NATRALIA CRAMP RELIEF- methyl salicylate gel
Laderma Trading Pty Ltd

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

natralia™

NATURALLY AUSTRALIAN
muscle cramp

relief gel

Drug Facts

Active ingredient
Methyl Salicylate 10.5%

Purpose

Pain Relieving

Uses
e For the temporary relief of minor aches and pains of muscles and joints associated with simple
backache, arthritis, strains, bruises and sprains.

Warnings
e For External Use Only
e Avoid contact with eyes
¢ Do not apply to wounds or damaged skin
® Do not bandage tightly
¢ Do not use other than as directed
e Keep out of reach of childrento avoid accidental poisoning

e If swallowed, seek medical help or contact a Poison Control Center right away

e [f condition worsens, or symptoms persist for more than 7 days or clear up and occur again within
few days, discontinue use of this product and consult a physician.

¢ Do notuse if tube seal is broken or appears tampered with.
Directions

® Adults and children 2 years of age and older: apply to affected area not more than 3 - 4 times daily.
e Childrenunder 2 years of age: consult a physician.



Other information
e Store between 50° — 86°F in a dry place

Inactive ingredients

Benzyl Alcohol, Ethanol, Eucalyptus Globulus Leaf Oil, Hydroxyethyl Acrylate/Sodium
Acryloyldimethyltaurate Copolymer (and) Squalane (and) Polysorbate 60, Lavandula Angustifolia
(Lavender) Oil, PEG-40 Hydrogenated Castor Oil, Tocopherol, Water.

Questions or comments?
Call Toll Free 1-877-687-2542
usainfo@natralia.com.au

www.natralia.com.au/usa

PRINCIPAL DISPLAY PANEL - 56g Tube Carton
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natural alternative

FAST
ACTING

Topical Analgesic

A natural alternative
for the temporary
relief of:

® Minor Aches

® Muscle Pain

® Joint Pain

Net Wt 2 0z (568)
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MNatralia Cramp Relief Gel
containg Methyl Salicylate
from Wintergreen Oil to
provide temporary relief
from:

* Minor Aches
* Cramps and Muscle Pain
* Joint Pain

It combines the therapeutic
properties of essential oils
with the soothing, healing
properties that massage
can produce for the relief of
acute and chronic pain.

USA DISTRIBUTOR:
Eulactol USAInc.,
Boca Raton, Florida 33433

MANUFACTURER:
Brands Worldwide

205 Victoria Street,
Beaconsfield, NSW 2015,
Australia

MADE IN AUSTRALIA
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Active
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Uses

* For e temporary relief of minor aches
and pains of muscls and pints assodated
wih dmple beckache artfitis, srains,
bruses and speins.

Wamings

» For Extermal Use Only = Avoid contact
wih eyes » Do not apply to weounds o
damaged dn * Do not bandage fightly »
Do not use offver than as direcied » Keep
out of reach of ehildren i avold aocidental
poisoning * If swallowed, seek medical
help or contad & Poison Conirol Cemder
night amay * If condiion worsens, or
sympioms persist for more than 7 days or
dear Lp and poour again wilhh faw days,
disndinue useof this poduct and consult
a physician. * Do not use | fube sedl is
broken or appears Empered wih.

» Aduits and chidren 2 yeam of age and
okder applyto afected area not more than
3 -4 times daily. » Chidren under 2 years
o agerconsu a physician

» Store between 50° —B6°F ina dyphics
Inactive Ingredients

Benzyl Aloohol, Enanol, Eucalyptus
G leaf O,  Hydroeyet
Herylate/Sodum AcryloyilimethyliaLrate
Coplymer (nd) Squalane  (and)
Polysbale 60, Laandua Angisifolia

(Lavender) O, PEG-40 Hydrogenated
Castor(i, Tocopherl, Water.

Questions or comments?
(Call Tol Free 1-877-687-2642
usani@natwlia.com.au

wwwreira fa.com. aws




NATRALIA CRAMP RELIEF
methyl salicylate gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Methyl Salicylate (UNI: LAV5U5022Y) (Methyl Salicylate - UNIELAV5U5022Y)

Inactive Ingredients
Ingredient Name
Benzyl Alcohol (UNI: LKG8494WBH)
Alcohol (UNIL: 3K9958V90M)
Corymbia Citriodora Leaf Oil (UNIl: M63U6N96EB)
Squalane (UNI: GW89575KF9)
Polysorbate 60 (UNIL: CAL22UVI4M)
Lavender Oil (UNI: ZBP1YXWO0HS8)
Polyoxyl 40 Hydrogenated Castor Oil (UNI: 7YC686GQ8F)
Alpha-Tocopherol (UNI: H4N855PNZ1)
Water (UNI: 059QFO0KOOR)

Packaging

# Item Code Package Description
1 NDC:43251-3213-3 1in 1 CARTON

1 56 gin 1 TUBE

2 NDC:43251-3213-4 3 g in 1 PACKET

Marketing Information

Marketing Category Application Number or Monograph Citation

Unapproved drug other

Labeler - raderma Trading Pty Ltd (758651624)

Establishment
Name Address ID/FEI
Jalco Pharmaceuticals Pty Ltd 757701409

Item Code (Source)

Marketing Start Date

NDC:43251-3213

Basis of Strength Strength
Methyl Salicylate 105mg inlg
Strength

Marketing End Date

Marketing Start Date
03/01/2009

Marketing End Date

Business Operations

MANUFACTURE, PACK, LABEL, ANALYSIS
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