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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.

Vedolizumab 158.8mg/ml :5'y9 2> n
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Table 1. Adverse reactions

System organ class Frequency* Adverse reaction(s)

Infections and Very common Nasopharyngitis

infestations Common Pneumonia

Clostridium difficile infection,
Bronchitis,

Gastroenteritis,

Upper respiratory tract infection,
Influenza,

Sinusitis,

Pharyngitis,

Herpes zoster

Uncommon Respiratory tract infection,
Vulvovaginal candidiasis,
Oral candidiasis;-

Herpes-—zester
Verytate Preumenta
Immune system Very rare Anaphylactic reaction,
disorders Anaphylactic shock
Nervous system Very common Headache
disorders Common Paraesthesia
Eye disorders Sl Blurred vision
rareUncommon
N/
General disorders Common Pyrexia,
and administration Infusion site reaction (including:
site conditions Infusion site pain and Infusion
site irritation),
Infusion related reaction,
Injection site reactions”
Uncommon afgston-st set :

Chllls

*Subcutaneous administration only.

wl ..

6.4 Special precantions for storage

Store in a refrigerator (2 °C-8 °C). Keep the pre-filled syringes or pre-filled pens in the outer carton in
order to protect from light.
Do not freeze.

If needed, the-a single pre-filled syringe and-or pre-filled pen can be left out of the refrigerator-#a-its
original earton protected from light at room temperature (up to 25 °C) for up to 7 days. Do not use the
pre-filled syringe or pre-filled pen if left out of the refrigerator for more than 7 days.
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L-arginine hydrochloride, sodium citrate dihydrate, L-histidine, L-histidine monohydrochloride,
polysorbate 80, citric acid monohydrate and water for injection.
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