DERMELEVE- aluminum acetate cream
Advanced Derm Solutions LLC

Active Ingredient

Aluminum acetate (0.2%)

Purpose

Astringent

Uses

* Insects Bites

e Minor Burn

* Athlete's foot

* Poison vy

* Poison oak

* Poison sumac

* Rashes cause by soaps, detergents, cosmetic or jewelry

Warnings

H For external use only.

B Avoidcontact with eyes.

B Do not applyto open wounds.

W STOP USEand ask a doctor if condition worsens
or symptoms persist for more than seven days.

W Keep out of reach of children.

Directions

Adults and children two years of age and older,
apply to affected area as needed or as directed by a doctor. Consult a doctor for
children under the age of two.

Inactive ingredients

Butyrospermum Parkii (Shea) Butter, Caprylic/Capric Triglyceride, Caprylyl
Glycol, Ceramide NG, Cetearyl Alcohol, Cetyl Alcohol, Citric Acid

Dimethicone, Disodium EDTA, Glycerin, Glyceryl Stearate, Isopropyl
Myristate, Magnesium Aluminum Silicate, Phenoxyethanol, Polyacrylate

Crosspolymer-6, Polysorbate 60, Sodium Hyaluronate, Strontium
Nitrate, Tetrahexyldecyl Ascorbate, Titanium Dioxide, Tocopheryl Acetate



W ater, Xanthan Gum

Questions ? Visit www.dermeleve.com

Manufactured for Advanced Derm Solutions LLC
Ocala, FL 34482 | dermeleve.com
U.S. Patents: 5,716,625; 5,804,203; 6,139,850; 7,404,967

Product label



Live Without Itch!

Dermeleve

ADVANCED FORMULA

Steroid Free
Itch Relief Cream

With Srx-38°
Formulation

Made in USA Net Wt. 2g (0.07 0z)




BOX BACK.

DERMELEVE.

Drug Facts

Active Ingredient Purpose
Aluminum acetate {0.2%). ... Astingent
Uses

= Relieves minor skin irftations due to poison vy
= Poison oak = Poison sumac = Insect bites
= Allergic itches = Minor burn

Warnings

For external use only.

Avoid contact wilh ayeas,

Do not apply 1o open wounds.

STOP USE and ask a doctor if condiion worsens
or symploms persict for more than seven days.

» Keep out of reach of chidren

Directions

= Aduits and children two years of age and older,
apply to affected area as neaded or as drected by
a doctor. Consult a doctor for children under
the age of two.

Inactive Ingredients

‘Water, Strontivm Mitrate, sopropy] Myristate,
Butyrosparmum Farkii (shag] Buttes, Caprylic/Capric
Trighyceride, Geteand Alcohol, Emulsifying VWax NE,
Glycerin, Phancxyethanol, Magnesium Aluminum
Silicate, Ghyoerd Stearate, Dimethicaone, Polyacrylate
Crosspalymer-6, Xanthan Gum, Capryyl Ghyeol
Sodium Hyaluranate, Disodium EDTA, Ceramide NG,
Tocopherol (Vitamin B}, Tetrahesgidecyl Ascorbate

Questions? Visit www.dermeleve.com

Manutacturad for Advanced Derm Solutions LLC
Ocaiz, FL 34452 | dermeleve.com
L5, Patenis: 5,716,625, 5,804 203, 6,133,850; 7404958 7

NDC# X0

With Srx-38™




BOX RIGHT

DERMELEVE,

SOOTHING CREAM

For all skin types

Dermeleve® may be used
topically for the temporany
reliaf of minor skin irritations,

® o
L
L

Store below T5°F / 24°C

Srx-38™is a trademark of
Advanced Derm Solutions LLC




Dermeleve

Warnings

= For axtarnal use only.

® Avobdcontact with ayes

® Do not apply to open wounds.

= STOP USE and ask a doctor if condition worsens
of symptoms persist for mone than seven days

Directions

s Adults and children two years of age and older,
apply 1o affected area as neadad or as directed by
a doctor, Consult a doctor for children undar
the age of two,

§
2
ié.
2
g
:
NDC 81507 -xxxxx

To Order, visit
www.dermeleve.com
or call (877) 684-2299

Advanced Derm Solutions
Oldsmar, FL
Tel: +1(877) 684-2299

www.dermeleve.com

NOT FOR INDIVIDUAL
RETAIL SALE. To Be Sold
in sets.




DERMELEVE.

ADVANCED FORMULA

Relieves dry, itchy
and irritated skin

Helps retain moisture in the skin
Aids skin barrier function

STEROID FREE

Contains

+ Aluminum Acetate (0.2%)
« Strontium Mineral Salts

« Ceramides

+ Hyaluronic Acid

« Shea Butter

« Vitamins C+E

. SrX-38™

SOOTHING CREAM

Made in USA 60g

TUBE FRONT.




TUBE BACK.

DERMELEVE.

Drug Facts

Active Ingredient Purpose
Aluminum acstate [0.2%). ..., Asfringant
Uses

| relieves minor skin irritations due to poison ivy
m Poizon oak m Poison sumac = Insect bites
m Athlete’s foot m Allergic itches m Minor burm

Warnings

m For external use only.

m Avoid contact with eyes,.

m Do not apply to open wounds.

m STOP USE and ask a doctor if condition worsens
or symptoms persist for more than seven days.

m Keep out of reach of children.

Directions

m Adults and children two vears of age and older,
apply to affected area as nesded or as directed by
a doctor. Cansult a doctor for children under
the age of two.

Inactive Ingredients

Water, Strontium Mitrate, lsopropyl Myristate,
Butyrospermium Parkii (shea) Butter, Capny/lic/Capric,
Trighycaride, Cetaary Alcohal, Emulsifying Wae MF
Glycerin, Phenoxyethanol, Magnesium Aluminum
Sllicate, Ghycaryl Stearate, Dimethicone, Folyacrylate
Crosspolymer-8, Xanthan Gum, Gaprylyl Ghyaol,
Sodium Hyaluronate, Disodium EDTA, Ceramide NG,
Tocopherol (Vitamin E), Tetrahexyldecy! Ascorbate

Questions? Visit www.dermeleve.com

Manufactured for Advanced Derm Solutions
Ccals, FL 34472 | dermeleve.com
LS, Patents: 5,716,625; 5,804, 203; 8,139,850; 7404 967

NDC# XXXXXXXX

With SrxX-38™




DERMELEVE,

ADVANCED FORMULA

Relieves dry, itchy
and irritated skin

Helps retain moisture in the skin
Aids skin barrier function

STEROID FREE
With SrX-38"

« Aluminum Acetate [0.2%)

. « Strontium Mineral Salts
*e " S Ceramides
@ @ @ -Hyaluronic Acid

L - Shea Butter

« Vitamins C+E

SOOTHING CREAM

Made in USA 60g

BOX FRONT




DERMELEVE.

Facts
Active Ingredient Purpose

Abrinim acatate 0% < BETFIMGENT

Uses

mInsect Bites  w Minor burn m Athkeda’s Foot
mPaisen vy Poson Oa m Poison Sumas

® Rashes causad by soaps, detargents, cosmetics,
of jewelry

Warnings

m For external use only.

B Avoid Conmact with ayes

8 Do nat apply to opsn wounds

m STOP USE and ask & prysician if condition worsans
O SPTIRLOITES | 1 for mond than Seein cing,

B Heap out of reach of children,

Directions

B Adults and children two years of age and oldsr,
apply 1o afecled aea as reeded or as direcled by
a physician, Consult a physician Tor children under
the ags of two.

Inactive Ingredients

Water, Strontium hitrate, |sopropy Mywistale,
Butyroespermum Parkii (shea) Buther, Capndic'Capric
Trighycanda, Ceteand Alcohol, Emulsifeing YWex NF,
Ghyoarin, Phenosgathancl, s e ume Siuminur
Gilicate, Giyoeny Staarain, Dimathicons, Polvacniata
Croeapolymear-G, ¥anthan Gum, Capnsd Ghool,
Sodium Hyaluronala, Discdium EDTA, Ceramids MG
Tocophenod {itamin E), Tetrahexyldecy Ascorbate

#OON

Cuastions? Vielt www.dermaleve.com

Marifachired for Advanced Dedm Sokitions LLC
Ocla, AL S4SA7 | derrmeleva com
LLS. Pateres: 8 716 F25; 5,804 207; 8,153 4 (e T

With SrX-38™

TUBE BACEK.



BOX LEFT.

Dermeleve®

Dermeleve® is formulated for
dry and itchy skin using the
latest advancements in
dermatological science.
DERMELEVE® ADVANCED
FORMULA Soothing Cream is a
proprietary forrmula that
delivers effective relief and
moisturizes the skin.

Srx-38™

SrX-3B™ | a proprietary
formulation containing active
drug and soothing cosmetic
ingredients, including
Aluminum Acetate, Strontium
Mineral Salts, Hyaluronic Acid,
Shea Butter, Ceramides, and
Yitamins C+E that have been
clinically proven to reduce
irritation and itch while
enhancing the natural skin
barrier to lock in moisture and
block external irritation.

Daily use of Dermeleve®
ADVAMCED FORMULA
Soothing Cream can help
reduce the irritation from
extremely dry and itchy or
eczema prone skin. Visible
improvermneneat in the skin's
condition may be observed
with regular use.

e

Advanced Derm Solutions LLC

Made in USA 60g



DERMELEVE,

SOOTHING CREAM

For all skin types

Dermeleve® may be used
topically for the temporary
relief of minor skin irritations.

® o
oo o
® o

Store below 75°F [ 24°C

Sr¥-38™ s a trademark of
Advanced Derm Solutions LLC

BOX RIGHT.



DERMELEVE.

Drug Facts
Active Iingrediant Purpose

Usas

B ks B B Mo Biur W AT

B Posn by B Poson Uak B Po T

& Bashes caused by soaps. detergents, cosmetio

Wamings

m For external use only,

W Avoed ThECE wAlh Ees

® Do not apply bo open wounds

B STOP USE and ask a phwsacsn § condiion wonsa
| BOME Oreist for Mo than Sowoen days

B Kaan i each of chwicknar

Directions

B Ackis ancl Irer b s e @ cicer
ipnly 10 aMecied area as T [
i ] g in
L 1¢

Inactive Ingredients

Waler, Strontiur litraste, ISopropsd Mynstate

[ P § Al

icata, Giy cone, Pob

! 3 ¥

T A, Caramide M
T - ¥ \r, -

Cuestions? Visit www.demrmelevo.com

Manufactured for Sdvanced Derm Solutions LLC
L L 34402 | chormading.coim
i - B i

With Srx-38™

#20M



BOX BACK.

DERMELEVE,

Drug Facts

Active Ingredient Purpose
Aluminum acetate [0.2%)..............ceven.. ASTINIGENT
Uses

minsect Bites w Minor Bum  m Athlete's Foot

m Foison vy m Poison Oak  w Poison Sumas

m Rashes causad by soaps, detergents, cosmelics ar
jewelry

Warnings

» For external use only.

= Avoid coniact with eyes.

= Do not apply to open wounds,

B STOP USE and ask a doctor if condition worsans
or symptoms persist for mora than seven days.

» Keap out of reach of childran,

Directions

» Adults and children two years of age and older,
apply to afiected area as needed or as direcied by
a doctor. Consult a dector for children under
the age of two.

Inactive Ingredients

Water, Strontium Nitrate, Isopropyl Myristats,
Butyrospermurm Parkii (shea) Butter, Caprylic/Capnc
Trighyceride, Cetearyl Alcohol, Emulsifying Wax NF,
Glycerin, Phenoxyethanol, Magnesium Aluminum
Slicate, Giyvceryl Stearate, Dimethicone, Polyacrylate
Crosspolymer-6, Xanthan Gum, Caprylyl Glyod,
Sodium Hyaluronate, Disodium EDTA, Caramide ING,
Tocopharal (Vitamin E), Tetrahexyldecyl Ascorbate

Questions? Visit www.dermeleve.com

Manufactured for Advanced Derm Solutions LLC
Cicala, FL 34472 | dermeleve.com
.S, Patents: 5,716,625, 5,004,208, 6139 B30; 7404957

NDC#

With Srx-38™




DERMELEVE.

ADVANCED FORMULA

Relieves dry, itchy
and irritated skin

Helps retain moisture in the skin
Aids skin barrier function

STEROID FREE

With Srx-38~

« Aluminum Acetate (0.2%)
« Strontium Mineral Salts
. - L » Ceramides
e o » + Hyaluronic Acid
[ ] + Shea Butter
~ Vitamins C+E

SOOTHING CREAM

Made in USA 30g

BOX FRONT



DERMELEVE.

ADVANCED FORMULA

Relieves dry, itchy
and irritated skin

Helps retain moisture in the skin
Alds skin barrier function

STEROID FREE

Contains

« Aluminum Acetate (0.2%)
« Strontium Mineral Salts

« Ceramides

- Hyaluronic Acid

« Shea Butter

« Vitamins C+E

. SrxX-38™

SOOTHING CREAM

Made in USA 80g




BOX LEFT

Dermeleve®

DermeleveR s formulated for
dry and itchy skin using tha
latest advancements in
dermatolegical science.
DERMELEVEHR ACWVANCED
FORMLULA Soathing Cream s &
proprietary formula that
delivers effective relief and
moisturizes the shin

Srx-zgm™

Srx-38™ is a proprietary
formulation containing active
drug and soocthing cosmetic
ingredients, including
Alurminum Acetate, Strontium
Mineral Salts. Hyaluronic Acid,
Shea Butter, Ceramides, and
Witamins C+E that have been
clinically proven 1o reduce
irritation and itch while
enhancing the natural skin
bBarrier to lock in moisture and
block external irritation.

Daily use of Dermeleve®
ADWVANCED FORMULA
Soothing Cream can help
reduce tha irrtaiton from
extremely dry and itchy or
eczema prone skin, Visible
improvement in the skin's
condition may be observed
with regular uss,

ced Derm Salutions LLC

Made in USA  30g



DERMELEVE.,

ADVANCED FORMULA

Relieves dry, itchy
and irritated skin

Helps retain moisture in the skin
Aiids skin barrier function

STEROID FREE

Contains

» Aluminum Acetate

» Strontium Mineral Salts
» Ceramides

» Hyaluronic Acid

« Shea Butter

» Vitamins C+E

»
L] -

***  With Srx-38™

SOOTHING CREAM

Made in USA 30g

TUBE FRONT



Dermeleve
Anti=ltch
Cream

Dasmialovn® foti=fob Craam s
axperly tarmudated Tor dry, ilchy,
nd acrema=prona skin using the
Istast aclvanesaiants in
dermaiclogicel science lis
proprastary Blard, including
Alurinum Acetata, Strortium
Minaral Sehs, Fyaluronic Acid,
Shisa Buttar, Caranmidas, and
Whaming T+E, provides fast,
aftectun reliof whils strangthonieg
b skin barder and kacking in
s ture for lastrg coméort.

Made in USA
MNet Wi 260z (5Tg)

Dermeleve

Dermeleve
Anti-ltch
Cream

ENHANCED FORMULA

Relieves dry, itchy
and irritated skin

Helps retain moisture,
aids the skin barrier function

+ Steroid-Free

== Hypoallergenic
=+ Fragrance-Free

Made in USA
Net Wt 2oz (57g)

Dermeleve
Anti-ltch
Cream

For all skin types

Dermslevel may be wed lapcally
for the temporary relief of minor
akin irritaticns,

3“‘ 81507 LI@@IEH‘l

Drug Facts

Active Ingredient Purpose
Aluminum Acetate (0.2%)..... Astringent
Uses

minsect Bites @ Minor Burn g Athletes's Foat

mFaison lvy m Poison Oak m Poison Sumac

mHEashas caused by soaps, celergants,
cosmetics o jewelry

Warnings: For external use only.

‘When using this product

Do i

158 in or near the eyes.
ply to open wounds.

Do not
Stop use and ask a doctor if condition
WOrsens or symploms persist for more

than seven days.,

Keep out of reach of children, If swallowed,
get madical help or contact a Paison Contrel
Center right away,

Directions

far childran unde age of twa,

Other Information
Store below T5°F | 24°C"

Inactive Ingredients

Butyrospermum Parkii (Shea) Butter,
Caprybc/Capric Trighceride, Caorylvl
Glycal, Ceramide NG, Ceteard Alcohal
Cetd Alzohol, Citric Acid, Dimethicone,
Disodium EDTA, Glyeerin, Glyceryl Stearats,
leopropyl Myristate, Magnesium Aluminum
Sibzata F‘r'ar::xyelﬂ'r;r'n? Pelyacrylate
Crosspolymersg, Polyscrbate 860, Sodium
Hyaluronate, Stromtiem Mitrate, Tetrahexyls
:JE-::.'I Ascorbate, Titanium Diaxida,
Tocopheryl Acetate, Water, Xanthan Gum

Cuestions? Visit www,dermeleve.com

or call +1 (B77) 684-2299

Manufactured for Advenced Derm Solutions LLE
Oldarnar, FL 34677 | dermelevedcom | +1(877) 684-2299
LL5, Patants: B,718,825; 5,804 20:3; §,139,860; 7,404 967

NDC# 81507-002-06

DERMELEVE

aluminum acetate cream

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
TOPICAL

Active Ingredient/Active Moiety

ALUMINUM ACETATE (UNII: 80EHD8I43D) (ALUMINUM CATION -

UNII:3XHB1DO032B)

Ingredient Name

Item Code (Source)

ALUMINUM ACETATE

NDC:81507-002

Basis of

Strength Strength

0.2 g
in 100 g




Inactive Ingredients

Ingredient Name
SHEA BUTTER (UNII: K49155WL9Y)
TRICAPRIN (UNIl: O1PB8EU98M)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CERAMIDE NG (UNIl: C04977SRJ5)
CETOSTEARYL ALCOHOL (UNII: 2DMT128M1S)
CETYL ALCOHOL (UNII: 936)ST6JCN)
CITRIC ACID MONOHYDRATE (UNII: 2968PHWSQP)
DIMETHICONE, UNSPECIFIED (UNIl: 92RU3N3Y10)
EDETATE DISODIUM (UNII: 7FLD91C86K)
GLYCERIN (UNIl: PDC6A3C0O0X)
GLYCERYL STEARATE/PEG-100 STEARATE (UNIl: RD25J5V947)
ISOPROPYL MYRISTATE (UNIl: ORESK4LNJS)
MAGNESIUM ALUMINUM SILICATE (UNII: 6M3P64VONC)
PHENOXYETHANOL (UNII: HIE492ZZ3T)

Strength

AMMONIUM ACRYLOYLDIMETHYLTAURATE, DIMETHYLACRYLAMIDE, LAURYL METHACRYLATE AND
LAURETH-4 METHACRYLATE COPOLYMER, TRIMETHYLOLPROPANE TRIACRYLATE CROSSLINKED

(45000 MPA.S) (UNIIl: Q7UI015FF9)

POLYSORBATE 60 (UNIl: CAL22UVI4M)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
STRONTIUM NITRATE (UNIl: BDG873AQZL)
TETRAHEXYLDECYL ASCORBATE (UNII: 9LBV3F07AZ)
TITANIUM DIOXIDE (UNII: 15FIX9V2])P)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
WATER (UNII: 059QFOKOOR)

XANTHAN GUM (UNII: TTV12P4NEE)

Packaging
# Item Code Package Description
1 NDC:81507-002- 30 g in 1 TUBE; Type 0: Not a Combination

01 Product
NDC:81507-002- 60 g in 1 TUBE; Type 0: Not a Combination

2 02 Product

3 NDC:81507-002- 3 g in 1 POUCH; Type 0: Not a Combination
03 Product

a NDC:81507-002- 80 g in 1 TUBE; Type 0: Not a Combination
04 Product

5 NDC:81507-002- 2 g in 1 POUCH; Type 0: Not a Combination
05 Product

6 NDC:81507-002- 57 g in 1 POUCH; Type 0: Not a Combination

06 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug MO016

Marketing Start
Date

06/05/2021
06/05/2021
06/05/2021
06/05/2021
08/04/2022

05/28/2025

Marketing Start

Date
06/05/2021

Marketing End
Date

08/04/2022

Marketing End
Date



Labeler - Advanced Derm Solutions LLC (117840544)

Revised: 5/2025 Advanced Derm Solutions LLC
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