Abbott Tel: +972-3-7691037 Abbott Medical Laboratories Ltd.
Fax: +972-3-7691012 Atidim Science Park, Bldg 4,
P.0.Box 58099
Tel-Aviv 61580, Israel

,N/T201 n/X9N
,N/T201 N/Njin

DTV X2N 'WONN 7w DIXYT 017VnE KDY (17Wn D NyrTIin n"ya NIFRI9T NITAvN VIAX

STINA 'Y IR DNNN DN YR 'Y YY1 DN 0'9'Y0 DX IT Y TINA

,IMNN 1772 |NI0N ND0IN 'Y 1Y) IT NYTINA 07701 DI'X ,0"NINNA DI'RY IX NINNN 01NN D' WX 09011 DIIDTY
.("v¥nX 172 n1nion np'NN

Humira 40 mg
a"n 40 aamr
Solution for Injection
Adalimumab 40mg/0.8ml
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+» Rheumatoid arthritis

Humira in combination with methotrexate, is indicated for:

. the treatment of moderate to severe, active rheumatoid arthritis in adult patients when the response
to disease-modifying anti-rheumatic drugs including methotrexate has been inadequate.

= the treatment of severe, active and progressive rheumatoid arthritis in adults not previously treated
with methotrexate.

Humira can be given as monotherapy in case of intolerance to methotrexate or when continued treatment
with methotrexate is inappropriate.

Humira has been shown to reduce the rate of progression of joint damage as measured by X-ray and to
improve physical function, when given in combination with methotrexate.

+ Crohn’s disease
Humira is indicated for reducing signs and symptoms and inducing and maintaining clinical remission in
adult patients with moderately to severely active Crohn’s disease who have had an inadequate response
to conventional therapy. Humira is indicated for reducing signs and symptoms and inducing clinical
remission in these patients if they have also lost response to or are intolerant to infliximab.

+ Psoriasis
Humira is indicated for the treatment of moderate to severe chronic 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 PUVA.

«» Psoriatic arthritis

Humira is indicated for the treatment of active and progressive psoriatic arthritis in adults when the
response to previous disease-modifying anti-rheumatic drug therapy has been inadequate. Humira has
been shown to reduce the rate of progression of peripheral joint damage as measured by X-ray in patients
with polyarticular symmetrical subtypes of the disease and to improve physical function.
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«» Polyarticular juvenile idiopathic arthritis

Humira in combination with methotrexate is indicated for the treatment of active polyarticular juvenile
idiopathic arthritis, in children and adolescents aged 4 to 17 years who have had an inadequate response
to one or more disease-modifying anti-rheumatic drugs (DMARDs). Humira can be given as monotherapy
in case of intolerance to methotrexate or when continued treatment with methotrexate is inappropriate.
Humira has not been studied in children aged less than 4 years.

+»» Ankylosing spondylitis

Humira is indicated for the treatment of adults with severe active ankylosing spondylitis who have had an
inadequate response to conventional therapy.
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4, Clinical Particulars
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4.4  Special warnings and precautions for use
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Serious infections:

Serious infections including sepsis, due to bacterial, mycobacterial, invasive fungal , parasitic, viral, or
other opportunistic infections as listeriosis, legionellosis and pneumocystis have been reported in patients
receiving Humira.

Hepatitis B reactivation

Reactivation of hepatitis B has occurred in patients receiving a TNF-antagonist including Humira, who are
chronic carriers of this virus (i.e., surface antigen positive). Some cases have had fatal outcome. Patients
should be tested for HBV infection before initiating treatment with Humira . For patients who test positive
for hepatitis B infection, consultation with a physician with expertise in the treatment of hepatitis B is
recommended.

Malignancies and lymphoproliferative disorders

Rare postmarketing cases of hepatosplenic T-cell ymphoma have been identified in patients treated with
adalimumab. This rare type of T-cell ymphoma has a very aggressive disease course and is usually fatal.
Some of these hepatosplenic T-cell ymphomas with Humira have occurred in young adult patients on
concomitant treatment with azathioprine or 6-mercaptopurine used for Crohn’s disease.

The potential risk with the combination of azathioprine or 6-mercaptopurine and Humira should be
carefully considered.

4.6 Pregnancy and lactation

Adalimumab may cross the placenta into the serum of infants born to women treated with adalimumab
during pregnancy. Consequently, these infants may be at increased risk for infection. Administration of live
vaccines to infants exposed to adalimumab in utero is not recommended for at least 5 months following the
mother’s last adalimumab injection during pregnancy.
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4.8 Undesirable effects
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System Organ Class Frequency Adverse Reaction
Neoplasms benign,
malignant and Rare Leukaemia
unspecified (including
cysts and polyps)* Not known Merkel Cell Carcinoma (neuroendocrine carcinoma of
the skin
Metabolism and nutrition | Common dehydration
disorders
Nervous system disorders* | Yncommon Neuropathy
Vascular disorders Uncommon aOI"[iC aneurysm
vascular arterial occlusion,
thrombophlebitis,
Respiratory, thoracic and ) .
mediastinal disorders* Rare pulmonary fibrosis
Gastrointestinal disorders | Rare intestinal perforation
Hepato-biliary disorders* ) o
Rare autoimmune hepatitis
Skin and subcutaneous
tissue disorders Rare Stevens-Johnson syndrome
angioedema,
cutaneous vasculitis
Uncommon systemic lupus erythematosus

Musculoskeletal,
connective tissue and bone
disorders

Abbott

A Promise for Life



Abbott Tel: +972-3-7691037 Abbott Medical Laboratories Ltd.
Fax: +972-3-7691012 Atidim Science Park, Bldg 4,
P.0.Box 58099
Tel-Aviv 61580, Israel

Hepato-biliary events:

There have been post-marketing reports of severe hepatic reactions including autoimmune hepatitis in
patients receiving adalimumab.
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