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ANANWULLANITYDILN
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 (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. qruantAnaly
21 gUuuy Fuhelausmnndedmivdlameonios slaueaidous
22 @wusenau  Useneusie Dextrose 2.5%, Calcium 2.5 mEg/L Wa¥ lonic concentration
(Sodium, Magnesium, Lactate, Chloride) U339 5,000 mL/§3
23 AwULUsIy  UsSIQluganatadn Ambu-flex Il wariiguiuBnunietu
25 aan - syyPemn drunszneuiendifyuasanuuseiundniudueganiings uas
wnzdousiuelisgedniauuuussyiu
- vuMBuEUTIYEnREpedetssylenmietenanisdiulseneuuar
PSR LaTTnE Ay iTaeu

3. auaNUANIamaia

& Test Items Specifications

1 | Identification Complied with finished product specification

2 | Ysuaushendney - Dextrose, hydrous: 2.38-2.62%
- Chloride as Sodium Chloride: 5.28-5.83 ¢/L
- Sodium Lactate: 4.20-4.70 ¢/L
- Magnesium Chloride hexahydrate: 0.041-0.061 g/L
- Calcium Chloride dihydrate: 0.157-0.210 ¢/L
- Sodium: 125-139 mEg/L

3 | pH 4.0 - 6.5

4 | 5-HMF and related substances | NMT 0.25

5 | Colour NMT 15 Klett units

6 | Bacteria endotoxin— < 0.05 EU/mL

U3

: csowi—e A - M. S A T S © ""’W‘{ ....................

(wey. Unuws Arla) (ney.yA3uNs mieedengm) (ney.01nes Muzd)
GPU 796277  [V2410]



7 | Particulate matter > 10 pm: NMT 25 particle/mL
> 25 pm: NMT 3 particle/mL

8 | Sterility test Complied with finished product specification

4. Fovludu q
4.1 wnansnsidsueygntunsdowhiveniesminslulssmelne uazdiuna (declare) unawan
411 luddynstunadeusiiuen (e.2 ve.3 ve.d vie 82 whusinsd)
412 ludwetunsdou e.1/e.1 vesnilauena wieuswazdemidenisniuny
AN MBINANSuTInLTTuzL o (finished product specification) wavderivun
AU TRgAU (Drug Substance specification) nsdifiegsewitemsivdsuutas
whludiudy sedanuuienarsnsveuile (8.5) swiou finished product
specification Wag/v39 Drug Substance specification
4.2 1@NaNTUTRINTFIUNTNANYN
421 nsdifewdslulsaelve gruandeslidiunnmdeniidesusesnasgunudne
MUVENINTAENSTITUNNIHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) TnevunEaU PIC/S participating authorities ¥588@Na153UTBWNTHIU
MsHAREIRIMANNsTaEIENTRUNMSHAREYaIdnaUANENTIINSE S UAL
g1 NsevsRAs gy Satmuniulnedimuaenadeuasiaieuiundninasiuas
Fmsirlumsuane PIC/S lumnngfauss atuagamuseunsnsieaeulasd
o siusesieTuiivsemeasznasadidninsing
022 nsddueninthendiseme dudndesdionansiusennasgiunisudngnniu
WENNAETIBMSARIUNTSHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lagviua8au PIC/S Participating authorities aUUagAMNTOUNITATIAEDY
Tnofinanisusosieiufivssmausenminsndidninsindvienasnongwudaudnsd
4.3 BNATAUATNYDILTLAUDTIAN
431  WANINTIVIATISVRUNNHENAUTVBENER (Certification of analysis of finished
product) Tugnjuiidefetng
432 wamslasizvnunIngivvesiaend fny (Certification of analysis drug
substance) Mldlunswangnguiidadumetaviesfndneuasinaningiu
433 enassendngududumnudiiusseningunisudnvesingivvesiiendifgy (Orug
substance) 9@ 4.3.2 fugumsnanvednsiugidniagy (finished product) e 4.3.1
434 wamsAnw Long term stability naentaserguessniidiunsdeulitudinnu
AIYNTIUNITEIMTUATEN NTYNTNANTITUY
4.4 FnoNe

NSSUNTS - / e S‘-’
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441  fauesim fiesdwiedueatiatios 1 mheussyin Sudusfunuuaneazidon
asudhumuiidmusluieuandiviludrefuniely 3 Fundminaussim
4.5 mMsUsziuguAMenTiduey
451 efidweudesdiongldlalidesnin 1 U 6 Woutuaniudwey
452  gwnnaiiduey wdesdsdiunnmasluiusesansmsiviiensiniuiiduey
453  nsdimiensmsviimsduitegnidweuiiedinsalinseinunim mies1yns
awimilsdefesvemetne lnsfuisrvsesdieuiudnmudnnuimhenenisdmsan
Tenuivanduuiavourliefiferdedumsmmeiinszinuaim nsdliinuiy
erlifulunuaudnvasiawty witsswnsveanuavshisuinsannsauesamen
AaNaITDY Q‘mauaz/w'%ar}juﬁw‘luﬂssmalﬂ
454  funoseiudsuendlemnindvuneny wialaiinnsdenanwmedsensle 4
neufmunlaglifidouly
455 szuunsiiusazdadeeniildunsgiunuvaninast GSP (Good Storage Practice) wa
GDP (Good Distribution Practice) Insuansionansusznau (Wianuenansitlézunis
FusoasEUL)
4.6 Jiauasi (§une) guvenlienidndoyneunsuimundsil
461  nsdlmamsduasviansininnnainemanimsumvievesu fRnsild
1ASFIU 1SO/IEC 17025 wan1snsaadiaszsilidulumuinasgudetmun
462 nsdirdnsusiviadgnidonfuiunnisnaelasdinnuannssumsemsuay
gluting nanvesdygazdoavane
663  nsdEmulgmamnmanuandasiiiotndmaroussansrauaraiulaendusediae
Iasuen
4.7 mheswnsveanudns lisuRnsasdndusioiifiusyiignisenifuiulasdninnuanenssunis
swnswaveiluszezaan 1 Tiewiutuenmsiauemamsindontel
5. M3UsziuA1UszansnmAeI1A1 (Price Performance)
swavdauanuenansmunusiUssdulsransnmesaiuuuin

HIUNNSTUTDIAMENTIUNTANANESLANIZ VDB
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

L= . 3 il
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5.nuNUsuiiuUsEansnweaas1an (Price Performance)

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
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AuUs509 winazuuy

11nsgIUNER 60
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e

1.fuds50e7l 1: asgIundEaie (Axuuudy 200)

=

1.1 msSusesgunmeendndiuel @ 1Tu 5 ASLUULAL 100)

(n) L‘f]UHW%.Qaq'Luﬂ'fg“E‘SWE.lﬂ"l‘a‘ﬂ']?]mﬂ']'f'i'tlad WHO List of Prequalified Medicinal Products

() Jueniiegludgisedendndnsienuamuazindn (Green Book)
Tnsnsuiveimansnisunne tau 1 - Jagdu

() WWusduwvunseseglulydsietonindusioinunwuazuin (Orange Book)/EMA

(1) WWuendeeglulydnetenindusienilasunmssuses (Approved Medicinal List) lag
w3evielsaneuianguan uunndmansuvisUssinalng

(3) \Hudsdinanmivdiessionduaulidesndi 3 funnandahdemsesialinsesifedl
Yeunihteiisyylu Green Book atiudgaiusingemsendeaninyfeafuvionuidod
soylupuanTRtlsmeaUssnALasants e evillengliiu 5 YduanTuildsums

fusomamslassiisiussmausnmssmdidansednd analeszilasierfiinsds
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LilosfuRnmsvesnineuaziosUjuifin1s ausnasg ISO/IEC 17025 nvleu
accreditation body fizausuluseiuaina wislagdrinnumnesgruiesjuianis
NSUINIMARTNITUNNE  NTENTNATITUGY

1.2 doyaariuayu Anw1ITenun wuaniue 100
(Fondeladenils wniluinndn 1 vhideliidendeiifirsuuuinniian)

1.2.1 nsdindnsusionduiuy fsenunsfnwmeediniiuansdeuszansnmes 100
oillunsine asmuilunsasneansuwndfundede

1.2.2 nsailaildendunuy fssaunisanemeerdiinfiviuenieUseaninamueeniiven 100

FULUUNTETIBUNISANINIAATNTILAAIT U s L ANS M vl lun1ssnen asifuwlu
fed 1 o ey - [ & - - ' o W o v el
MsASYNISUWNENUWete (Bandelatenils mniluinndn 1 Wvelnidenteniazuuu

mﬂ*ﬁqm)

() A3nsAnwdu Randomized controlled trial wasiinsafiuilunsansyansuwdiindede 100

(@) Femsfnunidy NON-Randomized controlled trial wagiimsafanilunsarsmansuwgiindode 90

(A) 35 sAnw iy Comparative studies WUU cohort studies wasinsiRuilunsansnensunned 70

wdefie

(@) 3nsAnwly Descriftive studies Wuucase report or case series (5789 U28) wardinsanuily 60
a1 -

NIATNMTUNNEMUTohD

(2) dondelatenis 40

o - o =l o a a = a [ [
(1) NM3ANWIDY 9 wmmmaammmﬂaaﬂnwmmua=/wsaﬂ11uﬂaaﬂnwmgﬁ"lmsum
o W i - = - o -l - rc] ] d' -
(2) waweua (N) w390 (1) W8 (A) w30 (3) il fnsadulunsarsmenmsuwndfivndetie

JANT (AZLUWAY 100)

o =
2.87uds59e0 2: WnsgIuviay

e ailh
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2.1 %oIUFURNIANIUNTTUTBIMNLANITONANATEIY ISO/IEC 17025 AMuUNNINAADY 100
e at fﬂil s - J o
nAnNueITLaLeen lusien1sveaaumMuANALTINNmATATINIIUA

a o a at (3 -l
Finished product specification fifvualilugudnuaylusensiyiueieings

(n) Assay or potency a0

1 d' A ] LY al ) ot (P

(1) dutovaaaudy q Minde MUUALIALIUUTINAUVIIAY 60 MNATIIATUNNUIVE 60
Frnaiatalatendimuiidnuualilu FPS vinmudadauain 60 Aziuu wewia
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