207)
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