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Evolocumab 140 mg/1 mL solution for injection, 1 mL prefilled pen

1. Y981 Evolocumab 140 mg/1 mL solution for injection, 1 mL prefilled pen

2. aruanAnaly

21 guuwy Huguuuuasazaneusmainide dmiudn

2.2 dmlszneu  Usznaumesael Evolocumab 140 me/1 mL

23 wunussy 1 Jaddes de 1 prefilled pen

24 nwurussy  ussglunrususIREnEaUTImNde Prefilled pen

2.5 aan - spyfieen dusznaudenddyuaranuuse Yundn Tuduoigauiingn uaz
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3. AuENUANIUMALlA

Naﬂ’lﬁm?’lzﬁﬂmmwL‘f]‘lﬂUG]']iJ Finished product specification &g Drug substance
specification  7ig9Bea1nndusniuatuieaiu Faldaansidoudediinauanegnssunisevnswasen
nIENTHASIINGY indwinfuildsedenivatuiifieurivislmininnesgundusisulasisu
Wila AIUUTENIANTENTIEAGITUEY 309 IBYGINTIT WA 2561 asfuil 6 unAu WA, 2561 (@IUsEnA
Tusnefinanyiune Tudl 12 nuanius 2562) wagUsenAnssnsisenstsnge (3ae seysise (eufl 2)
.. 2562 aviuil 3 NINGIAL WA, 2562 (@eUszmeluswianyunw Fudl 26 nsngay 2562)

3.1 Finished Product specification:

D) Test Items Specifications

1 | Identification test Complied with finished product specification
2 | Receptor-ligand binding assay 70%-130% Relative potency

3 | Protein Concentration 126.0 to 154.0 mg/mL

4 | pH 47-53

5 | Osmolality 280 to 340 mOsm/kg

6 | Sterility test Complied

7 | Particulate matter -size 210 um: NMT 6,000 particles/container

-size 225 ym: NMT 600 particles/container
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3.2 Drug substance specification:

D) Test Items Specifications

1 | Identification test Complied with finished product specification
2 | Receptor-ligand binding assay 70%-130% Relative potency

3 | Protein Concentration 126.0 to 154.0 mg/mL

4 | pH 4.7-53

5 | Osmolality 280 to 340 mOsm/kg

6 | Bacterial endotoxins < 0.17 EU/mg

7 | Bioburden < 10 CFU/10mL

waeme - *svyihide Dissolution fiu Uniformity of dosage units Tiluuienansuanssigazidunna
NM3nITIAs I inndilaudelilulu COA
- nsdifeansidoundinsiiu (waive) msesavasviinsidesienislaliduianenans
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Evolocumab 140 mg/1 mL solution for injection, 1 mL prefilled pen
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