DR. HESS PAIN RELIEF- menthol, unspecified form spray
Natural Essentials, 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
Menthol 3.7%

Purpose

Topical Analgesic

Uses:

Relieves minor pain of muscles and joints associated with: arthritis, simple backache, strains, bruises,
sprains.

Flammable: Do not use while smoking, or near heat or flame.
Do notuse: Inlarge quantities, particularly over raw surfaces or blisters.

When using this product: Keep out of eyes. Use only as directed. Do not puncture or incinerate.
Contents under pressure. Do not store at temperatures above 120°F.

Stop use and ask a doctor: If condition worsens; symptoms persist for more than 7 days or clears up
and occur again within a few days; need longer than a week.

If pregnant or breast-feeding: Ask a health professional before use.

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

Directions:

Shake well. Adults and children 12 years of age and older: spray product on area no more than 1 to 3
times daily. Children under 12 years of age: ask a doctor. Other information: May cause staining, use
caution when spraying near fabric and unprotected surfaces.

Inactive ingredients:

Aloe Barbadensis Leaf Extract, *Arnica Extract, Camphor, *llex Paraguariensis Leaf Extract, SD
Alcohol 39C, Tea Tree Oil, Tocopheryl Acetate (Vitamin E Acetate), Water. *Indicates Certified
Organic

Principal Display Panel - 96 g Can Label
He

SINCE 1893

Dr+ Hess®

Pain Relief Spray



Menthol & Arnica Formula

ENRICHED WITH NATURAL INGREDIENTS
to help soothe sore muscles and joints

Net Wt 3.40z. (96g)

Dr I—Iess‘

g 55977 " 00284

Questic

l:-ls!rlbuted bv Dl' He Products LLC.

DrHess. =
® Active ingredient Purpose

Menthol 3.7% R ——— P — Topical Analgesic

Uses: Relieves mincr pain of muscles and joints associated with: arthritis, simple
backache, strains, bruises, sprains.

Flammable: Do not use while smoking, or near heat or flame.

Do not use: In large quantities, particularty over raw surfaces ar blisters,

L] L]
Pal n Re ll ef S ra When using this product: Keep out of eyes. Use only as directed. Do not puncture
or incinerate. Contents under pressure. Do not store at temperatures above 120°F
Stop use and ask a doctor: If condition worsens; symptoms persist for more than 7
days or clears up and occcur again within a few days: need longer than a week,

i pregnant or breast-feeding: Ask o health professional before use,
Menthol & Arnica Formula Kaep out of reach of children and pets: If swallowed, get medical help or contact
aP

sison Confrol Center right away,

Dlrec!lons Shake well. Adults and children 12 years of age and clder: spray

e No more than 1 to 3 fimes daily. Children under 12 years ¢ ;fux e

ENRICHED WITH NATURAL INGREDIENTS
tar. Other infarmation: May cause staining, use caution whan sprayi nf

to help soothe sore muscles and joints né:c' fabric and unprotecied surfaces.
Inactive ingredients. Aloe Baort
*llex Poraguariensis Leaf Exira
(Vitamin E Acetate), Water.

msls Leal Extract, *Arnica Exiract, Camphaor,
Alcohol 39C, Tea Tree Oil, Tol_op'wewl.d._l_l ate
Indicates Certified Organic

Net Wt 3.40z. (96g)

DR. HESS PAIN RELIEF

menthol, unspecified form spray

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66902-260

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
MENTHOL, UNSPECIFIED FORM (UNIE: L7T10EIP3A) (MENTHOL, UNSPECIFIED FORM- MENTHOL, UNSPECIFIED 3.7 mg
UNILL7T10EIP3A) FORM inlg
Inactive Ingredients
Ingredient Name Strength

ALOE VERA LEAF (UNIL: ZY8 178 3H0 X)
ARNICA MONTANA FLO WER (UNI: OZ0E5Y15PZ)
CAMPHOR (SYNTHETIC) (UNIL: 5STJD82A1ET)
ILEX PARAGUARIENSIS LEAF (UNI: 1Q953B404F)
ALCOHOL (UNIE: 3K9958 V90 M)

TEA TREE OIL (UNII: VIF565UC2G)



.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:66902-260-04 96 gin 1 CAN; Type 0: Not a Combination Product 01/26/2021

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 01/26/2021

Labeler - Natural Essentials, Inc. (947484713)

Establishment
Name Address ID/FEI Business Operations
NATURAL ESSENTIALS, INC. 947484713 MANUFACTURE(66902-260)

Revised: 1/2021 Natural Essentials, Inc.
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