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1. Y8 Betamethasone 50 mg/100g + Calcipotriol 5 mg/100 g ointment, 15 g tube
2. AusutiAnlY
2.1 3Ukuy Juenldnieuen
2.2 druisznau Usznaume Betamethasone 50 mg/100g + Calcipotriol 5 mg/100 g
2.3 NVULUTIY ussglulusTatusidaadin Jestuaruidy
2.4 2810 VUYL LTI AesseyTenn drulszneudiendidtuazanunss unde Tumueeny

waviindn waziay nzdoudi3uen Pogredpauuuussadiosi
VUAUULUTIIEN FoaszyTosnnFeteonsnsdn dmuUszney LAz IAM LI IVes)
\aviindn Tuvuneny Tidnuuuusseiet
2.5 ongaseiidwou lddfesndt 1 U duaniudsey
3. AnauUANIuNAila
NamimaﬁﬁLﬂiﬁzﬁ@mmmﬂuwmm Finished product specification wag drug substance specification
fignedaannduirfuaduiiiontu wiewdu In house specification Taedaslisunisaanzidoudeditnauy
ANENIIUNTOMNITUAE NTENTNASITAUAY el LndasinFuilisrededoanduatuiifleusivdelmininuasgiu
ndusin$uladnfunils auUsznmAnTEvsasTigY 3ed spyiisen e, 2561 astuil 6 furnau w.A.2561 (A
Usgnialussfanyunsniuil 12 nuaniug we2562) way seuisen @Uuf 2) w.A.2562 astuil 3 nangnau w.a.

2562 (aaﬂismﬁiuiwﬁﬂmqwﬂwﬁuﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay Betamethasone dipropionate: 0.611-0.675 mg/g

Calcipotriol anhydrous: 48.0-52.5 mcg/g

3.1.3 | Viscosity 1.6-3.5 Pa.s

3.1.4 | Microbial limit tests Meet the requirement

3.1.5 | Related substances Meet the requirement
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

4.3 | Insfnw TE N/A
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Heavy metal #39 Elemental impurities (Risk

assessment report)
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