PROFESSIONAL THERAPY MUSCLECARE PAIN RELIEVING- menthol,
camphor ointment
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, 4 oz.

For muscle and joint pain relief

ACTIVE INGREDIENTS (% BY WEIGHT) PURPOSE

Menthol 4.0%.......cccocvvvvnvennnnnn. Analgesic (pain relief)
Camphor 4.0%......cccccvvvnvennnnnn. Analgesic (pain relief)
USE:

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.
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 you are 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 onto
the effected 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:Dimethyl sulfone (MSM), Gluosamine sulfate, Tocopherol (natural
Vitamin E), Safflower Oleosomes (Carthamus Tinctorius), Wintergreen leaf oil (Gaultheria
fragrantissima Wall), Eucalyptus leaf oil 9Eucalyptus globus), Grape seed oil (Vitis

vinifera), Aloe babadensis leaf juice, Thymol crystals (5-methyl-2-(1-methylethyl)phenol),



Chondroitin sulfate, Cetyl alcohol, Cetearyl alcohol & Polysorbate-20, Glycerin, Acacia
Senegal Gum & Xanthan Gum, Urea, Phenoxyethanol & ethylhexyl glycerin, Water,
Magnesium chloride.

Professional Therapy MuscleCare Pain Relieving Ointment by Dr. Chris
Oswald



DRUG FACTS

Active Ingredients (% by weight] ~ Purpose | Active Ingredients (% by weight] Purpose

s
Camphor 4.0%..... Analgesic (pain refief) | Menthol 4.0%.....en e Analgesic (pain relief)
Uses: For the temporary relief of minor aches and pains of muscles and joints associated with simple
backache, arthritis, strains, bruises and sprains, efc.
Warnings:
For external use only.

= Avoid getting info eyes or on mucous membranes.

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

= Do not apply towounds or damaged skin. Do not handage tightly.

Keep out of reach of children.
= {Jse only as directed. = Do not use if pregnant or breastfeeding,
= It swallowed, get medical help or contact a Poison Control center right away.

Directions: Adutts and chidren 12 yaars of age or older; Rub this soothing cream on the affected arsa
not more that 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 fncqredfents; Dimethyl suffone (MSM), Glucosamine sulfate, Tocopherol (natural Vitamin ), Safflower
Oleosomes (Carthamus Tinctoius), Wintergreen leaf oil (Gaultheria fragrantissima Wall, Eucalyptus Leaf Oi
(Eucalyptus globulus),Grape seed oil {Vifis vinifera), Aloe Barbadensis Leaf Juice, Thymol crystals
(5-methyl-2-{1-methylethylphenol), Choncroitin Suffate, Cetyl Alcohol, Cetearyl Alcohol & Polysorbate-20, Glycerin,
Acacia Senegal Gum & Xanthum Gurn, Urea, Phenoxyethanol & ethylhexyl glycerin, Water. Magnesium Chloride.

INFORMACION FARMACOLOGICA

Principios Activos (% por peso)  Propdisto | Principios Acfivos (% porpeso)  Propdisto
Alcanfor 4.0%...... Analgésico (alvio del dolor) | Mentol 4.0%......uvu Analgésico (alivio del dolor)

by / por el Dr. Chris Oswald
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Usos: Para o alivio temporal de dolores musculares y ariculares menores asociados con dolor de
espalda simple, artritis, torceduras, hematomas y esquinces, etc.

Advertencias:

Unicamente para uso externo.

= Evite ¢l contacto con los ojos o las membranas mucosas.

=5l aficcion empeora o i los sintomas persisten durants més de 7 dias, 0 se curan y reaparecen
al cabo de unos dias, interrumpa el uso de este producto y consulte a un médico.

= No aplique el producto sobre heridas ni sobre la piel dafiada. No utilice un vendaje ajustado.
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Mantenga fuera del alcance de los nifos.
ALIVIO DEL = {Jse (nicamente seqln las indicaciones. = No use ¢l producto si esté embarazada o en periodo
DOLOR de lactancia, =En caso de ingestion, solicite asistencia médica o comuniquesa con un Gentro de
MUSCULARY Intoxicaciones de inmediato.
ARTICULAR Indicaciones: Adutos y nifios de 12 aflos o mis: Frote esta crema balsamica enla zona afectada no més

de 3 a4 veces por dia. Los nifios menores de 12 afios no deben usar el procuicto; consulte a un médic,

Qtra informacidn: Guarde el producto en condiciones de almacenamiento nomales, fuera del elcance
de los nifios.

Ingredientes inactivos: Caprill glicol, alcohol cetiico, sulfato de condrokting, aceits de eucalipto, sufato
de glucosamina, glicerina, estearato de glicol, aceite de semillas de uva, isoparafina G13-14, laurato-T,
aceits de lavanda, metil sulfonil metano (MSM), fenoxistanol, poliacrilamida, polisorbato-20, extracto de

GREASELESS * STAINLESS * SHAKE WELL BEFORE EACH USE pepino de mar, cido sérbico, alcohol estearfico, timol, urea, vitamina E (acefato de toccferal), agua,

, , aceite de gaulteria,
SNBRDANDRANER R RIER G AR D= LA Qusstions?  Tiene alguna pregunta? Liame al 416-967-3746 TOLL FREE: 1-844-784-7246

NET Wt Peso NETO 115g,(4oz,) Distributed by / Distribuido por; Muscle Care Products, 1 St, Clair Avenue E., Suite 1001, Toronto, ON MAT 2V7

Professional Therapy Muscle Care™ is & registered trademark of / es una marca registrada de Active &
~ Innovative Inc. wwaw.musclecare.net  MADE INCANADA/HECHO ENLOSESTADOSUNIDOS

PROFESSIONAL THERAPY MUSCLECARE PAIN RELIEVING

menthol, camphor ointment



Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration CUTANEOUS, TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)

CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) -
UNII:5TJD82A1ET)

Inactive Ingredients

Ingredient Name
DIMETHYL SULFONE (UNIl: 9H4PO4Z 4FT)
GLUCOSAMINE SULFATE (UNIl: 1IFW7WLR731)
METHYL SALICYLATE (UNII: LAV5U5022Y)
EUCALYPTUS OIL (UNII: 2R040NI662)
ALOE VERA LEAF (UNII: ZY81Z 83H0X)
THYMOL (UNII: 3J50XA376E)
XANTHAN GUM (UNII: TTV12P4NEE)
UREA (UNII: 8W8T17847W)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
ACACIA (UNII: 5C5403N260)
GRAPE SEED OIL (UNII: 930MLC8XGG)
TOCOPHEROL (UNII: ROZB2556P8)

CARTHAMUS TINCTORIUS (SAFFLOWER) OLEOSOMES (UNII: 9560Q72309)

CHONDROITIN SULFATE (CHICKEN) (UNIl: 7VZ9466BAB)
CETYL ALCOHOL (UNII: 936JST6JCN)

CETOSTEARYL ALCOHOL (UNIl: 2DMT128M1S)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)

GLYCERIN (UNII: PDC6A3CO0OX)

ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)

WATER (UNIl: 059QFOKOOR)

MAGNESIUM CHLORIDE (UNII: 02F3473H90)

Packaging
# Item Code Package Description
1 NDC:70039-300- 115 g in 1 TUBE; Type 0: Not a Combination

02 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

Marketing Start
Date

01/01/2017

Marketing Start
Date

Basis of
Strength

MENTHOL

CAMPHOR
(SYNTHETIC)

NDC:70039-300

Strength

40 mg
inlg

40 mg
inlg

Strength

Marketing End

Date

Marketing End

Date



QTC monograph not part348
final

Labeler - Active and Innovative Inc. (206978079)

Establishment
Name Address ID/FEI
Delta Pharma Inc. 200161730
Establishment
Name Address ID/FEI
785961046

PureTek Corporation

Revised: 8/2021

01/01/2017

Business Operations
manufacture(70039-300)

Business Operations
manufacture(70039-300)

Active and Innovative Inc.
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