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Epcoritamab 5 mg/ml.

Each 0.8 ml vial contains 4 mg of epcoritamab.
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The following information is intended for healthcare professionals only:
Epcoritamab is prepared and administered as a subcutaneous injection.
Each vial of epcoritamab is intended for single use only.
Each vial contains an overfill that allows withdrawal of the labelled amount.
Epcoritamab must be diluted and administered by a healthcare professional using aseptic technique.
Filtration of the diluted solution is not required.
Epcoritamab should be inspected visually for particulate matter and discolouration prior to administration. The concentrate should be a colourless to
slightly yellow solution. Do not use if the solution is discoloured, or cloudy, or if foreign particles are present.
0.16 mg priming dose preparation instructions — 2 dilutions required
Use an appropriately sized, syringe, vial and needle for each transfer step.
1) Prepare Tepkinly vial
a) Retrieve one 4 mg/0.8 ml Tepkinly vial with the light blue cap from the refrigerator.
b) Allow the vial to come to room temperature for no more than 1 hour.
c) Gently swirl the Tepkinly vial.
DO NOT vortex or vigorously shake the vial.
2) Perform first dilution
a) Label an appropriately sized empty vial as “dilution A”.
b) Transfer 0.8 ml of Tepkinly into the dilution A vial.
c) Transfer 4.2bml of sodium chloride 9 mg/ml (0.9%) sterile solution into the dilution A vial. The initial diluted solution contains 0.8 mg/ml of
epcoritamab.
d) Gently swirl the dilution A vial for 30-45 seconds.
3) Perform second dilution
a) Label an appropriately sized empty vial as “dilution B”.
b) Transfer 2 ml of solution from the dilution A vial into the dilution B vial. The dilution A vial is no longer needed and should be discarded.
c) Transfer 8 ml of sodium chloride 9 mg/ml (0.9%) sterile solution into the dilution B vial to make a final concentration of 0.16 mg/ml.
d) Gently swirl the dilution B vial for 30-45 seconds.
4) Withdraw dose
Withdraw 1 ml of the diluted epcoritamab from the dilution B vial into a syringe. The dilution B vial is no longer needed and should be discarded.
5) Label syringe
Label the syringe with the product name, dose strength (0.16 mg), date and the time of day.
6) Discard the vial and any unused portion of Tepkinly in accordance with local requirements.
0.8 mg intermediate dose preparation instructions — 1 dilution required
Use an appropriately sized, syringe, vial and needle for each transfer step.
1) Prepare Tepkinly vial
a) Retrieve one 4 mg/0.8 ml Tepkinly vial with the light blue cap from the refrigerator.
b) Allow the vial to come to room temperature for no more than 1 hour.
c) Gently swirl the Tepkinly vial.
DO NOT vortex or vigorously shake the vial.
2) Perform dilution
a) Label an appropriately sized empty vial as “dilution A”.
b) Transfer 0.8 ml of Tepkinly into the dilution A vial.
c) Transfer 4.2 ml of sodium chloride 9 mg/ml (0.9%) sterile solution into the dilution A vial to make a final concentration of 0.8 mg/ml.
d) Gently swirl the dilution A vial for 30-45 seconds.
3) Withdraw dose
Withdraw 1 ml of the diluted epcoritamab from the dilution A vial into a syringe. The dilution A vial is no longer needed and should be discarded.
4) Label syringe
Label the syringe with the product name, dose strength (0.8 mg), date and the time of day.
5) Discard the vial and any unused portion of Tepkinly in accordance with local requirements.
Traceability
In order to improve the traceability of biological medicinal products, the name and the batch number of the administered product should be clearly recorded.
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