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Veltassa is indicated for the treatment of hyperkalaemia in adults.
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4.4 Special warnings and precautions for use

Low Magnesium

In clinical studies, serum magnesium values <1.4 mg/dL (0.58 mmol/L) occurred in 97.1% of adult
patients treated with patiromer with 0.3% of patients developing a serum magnesium level <1.0
mg/dL (0.4 mmol/L). Mean decreases in serum magnesium were 0.137 mg/dL (0.0564-Mean
deercases-serum-magnesivm-were- O -medl0-070 mmol/L) or less.

Serum magnesium should be monitored for at least 1 month after initiating treatment and as
clinically indicated during treatment, and magnesium supplementation considered in patients who

develop low serum magnesmm 1evels (see section 4. 8) (see section 4. 8) Hypemagnesema—may

Severe hyperkalaemia

There is limited experience in patients with serum potassium concentrations greater than
6.5 mmol/L. Veltassa should not be used as an emergency treatment for life-threatening
hyperkalaemia because of its delayed onset of action (see section 4.2).

Information about calcium
Serum calcium should be monitored for at least 1 month after initiating treatment and as clinically
indicated during treatment.

_4.8 Undesirable effects

| MedDRA Common Uncommon Frequency not
System Organ Class known
' Immune System | 7 Hypemenmsitivitydd |
Disorders
Metabolism and Hypomagnesaemia
nutrition disorders
Gastromntestinal Constipation® | 3 Nawsea
disorders Diarrhoeall Vomiting
Abdommnalpain™ .
Nausea
Flatulence

1 ARs reported mn the post-marketing setting,
2 Hypersensitivity reactions included rash. urficana. swelling in the oral cavity and lips and were mild to moderate seventy.
Constipation is an aggregate term combiming the preferred terms constipation and hard,

4 Dizrhoea is an ageregate term for diahoes and frequent bowel movements.
3 Abdominal pain is an aggregate term combining the preferred terms of abdominal discomfort. abdominal paim, abdominal

pain upper and abdomimal pain lower.
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