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Loperamide hydrochloride 2 mg
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Control and symptomatic relief of acute diarrhea.
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4.8 Undesirable effects
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Table 1: Adverse drug reactions

System Organ Class

Common Uncommon Rare Not known
Immune System Hypersensitivity reaction?
Disorders /Anaphylactic reaction

(including Anaphylactic
shock)? Anaphylactoid
reaction?

Nervous System Headache Dizziness Loss of consciousness?

Disorders Somnolence? Stupor?, Depressed level of

consciousness?
Hypertonia?
Coordination abnormality?

Eye Disorders Miosis?
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Gastrointestinal

Constipation

/Abdominal pain

lleus? (including paralytic

/Acute pancreatitis

Tissue Disorders

Disorders Nausea /Abdominal ileus)
Flatulence discomfort Megacolon? (including

Dry mouth toxic megacolon®)
IAbdominal pain I/Abdominal distension
upper
'VVomiting
Dyspepsia®

Skin and Subcutaneous Rash Bullous eruption?

(including Stevens-
Johnson syndrome, Toxic
epidermal necrolysis and
Erythema multiforme),
Angioedema?,

Urticaria®

Pruritus?

Renal and Urinary
Disorders

Urinary retention?

General Disorders and Fatigue?
Administration Site
Conditions
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6.4 Special precautions for storage

Store below 25°C.

6.5 Nature and contents of container

Box containing an opaque PVVC/AI blister pack of 6, 10 or 12 capsules.

Not all pack sizes may be marketed
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