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1. ¥981 Human serum albumin 25 ¢/100 mL solution for infusion, 50 mL bag
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2.1 Uuuy ansazanglavisequidniles Useanide dmiuneadmvasadens
22  dmuszneu  Usenausiesien Human serum albumin 25 g Tu 100 ml
23 wWAUTIy 50 mL
24 AWULUTTY - uTTRlugananainvanetu (Multilayered plastic)
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3.1 Finished product specification :

D) Test Items Specifications
1 | Identification Complied with finished product specification
2 | Protein composition assay

- Albumin Not less than 96%

- Globulins Mot more than 4%
3 | Total protein 25.0+1.5 ¢/100 mL
4 | pH 6.4-7.4
5 | N-Acetyl tryptophan 0.064-0.096 mmol/g protein
6 | Molecular size distribution Not more than 5% (w/v) Polymer/Aggregates
7 | Octanoic acid 0.064-0.096 mmol/g protein
8 | Sodium 130-160 mEg/L
9 | Potassium Not more than 2 mEg/L
10 | Turbidity/Heme content Complied with finished product specification
11 | Heat stability Complied with finished product specification
12 | Subvisible particulate matter Complied with finished product specification

i minuunys 7 bael/odon atiuil og dqUIBL bdon (AMLNTTINTIIVUAANANYALIANIZUAYTIVUATIANG

o

albumin 25 g/100 mL solution for infusion, 50 mL bag)

(wednwal ngyaugyie)

o @4/&’\/ NITUNITUALIAVIYNNT

(W9e150d 1NANTIL)

. @:‘/ ......... AFIUNT

(Wreangun vaendlnyad)

ATa Human serum



g1 Human serum albumin 25 ¢/100 mL solution for infusion, 50 mL bag NN 2/2

49 Test Items Specifications
13 | Fill volume 53.8-57.8 mL
14 | Sterility Sterile

3.2 Drug substance specification:
waraurfuviidunde Susdnsogy Foafin1snsralsaineidieneanidlaiin Tagisnas
Serological test lawn nsns1avEslisasusniausiia A, B wag C, HIV wag Parvo virus B19 (PVB19) luiiiu

1X10* International Units per milliliter
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5. MU
5.1 nsehduenil finished product & monograph Uswng‘luﬁ'}s'\m (official)
Iun13‘w<~aﬁmwmmﬂmaﬂwmvmwwumaaaﬂumau ﬂmuﬂiillﬂ’]’iﬂ’]ﬁﬁﬂﬂmaﬂ‘t'}muLQW’]u‘UENEH 97989
PINUSENANTENTIAISTUGY 1309 S8YFTIET .M. 2561 asfudl 6 Suriax wa. 2561 (asUsenmdly 519
ﬂﬂmuwﬂwnuw 12 nuATWS 2562) aeAmgNIITNNNTT 8198 USP 39, BP 2016 Lag JP 17 vieldfatui
Iwuﬂ’n muunmmauamm SaBeeatuiiinivielminifiauensminiss Wb vieldssen
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5.2 nsaiduendi finished product laifl monograph Usinglusisen (non-official)
‘lumsﬁmsmﬁmﬁmmé’nwmmawwmaam‘luﬂ%ﬁ ARIZNTIUNITY BNBIRAY
1) General requirement aandsFUAMIU finished product JUwuu Tablet wag Capsule
2) General requirement aaandwsnudmiu finished product 3UkUU Injection
(Parenteral preparations)
3) WWIMNINSIVUARMANYMEIANE 8NauTTRg ETNUTININMIANSITMEY NTENTIENGITUFY
panAu 2553 videatiufilminiy
4) Injectable Drugs Guide, First published 2011, Published by Pharmaceutical Press
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4.1.2. luswetunsidow ne.1/8.1 veseiiaussie wieusieazidenfidenisnuauamninyes
wanfusmuTiTunzdey (finished product specification) wazdarmunnunmuesingau
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@en | GPU — Human serum albumin 25 ¢/100 mL solution for infusion, 50 mL bag
)
v' | 818794 |human serum albumin 25 g/100 mL solution for infusion, 50 mL bag (GPU)
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FLEXBUMIN (BAXTER HEALTHCARE, U.S.A.) (human serum albumin 25 ¢/100 mL) solution for
infusion, 50 mL bag (TPU)
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