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MedDRA Common Uncommon Rare Very rare Not known MedDRA Common Uncommon Rare Not known
System organ class (cannot be System organ (cannot be
estimated class estimated
from the from the
available available
data) data)
Infections and Urinary Vaginal Infections Urinary tract Vaginal
infestations tract infection and infection infection
infection Cystitis infestations Cystitis
Psychiatric Insomnia* Psychiatric Insomnia*
disorders disorders
Eye disorders Eyelid Eye disorders Eyelid
oedema oedema
Cardiac disorders Tachycardia Palpitation Cardiac Tachycardia Palpitation
Atrial disorders Atrial
fibrillation fibrillation
Vascular Hypertensiv Gastrointesti Nausea* Dyspepsia Lip oedema
disorders e crisis* nal disorders Gastritis
Gastrointestinal Nausea* Dyspepsia Lip oedema
disorders Constipatio Gastritis Skin and Urticaria Leukocytocla
n* subcutaneou Rash stic vasculitis
Diarrhoea* s tissue Rash macular Purpura
Skin and Urticaria Leukocytoclas disorders Rash papular Angioedema
subcutaneous Rash tic vasculitis Pruritus *
tissue disorders Rash Purpura Musculoskele Joint swelling
macular Angioedema* tal and
Rash connective
papular tissue
Pruritus disorders
Musculoskeletal Joint Reproductive Vulvovaginal
and connective swelling system and pruritus
tissue disorders breast
Reproductive Vulvovagina disorders
system and | pruritus Investigation Blood
breast disorders s pressure
Investigations Blood increased
pressure GGT
increased increased
GeT AST
increased increased
AST ALT
increased increased
ALT Renal and Urinary
increased urinary retention*®
Renal and Urinary disorders
urinary disorders retention*®
Nervous system Headache*
disorders Dizziness*

4.8
Undesirable
effects
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