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Teva- Cold Caplets Teva-Cold Tablets

Contains: Paracetamol 300 mg, Caffeine anhydrous 30 mg, Phenylephrine
Hydrochloride 10 mg and Chlorpheniramine maleate 2 mg.
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Symptomatic relief of common cold, congestion associated with sinusitis, allergic rhinitis
accompanied by fever and pain.
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4.4 Special warnings and precautions for use
[...]
Cases of high anion gap metabolic acidosis (HAGMA) due to pyroglutamic acidosis
have been reported in patients with severe illness such as severe renal impairment and
sepsis, or in patients with malnutrition or other sources of glutathione deficiency (e.g.
chronic alcoholism) who were treated with paracetamol at therapeutic dose for a
prolonged period or a combination of paracetamol and flucloxacillin. [f HAGMA due
to pyroglutamic acidosis is suspected, prompt discontinuation of paracetamol and
close monitoring is recommended. The measurement of urinary 5-oxoproline may be
useful to identify pyroglutamic acidosis as underlying cause of HAGMA in patients
with multiple risk factors.
[...]

4.5 Interaction with other medicinal products and other forms of interaction
[...]

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

[...]

Paracetamol
[...]
Body System Undesirable effect
Metabolism and High anion gap metabolic acidosis *
nutrition disorders (frequency not known)

* Cases of high anion gap metabolic acidosis due to pyroglutamic acidosis
have been observed in patients with risk factors using paracetamol (see section
4.4). Pyroglutamic acidosis may occur as a consequence of low glutathione
levels in these patients.
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