DERMAHARMONY SULFUR AND SALICYLIC ACID- salicylic acid, sulfur soap
D3 Development, 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.

Dermaharmony Sulfur and Salicylic Acid Soap
Drug Facts

Active ingredients

Salicylic acid 2%

Sulfur 5%

Purpose

Dandruff / sebhorreic dermatitis / psoriasis soap
Uses

OHelps prevent and control recurrence of itching, flaking and irritation associated with dandruff,
sebhorreic dermatitis, and psoriasis

Warnings
For external use only
Ask a doctor before use if you have a condition that covers a large area of the body.

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

Stop use and ask a doctor if condition worsens or does not improve after regular use as directed.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center (1-
800-222-1222) right away.

Directions

Use on affected areas in place of your regular soap.

For best results use at least twice a week or as directed by a doctor.
Work up a lather using warm water and massage into affected areas.
Rinse.

Other information

e Store at 59° to 77°F (15° to 25°C)

¢ Lotnumber and expiration date are printed on back panel
Inactive ingredients

Sodium palmate, sodium cocoate*, sodium palm kernelate*, water, glycerin, soyethyl morpholinium
ethosulfate (soy derived), sodium chloride, pentasodium pentetate

*May contain this ingredient
Questions?
1-800-827-3730
www.dermaharmony.com

Distributed by:



D3 Development, Inc., Portland, ME 04101
Made in the USA
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For Dandruff, Sebhorreic Dermatitis & Psoriasis
NET WT 4 OZ (113 G)

Drug Facts (continued)

Directions mUse on effected arees in place of your reqular soep. B For best results
use ot least twice & week or a5 directed by a doctor. ®Work up a lather using warm
water end massage inte affected areas. @ Rinse.

Other information m Store at 59° 10 77°F (15 10 25 *0)
W Lot nurmber/expiration data are primed on back panel.

Inactive ingredients scdium palmete, sedium cocoate”, sodium palm kemelate®,
waler, glyeering soyetlyl morphelinium ethosulfate (soy-derived), sodium chlaride,

pentesodium pentetate * May contein this ingredient
Questions?  1-B00-827-3730  www.dermahesmany.com
Dastributed by: 03 Dovelopment, Ing, Portland, ME 04107 Made in the U528

dermah armggﬂ

0% Sulfur & 2% Salicylic Acid

SOAP

For Dandruff, Seborrheic Dematitis & Psoriasis

Drug Facts

Active ingredients Purpose
Salicylic Acid 2%
P

sasssnss DEdruff / seborrhels dermmetitis [/ peorissls scep

Uges Helpa prevent and contrel recumance of itehing, Aeking and imitation esscciated
with diandruff, seborheic dermatitis, and psoriasis, -

Drug Facts (continued)

Warni
For external use only

Ask a dector before use if you have o condition that covers alarge area of the body,
When using this product avaid contact with eyes. If contact eoours, finse eyes
tharcughly with water.

Stop use and ask a doetor If condition worsens or does not improve after

regular use as directed.

Keep out of reach of children, If swellowed, get madicel helg or contect a Polson

Confrol Center {1-BF2E3-1222) right awary, -

DERMAHARMONY SULFUR AND SALICYLIC ACID

salicylic acid, sulfur soap



Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
SULFUR (UNI: 70FDIKFU70) (SULFUR - UNIL70 FDIKFU70)
SALICYLIC ACID (UNI: 0414PZ4LPZ) (SALICYLIC ACID - UNIEO414PZ4LPZ)

Inactive Ingredients
Ingredient Name
SODIUM CHL O RIDE (UNIL: 451W471Q8X)
WATER (UNIL 059 QFOKOOR)
SODIUM CO COATE (UNIL: RITQH25F41)
GLYCERIN (UNIL: PDC6A3C00X)
SODIUM PALM KERNELATE (UNIE: 6 H9 1L INXTW)
SODIUM PALMATE (UNIE: SOA6004K3Z)
SO YETHYL MO RPHO LINIUM ETHO SULFATE (UNIL: J8 C5W5HHI18)
PENTASODIUM PENTETATE (UNIE: 96 ITOZ5L7T)

Packaging
# Item Code Package Description

NDC:71819-004- 113 g in 1 CELLO PACK; Type 0: Not a Combination

1 04 Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph final part358H

Labeler - D3 Development, Inc. (043195877)

Revised: 7/2019

NDC:71819-004

Basis of Strength Strength

SULFUR 5g in100 g
SALICYLIC ACID 2g in100 g
Strength

Marketing Start
Date

07/02/2019

Marketing Start Date
07/02/2019

Marketing End Date

Marketing End Date

D3 Development, Inc.
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