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recombinant human hyaluronidase (rHuPH20), sucrose, sodium acetate trihydrate, L-methionine,

polysorbate 80, glacial acetic acid, EDTA disodium salt dihydrate and water for injection.
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The following information is intended for healthcare professionals only:

Rybrevant 160 mg/ml S.C. should be administered by a healthcare professional.

To prevent medication errors, it is important to check the vial labels to ensure that the
appropriate formulation (intravenous or subcutaneous formulation) and dose is being
given to the patient as prescribed. Rybrevant 160 mg/ml S.C. should be given by sub-
cutaneous injection only, using the dose specified. Rybrevant 160 mg/ml S.C. is not
intended for intravenous administration.

This medicinal product must not be mixed with other medicinal products except those
mentioned below.
Prepare the solution for subcutaneous injection using aseptic technique as follows:
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Preparation

o Determine the dose required and the appropriate Rybrevant 160 mg/ml S.C.
vial needed based on patient’s baseline weight.

o Patients < 80kg receive 1600 mg and patients = 80 kg receive 2240 mg weekly
from Weeks 1 to 4 and then every 2 weeks starting at Week 5 onward.

o Remove the appropriate Rybrevant 160 mg/ml S.C. vial from refrigerated
storage (2°C to 8°C).

. Check that the solution is colourless to pale yellow. Do not use if
opaque particles, discolouration or other foreign particles are pre-
sent.

. Equilibrate Rybrevant 160 mg/ml S.C. to room temperature (15°C to 30°C) for
at least 15 minutes. Do not warm Rybrevant 160 mg/ml S.C. in any other way.
Do not shake.

o Withdraw the required injection volume of Rybrevant 160 mg/ml S.C. from the
vial into an appropriately sized syringe using a transfer needle. Smaller syringes
require less force during preparation and administration.

o Rybrevant 160 mg/ml S.C. is compatible with stainless steel injection needles,
polypropolene and polycarbonate syringes, and polyethylene, polyurethan, and
polyvinylchloride subcutaneous infusion sets. A sodium chloride 9 mg/mL (0.9%)
solution may also be used to flush an infusion set if needed.

o Replace the transfer needle with the appropriate ancillaries for transport or ad-
ministration. Use of a 21G to 23G needle or infusion set is recommended to en-
sure ease of administration.

Storage of prepared syringe

The prepared syringe should be administered immediately. If immediate administration
is not possible, store the prepared syringe refrigerated at 2°C to 8°C for up to 24 hours
followed by at room temperature of 15°C to 30°C for up to 24 hours. The prepared sy-
ringe should be discarded if stored for more than 24 hours refrigerated or more than 24
hours at room temperature. If stored in the refrigerator, allow the solution to come to
room temperature before administration.

Traceability
In order to improve the traceability of biological medicinal products, the name and the

batch number of the administered product should be clearly recorded.

Disposal
This medicinal product is for single use only. Any unused medicinal product or waste
material should be disposed of in accordance with local requirements.
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