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

The following information is intended for healthcare professionals only:

Preparation and Administration

In order to prevent medication errors, check the vial labels to ensure that the drug being prepared and
administered is ENHERTU (trastuzumab deruxtecan) and not trastuzumab or ado-trastuzumab

emtansine.

Reconstitute and further dilute ENHERTU prior to intravenous infusion. Use appropriate aseptic

technique.

ENHERTU (trastuzumab deruxtecan) is a cytotoxic drug. Follow applicable special handling and

disposal procedures.
Reconstitution

¢ Reconstitute immediately before dilution.

e More than one vial may be needed for a full dose. Calculate the dose (mg), the total volume of
reconstituted ENHERTU solution required, and the number of vial(s) of ENHERTU needed.

e Reconstitute each 100 mg vial by using a sterile syringe to slowly inject 5 mL of Sterile Water for
Injection, USP into each vial to obtain a final concentration of 20 mg/mL.

e  Swirl the vial gently until completely dissolved. Do not shake.

e If not used immediately, store the reconstituted ENHERTU vials in a refrigerator at 2°C to 8°C for
up to 24 hours from the time of reconstitution, protected from light. Do not freeze.

e The product does not contain a preservative. Discard unused ENHERTU after 24 hours

refrigerated.

Dilution

o Withdraw the calculated amount from the vial(s) using a sterile syringe

e Parenteral drug products should be inspected visually for particulate matter and discoloration prior
to administration, whenever solution and container permit. The solution should be clear and
colorless to light yellow. Do not use if visible particles are observed or if the solution is cloudy or

discolored.

e Dilute the calculated volume of reconstituted ENHERTU in an intravenous infusion bag containing
100 mL of 5% Dextrose Injection, USP. DO NOT use Sodium Chloride Injection, USP. ENHERTU

is compatible with an infusion bag made of polyvinylchloride or polyolefin (copolymer of ethylene

and polypropylene).

o Gently invert the infusion bag to thoroughly mix the solution. Do not shake.



Cover the infusion bag to protect from light.

Discard any unused portion left in the vials.

Administration

If not used immediately, store the diluted ENHERTU in a refrigerator at 2°C to 8°C for up to 24
hours or at room temperature for up to 4 hours including preparation and infusion time.

Protect from light. Do not freeze.

The maximum time from reconstitution of the vial through the end of administration should not
exceed 24 hours.

If the prepared infusion solution was stored refrigerated (2°C to 8°C), allow the solution to reach
room temperature prior to administration. Cover the infusion bag to protect from light.
Administer ENHERTU as an intravenous infusion only with an infusion set made of polyolefin or

polybutadiene

Administer ENHERTU with a 0.20 or 0.22 micron in-line polyethersulfone (PES) or polysulfone
(PS) filter.
Do NOT administer as an intravenous push or bolus.

Cover the infusion bag to protect from light during administration.
Do not mix ENHERTU with other drugs or administer other drugs through the same intravenous

line.

First infusion: Administer infusion over 90 minutes.
Subsequent infusions: Administer over 30 minutes if prior infusions were well tolerated.
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