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Sodium chloride, sodium phosphate monobasic, monohydrate, sodium phosphate dibasic,
heptahydrate, polysorbate 80, water for injections
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The following information is intended for healthcare professionals only:

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.

Preparation
Enjaymo is provided as a solution in a single-dose vial and should be prepared by a healthcare
professional using aseptic technique.

1.
2.

4.

Remove Enjaymo from the refrigerator. To minimize foaming, do not shake.

Inspect vials visually for particulate matter and discolouration prior to
administration. The solution is an opalescent and colourless to slightly yellow

liquid. Do not administer if discoloured or if other foreign particulate matter is
present.

Withdraw the calculated volume from the appropriate number of vials based on the
recommended dose (see Table 1 for the infusion reference) and add to an empty
infusion bag. Discard any unused portion remaining in the vial.

The prepared solution should be administered immediately.

Administration

1.

Prior to administration, allow the infusion solution to adjust to room temperature
(18°C-25°C). Refer to Table 1 for infusion rate. The infusion should be administered
over 1-2 hours depending on the patient’s body weight. Administer the infusion only
through a 0.22-micron filter with a polyethersulfone (PES) membrane. Infusion
warmers may be used, do not exceed a temperature of 40°C.

The infusion catheter and tubing should be primed with the dosing solution
immediately before infusion and flushed immediately following completion of the
infusion with enough quantity (approximately 20 mL) of sodium chloride 9 mg/mL
(0.9%) solution for injection.

No incompatibilities have been observed between Enjaymo infusion solution and
infusion bags made of Di-(2-ethylhexyl)phthalate (DEHP) plasticized polyvinyl chloride
(PVC), Ethyl Vinyl Acetate (EVA) and polyolefin (PO); administration sets made of
DEHP-plasticized PVC, DEHP-free polypropylene (PP) and polyethylene (PE); and vial
adapters made of polycarbonate (PC) and acrylonitrile-butadiene-styrene (ABS).

Table 1 - Infusion reference table

Bodv weight range Dose Number of Volume Maximum infusion
ywels 8 (mg) vials needed (mL) rate
Greater than or equal to
6500 6 130 130 mL/h
39 kg to less than 75 kg ml/hour
75 kg or greater 7500 7 150 150 mL/hour

Storage conditions

Unopened vial

Store in a refrigerator (2°C-8°C). Do not freeze.
Store in the original carton in order to protect from light.




After opening

e Chemical and physical in-use stability has been demonstrated for 16 hours at 18°C to
25°C or for 36 hours at 2°C to 8°C. From a microbiological point of view, the product
should be used immediately.

e If not used immediately, in-use storage times and conditions prior to use are the
responsibility of the user and would not normally be for longer than 24 hours at 2°C to
8°C or 8 hours at room temperature, unless vial opening and pooling into the infusion
bag has taken place in controlled and validated aseptic conditions.

Home infusion

Home infusions should be performed by a healthcare professional.

The decision to consider home infusion should be based on individual clinical characteristics
of the patient and individual needs of the patient. Transitioning the infusion from a clinical
facility to home administration includes ensuring that adequate infrastructure and
resourcing is in place and consistent with treating physician orders. Infusion of Enjaymo at
home may be considered for patients who have tolerated their infusion well in a clinical
facility and have not had infusion related reactions. A patient’s underlying co-morbidities
and ability to adhere to the home infusion requirements need to be considered when
evaluating the patient for eligibility to receive home infusion. In addition, the following
criteria should be considered:

. The patient must have no ongoing concurrent condition that, in the opinion of the
physician, may place the patient at greater risk when receiving an infusion in the
home setting rather than in the clinic setting. A comprehensive evaluation should be
completed before the initiation of home infusion to ensure that the patient is
medically stable.

° The patient must have successfully received Enjaymo infusion in a clinical setting
(hospital or outpatient) for at least three months under the supervision of a physician
or care provider experienced in the management of patients with CAD.

° The patient must be willing and able to comply with home infusion
procedures and recommendations of the treating physician or care
provider.
. The healthcare professional administering the infusion at home should be available at

all times during the home infusion and for at least 1 hour after infusion.

If the patient experiences adverse reactions during the home infusion, the infusion process
should be stopped immediately, appropriate medical treatment should be initiated and the
treating physician should be notified. In such cases, the treating physician should decide if
subsequent infusions should occur and if so, whether the infusions should be administered in
a hospital or supervised outpatient care setting.
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