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AMANBAILIANIZYDIEN
731260 : calcium chloride dihydrate 20 mg/100 mL + potassium chloride 30 mg/100 mL +
sodium acetate trihydrate 380 mg/100 mL + sodium chloride 600 mg/100 mL

solution for infusion, 1 L bag
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1.6. FlauDIIMABITTYVUNAUTIYIONEDN

2. quaniintawaiia
Namiﬂ'ﬂiﬁLﬂﬁﬁzﬁqmmm‘ﬁuwmu finished product specification wag Specification of Active
pharmaceutical ingredient (AP) ig1989anuadudruatuiiieanu deldaansidoudedidniu
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2.1. Finished product specification (in house )

1. Identification Complied to finish product specification
2. Vsanausiaenddy ik {7 O TR ORY o
- Sodium 285.0 - 315.0 mg/100 mL of Sodium
%30 124.0 - 137.0 mEg/L
- Potassium 14.0 - 17.5 mg/100 mL of Potassium
%38 3.60 - 4.40 mEq/L
- Calcium 4.90 - 6.00 mg/100 mL of Calcium
30 2.45 - 2.99 mEq/L
- Chloride 368.0 — 408.0 mg/100 mL of Chloride
%39 103.8 - 115.0 mEg/L
- Acetate 148.0 — 181.5 mg/100 mL of Acetate
%3 25.0 - 30.9 mEq/L
3.pH 6.0 -8.0
4 Sterility test Meet the requirement
5. Bacterial endotoxins Not more than 0.5 USP Endotoxin Unit/mL
6. Iron content or NMT 0.3 ppm
Heavy metal
7. Particulate matter -
-5 10 micron Complied with specification
- > 25 micron Complied with specification
8. Volume in container Meet the requirement
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5) duumilideduseanasgunauaneinamdninaseiisn1sfialunisnane (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) lngnia831u PIC/S
participating authorities aUUagANINTEUNIINTIVABY HNan1TTuTeIdTTuYTENIAYTENMATIAN
Bidnmseiing umneaiiffesiveiiiaue Uszneushe
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(Certificate of GMP Active Pharmaceutical Ingredient (API)

5.2. dumihdefuseunasgrunissanemumaninasiisnsialunsnansdnsiusiondnsegy
(Certificate of GMP Finished Product)

6) Tunsailidusnindrondrsuseina guandelidnumiedodusosandnei (Certificate of
pharmaceutical products, CPP) w3ewnifsdousasnisiming (Certificate of free sales, CFS) lu
wnaeiiause atuanganuseunsasedeulpelinasusesieiulsenmaszninga

7) wwsgIuTeeivuaRuanIngAused1Aty (Active Pharmaceutical Ingredient Specification)
wasnansiausid5agU (Finished Product Specification)

7.1 dwurninsgruingudiedrfny (Active Pharmaceutical Ingredient Specification) La
u1nsgIunanfusig1d11393U (Finished Product Specification) Ta sz Y1518
(Pharmacopoeia) #ilf81918sn5iiaseilasunsgrued nilssdendulunudedmunuay
npsguvesnsiesgiluieladmaemids aausenAnsensasTugY 1309 38y
A13187

7.2. @1 drug monograph ﬂaaﬁg&ﬁqmﬁ’lﬁm (Active Pharmaceutical Ingredient) kagnansins
@593 (Finished Product)
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7.3. nsdiningAudaend1fey (Active Pharmaceutical Ingredient Specification) w3enansasien
?TTL?%ETJ (Finished Product Specification) liusinglusinsien (Non-official pharmacopoeia)
fowanmdnguineniinasguveinsinneidulumudenidsdelaeluil
7.3.1 SarmunuaginasgurasmsiaseiludsevesUsemeiduaundnves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3 2 dafmuniaznsgILYeINISIASILEER (In-house process) fidenndasiu ICH
Guidelines 138

7.3.3 datmunuazanesguilurasmsiesgiiivuailusse sele ssgmi
MUUSYMANSENTINAIITNAT (309 S2yssnen dmiusuuuuendug (General
requirement for dosage form)

NUEINY: TaAIMUARNAINIAQAUA18181AY (Active Pharmaceutical Ingredient
Specification) wagnaAn insiu1d11593U (Finished Product Specification) A715819893910#131
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Inghushedrfiny vie wandusierduiagy

8) dnuvidedusewanisinTen (Certificate of Analysis (CoA)) InesiosUsznaume

8.1. dmidesusesansinTeiingaumendfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) IngdpaUsznaume
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8.2. dAnumidedusewan1sinsisvinanineigndniagy (Certificate of Analysis of Finished
Product) vesannantusindiagu (Manufacturen Tunjuiidedudaetne

8.3. enastudumnudunussewinsqumsranvesingiudiendifey (drug substance) waz JuM3
nasvomAnSusETagU (finished product) lluntsdneiuiidaduiaedne

9) AuENANsUARINANIIANYIAINALAY (Stability data)

9.1, ALUNBNATUANINANISANYIAMUAITISEELET (Long term stability data) 371U 3 JUANS
KR

9.2. dunenasuanmansAnyInLAIiIluaN1IUIS (Accelerated stability data) ¥1uau 3 qu
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11) dumiedesusesdnfasidniagy (Certificate of Pharmaceutical Product) imngaseiiingn
Tuuszmealng
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N3¢91881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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