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Plegridy 63 mcg solution for injection in Pre-filled Pen APINT 1210 0¥ NOMIN 37PN 63 17979
Plegridy 94 mcg solution for injection in Pre-filled Pen APINT 1210 0¥ NOMIN 37PN 94 1779
Plegridy 125 mcg solution for injection in Pre-filled Pen PN 190 VY3 NOIMNN Y7PN 125 37999

QUALITATIVE AND QUANTITATIVE COMPOSITION:

Each 63 microgram pre filled pen or syringe contains 63 micrograms of peginterferon beta 1a* in 0.5 mL solution
for injection.

Each 94 microgram pre filled pen or syringe contains 94 micrograms of peginterferon beta 1a* in 0.5 mL solution
for injection.

Each 125 microgram pre filled pen or syringe contains 125 micrograms of peginterferon beta 1a* in 0.5 mL solution
for injection.
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Plegridy is indicated in adult patients for the treatment of relapsing remitting multiple sclerosis.
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4.3 Contraindications

- Hypersensitivity to natural or recombinant interferon beta or peginterferon or to any of the
excipients listed in section 6.1.
nitiati : . E iond-6).

- Patients with current severe depression and/or suicidal ideation (see sections 4.4 and 4.8).

Hypersensitivity reactions

Serious hypersensitivity reactions including cases of anaphylaxis have been reported as a rare

complication of treatment with interferon beta, including Plegridy. Reginterferon-beta—1a- Patients
should be diseentinued advised to discontinue Plegridy and seek immediate medical care -if serious-they

experience signs and symptoms of anaphylaxis or severe hypersensitivity reactions-eceur. Treatment
with Plegridy should not be restarted (see section 4.8).

_(see section 4.8).
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4.6  Fertility, pregnancy and lactation

A large amount of data (more than 1000 pregnancy outcomes) from registries and post-marketing
experience indicates no increased risk of major congenital anomalies after pre-conception exposure to
interferon beta or such exposure during the first trimester of pregnancy. However, the duration of
exposure during the first trimester is uncertain, because data were collected when interferon beta use
was contraindicated during pregnancy, and treatment likely interrupted when pregnancy was detected
and/or confirmed. Experience with exposure during the second and third trimester is very limited.

Based on animal data (see section 5.3), there is a possibly increased risk for spontaneous abortion.
The risk of spontaneous abortions in pregnant women exposed to interferon beta cannot adequately be
evaluated based on the currently available data, but the data do not suggest an increased risk sofar.

If clinically needed, the use of Plegridy may be considered during pregnancy.

Breast-feeding

It is not known whether peginferferon beta-1a is secreted in human milk. Limited information available
on the transfer of interferon beta-1a into breast milk, together with the chemical / physiological
characteristics of interferon beta, suggests that levels of interferon beta-1a excreted in human milk are

egllglble No harmful effects on the breastfed newbom/lnfant are ant1c1pated Beea&seef—th%peteﬁ&al

Plegridy can be used during breast-feeding

4.7 Effects on ability to drive and use machines

might-Plegridy
has no or negllglble mfluence on the paaent—s ablllty to drlve erand and use machmes-(-see—seenen—4—8)
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4.8 Undesirable effects

MedDRA System Organ Class

Adverse reaction

Frequency category

Blood and lymphatic system disorders Thrombocytopenia Uncommon
Thrombotic microangiopathy including Rare
thrombotic thrombocytopenic
purpura/haemolytic uraemic syndrome*

Immune system disorders e rmersens i mreaction Uncommon
Angioedema
Hypersensitivity
Anaphylaxis? Not Known

Psychiatric disorders Depression Common

Nervous system disorders Headache Very common
Seizure Uncommon

Respiratory, thoracic and mediastinal Pulmonary arterial hypertension+t Not known

disorders

Gastrointestinal disorders Nausea Common
Vomiting

Skin and subcutaneous tissue disorders PruritusAlopecia® Common
Pruritus
Urticaria Uncommon

Musculoskeletal and connective tissue Myalgia Very common

disorders Arthralgia

Renal and urinary disorders Nephrotic syndrome, glomerulosclerosis Rare

General disorders and administration site | frjection-site-erythema Very common

conditions Influenza like iliness
Pyrexia
Chills

Injection site erythema

Injection site pain

Injection site pruritus

Asthenia

Hyperthermia

Injection site inflammation

Pain

Injection site haematoma

Injection site swelling

Injection site oedema

Injection site rash

Injection site warmth

—

Injection site discolouration

ctionsitaint -

Common

Injection site necrosis

Rare

Investigations

Body temperature increased

Alanine aminotransferase increased

Aspartate aminotransferase increased

Gamma-glutamyl-transferase increased

Haemoglobin decreased

White blood cell count decreased

Common

Platelet count decreased

Uncommon

- -

Ceraraen

Desression

SeRraen
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Hypersensitivity reactions

Hypersensitivity events were reported in 16% of patients treated with Plegridy 125 micrograms every

2 weeks and 14% of patients who received placebo. Less than 1% of Plegridy treated patients experienced a serious
hypersensitivity event (e.g. angioedema, urticaria) and they recovered promptly after treatment with anti-histamines
and/or corticosteroids. In post marketing experience, serious hypersensitivity events including cases of anaphylaxis

frequency not known) have been reported following Plegridy administration.
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