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P}ﬁué’nwmsmmwaﬁm calcium chloride dihydrate 25.7 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
1. §981 calcium chloride dihydrate 25.7 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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Finished Product specification
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U9 Test Items Specifications

1 | Sterility test Complied with finished product specification
2 | Bacterial endotoxins NMT 0.25 EU/mL.

3 | Particulate matters Complied with finished product specification
4 | pH 4.0-6.5

5 | Dextrose . 2.38 - 2.62%

6 | Chloride (as Sodium Chloride) 52-59 ¢/l

7 | Sodium Lactate 40-49 g/

8 | Calcium Chloride 0.22 - 0.29 g/l

9 | Magnesium Chloride 0.04-0.06 g/l

10 | Sodium 125 - 139 mEg/L

11 | Color NMT 15 kett/units

12 | Hydroxymethyl-2-furfural (5-HMF) NMT 0.25 Abs
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ﬂmé’nwmmaww%aﬁm calcium chloride dihydrate 25.7 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. ¥o81 calcium chloride dihydrate 25.7 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
2. quuantfvialy

2.1 yUuvy dnvazvosiela 1 usselugemanadin wagdianesiailugud ¥

22 Usznausegaien warguuadmsuldesthiie Inedesiagud Y ddnwazwuy Asymmetric Y
junction fiUSinaumaaldes iy 3.5 mEg/L

2.3 us33lugavuIA 5,000 ml

2.4 amnﬁqwiiﬁgﬁammw%m AL Fundn Suvuneny wasiauiingn
3. aanUAnamada

1. semsiuiusiedififermunuasinnsgunsinseinanduisule induhiunds Tnedundy
M Tuazatuidetusie Jaidnldaamadoudedidnauanenssunisemsuarenssnsa
as130uge vhail fuiiuildsdwenduatuiifisurinuieluiniunasgunduislassunds sy
UsENIANSEMTIESISIEY 1389 s¥Ussen ne. 2561 astudl 6 Sunan n.a. 2561 (aUsenAlussien
wunw Jufl 12 puaviug 2562) KATUIYNANSENTINENS1TMEY 1309 339181 (@UuTl 2) wael. 2562 aq
Fuil 3 nsngiAL WA, 2562 (@eUszmdlusiafinamgune Judl 26 nsngren 2562) uvaunsd

n. swamsl:mﬁmsm‘mﬁﬁ‘ﬁaﬁwumLLaxmmgﬂunwﬁl,ﬂiwﬁsxqﬁﬂy’ﬂu finished product uag drug

substance waMsnsIVAATIIRUAMFRNTULUAW finished product specification Wwa drug substance

1

o

> " = v o 9 (M )
specification Nszyliluindyshiusinandhediu
v ¢ Aoy o a ¢ . o
. Mensnviusiiideimuatarinsgunsiasizsiseylilu finished product we drug

substance og1lnagmils wansesIviaTwinaamdoudiulunu finished product specification %38

drug substance specification Ndszylilundysisudinaidradu win finished product specification

v

w38 drug substance specification egslnegremilaiu lildseylilundasiufnan Fosllinmsgiuedie
tiow il

1) fermunuazannsgruveimsiieneilusiinevenssmadiduaudnues The Intermational
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for

Human Use (ICH) ¥5®

2) fofimunauazinsgIuLeINsIATwNAR (In-house) finasgulidinindervun uas

ca o

wnsgrunlvvemsiessiidmualilundyihiudsrfuazatuidetusie dmiusuuuueniu q

= I
(83%0)......... GNEN6\ .. N35UNTS (89%9)....512....... ..NITUNT/Lav)

(Wanmia Junw) (usigvisws adovanssa)
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Finished Product specification

e

U Test Items Specifications

1 | Sterility test Complied with finished product specification
2 | Bacterial endotoxins NMT 0.25 EU/ml.

3 | Particulate matters Complied with finished product specification
4 | pH 4.0-6.5

5 | Dextrose 1.40-1.60%

6 | Chloride (as Sodium Chloride) 52-59¢/l

7 | Sodium Lactate 4.0-4.9 g/l

8 | Calcium Chloride 0.22 - 0.29 g/l

9 | Magnesium Chloride 0.04-0.06 g/l

10 | Sodium 125 - 139 mEg/L

11 | Color NMT 10 kett/units

12 | Hydroxymethyl-2-furfural (5-HMF) NMT 0.25 Abs
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