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Y"n/3"n 40 ®pr017V0 Y"1/3"n 100 ®pr017vV0

ASFOTASE ALFA; SOLUTION FOR INJECTION SUBCUTANEOUS

T29) /RPN i/ RO

D2I9YN NITIIY PWINN HVW 19789 RATIY DNYPN NITY HY YITIND NWHaAN N7 HRIY? INIRA [POPYR NIan
.03/2026 PIRN2 NITIY

IRV PYWINY NMWIN NININ

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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5.1 Pharmacodynamic properties
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Mechanism of action

Asfotase alfa is a the human recombinant tissue-nonspecific alkaline phosphatase-Fc-deca-aspartate
fusion protein thatis-expressed-in-an-engineered-Chinese-hamster-ovary-eelHine. Asfotase alfais a
soluble glycoprotein comprised of two identical polypeptide chains, each with a length of 726 amino
acids made from (i) the catalytic domain of human tissue-nonspecific alkaline phosphatase, (ii) the
human immunoglobulin G1 Fc domain and (iii) a deca-aspartate peptide domain.

Hospephosphatasio

Hypophosphatasia is a rare, severe, and potentially fatal, genetic disorder caused by loss-of-function
mutation(s) in the gene encoding tissue non-specific alkaline phosphatase which leads to failure of
bone mineralisation associated with other clinical manifestation including impaired mobility and

resplratory compllcatlons Hempephesphatasiaisasseeiateddthmultple benemmanifestations

dsfotaseslfo o bumen peesmbinonttssuenopspeciicallaaline shosphatase Kedeennsae

fusionpretein-with-enzymatie-aetivity; By replacing deficient tissue-nonspecific alkaline

phosphatase asfotase alfa promotes mineralisation of the skeleton in patients with hypophosphatasia.
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