PROFESSIONAL THERAPY MUSCLECARE TURBO- menthol, camphor gel
Active and Innovative 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.

Professional Therapy MuscleCare pain relieving gel, 3 oz. roll-on

For muscle and joint painreleif

ACTIVE INGREDIENTS (% BY WEIGHT) PURPOSE

Menthol 14.0%.....ccccevveevveervenueennen. Analgesic (painrelief)
Camphor 10.0%.....ccccceveuveecveenns oo Analgesic (painrelief)
USES:

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

WARNINGS:
For external use only.

Discontinue use if excessive irritation of the skin develops. Avoid getting into eyes or on mucous
membranes.

If condition worsens, or if symptoms persist for more than 7 days or clear up and occur again within a
few days, discontinue use of this product and consult a doctor.

Do not apply to wounds or damaged skin. Do not bandage tightly.

KEEP OUT OF REACH OF CHILDREN:

Use only as directed
Do not use if pregnant or breastfeeding

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

Directions: Adults and children 12 years of age or older: Using the roll-on applicator massage a liberal
amount of gel directly on the affected area not more than 3 to 4 times daily. Children under the age of
12: Do not use, consult a doctor.

Other Information: Store under normal storage conditions. Store away from children.

Inactive Ingredients: peppermint leaf oil (Mentha piperita), Eucalyptus globus leaf oil, Dimethyl sulfone
(MDM), Boswellia Carterii Extract, Ilex Paraguariensis (mate) leaf extract, Glucosamine sulfate,
Chondroitin sulfate, Magnesium chloride, Tocopherol (natural Vitamin E), Thymol crystals (5-methyl-
2-(1-methylethyl)phenol), Water, Ethanol, Glycerin, UREA, Hydroxypropyl methylcellulose.

Professional Therapy MuscleCare Turbo Pain Relieving Gel by Dr. Chris Oswald
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DRUG FACTS

Active Ingredients (% by weight) Purpose
Camphor 10.0%. Analgesic (pain relief
Menihol 14.0%... Andlgesic (pai refief

Uses: For the temporary relisfof minor aches and
paing of muscles and joints associated with simple
backache, arthrtis, strains, bruises and sprains, efc.
Warnings:

For external use only.

= Cauton: Discontinue uss i excessive ftafion of the
skin develops. Avoid getting into eyes or on mucous
membranes.

= ff conaition worsens, or if symptoms persist for more
than 7 days or clear up and ccour again within a few
days, discontinue use of this product and consulta
doctor.

= Do not apply to wounds or demaged skin. Do not
bandage fightly.

Keep out of reach of children.

= Use only &s drected,

= Do not use ff pregnant or breastfeeding,

= If swallowed, get medical help or contact a Paison
Control centerright away.

Directions: Adufs and chidren 12 years of age or
alder: Using the roll-on applicator massage aliberal
amount of gel direclly on the affected area not more
that 310 4 times daiy. Children under the age of 12:
Do not use, consult a doctor.

Other Information: Store under normal storage
conitions. Store away from children,
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Inactive Ingredients: Peppermint leaf ofl Mentha
piperta), Eucalyptus globulus leaf of, Dimethyl
sufone (MW, Boswelia Carteri Extract, llex
Paraguariensis (Mate) leef extract, Glucosamine
suifate, Chondroitin sulfate, Magnesum chiorids,
Tocopherol (nafural Vitamin EJ, Thymol crystels
(5-methyi-2-{1-methylethy)pheno), Water, Ethanol,
Glyceri, UREA, Hydroxypropyl methylcelulose,
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Questions? 416-967-3746
TOLL FREE: 1-844-784-7246

Distributed by: Muscle Care Products
1 St. Clair Avenue East., Suite 1001,
Toronto, ON M4T 2V7

Professional Therapy Muscle Care™
is a registered frademark of Active &
Innovative Inc.

MADE IN CANADA
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Tiene alguna pregunta? Llame al
416-967-3746

Distribuido por: Muscle Gare Products
1 8t. Clair Avenue East., Suite 1001,
Toronto, ON M4T 2V7

Professional Therapy Muscle Care™
es Una marca registrada de Active

& Innovative Inc.

FABRICADOEN LOS ESTADOS UNIDOS
www.musclecare.net

PROFESSIONAL THERAPY

MuscleC

Preservative Free

NET Wt Peso NETO
85g.(302.)

PROFESSIONAL THERAPY APLICADOR DE BOLA

™

MusdeCare

ALIVIO EXTRA FUERTE DEL DOLOR
por el Dr. Chris Oswald

= No aplique el producto sobre heridas ni sobre fa piel
dafada. No utlice un vendaje ajustado.

Mantenga fuera del alcance de los nifos.

= {Jse (nicamente seqiin las indicaciones.

= Nouse el producto i estd embarazada o en periodo de lactancia,

= En caso de ingestion, solicte asistencia médica o comuniquese con un
Centro de Intokicaciones de inmediato.

Indicaciones: Adulios y nifios de 12 afios o ms: Usando el aplicador
de bola, apligus una cnticad abundante del gel realizando masales
directamente sobre la zona afectada no més de 3 a 4 veces por dia.
Los nifios menares de 12 afios no deben usar el producto; consulte &
un médico.

Otra Informacidn: Guards el producto en condiciones de

INFORMACION
FARMACOLOGICA

Principios Activos (% por peso) Propdsito
Alcanfor 40% Analgésico (alivio del dolor)
Mentol 10.0%. Analgésico (alivio del dolor)

Usos: Para! alivio temporal de dolores musculares y
arficulares menores asociados con door de espalda smple,
arti, orceduras, hematomas y esguinces, efc.

Advertencias:

Unicamente para uso extemo,
= Precaucion: Inferrumpa el uso si desarrolla ritacidn

excesiva de/a piel. Eute ¢l contacto conlos ojos o las
membranas mucosas.

= i laafeccion empeora o sfos sintomas persisten durante
més de 7 dlas, 0 se curan y reaparecen l cabo de Unos
dias, inferrumpa el uso de este producto y consulteaun
médico.

almacenamiento normales, fuera del alcance de los ninos.

Ingredientes Inactivos; Copolimero de acrlatos, hoswelle, sulfato
de condroftina, alcohol desnaturalizado, cloruro del magnesio, aceite de
eucalpto, suffate de glucosaming, glicering, lex, metil sulfonil metano
(MSM), aceite de menta peperina, propilenglicol, tristanolamina, agua.

WEB DIRECTION




INSIDE LABEL
Full product label

PROFESSIONAL THERAPY MUSCLECARE TURBO

menthol, camphor gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70039-201

Route of Administration TOPICAL, CUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A) MENTHOL 140 mg inlg
CAMPHOR (SYNTHETIC) (UNIL: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 100 mg
UNIL5TJD82A1ET) (SYNTHETIC) inlg
Inactive Ingredients
Ingredient Name Strength

EUCALYPTUS OIL (UNI: 2R040NI662)
WATER (UNI: 059 QFOKOOR)

ALCOHOL (UNIE: 3K9958 V90 M)

URFA (UNI: 8 W8T17847W)

HYPROMELLOSES (UNI: 3NXW29 V3WO)
PEPPERMINT OIL (UNI: AV092KU4JH)

ILEX PARAGUARIENSIS LEAF (UNIL: 1Q953B404F)
GLUCOSAMINE SULFATE (UNI: IFW7WLR731)
MAGNESIUM CHL O RIDE (UNIE: 02F3473H90)

TO COPHEROL (UNI: ROZB2556P8)

THYMOL (UNI: 3J50 XA376E)

DIMETHYL SULFONE (UNI: 9 H4PO4Z4FT)

INDIAN FRANKINCENSE (UNII: 4PW41QCO02M)
CHONDROITIN SULFATE (CHICKEN) (UNI: 7VZ9466BAB)
GLYCERIN (UNI: PDC6A3C00X)

Packaging

# Item Code Package Description DESES el DEkES e fE
Date Date

1 NDC:70039-201- 85 g in 1 BOTTLE, WITH APPLICATOR; Type 0: Nota 01/01/2017

03 Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date



OTC monograph not final part348 01/01/2017

PureTek Corporation 785961046 manufacture(70039-201)

Revised: 12/2016 Active and Innovative Inc.
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