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Peritoneal dialysis solﬁtmm 315 5% dextrose 2,000 ml
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1. Foen Peritoneal dialysis solution with 1.5% dextrose 2,000 ml
2. aruantanaly

210wy uherillddwiudslamatasitas (Peritoneal Dialysis Solution)

22 dulsenou  eiunaifion 2.5 mEg/L uasluhen 100 ml Ysznaushesendady
Dextrose hydrous 1.5 g, Sodium Chloride 538 mg, Sodium Lactate 448
mg, Calcium Chtorlde 18.3-25.7 mg, Magnesium Chloride 5.08 mg Ima
Tu1 muﬂsmmmm 2,000 ml
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D) ‘ Test items Specifications

1 | Assay - Dextrose 1.40-1.60 %

- Chloride (as NaCl) 5.28 - 5.83 g/L

- Sodium Lactate 4.2 -4.7 ¢/L

- Magnesium Chloride, Hexahydrate 0.041-0.061 g¢/L
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o Test items Specifications

1 | Assay - Calcium Chloride, Dihydrate 0.157-0.210 ¢/L
- Sodium 125-139 mEg/L

2 {pH - 4.0-65

3 | Particulate matter - ATIANU

4 | Pyrogen test /Bacteria endotoxin | - AT

5 | Sterility test/parametric release - ATIANU
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1. Yoen Peritoneal dialysis solution with 1.5% dextrose 5,000 ml
2. auauianly ,
2.1 guuy Wuhendlddmiudndansdasias (Peritoneal Dialysis Solution) wiisld

fuindasdnilameesiosdnluds
2.2 dwtszney  henfluraden 2.5 mEg/L warluinen 100 ml Usenaudneienddey
Dextrose hydrous 1.5 g, Sodium Chloride 538 mg, Sodium Lactate 448
mg, Calcium Chloride 18.3-25.7 mg, Magnesium Chloride 5.08 mg lagly
1 qqﬁﬂ%mmﬁﬂm 5,000 ml |
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3. ruauiani1awmaliavad Finished product
wamsns ez wduluam  finished product  specification  #aldasmeiTausia
A1UNITUANENTINNTEIMITUAZEN NTENTEAITITAUEY

. ° s =
AMENITUNTINTNUARANBIUZIANIZ A INUATLRYAUDIEN
\/
........................ ovirereeieiee i, USESUNTIUNNT .
(weiusned aGeans) @
ATIUANS F T OO rer SOOI NTIUNS
NUNT3 ATINATS
ATINNTT NITUNT
ATIUNY TIUAS
Fl
ST OO . IO NITUNS ATTUANT
(maa}:ﬂyﬁ%é wadusnalneg) (wgudis AsgnwAs)
AN, ) - NITUNIUAATIYNTS AD.cooeveeen q < e NFIUMINALHTIAUIYNTT
(mqm'maummu Lanauﬁ) (uneamgwnaf Bunsdums )
U Few Mad ATTUNUAZETIBIANIUNTS AT R\ I NTITUNSUAEEIBAYIYN TS
(uradugail fuend ) (vwamBedan wiaigna)




Test items Specifications

1 | Assay - Dextrose 1.40-1.60 %

- Chloride (as NaCl) 5.28 —5.83 g/L

- Sodium Lactate 4.2 -4.7 ¢/L

- Magnesium Chloride, Hexahydrate 0.041-0.061 g/L
- Calcium Chloride, Dihydrate 0.157-0.210 ¢/L

- Sodium 125-139 mEg/L

2 | pH - 4.0-6.5

3 | Particulate matter - ATIAHY
4 | Pyrogen test /Bacteria endotoxin | - #1357961U
5 | Sterility test/parametric release |- #5296
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4.2

4a.3.

4.1.2 ludmeTunzifeu ve.l vie v.1 vesenfiauesia niousiasdunindensmun
A esmARSsinLRitunz e (finished product specification) uazderivun
ANWIRGAY (drug substance specification) nsdifiegszrienisBeundaudly
Wafursfatuuulena1an1sveuily (8.5) e finished product specification
wag/M3e  drug substance specification lagveudlunauiudsznialsznasial
Sudnvsednd wazlahfiu 2 ¥ e Tudssnmendsymasiandidnnsedind

LONATTUTOWINTFIUNTHARE

4.2.1 nsflemdnlulssmelng  GuAndediiona1sTuseswnsg UM INAnEMLNANLNAY]
Lar3inisTialun1snanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inemiieeu PIC/S participating authorities ¥3aiilonans3usenATFIUNINARYT
purdnInaeLaEIsnIRuA1THEAEN  Yeed1TNATUAMENTINANTEMNTLALE
NIBNTIETITUGY Fermuatulaefinuaenadosuasiafioufundninusiuay
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wdmnauguasiIinisiialunisadnen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lagwnuaea1u PIC/S participating authorities aUuaganIy
soumsnsedoulneiinanisusesieiulssniauseninsadiannseling uisengy
AaBAtW WaLAnTal veeillonais Certificate of pharmaceutical product
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431 wan1snsIadnneinuamrdndusiendnsaguveindn (Certification of analysis
of finished product) lugnjuiidadudiote

4.3.2 wanInsIAsTIsiRunwingiutessiundde (Certification of analysis of drug
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