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Symptomatic treatment of nasal congestion, to relief eustachian tube congestion.
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PSEUDOEPHEDRINE (AS HYDROCHLORIDE) 15 MG/ML
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severe acute or chronic kidney disease/renal failure.
severe hypertension or uncontrolled hypertension,
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Posterior reversible encephalopathy syndrome (PRES) and reversible cerebral vasoconstriction
syndrome (RCVS)
Cases of PRES and RCVS have been reported with the use of pseudoephedrine containing
products (see section 4.8). The risk is increased in patients with severe or uncontrolled
hypertension, or with severe acute or chronic kidney disease/renal failure (see section 4.3).
Pseudoephedrine should be discontinued and immediate medical assistance sought if the following
symptoms occur: sudden severe headache or thunderclap headache, nausea, vomiting, confusion,
seizures and/or visual disturbances. Most reported cases of PRES and RCVS resolved following
discontinuation and appropriate treatment
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System Organ Class: Nervous system disorders

Frequency: Not known

Adverse reactions: Posterior reversible encephalopathy syndrome (PRES) (see section 4.4)
Reversible cerebral vasoconstriction syndrome (RCVS) (see section 4.4)
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if you have very high blood pressure (severe hypertension) or hypertension not controlled by your
medication, heart or blood vessel disease or a history of stroke if you have severe acute (sudden) or
chronic (long-term) kidney disease or kidney failure
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Cases of posterior reversible encephalopathy syndrome (PRES) and reversible cerebral
vasoconstriction syndrome (RCVS) have been reported following use of medicines containing
pseudoephedrine. PRES and RCVS are rare conditions that can involve reduced blood supply to
the brain. Stop using <product name> immediately and seek immediate medical assistance if you
develop symptoms that may be signs of PRES or RCVS (see section 4 “Possible side effects” for
symptoms)
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Stop using Aerinaze immediately and seek urgent medical attention if you develop symptoms, that
may be signs of posterior reversible encephalopathy syndrome (PRES) and reversible cerebral
vasoconstriction syndrome (RCVS). These include:
* severe headache with a sudden onset
» feeling sick
* vomiting
* confusion
* seizures
* changes in vision
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serious conditions affecting blood vessels in the brain known as posterior reversible
encephalopathy syndrome (PRES) and reversible cerebral vasoconstriction syndrome (RCVS).

http://lwww.health.gov.il nIXMAN TYwN ANXAYW NIDSNNN 1AXN DI0NDY7 IN7W1 DRDTIVAN DAI7VN
1-700-500-220 ,jnwin Tin 4 wann 'n1 ,n"ya 0¥d N1aN? N9 T 7Y 0'09TIN 072177 N1

,NdM12
T'OIN |I7X
namn npn

n"ya nimo NI'vyn vxd



