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Sucrose, sodium acetate trihydrate, polysorbate 20, glacial acetic acid, EDTA
disodium salt dihydrate, water for injections.

TND DIN ANEADSNNN D' TYD

A2 Ay T vax on m (") npatn? nomn

CTAR NDT (171272 N'7'N0 DTN 7910n Y2'RIpP0

Sxwr 6099000 nrow yiap ,nya ‘M7 ro-1'a iniwna 7va

m21n 17 20 2333 101 anarvoarx 1A op''al7r joaN! (Xt

NINMAN TIYNA 'M7INN NISINNN 07192 19NN DIYN 190N
173 74 37566 00 :n/am 10 *'xnpo
173 75 37567 00 :%n/an 90 *'xuj0

JDINNAN TIWN Nirnan? oxknna 2023 1anana )
2023 "a1opixn EU oin navn 17y 7y ooian

nY M7 NTVIM N9NNN L NRT R 7V 0T (I NoI AT |17V RPN D707 nivwosn nwy
.0mn

JINI9NN NHXY? NIrman
It is very important that the instructions for preparation and administration
provided in this section are strictly followed to minimise potential dosing errors
with TECVAYLI 10 mg/mL and TECVAYLI 90 mg/mL vials.

TECVAYLI should be administered via subcutaneous injection only. Do not
administer TECVAYLI intravenously.
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TECVAYLI should be administered by a healthcare professional with adequately
trained medical personnel and appropriate medical equipment to manage severe
reactions, including cytokine release syndrome.

TECVAYLI 10 mg/mL and TECVAYLI 90 mg/mL vials are for single use only.

TECVAYLI vials of different concentrations should not be combined to achieve
maintenance dose.

Aseptic technique should be used to prepare and administer TECVAYLI.

Any unused medicinal product or waste material should be disposed in accordance
with local requirements.

Preparation of TECVAYL/

e Verify the prescribed dose for each TECVAYLI injection. To minimise errors, use
the following tables to prepare TECVAYLI injection.
o Use Table 1 to determine the total dose, injection volume and number of vials
required, based on patient’s actual body weight for Step-up dose 1 using
TECVAYLI 10 mg/mL vial.

Table 1: Injection volumes of TECVAYLI (10 mg/mL) for Step-up dose 1
(0.06 mg/kg)

Body Total Volume of Number of
weight dose injection vials
(kg) (mg) (mL) (1 vial=3 mL)
35-39 2.2 0.22 1
40-44 2.5 0.25 1
45-49 2.8 0.28 1
50-59 3.3 0.33 1
60-69 3.9 0.39 1
Step-Up dose 1 70-79 4.5 0.45 1
(0.06 mg/ke) 80-89 5.1 0.51 1
90-99 5.7 0.57 1
100-109 6.3 0.63 1
110-119 6.9 0.69 1
120-129 7.5 0.75 1
130-139 8.1 0.81 1
140-149 8.7 0.87 1
150-160 9.3 0.93 1

o Use Table 2 to determine the total dose, injection volume and number of vials
required based on patient’s actual body weight for Step-up dose 2 using
TECVAYLI 10 mg/mL vial.
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Table 2: Injection volumes of TECVAYLI (10 mg/mL) for Step-up dose 2

(0.3 mg/kg)
Number of
Body Total Volume of vials
weight dose injection (1 vial=3 mL
(kg) (mg) (mL) )
35-39 11 1.1 1
40-44 13 1.3 1
45-49 14 1.4 1
50-59 16 1.6 1
Step-up dose 2 60-69 19 1.9 1
(0.3 mg/kg) 70-79 22 2.2 1
80-89 25 2.5 1
90-99 28 2.8 1
100-109 31 3.1 2
110-119 34 3.4 2
120-129 37 3.7 2
130-139 40 4.0 2
140-149 43 4.3 2
150-160 47 4.7 2

o Use Table 3 to determine the total dose, injection volume and number of vials
required based on patient’s actual body weight for the maintenance dose
using TECVAYLI 90 mg/mL vial.

Table 3: Injection volumes of TECVAYLI (90 mg/mL) for maintenance dose

(1.5 mg/kg)
Number of
Body Total Volume of vials
weight dose injection (1 vial=1.7 mL
(kg) (mg) (mL) )
35-39 56 0.62 1
40-44 63 0.70 1
. 45-49 70 0.78 1
Maintenance 50-59 39 0.91 1
dose 60-69 99 1.1 1
(1.5 me/ke) 70-79 108 1.2 1
80-89 126 1.4 1
90-99 144 1.6 1
100-109 153 1.7 1
110-119 171 1.9 2
120-129 189 2.1 2
130-139 198 2.2 2
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140-149 216 2.4 2
150-160 234 2.6 2

e Remove the appropriate TECVAYLI vial from refrigerated storage (2° C-8° C)
and equilibrate to ambient temperature (15° C-30° C), as needed, for at least
15 minutes. Do not warm TECVAYLI in any other way.

e Once equilibrated, gently swirl the vial for approximately 10 seconds to mix. Do
not shake.

e Withdraw the required injection volume of TECVAYLI from the vial(s) into an
appropriately sized syringe using a transfer needle.

o Each injection volume should not exceed 2.0 mL. Divide doses requiring
greater than 2.0 mL equally into multiple syringes.

e TECVAYLI is compatible with stainless steel injection needles and
polypropylene and polycarbonate syringe material.

e Replace the transfer needle with an appropriately sized needle for injection.

e Visually inspect TECVAYLI for particulate matter and discolouration prior to
administration. Do not use if the solution is discoloured, or cloudy, or if foreign
particles are present.

o TECVAYLI solution for injection is colourless to light yellow.

Administration of TECVAYL/

e Inject the required volume of TECVAYLI into the subcutaneous tissue of the
abdomen (preferred injection site). Alternatively, TECVAYLI may be injected into
the subcutaneous tissue at other sites (e.g., thigh). If multiple injections are
required, TECVAYLI injections should be at least 2 cm apart.

e Do notinjectinto tattoos or scars or areas where the skin is red, bruised, tender,
hard or not intact.
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