DERMGENTLE SEBORRHEIC FACE CREAM- pyrithione zinc cream
Dermgentle LLC

Seborrheic Face Cream

Indications and usage

For the relief of the symptoms of seborrheic dermatitis such as skin flaking, redness,
irritation and itching.

Dosage and administration
Adults and children 12 years of age and older:
* cleanse the skin gently and pat dry

* apply a thin layer of Seborrheic Face Cream to affected areas of the face and other
seborrheic areas (such as eyebrows, sides of nose, and hairline)

* apply to affected areas one to four times daily or as directed by a doctor

Children under 12 years of age: ask a doctor.

Warnings

For external use only.

When using this product

» avoid contact with eyes. If product gets into eyes, rinse eyes thoroughly with water.
Ask a doctor before use if

» condition covers a large area of the body.

Do not use

* on skin that is broken or inflamed

« if you are allergic to ingredients in this product.

Stop use and ask a doctor if

* rash appears

* condition worsens or does not improve after regular use of this product as directed.

If pregnant or breast-feeding, ask a health professional before use.

Inactive ingredients

Aqua (water, eau), caprylic/capric triglyceride, glycerin, squalane, xylitol, cetyl alcohol,
cetearyl alcohol, sodium stearoyl lactylate, phenoxyethanol.



Purpose

Seborrheic dermatitis treatment.

Keep out of reach of children

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

Principal display panel and Drug Facts

Principal display panel and Drug Facts labeling for Dermgentle Seborrheic Face Cream
(Pyrithione zinc 0.1%).



Dermgentle

Seborrheic Face Cream

Medicated Seborrheic Dermatitis
Treatment Cream

Pyrithione Zinc 0.1%

Helps relieve flaking, scaling and itching
associated with seborrheic dermatitis

Net Wt. 2 0z (57 g)
NDC 87261-100-01




‘ Drug Facts

Active ingredient Purpose
Pyrithione zZinc 0.1% ......cccocoeevrvucnenee Seborrheic dermatitis treatment

Uses
= for the relief of the symptoms of seborrheic dermatitis such as skin
flaking, redness, irritation and itching

Warnings
For external use only

Directions

* adults and children 12 years of age and older:
— cleanse the skin gently and pat dry
—apply a thin layer of Seborrheic Face Cream to affected areas of
the face and other seborrheic areas (such as eyebrows, sides of
nose, and hairline)
—-ap Iytto affected areas one to four times daily or as directed by
a doctor

o children under 12 years of age: ask a doctor

When using this product 2 -
» avoid contact with eyes. If product gets into eyes, rinse eyes
thoroughly with water

Ask a doctor before use if

Other information
e store at 20°-25°C (68°-77°F)
* protect from excessive heat and direct sunlight

= condition covers a large area of the body
Do not use

Inactive ingredients
Aqua (water, eauglr caprylic/capric triglyceride, glycerin, squalane,
X

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children.

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

* on skin that is broken or inflamed itol, cetyl alcohol, cetearyl alcohol, sodium stearoyl lactylate,
= jf you are allergic to ingredients in this product phenoxyethanol.
Stop use and ask a doctor if Questions?
* rash appears ; x help@dermgentle.com
« condition warsens or does not improve after regular use of this
product as directed Distributed by:

Dermgentle LLC
600 Deer Rd, Ste 12
Cherry Hill, NJ 08034 USA

Lot: Exp:

DERMGENTLE SEBORRHEIC FACE CREAM

pyrithione zinc cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

PYRITHIONE ZINC (UNIl: R95302RHZ5) (PYRITHIONE ZINC - UNII:R95302RHZ5)

Inactive Ingredients

Ingredient Name
SQUALANE (UNIIl: GW89575KF9)
GLYCERIN (UNIl: PDC6A3CO0X)
SODIUM STEAROYL LACTYLATE (UNII: IN99IT31LN)
CETYL ALCOHOL (UNII: 936JST6JCN)
CETEARYL ALCOHOL (UNII: 2DMT128M1S)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
AQUA (UNII: 059QFOKOOR)
XYLITOL (UNIIl: VCQOO06KQ1E)
CAPRYLIC/CAPRIC TRIGLYCERIDE (UNIl: C9H2L21V7U)

Product Characteristics

Item Code (Source) NDC:87261-100

Basis of Strength Strength

PYRITHIONE ZINC 1mg inlg

Strength



Color white Score

Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:87261-100- 57 gin 1 JAR; Type 0: Not a Combination
1 01 Product 12/12/2025
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO032 12/12/2025
Labeler - permgentle LLC (103217504)
Establishment
Name Address ID/FEI Business Operations
PRIME ENTERPRISES, 101946028 manufacture(87261-100) , label(87261-100) , analysis(87261-100) ,
LLC pack(87261-100)
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