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Qﬁlﬁﬂ‘b‘ﬂé:ﬁﬂﬂ:ﬂﬂﬂﬂﬂ
Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 2.5 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 (GPU 796277)

1. %981 Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 2.5 ¢/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

2. ruanTAnIlY
21 3wy
2.2  dudseneu

Juthelausannidedmivdlamsesios viauaadeusi

Usznouse Dextrose 2.5%, Calcium 2.5 mEg/L W& lonic concentration

(Sodium, Magnesium, Lactate, Chloride) U593 5,000 mL/g4

ussalugawanain Ambu-flex Il waediguiudnuiletu

- seyfern dulsneudendfyuasanuusyiusdniuduenganiingn way
wuvidousiduanliognadaauuuussgioe
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25 aan

3. AnuaNUANInAila

Test Items Specifications

LT
UD

1 | Identification Complied with finished product specification

2 | Usunaudaendaegy - Dextrose, hydrous: 2.38-2.62%

- Chloride as Sodium Chloride: 5.28-5.83 ¢/L

- Sodium Lactate: 4.20-4.70 g/L

- Magnesium Chloride hexahydrate: 0.041-0.061 ¢/L
- Calcium Chloride dihydrate: 0.157-0.210 g/L

- Sodium: 125-139 mEg/L

3 | pH 4.0-65
4 | 5-HMF and related substances | NMT 0.25
5 | Colour NMT 15 Klett units
6 | Bacteria endotoxin < 0.05 EU/mL
7 | Particulate matter > 10 pm: NMT 25 particle/mL
> 25 uym: NMT 3 particle/mL
N33UNTT %
(wey. Uvawsg Ala) (ngy.Uszniewna vignan) (ney.210A3 Aued)
GPU 796277 [V2604]
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Test ltems Specifications

8 | Sterility test

Complied with finished product specification

a o
4. oulvdy 9

) & - o a o | ° T
4.1 wnansmsidsueygatunsdoudisueniedmmielulsvmelne wazduns (declare) unengn

4.1.1
4.1.2

Tuddynistunedeusiuen e.2 ne.3 ne.4 vse 82 udusnsed)
Tufvetunsifou ve.1/8.1 vesnfilauenen wieuswasdenhidensaiuny
AN WYRINARTUs AL TiTuneideu (finished product specification) wagtariavun
AMATNYBYINGAU (Drug Substance specification) nszﬁﬁagjizwjﬁmmﬂﬁ'auuﬂaa
uhluudy avfipauuuienansnisvenhly (8.5) 1w3ay finished product
specification Way/w38 Drug Substance specification

4.2 1BNANITUTBWNATTIUNINENYN

4.2.1

4.2.2

nstifewanlusamelne grandosdiduunnmdendideiusounnsgriumsaing
AUVENNSTISNNSARLUNSHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnemiheau PIC/S participating authorities w3aillena1siusewnsgu
MsWARLIPEMENINATLaYIE NS TMuUNM AR eI ITNNUANENTINNTTO TS UL
g1 NIENTRAIINEY Fermustulnefinuaesndouasiafieniundninasiuas
Bnsinlumswane PIC/S lumnanillausyie atudgamuseumsasisaeulaedl
namsiusesieuiiuseniauszmnsiadidnivnsing

nsdidugnidhannieUsana guandesilionansiusounasgriumsainennu
waNNEUIISNSARLUNISHANEY PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnewiasau PIC/S Participating authorities aU0Ua1dAMNTOUNTIATINABY
TnefinanissusesisiuiivsemassmesiadidninsindvienaonengBnuaiusinged

4.3 PNANTAMATNYDY gIMEUDIIAN

431

432

4.33

434

4.4 G818

A3IUNITT
S

NAN1INTIVIATIBIAUNMKERAUYIvBIENER (Certification of analysis of finished
product) Tugnjudidesnete

HanNIsIRIIERRn IngRuveIiieNd@An (Certification of analysis drug
substance) Mldlumsudneniuiidadushegaiweuaneuarindningiiu
nasiendnguBudunnudiiusseningunisnaavesingfuvesnendfey (Orug
substance) 99 4.3.2 ﬁ'ujumiNﬁmﬂmmﬁmﬁmv‘liﬁﬁ%gﬂ (finished product) U8 4.3.1
NansANeN Long term stability naentseguasefildunsdeulifudina
ANZNITNNITOMNITUALET NIENTNETIIUGY
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mL solution for peritoneal dialysis, 5 L bag
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