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Cimzia, Solution for SC injection
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Plaque psoriasis
Cimzia is indicated for the treatment of moderate to severe plaque psoriasis in adults who
are candidates for systemic therapy.

IIni7'71D> X9NY 17va1 DXY [1'7v2 'MINtLA YT DTV ,NNAN [1DTY? DXNNA

2AINXA |72 D'YWATINA XY [1'7Va DIV D'P192 DRIDTY

709NN WNNWN T8O - 3 90
O'TN'I0YD 7X'791 719'0"Y
NN ,0"yIw? NN 2"n 400 XIN 0'TRMIOD PX791 D'7110N DNAIAN 11AY 'M7NNNN [1'AN
LR 2 951" 400 Ik otyiw? nnr 2"n 200 7w mMptnx (' N2 pn nx? .41 2,0 niyiava

X9 NIKIINT DN

NIN" NITA'O TXD
MY IR (A" 200) NNX NPT 22PN URIDT NIY WK IX AN X9N T 72V 795 0T 7 7nn nftn'o

IX 7' M7 775 01 N nparnn L(SC n'aara ixza) niy-nn nparna (3" 400) nipar
NP IR YIXD ,MIMTR YN 12 TR TR 'K ,DNT DNNY . juan

719'0N TYNN DIV KON 7¥X APYNI NIFNYT JIX DNR ,NNMXY NPT 17 TWR 17¢ X9NN DX
N'MXY NPT

IX ,N'MMVINI7Z'TAID0 071910 NPT ,NINAY 07190 NZ'7TN 7210 NNXK DX NIvIAY 12 Nnx .
O'TXMI0Y 7X79 17 W' DX NIIAY 16 NnX .

ANKR 719'0 1YWY Wiy IR 17 NN'RNN DTN DN YIARY7 K97 CTWONYT Nn 7y NNT

4917001 NIPpN NND 7063 .T.N 6 NID2'VYUN ‘NI ,0192IX'] |'12 D”"V21996 (INTW') DIDIN']
Email: neopharm@neopharmisrael.com 03-9373716 :0PD 03-9373737 :20 www.neopharmgroup.com



O91R") NXIA[7

:aIn¥A |7a% D'YATIA X911 |17V D1IvA 0'P192 DRIDTY

Posology and method of administration 4.2 q'vo

Plaque psoriasis

After the starting dose, the maintenance dose of Cimzia for adult patients with plaque psoriasis is
200 mg every 2 weeks. A dose of 400 mg every 2 weeks can be considered in patients with
insufficient response (see section 5.1).

Available data in adults with plaque psoriasis suggest that a clinical response is usually achieved
within 16 weeks of treatment. Continued therapy should be carefully reconsidered in patients who
show no evidence of therapeutic benefit within the first 16 weeks of treatment. Some patients
with an initial partial response may subsequently improve with continued treatment beyond 16
weeks.

Undesirable effects — summary of the safety profile 4.8 9'vo

Plaque psoriasis

Cimzia was studied in 1112 patients with psoriasis in controlled and open-label studies for up to
18 months. The safety profile of Cimzia 400 mg every 2 weeks and Cimzia 200 mg every 2 weeks
were generally similar.

During controlled clinical trials through Week 16, the proportion of patients with serious adverse
events was 3.5% for Cimzia and 3.7% for placebo.

The proportion of patients who discontinued treatment due to adverse events in the controlled
clinical studies was 1.5% for patients treated with Cimzia and 1.4% for patients treated with
placebo.

The most common adverse reactions reported through Week 16 belonged to the system organ
classes Infections and infestations, reported in 6.1% of patients on Cimzia and 7% of patients on
placebo, General disorders and administration site conditions, reported in 4.1% of patients on
Cimzia and 2.3% of patients on placebo, and Skin and subcutaneous tissue disorders, reported in
3.5% of patients on Cimzia and 2.8% of patients on placebo.

Undesirable effects — description of selected adverse reactions 4.8 9'vo
Infections

The incidence rate of new cases of infections in placebo-controlled clinical trials in psoriasis was
1,37 per patient-year for all Cimzia-treated patients and 1.59 per patient-year for placebo-treated
patients. The infections consisted primarily of upper respiratory tract infections and viral infections
(including herpes infections). The incidence of serious infections was 0.02 per patient-year in
Cimzia treated patients. No serious infections were reported in the placebo-treated patients.
There is no evidence of an increased risk of infections with continued exposure over time.
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Malignancies and lymphoproliferative disorders

Excluding non-melanoma skin cancer, 9 malignancies including 1 case of lymphoma were observed
in the Cimzia psoriasis clinical trials in which a total of 1112 patients were treated, representing
1481 patient-years.
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Undesirable effects — summary of the safety profile 4.8 9o

Axial spondyloarthritis

Cimzia was studied in 325 patients with active axial spondyloarthritis (including ankylosing
spondylitis and non-radiopraphic axial spondyloarthritis) in the AS001 clinical study for up to 4
years, which includes a 24-week placebo-controlled phase followed by a 24-week dose-blind
period and a 156-week open-label treatment period. Cimzia was also studied in 317 patients with
non-radiographic axial spondyloarthritis in a placebo-controlled study for 52 weeks (AS0006). In
both studies. The safety profile for these patients was consistent with the safety profile in
rheumatoid arthritis and previous experience with Cimzia.
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