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Active ingredient: *'vo min
Certolizumab pegol 2129 axniT'710N0
200 mg/1 ml solution for injection in pre-filled [PM PA™T2A NaTA? no'n 7"'n 1\a"n 200
syringe nhalny;
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Rheumatoid arthritis
Cimzia, in combination with methotrexate (MTX), is indicated for: the treatment of moderate to severe, active
rheumatoid arthritis (RA) in adult patients when the response to disease-modifying antirheumatic drugs (DMARDS)
including methotrexate, has been inadequate.
Cimzia can be given as monotherapy in case of intolerance to methotrexate or when continued treatment with
methotrexate is inappropriate.
Cimzia 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.

Axial spondyloarthritis
Cimzia is indicated for the treatment of adult patients with severe active axial spondyloarthritis, comprising:

Ankylosing spondylitis (AS)
Adults with severe active ankylosing spondylitis who have had an inadequate response to, or are intolerant to
nonsteroidal anti-inflammatory drugs (NSAIDs).

Axial spondyloarthritis without radiographic evidence of AS

Adults with severe active axial spondyloarthritis without radiographic evidence of AS but with objective signs of
inflammation by elevated C-reactive protein (CRP) and /or magnetic resonance imaging (MRI), who have had an
inadequate response to, or are intolerant to NSAIDs.

Crohn’s Disease
Cimzia is indicated for reducing signs and symptoms of Crohn’s disease and maintaining clinical response in adult
patients with moderately to severely active disease who have had an inadequate response to conventional therapy.
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4.2 Posology and method of administration

Crohn’s Disease
After the starting dose, in patients who obtain a clinical response, the recommended maintenance dose is 400 mg
every four weeks.

4.4 Special warnings and precautions for use

Malignancies and lymphoproliferative disorders
...Similarly, patients with Crohn’s disease that require chronic exposure to immunosuppressant therapies may be at
higher risk than the general population for the development of lymphoma, even in the absence of TNF antagonist

therapy.
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4.8 Undesirable effects

Crohn’s disease

The proportion of patients who discontinued treatment due to adverse reactions in the controlled clinical studies
was 8% for Cimzia and 7% for placebo. The most common adverse reactions leading to the discontinuation of
Cimzia (for at least 2 patients and with a higher incidence than placebo) were abdominal pain (0.4% Cimzia, 0.2%
placebo), diarrhea (0.4% Cimzia, 0% placebo), and intestinal obstruction (0.4% Cimzia, 0% placebo).

The data described below reflect exposure to Cimzia at 400 mg subcutaneous dosing in studies of patients with
Crohn’s disease. In the safety population in controlled studies, a total of 620 patients with Crohn’s disease received
Cimzia at a dose of 400 mg, and 614 subjects received placebo (including subjects randomized to placebo in Study
CD2 following open label dosing of Cimzia at Weeks 0, 2, 4). In controlled and uncontrolled studies, 1,564 patients
received Cimzia at some dose level, of whom 1,350 patients received 400 mg Cimzia. Approximately 55% of
subjects were female, 45% were male, and 94% were Caucasian. The majority of patients in the active group were
between the ages of 18 and 64.

During controlled clinical studies, the proportion of patients with serious adverse reactions was 10% for Cimzia and
9% for placebo. The most common adverse reactions (occurring in = 5% of Cimzia-treated patients, and with a
higher incidence compared to placebo) in controlled clinical studies with Cimzia were upper respiratory infections
(e.q. nasopharyngitis, laryngitis, viral infection) in 20% of Cimzia-treated patients and 13% of placebo-treated
patients, urinary tract infections (e.g. bladder infection, bacteriuria, cystitis) in 7% of Cimzia-treated patients and in
6% of placebo-treated patients, and arthralgia (6% Cimzia, 4% placebo).

The most commonly occurring adverse reactions in controlled trials of Crohn’s disease were described above.
Other serious or significant adverse reactions reported in controlled and uncontrolled studies in Crohn’s disease
and other diseases, occurring in patients receiving Cimzia at doses of 400 mg or other doses include:

Blood and lymphatic system disorders: Anemia, leukopenia, lymphadenopathy, pancytopenia, and thrombophilia.
Cardiac disorders: Angina pectoris, arrhythmias, atrial fibrillation, cardiac failure, hypertensive heart disease,
myocardial infarction, myocardial ischemia, pericardial effusion, pericarditis, stroke and transient ischemic attack.
Eye disorders: Optic neuritis, retinal hemorrhage, and uveitis.

General disorders and administration site conditions: Bleeding and injection site reactions.

Hepatobiliary disorders: Elevated liver enzymes and hepatitis.

Immune system disorders: Alopecia totalis.

Psychiatric disorders: Anxiety, bipolar disorder, and suicide attempt.

Renal and urinary disorders: Nephrotic syndrome and renal failure.

Reproductive system and breast disorders: Menstrual disorder.

Skin and subcutaneous tissue disorders: Dermatitis, erythema nodosum, and urticaria.

Vascular disorders: Thrombophlebitis, vasculitis.

Description of selected adverse reactions

Infections

The incidence of infections in controlled studies in Crohn’s disease was 38% for Cimzia-treated patients and 30%
for placebo-treated patients. The infections consisted primarily of upper respiratory infections (20% for Cimzia, 13%
for placebo). The incidence of serious infections during the controlled clinical studies was 3% per patient-year for
Cimzia-treated patients and 1% for placebo-treated patients. Serious infections observed included bacterial and
viral infections, pneumonia, and pyelonephritis.

Hypersensitivity Reactions

The following symptoms that could be compatible with hypersensitivity reactions have been reported rarely
following Cimzia administration to patients: angioedema, dermatitis allergic, dizziness (postural), dyspnea, hot flush,
hypotension, injection site reactions, malaise, pyrexia, rash, serum sickness, and (vasovagal) syncope (see section
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