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Ulcerative Colitis:
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Entyvio is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis who

have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a

tumour necrosis factor alpha (TNFa) antagonist.

Crohn's Disease:

Entyvio is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease who

have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a

tumour necrosis factor alpha (TNFa) antagonist.
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Takeda Israel Ltd.
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Fax (local): + 972-3-3733150



4.8 Undesirable effects

Tabulated list of adverse reactions

The following listing of adverse reactions is based on clinical trial and post marketing experience and is displayed by system
organ class. Within the system organ classes, adverse reactions are listed under headings of the following frequency
categories: very common (>1/10), common (>1/100 to <1/10), uncommon (=1/1,000 to <1/100), very rare (< 1/10,000) and
not known (cannot be estimated from the available data). Within each frequency grouping, adverse reactions are

presented in order of decreasing seriousness.
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Table 1. Adverse reactions

System organ class

Frequency

Adverse reaction(s)

Infections and infestations

Very common

Nasopharyngitis

Common Bronchitis, Gastroenteritis, Upper
respiratory tract infection, Influenza,
Sinusitis, Pharyngitis
Uncommon Respiratory tract infection, Vulvovaginal
candidiasis, Oral candidiasis, Herpes zoster
Very rare Pneumonia
Immune system disorders Very rare Anaphylactic reaction, Anaphylactic shock
Nervous system disorders Very common Headache
Common Paraesthesia
Eye disorders Very rare Blurred vision
Vascular disorders Common Hypertension
Respiratory, thoracic and Common Oropharyngeal pain, Nasal congestion,
mediastinal disorders Cough
Not known Interstitial lung disease
Gastrointestinal disorders Common Anal Abscess, Anal fissure, Nausea,
Dyspepsia, Constipation, Abdominal
distension, Flatulence, Haemorrhoids
Skin and subcutaneous tissue Common Rash, Pruritus, Eczema, Erythema, Night
disorders sweats, Acne
Uncommon Folliculitis
Musculoskeletal and connective | Very common Arthralgia

tissue disorders Common Muscle spasms, Back pain, Muscular
weakness, Fatigue, Pain in the extremity

General disorders and Common Pyrexia

administration site conditions Uncommon Infusion site reaction (including: Infusion

site pain and Infusion site irritation),
Infusion related reaction, Chills, Feeling
cold
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