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Dostarlimab 50mg/ml, Concentrate for solution for infusion
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JEMPERLI is indicated in combination with carboplatin and paclitaxel for the treatment of adult patients with mismatch repair
deficient (dAMMR)/ microsatellite instability-high (MSI-H) primary advanced or recurrent endometrial cancer (EC) and who are
candidates for systemic therapy.

JEMPERLI is indicated as monotherapy for the treatment of adult patients with dMMR/MSI-H recurrent or advanced EC that
has progressed on or following prior treatment with a platinum-containing regimen.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
One vial of 10 mL concentrate for solution for infusion contains 500 mg of dostarlimab.
Each mL of concentrate for solution for infusion contains 50 mg of dostarlimab.

Dostarlimab is an anti-programmed cell death protein-1 (PD-1) immunoglobulin G4 (1gG4) humanised monoclonal antibody
(mADb), produced by recombinant DNA technology in mammalian Chinese hamster ovary (CHO) cells.

Excipients with known effect
2 mq of polysorbate 80 in each dosage unit.
For the full list of excipients, see section 6.1.

4.4 Special warnings and precautions for use

Polysorbate 80 content

This medicinal product contains polysorbate 80 (see section 2), which may cause allergic reactions.

Sodium content

This medicinal product contains less than 1 mmol sodium (23 mg) per 500 mg dose, i.e. essentially 'sodium-free'. This
medicinal product may be diluted in sodium chloride 9 mg/mL (0.9%) solution for infusion. This should be taken into
consideration for patients on a controlled sodium diet (see section 6.6).

4.8 Undesirable effects

Table 4: Adverse reactions in patients treated with dostarlimab

Dostarlimab monotherapy Dostarlimab in combination with
chemotherapy

Nervous system disorders
Uncommon Encephalitis, myasthenia gravis Myasthenic syndrome’*
Guillain-Barré syndrome'f
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