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Indicated for:
Congestive heart failure, cirrhotic ascites.
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4.8 UNDESIRABLE EFFECTS:

Uncomm Rare Frequency Not
Very Common on > Known
System Organ | =, mon | >1/100to < | > 1/1,000 | 1/10,000 | V&Y Rare | (cannot be
Class < 1/10,000 | estimated from
>1/10 1/10 to to the available
<1/100 | <1/1,000
data)
Neoplasms benign, Benign
malignant and breast
unspecified neoplasm
(including cysts (male)
and polyps)
Blood and Agranulocytosis
lymphatic system , Leukopenia,
disorders Thrombocytope
nia

Metabolism and Hyperkal Electrolyt
nutrition disorders aemia e

imbalanc

e

Psychiatric Confusional Libido disorder
disorders state
Nervous system Dizziness
disorders
Gastrointestinal Nausea Gastrointestinal
disorders disorder
Hepatobiliary Hepatic
disorders function

abnormal




Frequency Not

Uncomm Rare
Very Common on > Known
System Organ | ;1 mon | > 1/100to < | > 1/1,000 | 1/10,000 | V&Y Rare | (cannot be
Class < 1/10,000 | estimated from
>1/10 1/10 to to the available
<1/100 | <1/1,000
data)
Skin and Pruritus, Urticaria Toxic
subcutaneous Rash epidermal
tissue disorders necrolysis
(TEN), Stevens-
Johnson
syndrome, Drug
reaction with
eosinophilia
and systemic
symptoms
(DRESS),
Alopecia,
Hypertrichosis,
Pemphigoid
Musculoskeletal Muscle
and connective spasms
tissue disorders
Renal and urinary Acute
disorders kidney
injury
Reproductive Gynaecomas | Menstrual
system and breast tia, disorder,
disorders Breast pain Breast
(male)? pain
(female)®
General disorders Malaise

and administration
site conditions

Abbreviations: CDS = Core Data Sheet; F = female; LLT = lower level term; M = male; PT = preferred
term; WHO-ART = World Health Organization Adverse Drug Reaction Terminology.
®The term Breast pain is mapped from CDS and the frequency is derived from WHO-ART term Breast

pain (M); however, Breast pain male is the LLT.

bBreast pain is the PT from CDS, and the frequency is derived from WHO-ART term Breast pain (F).
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h
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