PROFESSIONAL THERAPY MUSCLECARE- camphor, menthol cream
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 ointment, 40z
FOR MUSCLE & JOINT PAIN RELIEF

Active Ingredietns (% by weight) Purpose

Camphor 4%......ccccceevveecneene Analgesic (painrelief)
Menthol 4%.......cocoevvervennnnne 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.
e Avoid getting into eyes or on mucous membranes.
e 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.
e Use only as directed
¢ Do notuse 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: Rub this soothing cream 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: Water/Aqua, Cetyl Alcohol, Glycol Stearate, MSM (methylsulfonylmethane),
Glycerin,

Stearyl Alcohol, Glucosamine Sulfate, Polyacrylamide (and) C13-14 Isoparaffin (and) Laureth-7,
Tocopherol (Vitamin E) Acetate, Oil of Wintergreen (Methyl Salicylate), Grape Seed Oil, Sea
Cucumber (Stichopus Horrens) Extract, Urea, Phenoxyethanol (and) Caprylyl Glycol (and) Sorbic Acid,
Polysorbate-20, Eucalyptus Globulus Leaf Oil, Thymol, Aloe Barbadensis Leaf Juice, Chondroitin
Sulfate, Magnesium Chloride

Professionl Therapy MuscleCare Maximum Strength Pain Relieving Ointment by Dr. Chris
Oswald

Full product label.
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Uses: For the temporary reliaf of minor aches and pains of muscles and joints associated wiih simpla
| backache, arthrils, strains, bruises and sprains, afc.
Warmings:
For extemal use oy,

= Avoid getting o eyes or on Mucous membranes.

= If concition worsens, or if sympiems persist for mere than 7 days or clear up and oceur again within 2
few days, discontinue usa of this product and consult a doctor.

= Do not apply to wounds or dameaged skin. Da not bandage tightly.

Keep out of reach of chifdren.

= Use only as ditected, =Do not use if pregnant or breastfeeding.

= |f gallywod, get medical help o contact a Polson Control canter right away.

Directions: Adults and chikiren 12 ysars of age or oldar: Rub this soothing cream on the affected area
not more that 3 to 4 times daily. Children under the age of 12: Do not use, consult a dostor.

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

fants: WaterAqua, Cetyl Aloahol, Giyool Stearate, MSM (Methyisufonylmethane), Glycer,
Steanyl Alkohol, Glucosamine Sufate, Polyacrylamide (and) C13-14 | soparafin (and} Laureth-7, Tocepherol (Viamin
E} Avetale, Oil of Wintergreen (Methw Salioylale], Tocophercl (Viamin E) Acelate, Grape Seed Ol Sea Cucumber
{Stichopus Horrens} Exiract, Urea, Phenoxyethanol {and) Caprylyl Glycol (andl) Sorbic Acid, Polysorbate-20,
Eucalyplus Glebulus Leaf O, Thymol, Abe Babacknsis Leaf Juice, Chonciotin Sullate, Magnesium Chioride

INFORMACION FARMACOLOGICA
Principios Activos % por peso)  Propdisto | Principios Actives (% por peso)  Propgisto
Acantor 4.0%......... Anelgésico (vio daldolor) | Mentol 40%........... nalgésicd sl dl doler)

U/s0s: Para o alivio temporal de dolores musculares y articulares menores asociados con dolar de
espalda simple, arirtis, torcacuras, hematomasy esguinces, stc.

MAXIMUM STRENGTH
MAXIMA POTENCIA
by / por el Dr. Chris Oswald

=Evite ¢ contacto con ks ojos o kas membranas mucosas.

=5ila afaceion empeora 0 si ks sintomas persisten durante més de 7 dias, o 52 curany reaparecen
al cabo de unos dlas, imerrumpal uso de este producto y consulte a un médica.

=No aplique e productn sobre heridas ni sabre la piel dafiada. No utice un vendzje ajustado.

Manienga fuera de! alcance de fos niios.

= Jse inicamente seqin las indicaciones. =No use el producto si estd embarazada o en periodo

de lactancia. = En caso de ingestin, solicite asistencia médica o comuniquese can un Gentro de

ALIVIO DEL Intaxicaciones de inmedito.
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MUSCULARY 324 vaoas por dia. Log nifos mencres da 12 afes no deben usar el producto; consulte & in médico.

ARTICULAR N gglm infomacin: Guarde el pocucto en condickones de emacenamiento normale, fuera del acance
s nifis.
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PROFESSIONAL THERAPY

Ingredientes mactivos: i aqua, Acchol de Caty, el Gliol Steavale, MSM (MetylsulfonyImethane) a Glicerna,
Aloohel de Stearyl, Sufalo de Glucosaming, Polyacrylamide (v} separafin C13-14 (v} Lawreth-7, Tocepherol (vitamina
E} Aelato, ¢l Pefrdleo de Gaultaria (Salicilato de Metlo), Tocopherol (Vitaming E) Acetato, €l Peirtleo dela Semila de
Uva, Pepinio de Mar (Stichepus Horrens) Extracio, 1a Urea, Phencxysthanl (v} Glicol de Capryl () Acido de Sorbic,
Polysorbate-20, &l Petdko de Hoja de Eucaliplo Globulus, Thyrmol, Jugo de Hoja ce Aloe Babadensis, Sufato de
Chondrotin, Cloruro de Magnesio

GREASELESS * STAINLESS « SHAKE WELL BEFORE EACH USE

SIN GRASA * NO MANCHA * AGITAR BIEN ANTES DE CADA USO uestions? T aguna progura? Lame o 416-067-3746 ltem# 270024
Imporied by / Importade por: Muscle Care Products, 1 8t Clair Avenue Ezst, Sute 1001, Toranto, ON MAT 2¥7
NET Wt Peso NETO 115g.(402.) Professinal Trerapy Muscl Care® i egstered Pk o/ una merca regitada d Acthve &

Innovative Inz. wwwemuscleandback.com MADE IN USA/ HECHQ EN LOS ESTADCS UNIDOS

MuscleCare OINTMENT LABEL - USA
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PROFESSIONAL THERAPY MUSCLECARE

camphor, menthol cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL, CUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

CAMPHOR (SYNTHETIC) (UNIL: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) -
UNIL5TJD82A1ET)

MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A)

Inactive Ingredients
Ingredient Name
GLYCOL STEARATE (UNII: 0324G66DOE)
DIMETHYL SULFONE (UNIE: 9H4PO4Z4FT)
GLYCERIN (UNIL: PDC6 A3C00X)
STEARYL ALCOHOL (UNIL: 2KR8914H1Y)
SORBIC ACID (UNIL: X045WJ989B)
THYMOL (UNIE: 3J50 XA376E)
CHONDROITIN SULFATE (CHICKEN) (UNIL: 7VZ9466BAB)
CETYL ALCOHOL (UNIE: 936JST6JCN)
WATER (UNIL 059 QFOKOOR)
GRAPE SEED OIL (UNI: 930 MLC8 XGG)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438U)
POLYACRYLAMIDE (1500 MW) (UNIE: 5D6 TC4BRWV)
C13-14 ISOPARAFFIN (UNI: E4F12ROE70)
LAURETH-7 (UNI: Z9556G8201)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
MAGNESIUM CHL O RIDE (UNII: 02F3473H90)
GLUCO SAMINE SULFATE (UNIL: IFW7WLR731)
METHYL SALICYLATE (UNI: LAV5U5022Y)
STICHOPUS SEA CUCUMBER (UNIL: RO6 YEJ571T)
(HYDRO XYMETHYL) UREA (UNT: 15BY095DMS)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYSORBATE 20 (UNI: 7T1F30 V5YH)
EUCALYPTUS GLOBULUS LEAF (UNIL: $546 YLW6E6)
ALOE VERA LEAF (UNIL: ZY81Z83H0 X)

Packaging
# Item Code Package Description

Item Code (Source)

NDC:70039-298

Basis of Strength  Strength

CAMPHOR

(SYNTHETIC)

MENTHOL

Marketing Start Date

40 mg inlg

40 mg inlg

Strength

Marketing End Date



1 NDC:70039-298-08 115 gin 1 TUBE; Type 0: Nota Combination Product 06/01/2015

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 06/01/2015

Labeler - Active and Innovative Inc. (206978079)

Establishment
Name Address ID/FEI Business Operations
PureTek Corp. 785961046 manufacture(70039-298)

Revised: 8/2016 Active and Innovative Inc.
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