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Pico-Salax Orange
Pico-Salax Cranberry
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Each sachet contains the following active ingredients:

Sodium picosulfate 10.0mg
Magnesium oxide, light 3.5¢g

Citric acid, anhydrous 12.0g
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To clean the bowel prior to X-ray examination or endoscopy or surgery.
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Drinking only water to replace the fluid losses may lead to electrolyte imbalance, which may in
severe cases lead to complications such as seizures and coma. In rare cases, PICO-SALAX can cause severe or 4.4
life-threatening electrolyte problems or impaired renal function in fragile or debilitated patients SPECIAL

WARNINGS AND
SPECIAL
PRECAUTIONS
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The most common adverse reactions are vomiting, nausea, abdominal pain and headache. 4.8
Hyponatraemia is rare, but is the most commonly reported serious adverse reaction. UNDESIRABLE
Adverse reactions from spontaneous reports are presented by frequency category based on EFFECTS

incidence in clinical trials when known. Frequency from spontaneous reports for adverse
reactions never observed in clinical trials is based on an algorithm as recommended in the
European Commission SmPC guideline, 2009, rev 2.

MedDRA Organ Class Common (21/100 to Uncommon ((21/1000 Rare (21/10.000 to
<1/10) to <1/100) <1/1.000
Immune system Anaphylactic reaction,
disorder hypersensitivity
Metabolism and hypokalaemia Hyponatraemia
nutrition disorders
Nervous system Headache Epilepsy, generalised Presyncope

disorders

tonic-clonic seizure?,
seizure, Loss of or
depressed level of
consciousness, syncope,
dizziness. Confusional
state including
disorientation

Gastrointestinal
disorders

Vomiting, nausea,
abdominal pain

* Diarrhoea

lleal ulcer®, anal
incontinence,

proctalgia
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Skin and Rash (including
subcutaneous tissue erythematous rash and
disorders maculo-papular rash,

urticaria, purpura)

2 In epileptic patients, there have been isolated reports of seizure/generalised tonic-clonic seizure without associated hyponatraemia.
bIsolated cases of severe diarrhoea have been reported post-marketing.

¢ Isolated cases of mild reversible aphthoid ileal ulcers have been reported.
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