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Fnformuation jor heaithcare prcrfessfmm.‘s:

s The indications of bacterial lysate medicines are being restricted 10 prophylaxis of recurrent
respiratory tract -nfections, with the exception of pneumonia. Racterial lysate medicines should not be
prescribed £ treatment of exisling respiratory infections or for prophylaxis of preumonia due 10 lack
of efficacy data.

s The prescribing information of the medicines wili be updated with the new indication and a warning
against use for prevention of pneumonia.

Information for patients:
« Bacterial lysate medicines <hould not be used to treat existing infections of the airways or to prevent
pneumonia (2 lung infection) because there are not enough data to show that they work for these
uses,

« Bacterial lysate medicines can continue to be used to prevent infections of the airways (except
pneumonia) from coming back in patients who regularly get infections.

o If you have an infection and are taking a bacterial lysate medicine to treat it, ov if you are taking one
of these medicines to prevent pneumonia, contact your doctor or pharmacist for advice on
alternatives. «

o If you have any questions or concems about your medicine, discues them with your doctor or
pharmacist.
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Health care professionals and patients are encouraged to report adverse events or side effects 10 JFDA

using:
o Website: www.ifdajo
o Mobile application: (J ordan fda)
e Yellow card form.
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