teva

2022 120090 ' INN

N/922) /NP, N/ NDYY

9PUONN HY XYIDI 1998Y 1IH¥a DINAN DINITYN DY NI YAV NYAN

NNYOP 199 NS NN MINPN

Acamol Tsinun and Shapaat Night, Caplets

Contains: Paracetamol 500mg, Pseudoephedrine hydrochloride 30 mg,
Dextromethorphan hydrobromide 15mg . Chlorpheniramine maleate 2mg
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- For the relief of cold, cough and nasal congestion associated with fever and pain, for night care.
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4.4 Special warnings and precautions for use

[...]

Caution is advised if paracetamol is administered concomitantly with flucloxacillin due to increased risk of

high anion gap metabolic acidosis (HAGMA), particularly in patients with severe renal impairment, sepsis,
malnutrition and other sources of glutathione deficiency (e.g. chronic alcoholism), as well as those using

maximum daily doses of paracetamol. Close monitoring, including measurement of urinary 5-oxoproline, is
recommended

[...]
Serotonin syndrome

Serotonergic effects, including the development of a potentially life-threatening serotonin syndrome,
have been reported for dextromethorphan with concomitant administration of serotonergic agents, such
as selective serotonin re-uptake inhibitors (SSRIs), drugs which impair metabolism of serotonin
(including monoamine oxidase inhibitors (MAOIs)) and CYP2D6 inhibitors.

Serotonin syndrome may include mental-status changes, autonomic instability, neuromuscular
abnormalities, and/or gastrointestinal symptoms. If serotonin syndrome is suspected, treatment should
be discontinued.

4.5 Interaction with other medicinal products and other forms of interaction

[.]

Caution should be taken when paracetamol is used concomitantly with flucloxacillin as concurrent
intake has been associated with high anion gap metabolic acidosis, especially in patients with risks
factors (see section 4.4).
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