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Sucrose , L-Histidine hydrochloride monohydrate, L-Histidine, Polysorbate 80, Water for injection
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The following information is intended for healthcare professionals only:

SARCLISA vials are for single-use only. The infusion solution must be prepared under aseptic
conditions, and administered by a healthcare professional in an environment where resuscitation
facilities are available.


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

Preparation and administration of SARCLISA

Calculate the dose (mg) of required SARCLISA concentrate, and determine the number of
vials needed for the 10 mg/kg dose, based on the patient weight. More than one vial may be
needed.

Visually check the SARCLISA concentrate before dilution to ensure it does not contain any
particles and is not discoloured.

Remove the volume of diluent equal to the required volume of SARCLISA concentrate from a
250 mL of sodium chloride 9 mg/mL (0.9%) solution for injection or glucose 5% solution
diluent bag.

Withdraw the appropriate volume of SARCLISA concentrate from the SARCLISA vial and
dilute it in the 250 mL infusion bag with sodium chloride 9 mg/mL (0.9%) solution for
injection or glucose 5% solution.

The infusion bag must be made of polyolefins (PO), polyethylene (PE), polypropylene (PP),
polyvinyl chloride (PVC) with di (2-ethylhexyl) phthalate (DEHP) or ethyl vinyl acetate
(EVA).

Gently invert the bag to homogenize the diluted solution. Do not shake.

Administer the infusion solution intravenously using an intravenous tubing infusion set (in PE,
PVC with or without DEHP, polybutadiene (PBD) or polyurethane (PU)) with a 0.22 micron
in-line filter (polyethersulfone (PES), polysulfone or nylon).

Administer the infusion solution for a period of time that will depend on the infusion rate (see
Physician Prescribing Information section 4.2 “Posology and method of administration™).
Use the prepared SARCLISA infusion solution immediately. If not used immediately, in-use
storage times and conditions prior use are the responsibility of the user and should normally
not be longer than 24 hours at 2°C - 8°C, unless dilution has taken place in controlled and
validated aseptic conditions.

No protection from light is required for the prepared infusion bag in a standard artificial light
environment.

Do not infuse SARCLISA solution concomitantly in the same intravenous line with other
agents.

Discard all unused portions of solution. All materials that have been utilised for dilution and
administration should be disposed of according to standard procedures.
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