29 wwey 2563

i 19n 3

Qmé’nwmmawwﬁumm

Dianeal Low Calcium (2.5% mEq/L) with 1.5% Dextrose

solution for peritoneal dialysis, 5 L bag

1. Yo7 Dianeal Low Calcium (2.5% mEg/L) with 1.5% Dextrose solution for peritoneal
dialysis, 5L bag
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3.1 Finished product specification :

99 Test Items ! | Specifiéatiohs :
3.1.1 | Usunaudendagy
- Hydrous Dextrose 1.40 - 1.60%
- Chloride as Sodium Chloride 5.28 - 5.83 ¢/L
- Sodium Lactate 4.20 - 4.70 ¢/L
- Sodium 125 - 139 mEg/L
- Calcium Chloride, dihydrate 0.157 - 0.210 ¢/L
- Magnesium Chloride, hexahydrate | 0.041 - 0.061 ¢/L
3.1.2 | pH i 25 esrnwalied 4.0 - 6.5
3.1.3 | Sterility (In&35 Parametric Release) mfmmumuﬁszﬂu Finished product specification
3.1.4 | Bacterial Endotoxin < 0.05 EU/mL
3.1.5 | Particulate matter (Particles/mL) msaﬁ]mumuﬁisﬂu Finished product specification

- UM > 10 Wm NMT 25
- IR > 25 Wm NMT 3

3 C{\N{ ................. Usesu 2. 84T {l*k/ ......

AMEATSUNMIAVUARNGN BUzAN Y

AN 3. 's’l\i“U’eJ ......... “‘\\W ........................ N33UNIT

(WEmMgyIU WgulseieEsgia) (W82ANT WINLAW) neTumsad Jum)
Qmﬁﬂvnmaw\s‘umm Dianeal Low Calcium (2.5% mEqg/L) with 1.5% Dextrose solution for peritoneal dialysis, 5L bag




29 1wey 2563 N 2 970 3

o Test Items Specifications
3.1.6 | 5-Hydroxymethylfurfural (5-HMF) NMT 0.25 Abs
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