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Tepkinly is indicated for the treatment of adult patients with relapsed or refractory diffuse large B-cell
lymphoma (DLBCL), not otherwise specified, including DLBCL arising from indolent lymphoma, and high-

grade B cell lymphoma after two or more lines of systemic therapy.

Tepkinly as monotherapy is indicated for the treatment of adult patients with relapsed or refractory follicular

lymphoma (FL) after two or more lines of systemic therapy.

JPAXY 1'7va n'n'wn |10y

1D9Y9M3 YnRnvn 989 .3

soe

D9PPOV T2 1N 1AV (1 MNINN) PIYNRIN WTIND T2NN2
DY2) 99V D2 09 NAIN MNYY T2 MNNT NIWY TOW NN IT NDDN .0ITNA AVNONI NNV NIWN @
VNN MYSNNI DI NPY T2 NN NIVY TOV NN 2PV 2PN NNNIIY DV IIPPIV NYAP IINKRY
OTN-TIN NN NN TIT
12T 2792 DMIN DIDD PPUANY THN WPaY NWY IOV NN ,MA) DT XNY2 D100 09N YL NNN ON @
J2IPrava YN NNRY I INP

Page 1 of 3



:X91NY 17v2a p''wa 7Y

6.6  Special precautions for disposal and other handling

Tepkinly 4 mg/0.8 mi
Preparation of epcoritamab

This entire section must be read carefully before preparation of epcoritamab. Certain doses (the priming

(0.16 mq) and intermediate dose (0.8 mq)) of epcoritamab require dilution prior to administration. Epcoritamab
can be diluted using two different methods which are either the vial method or the syringe method.

All instructions provided below must be followed as improper preparation may lead to improper dose.

Epcoritamab has to be prepared using aseptic technique. Filtration of the diluted solution is not required.

Preparation of diluted epcoritamab using the sterile syringe method

0.16 mg priming dose preparation instructions - 2 dilutions required — sterile syringe method
Use an appropriately sized syringe and needle for each transfer step.

1) Prepare epcoritamab vial

a. Retrieve one 4 mg/0.8 ml epcoritamab 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 epcoritamab vial.

DO NOT vortex or vigorously shake the vial.

2) Perform first dilution

a. Label an appropriately sized syringe as “dilution A”.

b.  Withdraw 4.2 ml of sodium chloride 9 mg/ml (0.9%o) sterile solution into the dilution A syringe.
Include approximately 0.2 ml air in the syringe.

c. Inanew syringe labelled as “syringe 1, withdraw 0.8 ml of epcoritamab.

d. Connect the two syringes and push the 0.8 ml of epcoritamab into the dilution A syringe. The
initially diluted solution contains 0.8 mg/ml of epcoritamab.

e. Gently mix by inverting the connected syringes 180 degrees 5 times.

f.  Disconnect the syringes and discard syringe 1.

3) Perform second dilution

a. Label an appropriately sized syringe as “dilution B”.

b. Withdraw 8 ml of sodium chloride 9 mg/ml (0.9%) sterile solution into the dilution B syringe.
Include approximately 0.2 ml air in the syringe.

c. Label another appropriately sized syringe as “syringe 2”.

d. Connect syringe 2 to the dilution A syringe and transfer 2 ml of solution into syringe 2. The
dilution A syringe is no longer needed and should be discarded.

e. Connect syringe 2 to the dilution B syringe and push the 2 ml of solution into the dilution B
syringe to make a final concentration of 0.16 mg/ml.
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f.  Gently mix by inverting the connected syringes 180 degrees 5 times.

g. Disconnect the syringes and discard syringe 2.

4) Withdraw dose

Connect and transfer 1 ml of the diluted epcoritamab from the dilution B syringe into a new syringe.
The dilution B syringe is no longer needed and should be discarded.

5) Label syringe
Label the syringe with the product name, dose strength (0.16 mq), date and the time of day.

6) Discard the vial and any unused portion of epcoritamab in accordance with local requirements.

0.8 mg intermediate dose preparation instructions - 1 dilution required — sterile syringe method
Use an appropriately sized syringe and needle for each transfer step.

1) Prepare epcoritamab vial

a. Retrieve one 4 mg/0.8 ml epcoritamab 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 epcoritamab vial.

DO NOT vortex or vigorously shake the vial.

2) Perform dilution

a. Label an appropriately sized syringe as “dilution A”.

b.  Withdraw 4.2 ml of sodium chloride 9 mg/ml (0.9%o) sterile solution into the dilution A syringe.
Include approximately 0.2 ml air in the syringe.

c. Inanew syringe labelled as “syringe 1”, withdraw 0.8 ml of epcoritamab.

d. Connect the two syringes and push the 0.8 ml of epcoritamab into the dilution A syringe to make a
final concentration of 0.8 mg/ml.

e. Gently mix by inverting the connected syringes 180 degrees 5 times.

f.  Disconnect the syringes and discard syringe 1.

3) Withdraw dose

Connect a new syringe to the dilution A syringe and transfer 1 ml of the diluted epcoritamab into the
new syringe. The dilution A syringe is no longer needed and should be discarded.

4) Label syringe
Label the syringe with the product name, dose strength (0.8 mq), date and the time of day.

5) Discard the vial and any unused portion of epcoritamab in accordance with local requirements.
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