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AMANHULIANIZUBIEN
Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 1.5 g/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. 391 Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 1.5 g/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

2. gruandAanaly
21 uuwy Huthelausmannidedmivdalametoios viaunadeush
2.2 @wlszneu  Usenausie Dextrose 1.5%, Calcium 2.5 mEg/L wae lonic concentration
(Sodium, Magnesium, Lactate, Chloride) U333 5,000 mL/g4
23 pmurussy  UsSSLugawaan Ambu-flex Il waziguiudnudadu
2.5 aan - suydem ei'm-ds=nauﬁ"smﬁﬂﬁmuaamwusai’uuﬁmi’uﬁumqm’uﬁwﬁw uay
awvzidouisuenliogadniauuuussydoe
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3. auauUANIumAaila

& Test Items Specifications
Identification Complied with finished product specification

2 | YSuusendngy - Dextrose, hydrous: 1.40-1.60%
- Chloride as Sodium Chloride: 5.28-5.83 ¢/L
- Sodium Lactate: 4.20-4.70 g/L
- Magnesium Chloride hexahydrate: 0.041-0.061 g/L
- Calcium Chloride dihydrate: 0.157-0.210 g¢/L
- Sodium: 125-139 mEg/L

3 | pH 40-65

4 | 5-HMF and related substances | NMT 0.25

5 | Colour NMT 10 Klett units

6 | Bacteria endotoxin———— < 0.05 EU/mL

(wey.Unuws Ala) (ney.yA5uUNs MaIdIngm) (ney.2107A3 ANzd)
GPU 818290 [V2410]



7 | Particulate matter > 10 pm: NMT 25 particle/mL

> 25 pm: NMT 3 particle/mL

8 | Sterility test

Complied with finished product specification
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4. eulvdu 9
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4.1 waansmslasueygymdunzsideussueniedminglusenalve wagduns (declare) uvaanin

4.1.1
412

Tuddynstunsdousmiue (ne.2 ve.3 vie.a vie 82 ududnse)
Tufuetunsidou ve.1/0.1 vesnilaussim nwisuswazdemidenismuny
ﬂzumw‘uemﬁ'mﬁmﬁmuﬁﬁwmﬁuu (finished product specification) wagtanvun
AunwYeTnqAy (Drug Substance specification) nsdlflagsevinamsasunas
wiluiudy avfosuuuienansnisveudly (6.5) swdeu finished product
specification waz/138 Drug Substance specification

4.2 WNANTIUIRWINTIUNTNENEN

4.2.1

4.2.2

nstifendnlulsanelveg gruaadesiidiunnmaemiidesuseanasgiunisudnen
IUNENNEIIENSTFUMSHEREN PIC/S (Pharmaceutical Inspection Co-operation
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HIUNTIUTDIAMENTTUNTANANHUZIANITYBIEN
Calcium chloride dihydrate 18.3 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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