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1. Foen Denosumab 60 mg injection/1 mL solution for injection, 1 mL prefilled syringe
2. AusutiAnlY
2.1 gUuuy Hugnnmanidedmivie
2.2 d@ulsenau Usznaumesiaen Denosumab 60 un.
2.3 NVULUTIY Uiiaﬂwaammw%amﬁmﬂswmﬂL%a
2.4 aa1n Fossrydensnisfn fendidy uazALLTIvese Tundn Tumineny
\vfindn lneSeuiiiue waranglunsifvinulieswdae

2.5 91gvedeiidwau desliveendt 1 U duaniudueu

3. AnaNUANIaNAa

Namsm’sﬁﬁLﬂiwﬁﬂmmm‘ﬁuwmu Finished product specification Wag drug substance specification
figradsannndudifuatuiiisadu wietdu In house specification taadedldunisannzideuseditnau
ANENIIUNTOMTUALE NTENTNASTTUGY 3l indasinFuilidrdsionduatuiifisuvivielminiunnsgu
wndusinuladizunis masenansenTasnsigy $os seydisen we. 2561 asiuil 6 Sunnau w2561 (ag
Uszmalusvfaamunsiuil 12 guaius w.a.2562) waz seuiisen @UUA 2) w.a.2562 asiufl 3 nsngiax

W.A.2562 (aaﬂigmﬁluiwﬁﬁmuwﬂwﬁuﬁ 26 NINNIAU W.A.2562)

3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification (IR) Meet the requirements
3.1.2 | Assay 80.0% - 130.0% relativc potency
3.1.3 | Particulate matter in injection Meet the requirement
3.1.4 | pH 50-55
3.1.5 | Bacterial Endotoxins Meet the requirements
3.1.6 | Sterility test Sterile
3.1.7 | Purity and Impurities
- SE-UHPLC > 98.2% main peak, <1.6% HMWS
- Reduced CE-SDS > 95% main peak (heavy and light chain)
- Cation exchange HPLC > 65% main peak
3.1.8 | Protein concentration 54.0 - 66.0 mg/mL
3.1.9 | Osmolality 285 — 345 mOsm/kg
3.1.10 | Volume > labeled volume
3.1.11 | Polysorbate 20 0.006% - 0.015% (W/V)
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