Final RASML entries for mometasone, with changes to previously proposed entries included as
tracked changes:

Column 1 Column 2 Column 3

Substance(s) Conditions Required statement(s)

Mometasone In preparations e Donotuse:

(Entry 1 of 2) for dermal use - inoraround the eyes
- foracne

- on broken skin or skin infections (eg. cold sores,
shingles, ehiekenpex-thrush, tinea, ringwerm)-or
hoeoe i

- ifyou are sensitive to any corticosteroids

e Unless a doctor has told you to, do not use:

- on the face, large areas of the skin, or areas that rub
together

- under a bandage, dressing, nappies or plastic pants

- for more than 7 days

- ifyou are pregnant;likelyto-become pregnant or
breastfeeding

- for children under 12 years old

e [firritation occurs, discontinue use and seek medical
advice

e Seek medical advice if there is no improvement in
symptoms after using for 1 week

Mometasone In nasal spray ¢ Do not exceed the maximum stated dose.
(Entry 2 of 2) preparations ¢ Do not use for more than 6 months without the advice
of your doctor or pharmacist
e See your doctor or pharmacist before using this
product if:
- you have a nasal or sinus infection
- you have recently had an injury or surgery to your
nose
- you have ulceration in your nose
- you are pregnant or likelyto-become pregnantoer
are-breastfeeding
e See your doctor or pharmacist if:
- symptoms are not relieved within 7 days
- your nose bleeds
- you develop signs or symptoms of a nasal or sinus
infection such as fever, pain or swelling, or
discoloured nasal discharge
- you have eye pain or visual disturbances




