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* Rheumatoid arthritis:

Remsima, in combination with methotrexate, is indicated for the reduction of signs and symptoms as
well as

the improvement in physical function in:

* adult patients with active disease when the response to disease modifying antirheumatic drugs
(DMARDSs),including methotrexate, has been inadequate.

« adult patients with severe, active and progressive disease not previously treated with methotrexate or
other DMARDs.

In these patient populations, a reduction in the rate of the progression of joint damage, as measured by
X ray,has been demonstrated.

* Ankylosing spondylitis:

Remsima is indicated for treatment of severe, active ankylosing spondylitis, in adult patients who have
responded inadequately to conventional therapy.

* Psoriatic arthritis:

Remsima is indicated for treatment of active and progressive psoriatic arthritis in adult patients when
the response to previous DMARD therapy has been inadequate.

* Remsima should be administered:

* in combination with methotrexate

« or alone in patients who show intolerance to methotrexate or for whom methotrexate is
contraindicated.

Infliximab has been shown to improve physical function in patients with psoriatic arthritis, and to reduce
the rate of progression of peripheral joint damage as measured by X ray in patients with polyarticular
symmetrical subtypes of the disease.

* Psoriasis:

Remsima is indicated for treatment of moderate to severe plaque psoriasis in adult patients who failed
to respond to, or who have a contraindication to, or are intolerant to other systemic therapy including
cyclosporine, methotrexate or psoralen ultra-violet A (PUVA)

* Adult Crohn'’s disease

Remsima is indicated for treatment :

« of moderately to severely active Crohn’s disease, in adult patients who have not responded despite a
full and adequate course of therapy with a corticosteroid and/or an immunosuppressant; or who are
intolerant to or have medical contraindications for such therapies.

« treatment of fistulising, active Crohn’s disease, in adult patients who have not responded despite a full
and adequate course of therapy with conventional treatment (including antibiotics, drainage and
immunosuppressive therapy).

* Ulcerative colitis

» Remsima is indicated for treatment of moderately to severely active ulcerative colitis in adult patients
who have had an inadequate response to conventional therapy including corticosteroids and 6
mercaptopurine (6 MP) or azathioprine (AZA), or who are intolerant to or have medical contraindications
for such therapies.




.n0N 0'OOIBNN 0O'S'VWO NDTIV |ITIN Y'YWONN 17V YITING MI1x12
SN "N'Y IR NN DYTAN AYUKR DYDY A AINX Vi 00101 0NN 0T nyvTina
. NMNNN D'INN DY'XY 0'S011 D"I1'Y 1VYXI] |I'7.UJ

NINMAN TIWN 7 VINVI'RN INXAY NIDNNN 1AXAL DIOND7 NAIN PIXYT |17V
L7 121D NNANY N9 My 09TIN 17277 (N4 hitp://www.health.gov.il
.03-5773700 :j19702

,NdM1A
n"ya NnIrdio YW 2N


http://www.health.gov.il/
http://www.health.gov.il/

J0OXY 'va gty 01TV |'710Y

:0"A1AN NIy

29'N71 AN7'M'0-1"2 NOINN |27 V7N NONN |2 N'AYO TN 197NN MWK NIR'NAN Twn, 12% NNIYNY

9NN 'T'-7V Y¥NINNY? N2'N NI N9INNA N97NN 7D .N97NNN NIvAYAI N9INNN NITIX 120N 17 790" X9
N9NNN NTIR 7V Y'91IN MNONN OW7 NNT NI'NY7 ¥ DYIN1A Y'DIinn N9INNN 7¢ 'nonn Dwn .7%0nn
790NN XONY7 IXN NPNT7 NN97 W' 790 7¥ MpPn 722 .NNpnn N 17 nzdiow

:D'T7' 1Y
.0'T72 wim'y? i X7 0t 2'won

:N91Y? [17V2 0" 7'y DTV 7Y

Patient safety information Card

The marketing of Remsima 100mg is subject to a risk management plan (RMP) including a
'Patient safety information card'.

The 'Patient safety information card’, emphasizes important safety information that the patient
should be aware of before and during treatment.

Please explain to the patient the need to review the card before starting treatment.




