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Prolonged Release Tablets
Loratadine 5 mg, Pseudoephedrine sulphate 120 mg
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Relief of symptoms of seasonal allergic rhinitis when both the antihistaminic properties and the
nasal decongestant activity are desired.
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4. CLINICAL PARTICULARS

4.3 Contraindications

- Severe acute or chronic kidney disease or renal failure.
- Severe hypertension or uncontrolled hypertension.

4.4 Special warnings and precautions for use

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.

4.8 Undesirable effects

Very rare Vertigo, convulsions
Nervous system disorders Posterior reversible encephalopathy syndrome
Not known (PRES) (see section 4.4) Reversible cerebral
vasoconstriction syndrome (RCVS) (see section 4.4)
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