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1. Identification mmmumuﬁisﬂu finished product
specification

2. Ysunausnendegy 94.0 -106.0% labeled amount of total protein

3. Protein composition mmmumuﬁssﬂu finished product
specification

4. Pyrogen test maf\]r}humuﬁizﬂu finished product
specification

5. Sterility test m’iaﬁlﬁhumuﬁizﬂu finished product
specification

6. pH ATIANIUALTASEYL finished product
specification

7. Sodium content 1aitAiu 160 mmol of sodium/Litre
95.0 - 105.0% labeled amount of sodium

8. Heat stability %38 Polymers and m’iaﬁlﬁhumuﬁizﬂu finished product

aggregates specification

9. Potassium content lai1nna1 0.05mmole/g of protein %39
laiunnndn 2 mEg/L

10. Heme content maf\]ﬁhumuﬁizﬂu finished product

specification
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A mYDIAR STtz Seuld (finished product specification) nadiflagszninans
Wasuulasudlufinduazdesuuuionasvsednninaionisveudluniwiey finished

product specification
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VENLNAUITIBNSTRLUNSHAREUDINTENTAE1TUEY (GMP) TimeaTiaueune
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AmMAnINaeTIsMITIRluNSHARI VB sUSIMALNAR MR8 Cerfificate of pharmaceutical

products
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dadufogng
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Anti-HIV-1, Anti-HIV-2,"Hepatitis B Surface antigen, Anti-HCV ( antibody against hepatitis C
Virus) 1whusnasg sl (Hesnthidedsnanazanaluingiunouihumanginielsl
»5291LU Finished product )

3.4 IndnguanauiaudidalsaniglusAuainnanati ( PPTA : Plasma Protein
Therapeutic Association)3usasimmanasinfiinunanenfinnnwmaNAsgIUmNTEUY
QSEAL Program ( Quality Standards of Excellence, Assurance and Leadership)se NIBSC
(National Institute for biological Standards and Control) wiewfleuwiniieninudasndeues

NANAUN

AEnYzanzYess v dnvihau meldtedninvesdeya aeinus walulad Laziona1seede wu
f3181 dengszdevlutiwianiavia
= v = ! e & A v o & v = o A a - @ £ v
il Foyanmeunslundleddidufissuins gl v Suludesdnuideyadiiandy ieusultliaenados
UUSUNLALAIINABINTT




4. 5981981
[ I

4.1 flaueTIAY ABddaieg19810819t0Y .......... MieuTTAe Faduiunuuans
TwazdenldasuiiumunimualuivenuaudRnilu iy

5. MyUsziununweidaou

5.1 91gvesefidweudodliosni ....... (feu / U udwsnsal ) TuannTudeey

5.2 pWnoniidsey szfesdidiunnmaiglususesanisnTiieszioguiidaey
vosrAnnazluiinsziingiuvesinaningRuiilindneuiidaey

5.3 lunsdiimheswmevhnsduiedueiidweuiledinaiinseinunin wie
smsazihwilsdesesvefedsenlaeguieazdesdeifindnauduiuiiviiesvnisdmea
Annvinasduffuiaveudldielunmsnnaiesziaunm lunsdinuielidulumy
ANENYLANZVYIETIVNITVRANUAVE LIS UNTUNNITENE T IANEIRINAI VB B LA/
videfualuniaraly

5.4 fanazdesiuidsusidenlndnuneny viedleiiansidetidninsneysenslas
now M

6 LONAITOU
6.1 Tunsaldunzilousnunuinni 2 ¥ azdesdidiunanwiienanisAngl Long term
stability suguisAnlungioussans
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Administrative set 1l@a195un15097 Albumin human A2598sTuw g

membrane filter
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