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) Test Specifications
® | Assay

- Hydrous Dextrose ®.€0 — @.po %

- Chloride as Sodium Chloride o — &wm g/L

- Sodium Lactate @bo - &ao g/L

- Sodium ebd - emx MEg/L

- Calcium Chloride, dihydrate oc.eds - olbeo g/L

- Magnesium Chloride, hexahydrate | o.o@e — o.obe g/L
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m.e Finished product specification: (sia)

© | pH (% b °C) €0 - b.&
o | Sterility (Ing38 Parametric Release) Sterile
& | Bacterial endotoxin Not more than o.o& EU/mL

& | Particulate matter

> ®0 Um Not more than & particles/mL
> lo& pm Not more than e particles/mL
o | &hydroxymethylfurfural (&-HMF) Absorbance Not more than o.lo¢
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<lo.o. N3ty mdnlulszmalvy gudndasionaisiusewnnsgrumndnemuvdninasiuag
Fnnsfalunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
W89 PIC/S participating authorities w3 filona135uUseINIATgIUNTHEREIANY
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Tunsandadndrendladsunaade

. Falasanns ¥een Peritoneal dialysis solution low calcium (o.&meg/L) with @.&%dextrose,
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