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Mirabegron is contraindicated in patients - Hypersensitivity to the Contraindications

with

- Hypersensitivity to the active
substance or to any of the excipients
listed in section 6.1.

= Severe uncontrolled hypertension
defined as systolic blood pressure >180
mm Hg and/or diastolic blood pressure
>110 mm Hg.

active substance or to any of
the excipients listed in
section 6.1.

Mirabegron can increase blood pressure.
Blood pressure should be measured at
baseline and periodically during treatment
with Betmiga, especially in hypertensive
patients.

. .
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Betmiga has not been evaluated
in severe uncontrolled
hypertensive patients (systolic
blood pressure > 180 mm Hg
and/or diastolic blood pressure

> 110 mm Hg); therefore it is not
recommended for use in this
patient population. Data are
limited in patients with stage

Special

warnings and
precautions

for use




notrecommendedforuse-inthis-patient 2 hypertension (systolic blood
pepulation: Data are limited in patients with | pressure > 160 mm Hg or
stage 2 hypertension (systolic blood pressure | diastolic blood pressure
> 160 mm Hg or diastolic blood pressure > 100 mm Hg).
> 100 mm Hg).
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MedDRA Common Uncommon Rare .
Undesirable
System organ effects
class
Infections and | Urinary tract Vaginal infection
infestations infection
Cystitis
Eye disorders Eyelid
oedema
Cardiac disorders | Tachycardia Palpitation
Atrial fibrillation
Gastrointestinal Nausea* Dyspepsia | Lip oedema
disorders
Gastritis
Skin and Urticaria {ukocytoclastic
vasculitis
Subcutaneous Rash
Purpura
tissue disorders Rash macular
Angioedema*
Rash papular
Pruritus
Musculoskeletal Joint swelling
and connective
tissue disorders
Reproductive Vulvovaginal pruritus
system and
breast disorders
Investigations Blood pressure
increased
GGT increased
AST increased




ALT increased

UTh VOV
MedDRA Common Uncommon Rare Not known
System organ class (cannot be
estimated

from the available

data)
Infections and Urinary tract Vaginal infection
infestations infection Cystitis
Psychiatric Insomnia*
disorders
Eye disorders Eyelid
oedema
Cardiac disorders | Tachycardia Palpitation
Atrial
fibrillation
Gastrointestinal Nausea* Dyspepsia Lip
disorders
Gastritis oedema
Skin and subcutaneous Urticaria Leukocytoclastic
tissue disorders Rash vasculitis
Rash macular Purpura

Rash papular

Pruritus

Angioedema*

Musculoskeletal

and connective

tissue disorders

Joint swelling

productive system Vulvovaginal
d breast disorders pruritus
Blood

Investigations

pressure increased




GGT increased

AST increased

ALT increased

Renal and urinary Urinary

disorders
retention*
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