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mannitol, sodium citrate, polysorbate 80, citric acid.

TARA DIN ANl AaSNNa N'RI) TXD

JTNR (1712172 0990 ATAR 7D .9 TN WIN'WY (1712722 NpaNd NpNun Im79x

.NIN'D A'72¥0 ,9 Vv 'N ,n"va TR NP'oaXYnIo 1T JINAINDI DY A

148-67-33413 :nIX"12N TIYN1 'NI7MN NI9SINNN 07192 N9NNN DIY™M 190N

.00 Y 1127 NTYIM N9NNN LNRT X 7V .07 IV Non AT |17V RPN D770 nivwon owy

.09/2024-1 pTiy

2024-0092762 3


http://www.health.gov.il/
https://sideeffects.health.gov.il/

Elelyso PIL CC 150924

The following information is intended for medical or healthcare professionals only:
Preparation Instructions

ELELYSO should be reconstituted, diluted, and administered under the supervision
of a healthcare professional.

Prepare ELELYSO according to the following steps using aseptic technique.

a. Determine the number of vials to be reconstituted based on the patient’s
weight in kg and the recommended dose. Round the number of vials up to the
next whole number.

b. Remove the required number of vials from the refrigerator. Do not leave these
vials at room temperature longer than 24 hours prior to reconstitution. Do not
heat or microwave these vials.

c. Reconstitute each vial of ELELYSO with 5.1 mL of Sterile Water for Injection to
yield a reconstituted product with a concentration of 40 units/mL and an
extractable volume of 5 mL.

(1) Upon reconstitution, mix vials gently. DO NOT SHAKE.

(2) Prior to further dilution, visually inspect the reconstituted solution in the vials
for particulate matter and discoloration. The solution should be clear and
colorless. Discard if particulate matter is present or the solution is discolored.

d. Withdraw the calculated dose of drug from the appropriate number of vials and
dilute with 0.9% Sodium Chloride Injection, USP, to a final volume of 100 to
200 mL. Discard any unused reconstituted solution.
1. For pediatric patients, use a final volume of 100 to 120 mL.
2. For adult patients, may use a final volume of 130 to 150 mL. However, if the
volume of reconstituted product alone is equal to or greater than 130 to
150 mL, then the final volume should not exceed 200 mL.

e. Mix the diluted solution gently. DO NOT SHAKE. Since this is a protein solution,
slight flocculation (described as translucent fibers) occurs occasionally after

dilution.

f. Discard any unused diluted solution.
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Administration Instructions

After reconstitution and dilution, administer via intravenous infusion over a minimum
of 60 minutes and with an in-line low protein-binding 0.2 micron filter.

e For pediatric patients who weigh (based on actual body weight):
o Less than 30 kg use an infusion rate of 1 mL/minute.
o Greater than or equal to 30 kg, use an initial infusion rate of 1 mL/minute.
After tolerability to ELELYSO is established, may increase the infusion rate to
a maximum of 2 mL/minute.

e For adult patients: use an initial infusion rate of 1.2 mL/minute. After tolerability to
ELELYSO is established, may increase the infusion rate to a maximum of
2.2 mL/minute.
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