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calcium chloride 25.7 mg/100 mL + icodextrin 7.5 ¢/100 mL + magnesium chloride 5.08

mg/100 mL + sodium chloride 538 mg/100 mL + sodium lactate 448 mg/100 mL solution

for peritoneal dialysis, 2 L bag
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3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay
- lcodextrin 6.75 - 8.25%
- Chloride (as NaCl) 5.02 - 6.14 ¢/L
- Calcium chloride dihydrate 0.221 - 0.294 ¢/L
(CaCl,.,H,0)
- Magnesium chloride hexahydrate | 0.041 - 0.061 g¢/L
(MgCl,.6H,0)




- Sodium 125 - 140 mEg/L
- Sodium Lactate 4.03-493¢/L
313 | pH 50-6.0

‘V]&l"lﬁllﬂma
1.Drug substance specification #1315131nbUAATIERVRIENER drug substance 3o TuTiAT189 drug substance

vounanednsagy atulaatunis nefinsasiessiasunnimidedinivun

4. NMSANWIDUY

4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A

4.3 | dmsfinw TE N/A

aa | msvudeuvedlavewiin Tiuanuenastoyamsuudouvesavemiinldud

Heavy metal %38 Elemental impurities (Risk

assessment report)

5. Naulvdy

v
=

Frauenamdesdudiunnindneienans weuasanesiedeiusesenaslaeiiiisnaneazidon dil
5.1 wnansfildsueugniunadousiusfiosmihelulssmalng uazduns (declare) undsudn
5.1.1 Tuddymstunsilowsinfuen Wud ne.2 .3 1e.4 3o 0.2 udusinsdl
5.1.2 ludmetunsdeu ve.1 vie 8.1 vewfiauesa wiousmeazdendeniseuauamnN

a

vaInan g unTungideu (Finished product specification) wagdannunauAINveIngau
(drug substance specification) nsgifiog seninansiuaeuulatui luiiufinzdowuuenaIsNIg
waunly (8.5) umdau finished product specification Wwaz/#3e drug substance specification

5.2. LNATIUTOIATFIUNTHAREN
5.2.1. mmgmi‘iw’]umimamm Active Pharmaceutical Ingredient (AP)) daslasuni1s§uses

WHO GMP #1538 GMP PIC/S iN1U LagNSauuuenaIshand

5.2.2. 119551U15991UN15WEAY8Y Finished product (FP) fiadl@suni1ssusesunnsgu GMP PIC/S
WIS ULUULENATTUARY

5.3 Laﬂﬁ’]iQMQWW‘UEJQEJ’]ﬁLﬂ‘u%]i’]ﬂ’]

a 4 a

5.3.1 Nan1595I93AT AR NHER A uYied1593UveNEn (certificate of analysis finished

q

product) Tugnguiidadusiedng

'
o a

5.3.2 HAN1IATIVAATIENAUNIN IR AUVRIRIE1EAY (certificate of analysis drug substance) ¥

Hlunswanefuildaduesvimesinaneuasinaningiu

5.3.3 lenansvsenangiududuanuduiusseninagunisndnvesingavvesitend1fay (drug
substance) 9o 5.3.2 ffugun1sHAnTeIWEATueIe1d1593U (finished product) 98 5.3.1.

5.3.4 nan15Anw1 long term stability maamj"mmqfuaaaﬂﬁ"ﬁumzLﬁaul*ﬁﬁUﬁwﬁmmﬂmsﬂisumi

9IMNTHALYT NTENTEATITUGY (E15)



5.4 msUszrugun e Tidsey
5.4.1 gniidsueusiosdionglidesnd 17 fuainiudwey
5.4.2 sWnnafidwey wdesdsdnnmagluiusesHansnsIvlies g uiidwey
5.4.3 nsdiivmhenenainnisduiegeniidweuiiediniaiinsginunin mhessnisazr
wifsdofewaiiedis Tnsfiaussian (§v1n) axdesdsniindnnuduiudiviaessnisdmsn
Ansginaziduifuiaveudlddofifetedunmsmmnainngiquan nsdliinuieldduly

U

MINAMSNYLIANTE MIETI¥NTVOANIUENTlUTUN TN TIANEIAINAIVEIaNRTIAT

Y a

(o) waz/vidodndluaduioly

5.4.4 flauesia () szfesiuildsusdloslnduuneny vieileiianisidenanwieysens
T Aeurwun nglifidoul

5.4.5 LONATLANININTEIUN IR ULAZN T2 EUAT (GSDP) fiaalisunissusessyiv WHO %3e

PIC/S Winth

' [

5.5 Jiauesan ((ve) Busenlienidndygineuasuimun il
5.5.1 nsdluansduamaiinnesieni lnensinermansnisunmd vieesufofnisfildunsgu
ISO/IEC 17025 wan1sasavdasizibiilulunuunnsgiudeniivun
5.5.2 nadinAndusisviaignidonifvAuaniiomarnlasdtnaunmuznssunisomauazely
Panevesdynarionzag

o o

5.5.3 nssnulymanninaineiiienadmaneUssansranazaulaendesegUlelasuen

o q
s

5.6 Whewnsveanudvslifuinnsamandusiofiusz RgnienifvAulasdinnunuenssunis
g siareluszeziia 1Y

5.7 enfiausazdodliiiusmmuiifinisussmaesanignssunsimuasanans wazsanludyTemdn
WhsARENsUsENIA LazmnanevdainisUszmanainasuasseiutyevdnuisnalug flauesian (ue)
wdesUsunalilifusmaulsznavesnuznssumsimunsianans Tnefina o Jufissynuusenia waznsdli
alulsenAruenITINSAmMuUATIAINaIazsIAtulsenady e manuisy 1ilinseiu Tiganusainig
Usgmafiflsnansingn

5.8 lunsaiffldondunuuazsesionansuansdevdivessiiiunsiusesndinnuangnssunisems
uazen Auansheniuideudfifeuniniueduuulumnneildlunssmvshiy

5.9 flaussiadiosdsinegnaensgistien 1 mhoussaiu dadusunuianisisazidonldasuiumud
svusluiadenmaut® d1eiu nsdliamnsodsfogneenld Wssyngua ilududgasidevesnuenssunis
f1souea Inanunsndsiogaenldi wntinanuumsadanydiue o fewssgunuuinsadanvdugd eas
faend¥aunyasal (m.) Suldfu ns. 043363602 lutusasanssns Ghidausadnddldnoudimiusdosls)
\Aunaniiiivue)

5.10 AvesETiiausiofuInsIAEnNgRsTesn STy (1 nA 0417/2177 asiuil 24 waadnioy
W.7.2549) Fosldiiusiandnsdavesend nsutadnansfivunsiadnld (reimburserment price) wagvnatewdsd

N15UsEN1AT1IANE198903817 nsudydnarsimunsiainle (reimbursement price) Insl glauasini ({v1e)

CS) £% 1%

wfpslfuanimadlaeiiiomuiunmuenugnsvensutndnanwiardadliiiusnigsdweseninsudyina

o

g
3

a

MuunsIAndnle (reimbursement price) Tnedlua a Tufiseyauusena

)



