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Migraine Headache
With Aura

Moderate to severe pain forcing |

reduced activity
Photophobia (sensitivity to light)
Phonophobia (Sensitivity to sound)

Unilateral and pulsating headache
(usually one-side)

Flashing Lights, zig zag lines, obscured
line of vision

Nausea and/or vomiting

Speech disturbances

Numbness on one side of the body

Aggravated by Physical activity

Migraine Headache
Without Aura

® Moderate to severe pain forcing reduced activity
® Phonophobia (Sensitivity to sound)

® Unilateral and pulsating headache (usually
one-side)

® Photophobia (sensitivity to light)
® Nausea and/or vomiting

Aggravated by Physical activity

Clinical Effectiveness:

1. Sumatriptan/Naproxen sodium combination versus its components administered concomi-
tantly for the acute treatment of migraine: a pragmatic, crossover, open-label

outcomes study

Therapeutic Advances in Neurological Disorders, 2013

Adults with migraine (n = 50) without ‘medication overuse headache’ treated for up to 18 migraine attacks per
3-month study period with study medication; sumatriptan/naproxen sodium combination tablet (SNC) during one
study period and monotherapy components (S/N) during the other study period
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Figure. Proportion of attacks per subject with a score of very satisfied or satis-
fied for Overall Satisfaction, Overall Effectiveness, and Overall Side Effects.

Results:
e The percentage of patients reporting satisfied/very satisfied for Overall Satisfaction of SNC 85 % versus S/N 72 %
(primary endpoint) (p = 0.054).

For Overall Effectiveness, the results were 82% for SNC versus 73% for S/N (p = 0.159);

e For Overall Side Effects the results were 86% for SNC versus 69% for S/N (p = 0.005).

Conclusion:
Sumatriptan/Naproxen sodium combination (SNC) have satisfaction benefits over its concomitantly adminis-
tered components in the acute treatment of migraine.

2. Sumatriptan Plus naproxen for acute migraine attacks in adults
JohnWiley & Sons, 2014

Randomised, double-blind, placebo or active-controlled studies, with at least 10 participants per treatment arm,
using sumatriptan plus naproxen to treat a migraine headache episode.

® 12 studies included - using sumatriptan 85 mg or 50 mg plus naproxen 500 mg to treat attacks of mild, moderate,
or severe pain intensity:

3663 participants received combination treatment, 3682 placebo, 964 sumatriptan, and 982 naproxen.

Results:

@ At two hours, the needed to treat to benefit (NNT) for pain-free response was 3.1 when the baseline pain was
mild (50% response with sumatriptan plus naproxen compared with 18% with placebo), and 4.9 when baseline
pain was moderate or severe (28% with sumatriptan plus naproxen compared with 8% with placebo)

Treating early, when pain was still mild, was significantly better than treating once pain was moderate or severe
for pain-free responses at two hours and during the 24 hours post dose.

Conclusion:
® Combination treatment is effective in the acute treatment of migraine headaches.

The effect was greater than for the same dose of either sumatriptan or naproxen alone.



NAPROSUMA

Sumatriptan with Naproxen Tablets 85 mg & 500 mg

Description:

NAPROSUMA is a Film coated Bi-Layer Tablet with the combination of sumatriptan and naproxen. Available in combina-
tional strength of 85 mg and 500 mg, a medication developed for the acute treatment of migraine with or without aura.

Mechanism of Action:

Sumatriptan, a 5-HT1 receptor agonist that mediates vasoconstriction of the human basilar artery and vasculature
of human dura mater, which correlates with the relief of migraine headache.

It also contains naproxen, an NSAID that inhibits the synthesis of inflammatory mediators. Therefore, sumatriptan
and naproxen contribute to the relief of migraine through pharmacologically different mechanisms of action.

Indication:
Treatment of migraine attacks with or without aura in adults.
Dosage:

The recommended dose is 1 -2 Tablets per day or as prescribed by healthcare professional.
Do not take more than 2 tablets in 24 hours.

Administration:
It comes as tablets and to be taken by mouth with or without food.
Storage:

Store protected from light and moisture, at a temperature not exceeding 30°C.
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