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Albumin human ........ % injection

(Ao .6, 2553)

Foen Albumin human ........ % injection

AnENTANI Y
1. Huans colloid Us1manide lifidfivaes vidoidenseu
2. Usgnaume albumin human ... ¢ Tudumgy ... ml
3. UssqluNTUEUTIEIARUTIENLD
4. amnswy - Been dndsznoudendiduaranuusy  Tukde  Tudueny wefinde  uas
wunzdowinsuelieg e tnauunusIineg . wagaantun1vurussyeLieios
FosseyTon dusznausendfyuazauuse Sdaueny wazauiings
- U3ua Sodium
- pumgiinzandmiudafuen

AuENUANIATLA
1. Identification ATV AIEIDHRIG 9| 9191 19U
- Immuneelectrophoresis
- Oucehterlony test (Double immunodiffusion)
2. pH maﬁ]mumuﬁ'izu‘ﬁlu finished product specification
3. Total protein 94 - 106 % vosUTunilusAufaanszy
4. Albumin fUsna albumin Lidenin 95% veslushu
5. Haem content miﬁﬁ]mumu‘ﬁlizﬂu finished product specification
6. Prekallikrein activator [PKA] m’aﬁlmumuﬁ'izﬂu finished product specification
7. Sodium U3uaugaan 160 mmol/l uazeglugig 95 -105 % ves
U3as sodium Aszyluaann
8. Sterility sterile
9. Pyrogens mi’aﬁlﬁhumu‘ﬁisﬂu finished product specification
10. Aluminium miaﬁ]ﬁhumuﬁwﬂu finished product specification
11. Potassium mi’;ﬁ]ﬂi’mm’mﬁizﬂu finished product specification
12. Heat stabilizers 819 1afu mimmumuﬂ'izﬂu finished product specification

N-acetyl-DL-tryptophan,
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caprylic acid /caprylate

nsaild heat stabilizer ¥ilndu  WisvyrilauazUsunamldne
nstinlallaly heat stabilizer Trisgydn Ll vive Wild heat stabilizer

Roulvdu 9
1. wnansnslésueugatunsieusivenfiosmingluvsemelng uazduns (declare) uvas
HER
11 luddnstunsidewsinfuen (Me.2 ve.3 ve.d udusinsd)
1.1.1 lunsdidueniindaluussmalng (rneds ve.2)
1.1.2 lunsalififugnindilon1sutsussy (aneda ve.3)
1.1.3 lunsdidugiudrandeUssma (aneda ne.a)

1.2 TuAwafungidous ve. 1 vew1fiaussial niausgazideninton1IAIuANANAIN
a o L3 Qlldg’l = 14 . . o pe . aa 1 1
vosuanunmunIungideull (finished product specification) NINDEYILNINNIT
WasunUaunluinify afoatuuiena1sn1sveuiloudnsed | finished  product
specification

2. Tunsdifiewanlulszmelne grandestdnunnmaionddesusonnmnsgiunsnansmamdninas
BsfiAlumandne1vesnsEnINassugy (GMP) lumnagiiausue
Tunsaififugniudraniadsema uandadlidiuamanenidosusesnnsgiuninan
mmmé’ﬂLﬂmsﬁ%‘mﬁﬁﬁiumsmama’maqﬂizmﬂ@'mém %30 Certificate of pharmaceutical
products

3. LonaNsAMANYL DI TaLD T IR

3.1 HANINTIIATIANURINHERT s Ve sEHAR  (Certification of analysis) lugnguiida
Dudee

3.2 HANIATINADIEAANNWINGAY (Raw material) vesiaedfayiildlunisndneigud
dufusegivimesanansuaziuaningiu

3.3 ﬁﬁamimwé’wé’@ﬁéf@mLLamsLuifu"?meﬁf‘fmqau %

- D HAIUUTENOUVDIAUYSBART ABILAAINITATID Anti-HIV-1 |, Anti-HIV-2 |
Hepatitis B Surface antigen, Anti-HCV ( Antibody against Hepatitis C Virus)
1 HUINTFIY

3.4 findngrususesimanaithusdneiinunimaamasguanau NIBSC (National

Institute for Biological Standards and Control), AABB(American Association Blood

bank), PPTA (Plasma Protein Therapeutic Association), an1nvatne

4. §py198n
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4.1 Hauesinn fesdinegNeegley ... WEUsIie  Jadudunuuans
eavidunlansuiiumuinualuitenuaudin e

5. M3UsERunMAMETIdmDY

5.1 D1gvosedswevdosliitosndt ... (fow / U wmusinsal ) duaniudeey

5.2 gmnneiidmey wxdesddiunwiieluiusesmanInTaiinngiojuidaeuves
duanuazlulieszingurestinan ingauiilinanejuiidmey

5.3 Tunsdliimesvnsvihmsduineguefidueudiedmainnziganm mheswns
wyihmilsdedosweiegieen Tnsfuisazdesdeifindnnuduiuiviienensdmsie
AnneiuasidufuRaveuailiinglumsmssinsziganm Tunsdiinuin eilsiduly
MINAMANYLLANTE YUIIIVN1TVANUENTLUSURIITUINTAUDTIAEIFINAIVDS
faneuas/mierkanluadiiely

5.4 fanpazdesiuasusileilndvuneny viedlafnnisidenannieusnislag rou
AU

5.5 flsUUNSYUAIUY cold chain system lFiATsIU

6. LONAITOU)

6.1 WARIHANTSANYY Long Term Stability naantiiengyesennTuneleull
6.2 WARIMTINABTUTBITUNITHAR (Lot Release) 9 NATUANENAANTNITWNNE

Jouuziamisunisi Spec lUlY

Administration set 7ilrusansiasianisdusidnid membrane filter
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