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Edema associated with congestive heart failure, cirrhosis of the liver and renal disease, including
the nephrotic syndrome.

Adjunctive therapy in acute pulmonary edema.

Treatment of hypertension.
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1. NAME OF THE MEDICINAL PRODUCT
Fusid tablets

Per OS
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each tablet contains 40 mg Furosemide

Excipients with known effect:
Each tablet contains 36 mg lactose.

[..]

4.8 Undesirable effects

The following classification of CIOMS frequencies according to the MedDRA database is
used where applicable: Very common (=1/10); common (=1/100 to <1/10); uncommon
(=1/1,000 to <1/100); rare (=1/10,000 to <1/1,000); very rare (<1/10,000); Erequeney not
known (cannot be estimated from the available data).

[..]

Nervous system Rare: paraesthesia, confusion, headache, dizziness

disorders: Not known dizziness, fainting and loss of consciousness (caused by
symptomatic hypotention)

[.]

Ear and labyrinth |Uncommon deafness (sometimes irreversible)

disorders Rare tinnitus and reversible or irreversible loss of hearing (although

usually transitory), particularly in patients with renal failure),
hypoproteinaemia (e.g. in nephritic syndrome)

[.]

4.9 Overdoseage
[...]

b) Treatment
TFhere-is-Nno-known specific antidote forto furosemide_is known. If ingestion has only just
taken place, is-very-Aattempts may be made to limit furthermere-extensive systemic

absorption of the active ingredient by substaneethrough-measures such as gastric lavage
or those designated othermeasures-intended-to reduce absorption (e.g. use of activated

charcoal).

[..]
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5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamic properties

Pharmacotherapeutic group: Cardiovascular apparatus.
Antihypertensives. Diuretics, Diuretics of loop. ATC code: CO3CAO1

[..]

5.2. Pharmacokinetic properties
[...]

Hepatic/Renal insufficiency

In case of hepatic impairment, the half-life of furosemide is in the order of 30% to 90%.;

mamy—dee—te—the-h@hepvelume—ef—h@h— In addltlon m—thls—gmup—ef—pa%eqts—them—le

ellmlnatlon of furosemide is slowed due to reduced renal functlon in patlents W|th
congestive heart failure, severe hypertension or in the elderly.
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