TRIETHANOLAMINE SALICYLATE (TROLAMINE)
LABELLING STANDARD

1) Description:

Thislabdling sandard applies to Triethanolamine Sdicylate (TEAS) asasngle medicind ingredient in the
form of a cream, gel, ointment, liquid roll-on, lotion, or stick, intended for use as a topical analgesic.
Triethanolamine Sdicylaie (TEAS) mud be identified on product labeling by the names given in this

monograph.
1)) Phar maceutical Quality:

a) All ingredient (medicind and nonmedicind) and finished product specifications should, as
aminimum, meet the standards described inthe publications referred to in Schedule B to
the Food and Drugs Act, or equivdent standards. Where no Schedule B monograph
exigs for the dosage form, specifications should be smilar to those of a comparable
compendia dosage form. In the absence of a Schedule B standard for any dosage form,
testingmust be adequate to demondtrate the product'sidentity, potency, purity and qudity.

b) Special Notes:

i) Finished product specifications should include tests for identificationand an assay
withsuitable limitsfor Triethanolamine Sdicylate(TEAS), indudingit components.
The specifications for dl dosage forms should include a description of the dosage
forminduding organoleptic properties aswdl as physico-chemical teting e.g., ph,
specific gravity, viscosty, gppropriate to the dosage form. Where antimicrobia
preservatives are added, as assay with suitable limits should be included. 1t is
recommended that antimicrobia preservative effectivenessbedeterminedinorder
to establish that the product is capable of ressting microbia contamination.

1)  Ingredients:
a) Single Medicinal Ingredients: Concentration:
Triethanolamine Sdicylate (TEAS) 10-20%

b) Nonmedicinal Ingredients:

Nonmedicind ingredients must be redtricted to those substances, necessary for the
formulation of the dosage form. Their concentration must not exceed the minimum
required to provided their intended effect. They mugt be harmless in the amounts used,
thair presence mugt not affect the bicavailability, therapeutic efficacy or safety of the
medicind ingredients and they mugt not interfere with assays and tests for the medicina
ingredients and, if present, antimicrobid preservatives.
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V)  Labdling:

a) This monograph describes those requirementsthat are specific to thisclassof drugs. Other
requirements described inthe Regulations to the Food and Drugs Act and in the Guidefor
the Labdling of Drugs for Human Use must dso be met.

b) Directionsfor Use:

i) Indications
The primary indication should be to the effect:

For the temporary relief of aches, and pains of muscles and joints
associatedwith backache, lumbago, strains, bruises, sprainsand arthritic
or rheumatic pain, pain of tendons and ligaments.

i) Unacceptable Claims
Any reference to warmth
iif) Dosage
Adults and children 2 years of age and older:

1) Apply to affected area not more than to 4 times daily.

2) If conditionworsens, or if symptoms persistsfor morethan7 days
or clear up and occur again within afew days, discontinue use of
this product and consult aphysician.

Children under 2 years of age:
1) Conault your physician.
iv) Warnings
1) Externd use only

2) If rash or irritation occurs discontinue use.

3) Avoid contact with the eyes and mucous membranes.
4) Do not apply to wounds or damaged skin.

5) Do not usethis product if you are dlergic to sdicylates or if youaretaking
anticoagulant medication.
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