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Acute treatment of migraine with or without aura
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4.3 Contraindications

4.4 Special warnings and precautions for use

Zomig should not be given to patients with symptomatic Wolff-Parkinson-White syndrome or arrhythmias
associated with other cardiac accessory conduction pathways

Prolonged use of any type of painkiller for headaches can make them worse. If this situation is experienced
or suspected, medical advice should be obtained and treatment should be discontinued. The diagnosis of
medication overuse headache should be suspected in patients who have frequent or daily headaches despite
(or because of) the regular use of headache medications.

Serotonin Syndrome has been reported with combined use of triptans, and serotonergic drugs, such as
Selective Serotonin Reuptake Inhibitors (SSRIs) and Serotonin Norepinephrine Reuptake Inhibitors (SNRIs).
Serotonin Syndrome is a potentially life-threatening condition, and diagnosis is likely when (in presence of a
serotonergic agent) one of the following is observed:

e  Spontaneous clonus
e Inducible or ocular clonus with agitation or diaphoresis

e Tremor and hyperreflexia



e Hypertonia and body temperature >38°C and inducible or ocular clonus.
Careful observation of the patient is advised, if concomitant treatment with Zomig and an SSRI or SNRI is
clinically warranted, particularly during treatment initiation and dosage increases (see Section 4.5).

Withdrawal of the serotonergic drugs usually brings about a rapid improvement. Treatment depends on the
type and severity of the symptoms.

Zomig contains lactose. Patients with rare hereditary problems of galactose intolerance, the Lapp lactase
deficiency or glucose-galactose malabsorption should not take this medicine.

This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium-free’.

4.8 Undesirable effects
System Organ Class Frequency | Undesirable Effect

Immune system disorders Rare Anaphylaxis/Anaphylactoid Reactions;
Hypersensitivity reactions.

Nervous system disorder Common Abnormalities or disturbances of
sensation;

Dizziness;
Headache;
Hyperaesthesia;
Paraesthesia;
Somnolence;

Warm sensation.

Cardiac disorders Common Palpitations.

Uncommon | Tachycardia.

Very rare Fachyeardia:

Angina pectoris;

Coronary vasospasm;
Myocardial infarction.

Vascular disorders Uncommon | Transient increases in systemic blood
pressure

Gastrointestinal disorders Common Abdominal pain;
Dry mouth;
Nausea;
Vomiting

Dysphagia.

Very rare Bloody diarrhoea;
Gastrointestinal infarction or necrosis;
Gastrointestinal ischaemic events;

Ischaemic colitis;

Splenic infarction.

Skin and subcutaneous Rare Angioedema;
tissue disorders Urticaria.
Musculoskeletal and Common Muscle weakness;
connective tissue disorders Myalgia.




Renal and urinary disorders | Uncommon | Polyuria;
Increased urinary frequency

Very rare Urinary urgency.

General disorders and Common Asthenia;

administration site conditions Heaviness, tightness, pain or pressure in

throat, neck, limbs or chest.

1077 1998 7BYa 2 naRa 2eTYa

'Xil'? nyoin .4
(079101 10,000 mn 1 99100 TV7Y Y'OUNT7 NI7I7Y) TINN NN XN DIYOIN
7w NNy IR (A7 9ENn) 270 W DUVIR L(11912 YARN NPV D' ,NTND DAND) N1MAIX e
.NN'WI1 XIPI NTNA D'AXD 71707 0717 0'an'on .71 0T YD
IN |U2 aND D7 0717V Dnon L'wn? pT7 DNa? “17vn NaT 'wvna DT YD 7w NNYn e
T v
YAV IN 'NIN DIN'T

(079101 10,000 Yinn 1 79100 72y Y'OWUN7 NI717Y) NN TIRN 'RIT NIYOIN
MY NN7 "MIKND qNT e

D'INI0NN DDTYY? X
NXIN 172 NINIoN VOV NZ'NN .V2X2 NINIOoN 'NINN VoL NOSO0IN

.01YMN 72v27 N9 T Y 009 TIN D'73|7'7 N1 L,NIRNAN TYYN MNXRAY NISINNN 1AXRN2 0'No1ISn D17VN

,2A1 T
TN NY

nImn nNN

n"ya (7xw') NjpTNILVONX

4524075 phwn TiIn ,1455 1.0 ,n"ya (xwr) apratanvox
09-7406527 opo 09-7406528 1970



	4.3 Contraindications
	4.4 Special warnings and precautions for use
	4.8 Undesirable effects

