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suasfunanuanvuzIanIzen Human Albumin &% in lado ml for infusion

97U 7,000 Vials
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1. Yaen Human Albumin &% in b&o ml for infusion
2. auautanaly
[ X ialaae L= 1 Ao g
2.1 Juuuy Wuansesaeusmanide la Lilidtdvaeseu vielsneu

2.2 dalseneu  Usenaudaesinen Human Albumin 12.5 ¢ luansasany Y3ums 250 ml
2.3 MYULUITY Ussq'lumwsﬁm%'umsqmﬁﬂﬂsqﬂmﬂL‘&u'a
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iaviindn uaziausiiouiiueliegedaauunussyine
- yuntususTetheliasfesssyfeswiedemanisin dawlseney uas
NNAANLLTIET Laviikan Suduengliethedniy
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3. auduUANIunaila
nan1Insvitnssigua i Buluniy finished product specification wag drug
substance specification #818sanndusrfuatuifisatu ddldsanuiloudedidnnu
AMYNTIUNITOMNTUALYT NTENTINWATITUGY Tinduisuldsdieafuatuiifioy
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3.1 Finished product specification:

) Test items USP 41 BP 2016
1 | Identification ATIWIU : 128G ATIMIU : FIETT
Immunoelectrophoresis Immunoelectrophoresis
2 | Y3sneu Albumin NLT 96% of total protein NLT 95% of total protein
3 | Total protein 94.0% - 106.0% L.A. of protein | 95.0% - 105.0% L.A. of protein
4 | pH AU 6.7-173
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L) Test items USP 41 BP 2016

5 | Protein composition AT AU : ML Zone
electrophoresis

6 | Molecular size distribution - AN : $EIB Liquid
chromatography

7 | Heam content NMT 0.25 NMT 0.15

8 | Prekallikrein activator - NMT 35 1U/ml

9 | Aluminium - NMT 200 pg/L

10 | Potassium - NMT 0.05 mmol of K/gm of
protein

11 | Sodium 130 - 160 mEg/L NMT 160 mmol/\ and 95% - 105%
of the content of sodium on the
labet

12 | Sterility ATIMIU AT

13 | Pyrogen or ATIMIY - ATIMIU

Bacterial endotoxins - n5él Protein content S 50 ¢/L :

NMT 0.5 IU of endotoxin/ml

14 | Heat stabilizers (ns@ilalugiu) | asaeu -
WU Sodium caprylate (Sodium
octanoate) %38 N-

L4

acetyltryptophan w3a &iviy 2 ¢

wUBwe - NMT = Not more than
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4.1 wnansildueygmiunsdewhiusuieswingluvssnelng uazduns(dectareluvawdin
4.1.1 Tuddgmstunadeusiuen Wun  ve.2 ne.3 ne.s vie 0.2 whusinsd
4.1.2 Tuswetunsfou ve.l vie o.1 vswiiliauesa wieuwasdssidenisaunu
qmmw‘uaaNﬁmﬁmﬁmuﬁ'ﬁumﬁau (Finished product specification) Way mamvtuﬂﬂmmwmm
TgRu (drug substance specification) ﬂiﬂ*?iagjsswiwmsLﬂé'auuﬂmLLf'ﬂmwmmmsmamuu
nasnisveutly (®.5) swdeu finished product specification Wag/w3e drug substance
specification lasvaudluneuiuusemeusemnsandidnnselinduazliiu 2 U . Judssnn
Uszmansiadidnnseting
4.2 @NENITUTBIWINTFIUNMINENEN
4.2.1 nydlymanlulseinelng grindedionaisiusewinsgrundnuinamdninasiuas
FWnsfimluntsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngwuatanu
PIC/S participating authorities w%aﬁtanms%’usmmmsgwumwﬁmmmwé’nm:uﬁu.aﬁ%'miﬁmu
NINENY1VDFEIUNUANLATIUNITEIMITUALYT NTENTIENTITUEY Farmuntulasiiaay
asnpdpuaziinifioufundninasiuaziinisiimuniswdne PIC/S Tumnagiauevsatudign
sussumsnsndeulneiinansiusesdiviulssmessmasndidnnseting
4.2.2 nsdlemindmneUssne drdndacdlionansiuseanasgunisdngmamdnines
wagTBnsiiRlunsHAnEPIC/S(Pharmaceutical Inspection Co-operation Scheme) Tagmiingeu
PIC/S participating authorities %38 GMP vatUszweiindn aduaganmseunisnsaasulasiing
mifusestiviulsznimszmnsindidnnselinduiseynaentnududnsdl
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4.3.1 nam3nTvinsizinuawrdndusietduiaguveindn (certificate of analysis
finished product) lusuitdadiusizetig
4.3.2 HansnTIvieTERunIwIngRveeiaendde (certificate of analysis of drug
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(drug substance) ¥ 4.3.2 fuguntsnanvemdasusiendusagy (finished product) 4o 4.3.1
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4.5.2 sWnnAidey whssddiunmereluiusewansnnaiinmeieniuiiduey
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4.6 wnanTu 9
461 Tnanandnssigunwingiuveshedid (Cretificate of Plasma Origin) fi
THlunsndnerjuiidaiuietaiweidneuasiudningiu legranisnsaa Anti-HIV-1, Anti-
HIV-2, Hepatitis B surface antigen, Anti-HCV wag PCR test Tu minipool plasma Jrnsralainuide
HIV, HBV wag HCV
4.6.2 fmdngu JuTein Human plasma AawaseilamAMAMINASEILANG LYY
NIBSC (National Institute for Biological Standards and Control), AABB (American Association
Blood bank), PPTA (Plasma Protein Therapeutic Association), annvalne
463 fsvuunmafiusasdadeedu Cold chain system filsnmsgrunamdninasi Good
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4.6.4 yi¥ndesiuayu administration set wiinfill membrane fitter Tush
4.7 fauesim (uw) Susenlisndndyginsunsurmun fi
4.7.1 nadiwansduaniaiimesiend lasnsinemansnisunndudevosu juRnsild
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5. msussdivArdssanSninedasima (Price Performance)
n1sRIsRavslgndninausin1sUseliuAUseansnneesian (Price  Performance)
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nannen1sUssiiuAtdsEinSnnsasian (Price Performance)
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2.1.1 WHO Uist of Prequalified Medical Products

L4
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ﬂl o o A 3 w Vo) ) . .
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