Final RASML entries for OTC triptans with changes to previously proposed entries included as

tracked changes:

Column 1

Column 2
Conditions

Column 3

Substance(s)

Sumatriptan
Rizatriptan

Zolmitriptan*
(Entry 1 of1)

* These will
have
individual
but identical
entries

In divided
oral
preparations
for relief of
migraine

Required statement(s)

e Do not use:
- without a previous diagnosis of migraine by a doctor
- ifyou hesrepresdenslsbad o bespoobinelz onntonlie cndloroy
have heart disease, peripheral vascular disease (a blood vessel
disorder) or high blood pressure_or have previously had a
heart attack or stroke.

Consult your doctor or pharmacist before use:

- if you think you may be at risk of heart disease (including if
you are post-menopausal or a male over the age of 40)

- ifyou have liver or kidney problems or any other medical
conditions

- ifyou are taking other medicines for migraine

- ifyou are taking, or have taken in the last two weeks, medicine
medieation for depression or anxiety

- ifyou are pregnant or breastfeeding

Speak to a doctor or pharmacist if your migraines attacks become
more frequent. Overuse of this medicine may worsen your
condition.

This medicine may cause drowsiness. If affected, do not drive a
vehicle or operate machinery.

Eletriptan
(Entry 1 of1)

In divided
oral
preparations
for relief of
migraine

e Do not use:
- without a previous diagnosis of migraine by a doctor
- ifyou hesrepresdenslsbad o bespoobinelz onntonlie cndloroy
have heart disease, peripheral vascular disease (a blood vessel
disorder) or high blood pressure_or have previously had a
heart attack or stroke.
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Consult your doctor or pharmacist before use:

- if you think you may be at risk of heart disease (including if
you are post-menopausal or a male over the age of 40)

- ifyou have liver or kidney problems or any other medical
conditions

- if you are taking any other medicines, including for migraine
mediecationfor depression or anxiety

- ifyou are pregnant or breastfeeding

Speak to a doctor or pharmacist if your migraines attacks become
more frequent. Overuse of this medicine may worsen your
condition.

This medicine may cause drowsiness. If affected, do not drive a
vehicle or operate machinery.




Final RASML entries for OTC triptans (without tracked changes):

Column 1 Column 2 Column 3

Substance(s) Conditions Required statement(s)

Sumatriptan In divided e Do not use:

Rizatriptan oral - without a previous diagnosis of migraine by a doctor

Zolmitriptan* preparations - ifyou have heart disease, peripheral vascular disease (a blood

P for relief of vessel disorder) or high blood pressure or have previously had

(Entry 1of 1) migraine a heart attack or stroke.

¢ Consult your doctor or pharmacist before use:
- ifyou think you may be at risk of heart disease (including if
* These will you are post-menopausal or a male over the age of 40)
have - if you have liver or kidney problems or any other medical
individual conditions
but identical - ifyou are taking other medicines for migraine
entries - ifyou are taking, or have taken in the last two weeks, medicine
for depression or anxiety
- if you are pregnant or breastfeeding
e Speak to a doctor or pharmacist if your migraine attacks become
more frequent. Overuse of this medicine may worsen your
condition.
o This medicine may cause drowsiness. If affected, do not drive a
vehicle or operate machinery.

Eletriptan In divided ¢ Do not use:

(Entry 1 of 1) oral - without a previous diagnosis of migraine by a doctor
preparations - if you have heart disease, peripheral vascular disease (a blood
for relief of vessel disorder) or high blood pressure or have previously had
migraine a heart attack or stroke.

Consult your doctor or pharmacist before use:

- if you think you may be at risk of heart disease (including if
you are post-menopausal or a male over the age of 40)

- if you have liver or kidney problems or any other medical
conditions

- ifyou are taking any other medicines, including for migraine,
depression or anxiety

- ifyou are pregnant or breastfeeding

Speak to a doctor or pharmacist if your migraine attacks become
more frequent. Overuse of this medicine may worsen your
condition.

This medicine may cause drowsiness. If affected, do not drive a
vehicle or operate machinery.




