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For the treatment of metastatic malignant melanoma, Hodgkin's disease as a second line therapy when

used in combination with other agents.
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6.4 Reconstitution & Dilution of the product
Shelf life and storage conditions after reconstitution:

The reconstituted solution for injection does not contain any preservative. Chemical and physical in-use stability
has been demonstrated for 8 hours at room temperature and under light protection and for 5 days at 2 to 8°C and
under light protection. From a microbiological point of view, the reconstituted solution should be used immediately.
If the reconstituted solution is not used immediately in-use storage times and conditions prior to use are the
responsibility of the user and would normally not be longer than 24 hours in a refrigerator (2 to 8°C) and protected
from light, unless the reconstitution has taken place under controlled and validated aseptic conditions.

Shelf life and storage conditions after dilution:

The diluted solution for infusion does not contain any preservatives.

Chemical and physical in-use stability has been demonstrated for 8 hours at room temperature and under light

protection and for 5 days at 2 to 8°C and under light protection. From a microbiological point of view, the diluted
solution for infusion should be used immediately. If the diluted solution is not used immediately, in -use storage

times and conditions prior to US€ are the responsibility of the user and would normally not be longer than 24

hours in a refrigerator (2 to 8°C) and protected from light, unless the reconstitution and dilution have taken place
under controlled and validated aseptic conditions.
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