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Human serum albumin 5 g/100 mL solution for infusion, 250 mL vial

1. ﬂam Human serum albumin 5 ¢/100 mL solution for infusion, 250 mL vial

2. anusuAnaly

21 guuuy Huansazaneunannde liflddavdesseu

22 @udsgnau  Usznousesien albumin human 12.5 g. luaisazaneuiuins 250 ml

23 weussy  @sasanediiaes 250 ml
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3. AaNUANIamAiln

3.1 Finished product specification:

i Test Items Specifications
3.1.1 | Caprylate 0.064-0.096 mmol/g albumin
3.1.2 | Identification Complied with finished product specification
3.1.3 | pH 6.7-7.3
3.1.4 | Protein composition (Purify) Not less than 96% Albumin

Not more than 4% Alpha, beta, gamma globulin

3.1.5 | Heme content Not more than 0.15 Absorbance
3.1.6 | Sodium 130-160 mEg/L
3.1.7 | Sodium acetyl tryptophan 0.064-0.096 mmol/g albumin
3.1.8 | Potassium Not more than 2 mEg/L
3.1.9 | Sterility Complied with finished product specification

W8 - Drug substance specification #A15NIUAATIEMvRENAR drug substance
w3olu A58 drug substance vanaRudLIAgY atulaatunils Failin1snein
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4.1 wnansnsldsueygntunadowihusniesminglulssmalneuasdunsdectare)
WHEIHAR

011 luddgmstunadouhiue me.2 ve.3 ve.a wie v2 ududnsed)

.12 ludvetunadou ve.1/e.1 veseniiauesia wiouneazdunhdenisaiuny
ﬂmmw‘vmuﬁmﬁ’mﬁmuﬁﬁwmﬁau (finished product specification) Wazafmun
ANANYBYINGAU (Drug Substance specification) nsaﬁ'ﬁas&swiwmswﬁﬂuuﬂm
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specification Way/%3® Drug Substance specification

4.2 PNANTIUTDWINTFIUNTNANEN

.21  nydifiewasluvsamalng duandeldunnmenenidesuseannsgrumsudnen
IUNENNUAIENSTRIUNSHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) 1nenihea1u PIC/S participating authorities ¥3ailaNA55UTONINTFIUNTT
nARsundnInYLayBMsTiAlunsKARgIvBsdinNUANENITINTEMSUATEY
nsynsRAsIINEY Seimustulneiinuaenndawazinieuiundninusiuayisnis
fiFlunsndnen PIC/S lumnaefiauenie atuargamuseunsamivaeulaeinans
fusesfiefuiivseniausznansadidninsing

422 nsddusnidhanieusene guandeilionansiusennasgiumsadnennx
waNNMeTISNNSARLUNSKAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lagwineau PIC/S Participating authorities aUuagamusaUNSATIIABY
TnsdnamsfusesdisiuiivszmausemanadidninsinduienaonengIwudusdnsd
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4.3.1  WANIATINVIATIBNAMNMNARAUIIVDIHER (Certification of analysis of finished
product) Tugn{uitdsiantng

4.3.2  wamyinMeviguaingiuvesimendfny (Certification of analysis drug
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4.3.4

4.4 sp8NeEN
4.4.1

nansuiendngududuanuduiusszningunsninvesingiuvesinenddy (Drug
substance) 19 4.3.2 fuguMskAnvaanisid593U (finished product) T 4.3.1
NanN15AN®1 Long term stability m3 ASEAN guideline on stability study of drug
product naeataengesldtunsdoulifudninanunmsnssunisemsuasen

NIENTNAIBITUEY

Flauasian fosdainegnenagntios 1 misusiyius Fadufununaniseasidon

v v a0 W wa o v v w w
Ioasudumuiinmunlukdeguautvialydnsunielu 5 Jundanauesia

@ =
4.5 MIUTENUANAINEIVIAINDY

45.1
4.5.2
4.5.3
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