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Rheumatoid arthritis

Erelzi is indicated for the treatment of active rhematoid arthritis in adults when the response to
disease-modifying antirheumatic drugs (DMARDs) including methotrexate (unless contraindicated)
has been inadequate. Erelzi can be used in combination with methotrexate in patients who do not
respond adequately to methotrexate alone. Reducing signs and symptoms and inhibiting the
progression of structural damage in patients with moderately to severely active rheumatoid arthritis.
Etanercept, alone or in combination with methotrexate, has been shown to reduce the rate of
progression of joint damage as measured by X-ray and to improve physical function.

Juvenile idiopathic arthritis

Treatment of polyarthritis (rheumatoid factor positive or negative) and extended oligoarthritis in
children and adolescents from the age of 2 years who have had an inadequate response to, or who
have proved intolerant of, methotrexate.

Treatment of psoriatic arthritis in adolescents from the age of 12 years who have had an inadequate
response to, or who have proved intolerant of, methotrexate.

Treatment of enthesitis-related arthritis in adolescents from the age of 12 years who have had an
inadequate response to, or who have proved intolerant of, conventional therapy.

Psoriatic arthritis

Treatment of active and progressive psoriatic arthritis in adults when the response to previous
disease-modifying antirheumatic drug therapy has been inadequate. Etanercept has been shown to
improve physical function in patients with psoriatic arthritis, and to reduce the rate of progression of
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peripheral joint damage as measured by X-ray in patients with polyarticular symmetrical subtypes of
the disease.

Axial spondyloarthritis

Ankylosing spondylitis (AS)

Treatment of adults with severe active ankylosing spondylitis who have had an inadequate response
to conventional therapy.

Non-radiographic axial spondyloarthritis

Treatment of adults with severe non-radiographic axial spondyloarthritis with objective signs of
inflammation as indicated by elevated C-reactive protein (CRP) and/or magnetic resonance imaging
(MRI) evidence, who have had an inadequate response to non-steroidal anti-inflammatory drugs
(NSAIDs).

Plaque psoriasis

Treatment of adults patients (18 years or older) with moderate to severe plaque psoriasis who are
candidates for systemic therapy or phototherapy.

Paediatric plague psoriasis

Treatment of chronic severe plaque psoriasis in children and adolescents from the age of 6 years
who are inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies.
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4.6 Fertility, pregnancy and lactation

Breast-feeding

administration. In lactating rats following subcutaneous administration, etanercept was

excreted in the milk and detected in the serum of pups. Because-tmmunoglobulinsin
common-with-many-medicinal-produets;can-be-exereted Limited information from the

published literature indicates enteracept has been detected at low levels-in human milk.
Enteracept could be considered for use during -a-decision-mustbe-made-whetherto

discontinue breast-feeding-erto-discontinueErelzi-therapy, taking into account the benefit of
breast-feeding for the child and the benefit of therapy for the woman.

While systemic exposure in a breastfed infant is expected to be low because etanercept is largely
degraded in the gastrointestinal tract, limited data regarding systemic exposure in the breastfed
infant are available. Therefore, the administration of live vaccines (e.g., BCG) to a breastfed infant
when the mother is receiving etanercept could be considered 16 weeks after stopping breast-
feeding (or at an earlier timepoint if the infant etanercept serum levels are undetectable).

4.8 Undesirable effects




formation*

System Organ | Very Common | Common Uncommon Rare Very Rare Frequency Not
Class >1/10 >1/100 to >1/1,000 to >1/10,000 to | < 1/10,000 Known
<1/10 <1/100 < 1/1,000 (Cannot be
Estimated
from Available
Data)
Infections and | Infection Serious infections | Tuberculosis, Hepatitis B
infestations (including (including opportunistic reactivation,
upper pneumonia, infection listeria
respiratory tract cellulitis, arthritis | (including
infection, bacterial, sepsis | invasive fungal,
bronchitis, and parasitic protozoal,
cystitis, skin infection)* bacterial,
infection)* atypical
mycobacterial,
viral infections,
and
Legionella)*
Neoplasms Non-melanoma | Malignant Merkel cell
benign, skin cancers* (see| melanoma (see carcinoma (see
malignant and section 4.4) section 4.4), section 4.4),
unspecified lymphoma, Kaposi Sarcoma
(including cysts leukaemia
and polyps)
Blood and Thrombocytopeni | Pancytopenia* | Aplastic Histiocytosis
lymphatic a, anaemia, anaemia* haematophagic
system leukopenia, (macrophage
disorders neutropenia activation
syndrome)*
Immune system Allergic Vasculitis Serious allergic Worsening of
disorders reactions (see | (including anti- anaphylactic symptoms of
Skin and neutrophilic reactions dermatomyositi
subcutaneous cytoplasmic (including S
tissue antibody positive | angioedema,
disorders), vasculitis) bronchospasm),
autoantibody sarcoidosis




System Organ
Class

Very Common
>1/10

Common
>1/100 to
<1/10

Uncommon
>1/1,000 to
<1/100

Rare
>1/10,000 to
< 1/1,000

Very Rare
<1/10,000

Frequency Not
Known
(Canneot be
Estimated
from Available
Data)

Nervous system
disorders

Headache

CNS
demyelinating
events
suggestive of
multiple
sclerosis or
localised
demyelinating
conditions, such|
as optic neuritis
and transverse
myelitis (see
section 4.4),
peripheral
demyelinating
events,
including
Guillain-Barré
syndrome,
chronic
inflammatory
demyelinating
polyneuropathy,
demyelinating
polyneuropathy,
and multifocal
motor
neuropathy (see
section 4.4),
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Eye disorders

Uveitis, scleritis

Cardiac
disorders

Worsening of
cardiac failure
congestive (see
section 4.4)

New onset
cardiac failure
congestive (see
section 4.4)

Respiratory,
thoracic, and
mediastinal
disorders

Interstitial lung
disease
(including
pneumonitis
and pulmonary
fibrosis)*

Gastrointestinal

lisorders

Inflammatory
bowel disease




Hepatobiliary Elevated liver Autoimmune
disorders enzymes* hepatitis*
System Organ | Very Common | Common Uncommon Rare Very Rare Frequency Not
Class >1/10 >1/100 to >1/1,000 to >1/10,000 to | < 1/10,000 Known
<1/10 <1/100 < 1/1,000 (Cannot be
Estimated
from Available
Data)
Skin and Pruritus, rash Angioedema, Stevens- Toxic
subcutaneous psoriasis Johnson epidermal
tissue disorders (including new syndrome, necrolysis
onset or cutaneous
worsening and vasculitis
pustular, primarily| (including
palms and soles), | hypersensitivity
urticaria, vasculitis),
psoriasiform rash | erythema
multiforme,
lichenoid
Musculoskeletal Cutaneous
and connective lupus
tissue disorders erythematosus,
subacute
cutaneous lupus
erythematosus,
lupus-like
Renal and Glomerulonephr
urinary itis
disorders
General Injection site Pyrexia
disorders and reactions
administration | (including
site conditions | bleeding,
bruising,
erythema,
itching, pain,
swelling)*
Gastrottestiad Iathnmatory
Hsorders bovwel-disease
7. Instructions for preparing and administration of Erelzi injection

Caution: Keep the syringe out of the sight and reach of children.



Do not open the outer box until you are ready to use this medicine.

Do not use this medicine if the seal of the blister is broken, as it may not be safe for you to use.
Do not shake the syringe.

Never leave the syringe lying around where others might tamper with it.

The pre-filled syringe has a needle guard that will be activated to cover the needle after the
injection is finished. The needle guard will help to prevent needle stick injuries to anyone who
handles the pre-filled syringe.

Be careful not to touch the needle guard wings before use. By touching them, the needle guard may
be activated too early.
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6. Do not remove the needle cap until just before you give the injection.

7. _The syringe cannot be re-used. Dispose of the used syringe immediately after use in a sharps
container.

8. Do not use if the syringe has been dropped onto a hard surface or dropped after removing the
needle cap.
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