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Calcium Chloride dihydrate 25.7 mg/100 mL + Dextrose 1.5 ¢/100 mL + Magnesium Chloride
hexahydrate 5.08 mg/100 mL + Sodium Chloride 538 mg/100 mL + Sodium lactate 448 mg/100 mL
solution for peritoneal dialysis, 5 | bag

1. Youn: Calcium Chloride dihydrate 25.7 mg/100 mL + Dextrose 1.5 ¢/100 mL + Magnesium Chloride
hexahydrate 5.08 mg/100 mL + Sodium Chloride 538 mg/100 mL + Sodium lactate 448 mg/100 mL
solution for peritoneal dialysis, 5 L bag
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3,':1 Finished product specification

i

Usunaghendndiy
N .Dextroge hydrous
T
= Chlor‘de as Sodium Chloride

"~ Magnesium Chloride hexahydrate

- Galgiukn Chloride dihydrate
-Sodium'lactate
-Sodium

-5-Hydroxymethytfurfural(5-HMF)

1.40-1.60%
5.33-589 ¢/
0.041-0.061¢/1L

0.221 -0.294 ¢/L

4.20 -4.70 /L

125 - 139 mEg/L
Absorbance l3itAu 0.25

2. pH

4.0 - 6.5

3. Sterility test
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4. Particulate Mastter
2 um

2 um

Lailu 25 synin / feddns
Lty 3 aunia / faddns

5. Particulate Mastter

UsNI1 0.05 EU/ml

6. Color

T3ty 10 Keett units

7. Osmolarity (mOsmol) (Calc)

344

3.2 Drug substance specification
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LLau’JﬁmSVImum‘iNaﬂm PIC/S (Pharmaceutical Inspection Co- Operation Scheme) Tmeviieau PIC/S
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4.3.1 wamsmsamms%wﬂmmwwamnmmmamasﬂmamwam (certificate of analysis of finished
product) lugnjuiidadusegng

4,32 c.lmms'smms%mmmwmamwaammmmy (certificate of analysis of drug substance) e
‘LmswaﬂiuwmL*Uumamquaawnamuavwwammnmu(nszumua'mau biological products #8115 COA of
drug substance mamwammmwuu)
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