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Alglucosidase alfa 50 mg powder for concentrate for solution for infusion
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1. Foen Alglucosidase alfa 50 mg powder for concentration for solution for infusion
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2.1 UkUU Hugdaunaanide
2.2 dwlsznau Usenaunie Alglucosidase alfa 50 mg
2.3 MYULUTTY Ussbunvurdmsuenda
2.4 2810 UUAYUE LTI AessryTenn drulszneusiendifuazaunss Tusdn Fuvineny
waviindn waziay nzdoudi3uen Pogredpauuuussadiosi
UUNMYUEUTIEN FoszyTosmielonninnsdn dauUsEnou wauiNARNLSIYEdeN
Wauiindn Jumneny TidnuuuusIiuet
2.5 ongaseiiawou lddfesndt 1 U duaniudsey
3. AnauUANIunAila
Namim’sﬁﬁLﬂi’lzﬁ@mmmﬂﬂﬂmm Finished product specification Wag drug substance specification il
gredsanaduinsuatuipeaiu w3e1du In house specification Ingdnslasunisaanzidousedinguamugnssuns
DIWNTUAYET NILNTNATIUGY et wndashiuilidredatoaduatuiifevsivielminiunsgunduisulamsy
wila AIUUTENIANITENTIEIGITUEY 304 FYUAITIYT WA, 2561 astufl 6 Funnau w.A.2561 (asUsznelusvian
WunwIuil 12 nuaius w.m.2562) wag seuisnen @UuTl 2) w2562 asTuil 3 nangnaN w.m.2562 (assenAly
iwﬁﬁ]mqwﬂwﬁuﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay Meet the requirement
3.1.3 | Particulate matter Meet the requirements
3.1.4 | pH 5.9-6.4
3.1.5 | Bacterial endotoxins NMT 0.62 EU/mL
3.1.6 | Sterility Sterile
3.1.7 | Osmolality 148-182 mOsmol/kg
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4. NMSANWIDU

4.1 Long term stability ANADIEEN

4.2 In-use stability N/A
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Heavy metal %39 Elemental impurities (Risk

assessment report)
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