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Strensiq is indicated for long-term enzyme replacement therapy in patients with paediatric-onset
hypophosphatasia to treat the bone manifestations of the disease.
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3. PHARMACEUTICAL FORM
Solution for injection (injection).
Clear, slightly opalescent or opalescent, colourless to slightly yellow, aqueous solution; pH 7.4. A few
small translucent or white particles may be present.

CLINICAL PARTICULARS
.)

.2 Posology and method of administration

y
Missed dose
If a dose of asfotase alfa is missed, a double dose should not be injected to make up for the missed dose.

Special population

Adult patients
Efficacy and safety data in patients with hypophosphatasia >18 years old are limited.

Elderly

The safety and efficacy of asfotase alfa in elderly patients have not been established and no specific dose
regimen can be recommended for these patientsFheretsno-evidence-forspecial-considerationwhen

S s admmini | el ents.

Renal and-hepatie-impairment

The safety and efficacy of asfotase alfaStrenstg-in patients with renal er-hepatie-impairment have not
been evaluated and no specific dose regimen can be recommended for these patients.

Hepatic impairment
The safety and efficacy of asfotase alfa in patients with hepatic impairment have not been evaluated and
no specific dose regimen can be recommended for these patients.

4.4  Special warnings and precautions for use

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.

(...)

Injection reaction
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Administration of asfotase alfa may result in local injection site reactions (including, but not limited to,
erythema, rash, discoloration, pruritus, pain, papule, nodule, atrophy) defined as any related adverse
event occurring durlng the 1nJect10n or until the end of the 1nJect10n day (see sectlon 4.8).

Strensiq administration should be interrupted in any patlent exper1enc1ng severe injection reactlons and
appropriate medical therapy administered.

4.8 Undesirable effects
(---)

The most common adverse reactions observed were 1nJect10n site reactlons (74% jaﬂd—mjeeﬁeﬂ-

Injection site reactions

Injection site reactions (including injection site atrophy, abscess, erythema, discolouration, pain, pruritus,
macule, swelling, contusion, bruising, lipodystrophy (lipoatrophy or lipohypertrophy), induration,
reaction, nodule, rash, papule, haematoma, inflammation, urticarial, calcification, warmth, haemorrhage,
cellulitis, scar, mass, extravasation, exfoliation and vesicles) are the most common adverse reactions
observed in about 74% of the patients in clinical studies. Most injection site reactions were mild and self-
limiting, and the majority (> 99%) were reported as non- serious. In the clinical trial setting, the majority
of patients who experienced an injection site reaction had the first occurrence within the first 12 weeks of
treatment with asfotase alfa, and some patients continued to experience injection site reactions until 1 or
more years after initiating asfotase alfa dosing.

One patient withdrew from the trial due to injection site hypersensitivity.

(...)

4.9 Overdose

There is limited experience with overdose of asfotase alfa. The maximum dose of asfotase alfa used in
clinical studies is 28 mg/kg/week. No dose-related toxicity or change in the safety profile has been
observed in clinical studies. Therefore, Fhere+s-no experience-with-overdose level has been determined
efastotase-alfa. For management of adverse reactions, see sections 4.4 and 4.8.

5.1 Pharmacodynamic properties

6.3 Shelf life
(...)
Chemical and physical in-use stability has been demonstrated for up to +3 hours at a temperature
between 23°C to 27°C.
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