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Cetrotide 0.25, Powder and solvent for solution for Injection
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Cetrorelix (as acetate) 0.25 mg/vial
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Prevention of premature ovulation in patients undergoing a controlled ovarian stimulation,
followed by oocyte pick-up and assisted reproductive techniques.
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4.2 Posology and method of administration

(...)

Posology

(...)

The contents of 1 vial {8-25+ngcetrorelix} are to be administered once daily, at 24 h intervals,
either in the morning or in the evening. Each vial contains 0.25 mg of cetrorelix; however, due to
losses during reconstitution and administration, only 0.21 mg can be administered (see section 6.6).
Following the first administration, it is advised that the patient be kept under medical supervision
for 30 minutes to ensure there is no allergic/pseudo-allergic reaction to the injection.
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5. Pharmacodynamic properties

(...)

Clinical efficacy and safety

In females, cetrorelix delays the LH surge and consequently ovulation. In women undergoing
ovarian stimulation the duration of action of cetrorelix is dose dependent. Repeated injections of
Cetrotide 0.25 mg per vial (administered dose of 0.21 mg cetrorelix), Ata-dose-of03-25-mgper

injectionrepeated-injections every 24 hours will maintain the effect of cetrorelix.

In animals as well as in humans, the antagonistic hormonal effects of cetrorelix were fully reversible
after termination of treatment.
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6.6 Special precautions for disposal and other handling

(...)

Withdraw-the The entire contents of the vial should be withdrawn to-Fhis ensures a delivery to the
patient of a dose of atteast 823 0.21 mg cetrorelix.
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