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試　験　項　目 規　格　値

性状 (JP) 無色澄明の液で､においはない*

純度試験 (JP) 試験適合

導電率 (JP) 5μS･cm-1以下

エンドトキシン (JP) 0.25EU/mL未満

不溶性異物 (JP) 試験適合

不溶性微粒子 (JP) 試験適合

無菌 (JP) 試験適合

Total organic carbon (USP-NF) to pass test

Water conductivity (USP-NF) to pass test

Particulate matter in injections (USP-NF) to pass test

Sterility tests (USP-NF) to pass test

Bacterial endotoxins test (USP-NF) less than 0.25 USP Endotoxin Units/mL

Conductivity (Ph.Eur.) maximum 5μS･cm-1

Oxidisable substances (Ph.Eur.) to pass test

Residue on evaporation (Ph.Eur.) maximum 0.003%

Particulate contamination: sub-visible particles
(Ph.Eur.)

to pass test

Sterility (Ph.Eur.) to pass test

Bacterial endotoxins (Ph.Eur.) less than 0.25IU/mL

(*:当社追加項目)日本薬局方　[注射用水(容器入り)]United States Pharmacopeia - National Formulary (Sterile Water for Injection)
European Pharmacopoeia (Sterilised water for injections)
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