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Tremfya 100mg/ml S.C, Tremfya 10mg/ml 1.V:

Ulcerative colitis

Tremfya is indicated for the treatment of adult patients with moderately to severely active
ulcerative colitis who have had an inadequate response, lost response, or were intolerant to
either conventional therapy, or a biologic treatment.

Crohn’s disease

Tremfya is indicated for the treatment of adult patients with moderately to severely active
Crohn’s disease who have had an inadequate response, lost response, or were intolerant to
either conventional therapy or a biologic treatment.

Tremfya 100mg/ml S.C:

Plaque psoriasis

Tremfya is indicated for the treatment of adults with moderate to severe plaque
psoriasis who are candidates for systemic therapy or phototherapy.

Psoriatic arthritis

Tremfya, alone or in combination with methotrexate (MTX), is indicated for the treatment of
active psoriatic arthritis in adult patients who have had an inadequate response or who have
been intolerant to a prior disease-modifying antirheumatic drug (DMARD) therapy.
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Tremfya® 100mg/ml S.C
1.QUALITATIVE AND QUANTITATIVE COMPOSITION
Iml:
Excipient(s) with known effect
This medicinal product contains 0.5 mg of polysorbate 80 (E433) in each pre-filled syringe or pre-filled
pen which is equivalent to 0.5 mg/mL

2ml:

Excipient(s) with known effect

This medicinal product contains 0.5 mg of polysorbate 80 (E433) in each pre-filled syringe or pre-filled
pen which is equivalent to 0.5 mg/mL

20ml (vial):
Excipient(s) with known effect
This medicinal product contains 10 mg of polysorbate 80 (E433) in each vial which is equivalent to

0.5 mg/mL.

3.PHARMACEUTICAL FORM
The solution is clear and colourless to light yellow and may contain a few small white or clear particles
with target pH of 5.8 and approximate osmolarity of 367.5 mOsm/L.

4.CLINICAL PARTICULARS

4.5 Interaction with other medicinal products and other forms of interaction

.(i;).ncomitant immunosuppressive therapy or phototherapy

iﬁ';llcerative colitis and Crohn’s disease studies, concomitant use of immunomodulators (e.g.,

azathioprine [AZA], 6-mercaptopurine [6-MP]) or corticosteroids did not appear to influence the safety
or efficacy of guselkumab.

4.8 Undesirable effects

Tabulated list of adverse reactions
General disorders and administration site conditions: Injection site reactions: HrCommon

200mg/20ml (vial):

6. PHARMACEUTICAL PARTICULARS

6.6 Special precautions for disposal and other handling

Tremfya solution for intravenous infusion must be diluted, prepared and infused by a healthcare

professional using aseptic technique. Fremfya-doesnotecontainpreservatives: Each vial is for single use
only.
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Tremfya 10 mg/mL 1.V. (200 mg/20 mL)
Tremfya solution for intravenous infusion must be diluted, prepared and infused by a healthcare

professional using aseptic technique. Fremfya-doesnotcontainpreservatives. Each vial is for single

use only.
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