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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 L bag

1 #881: 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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2.2 dquusenouluaisazaty 100 ml Usznaude Calcium Chloride dihydrate 25.7 mg + Dextrose

1.5 g + Magnesium Chloride hexahydrate 5.08 mg + Sodium Chloride 538 mg + Sodium lactate 448
mg UM 5 ans/Qe (UTTY 2 2 ABN&BY)
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3.1 Finished product specification

USuusiendeny

- Dextrose hydrous

- Chloride as Sodium Chloride

- Magnesium Chloride hexahydrate
- Calcium Chloride dihydrate
-Sodium lactate

-Sodium

-5-Hydroxymethylfurfural(5-HMF)

1.40-1.60%
533-58% o1
0.041-0.061g/L

0.221 -0.294 ¢/L

4.20 -4.70 gL

125 - 139 mEq/L
Absorbance 1Ly 0.25

2. pH

40-6.5

3. Sterility test

MNFIVNIU

4. Particulate Mastter
2 um

2 um

LaivAiu 25 oynna / dadans
Ly 3 eyna / fiadans

5. Particulate Mastter

8N 0.05 Eu/ml

6. Color

TaivAu 10 Klett units

3.2 Drug substance specification
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(substance specification) nsdifiegszminamsvdsuntaluiuiussdouuuienasnisveuilu(e.s) an
w3au finished product specification wag/#3e drug substance specification lnsvaunilunouiuusenmea
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4.2.1 nsaliendnlulszmelve duansodiionanssuseunasgunuangmumanin
war3in1nAlunsHAReT PIC/S (Pharmaceutical Inspection Co- Operation Scheme) Tagmiinganu PIC/S
Participating authorities ¥3efilonansiusewnnsgunisrineinuvdnnasinagisnsintuniswanewes
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4.3.1 HaMINTIVIATITRAUN KA ST NT3UV0HER (certificate of analysis of finished
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4,3.2 ANATIVNATIRANNININGAUVDITIEAERY (certificate of analysis of drug substance) s
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substance) 9o 4.3 2 fugunsranvewdnsiuTieIdnIagU (finished product) 4 4.3.1
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