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Ulcerative Colitis:

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.

Pouchitis
Entyvio L.V is indicated for the treatment of adult patients with moderately to severely active chronic
pouchitis, who have undergone proctocolectomy and ileal pouch anal anastomosis for ulcerative

colitis, and have had an inadequate response with or lost response to antibiotic therapy.

Vedolizumab 300 mg/vial :%'y9 2> n
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4.1 Therapeutic indications

INOIY MYV

Ulcerative colitis

Entyvio LV iz indicated for the treatment of adult patients with moderately to severely active
ulcerative colitiz who have had an inadequate response with, lost response to, or were intolerant to
etther conventional therapy or a fumgur necrosis factor-alpha (TNFo) antagonist.

Crohn’s disease

Entyvio L'V is indicated for the treatment of adult patients with moderately to severely active Crohn’s
dizeaze who have had an imadequate response with, lost response to, or were intolerant to esther
conventional therapy or a fumgur necrosis factor-alpha (TINFo) antagonist.

p -

Entyvic LV is indicated for the treatment of adult patients with moderately to severely active chronic

ponchitiz who have undersone proctocolectomy and ileal pouch anal anastomosis for ulcerative

golitiz, apd bave had an inadequate response with or lost response to antibiotic therapy.

vl

4.2 Posology and method of administration

/-
Pouchiti

The recommended doze resimen of intravenous vedolizomab iz 300 mg administered by intravenons
infusion at 0, 2 and 6 weeks and then every & weels thereafter.

Treatment with vedolizumab should be initiated in parallel with standard of care antibiotic (e.g_ . four-
week of ciprofloxacin) (see section 3.1).

Discontinuation of treatment should be considered if no evidence of therapeutic benefit 13 observed by
14 weeks of treatment with vedolizumab.

Retfreatment

There are no retreatment data available in patients with pouchitis

N/

4.8 Undesirable effects
-
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Table 1. Adverse reaL:ﬁu-ns

System organ class

Frequency

Adverse reaction(s)

Infections and infestations

Very common

WNasopharyngitis

Common

Pneumonia,
(Cloztridium difficile infection,
EBronchitis,
Gastroenteritis,
Upper respiratory tract infection,
Influenza,
Sinmsitis,
Pharynpgitis,
Herpes zoster

Uncommon

Respiratory tract infection,
WVulvovaginal candidiasis,
Oral candidiasis

Immune system disorders

Very rare

Anaphylactic reaction,
Anaphylactic shock

Nervous system disorders

Very common

Headache

Common

Eye disorders

Uncommon

EBlurred vision

Wascular disorders

Common

Hypertenzion

ERezpiratory, thoracic and
mediastinal disorders

Common

Oropharyngeal pain,
Nasal congestion,
Cough

Mot kmown

Interstitial lung dizease

Grastrointestinal dizorders

Common

Anal Abscess,

Anal fizzure,

Nauszea,

Dyzpepsia,
Constipation,
Abdominal distension,
Flatulence,

Eectal o

Skin and subcutaneous tizsue
dizorders

Common

Rash,
Prurituz,
Eczema,
Erythema,
Wight sweats,
Acne

Uncommon

Folliculitis

Musculoskeletal and connective
tizsue disorders

Very common

Arthralgia

Common

Muscle spasms,
Back pain,
Muscular weakness,
Fatigue,

Pain in the extremity

General disorders and
administration site conditions

Common

Pyrexia-

Infuzion related reaction (asthenia® and chest
dizcomfort®),

Infuzion site reaction (including: Infusion site

pain and Infusion site irritation)
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