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Columvi®1 mg/1 mL
glofitamab
Concentrate for Solution for Infusion
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Columvi is indicated for the treatment of adult patients with relapsed or refractory diffuse
large B-cell ymphoma (DLBCL), not otherwise specified, including DLBCL arising from
indolent lymphoma, and high-grade B cell ymphoma after two or more lines of systemic
therapy.
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:Nan yTna Py 4.4 Special warnings and precautions for use qwoa

Serious infections

Serious infections, including opportunistic infections, have occurred in patients treated with
Columvi (see section 4.8).

Columvi must not be administered to patients with an active infection. Caution should be
exercised when considering the use of Columvi in patients with a history of chronic or recurrent
infection, those with underlying conditions that may predispose them to infections, or those who
have had significant prior immunosuppressive treatment. Administer prophylactic
antimicrobials, as appropriate. Patients should be monitored before and during Columvi
treatment for the emergence of possible bacterial, fungal, and new or reactivated viral infections
and treated appropriately.

:Nan yT'na PV 4.8 Undesirable effects qwoa

System 0;?:32 Adverse reaction All grades Grade 3-4
[...] [...] [...] [...]
Gastrointestinal |[...] [...] [...]
disorders Colitis Uncommon Uncommon
[...]
Colitis

Colitis (Grade 4) was reported in 1 patient (0.7%) who received Columvi monotherapy, with
time to onset from the first Columvi dose of 104 days.

Opportunistic infections

CMV events were reported in 6/467 patients (1.3%) who received Columvi monotherapy, with
1 patient (0.2%) experiencing Grade 3 CMV chorioretinitis. Pneumocystis jirovecii pneumonia
was reported in 4/467 patients (0.9%), 3 of whom (0.6%) had Grade 3 events.
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