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Concentrate for solution for infusion

Cemiplimab : 7'y an
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Cemiplimab is produced by recombinant DNA technology in Chinese hamster ovary
(CHO) cell suspension culture.
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4.8 Undesirable effects

Table 2: Tabulated list of adverse reactions in patients treated
with cemiplimab monotherapy (N=1281)

System organ class Any Grade % Grades 3-5
Preferred term %

Infections and infestations

Upper respiratory tract infection? Very Common 10.9 04

Urinary tract infection® Common 84 2.3

Blood and lymphatic system disorders

Anaemia Very Common 15.0 5.2

Haemophagocytic Not Known - -
lymphohistiocytosis?

Immune system disorders

Infusion-related reaction Common 3.3 <01
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Thrombocytopaenia® Uncommon 0.9 0
Sjogren’s syndrome Uncommon 0.2 0
Solid organ transplant rejection? Not known - --
Endocrine disorders
Hypothyroidisme® Common 6.8 <01
Hyperthyroidism Common 3.0 <01
Thyroiditis’ Uncommon 0.6 0
Hypophysitis9 Uncommon 0.5 0.2
Adrenal insufficiency Uncommon 0.5 0.5
Type 1 diabetes mellitush Rare 0.1 <0.1
Nervous system disorders
Headache Common 8.0 0.3
Peripheral neuropathy! Common 1.3 <01
Meningitisi Rare <0.1 <0.1
Encephalitis Rare <0.1 <0.1
Myasthenia Gravis Rare <0.1 0
Paraneoplastic encephalomyelitis Rare <01 <041
Chronic inflammatory demyelinating | Rare <0.1 0
polyradiculoneuropathy
Eye disorders
Keratitis Rare <01 0
Uvetis Rare <01 <01
Cardiac disorders
Myocarditisk Uncommon 0.5 0.3
Pericarditis' Uncommon 0.3 0.2
Vascular disorders
Hypertension™ Common 5.7 26

Eye disorders: Keratitis, Uveitis’ (Grade 4)

Gastrointestinal disorders: Stomatitis, immune-mediated gastritis

a includes neuritis, peripheral neuropathy, peripheral sensory neuropathy, and polyneuropathy

b-includes autoimmune myocarditis, immune-mediated myocarditis, and myocarditis

¢ includes autoimmune pericarditis and pericarditis

d-includes arthritis, immune-mediated arthritis, and polyarthritis

¢ includes myositis and dermatomyositis

f reported in clinical studies outside the pooled dataset
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6.3 Shelf life

The expiry date of the product is indicated on the packaging materials.

After opening
Once opened, the medicinal product should be diluted and infused immediately (see

section 6.6 for instructions on dilution of the medicinal product before administration).

After preparation of infusion
Once prepared, administer the diluted solution immediately. If diluted solution is not
administered immediately, it may be stored temporarily either:
= at room temperature up to 25°C for no more than 8 hours
from the time of infusion preparation to the end of
infusion.
Or
= under refrigeration at 2°C to 8°C for no more than 24-heurs
10 days from the time of infusion preparation to the end of
infusion. Allow the diluted solution to come to room
temperature prior to administration.
Do not freeze. Do not shake.
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