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2. ANUABINITUATAMENYULIANE
2.1 Wwygedmsuilasuienanauianunsausu balance fluid Tasiaus 30% &9 150%
2.2 yadguiienarauUsenaumeaumigg fadl
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fiyn separation chamber tileldlunsusndruuszneuvendeniiduszdvsam Lilean
nsayideiwadsing 9 Tu plasma waste bag

flaneiden 2 ae fe inlet line way retumn line fivanvanefifidousowfioaanluns
Feusefulanediundesatu double lumen catheter

U3aUang inlet line wag return line figndmsuianzinuidennioliansazans
wnnUag

fisyuuasuanlduuy Single Needle lélunsdlaniau Wewdudeniitiam  (optional
emergency SN mode)

QeA 5000 fiadans dmuiiunananiildandagtae (plasma waste bag) fign
dmuiunananvestiglunaead vielusiuiieglunataun

il spike dmsuideusatunuusldansiudonuds 1 su nsdifinaugldansiudenuds
Juwauii awnsald integrated air vent dwmsuliomadnlunielunvuglalngly
modldiduunsg

il spike waviy dnsuidondefunuuzldinndeetisas 1 su warlunsalfinvueld
dundefiurinuis awnseld integrated air vent dmsulermednlunelunivusld
Tnglaifasldiduuns

il spike dmSuideusonumuuzldasiimauny (replacement fluid) 2 §u
aeilvideavaudou Siviuasuazuounanaindudfiuansneiu edesenising
fudeenadiulszneutendonsmiudd
yarAsumenananniiszuuieatuneseiniaiiigsrsnievesing (whole blood drip
chamber with built-in particle filter)

2.3 yadsuienatauieliiunesuendulsenauratdontad TBIEINNITINTINTU

WesonAluarsimann nIsloasumawnunun (Replacement fluid end detector) #ae

5¥UU Optical sensor wazilldee3osinou
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24  gawdsudenanaunfeldiuiniasendiulsenouveddonudl LATEEINTONTIINUEIAEDN

upauanlg (Hb/Het-detector) tlonaasnftvesiiag
2.5 @wnsaliiu Stem cell in@alafin, Leukapheresisls
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2. AUARINTUAL AnENURlaNIL
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2.1 Wuszuulamedesiunsvuleuvesdelsaiasidndduiaalaglidesd Bacterial filter
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2.2 i1 Predonation Sampling Pouch ietiiudegnadenuinsialagusaainnsiuieou
2.3 Usgnaumeyn Cassettes 3 4n n1elull Sensor #199 dmsumIUANANALYBIRDATIIG
1AT04 wAzdoUNAUEHUIINA wazdl Bubble Trap 1 fidmsuiunatomealudenneunuiiion
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2.4 WHuygednsagunlindndarnddalainuntesnit 5x10 nuuasgiu AABB laglifeewinu
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platelet filter Lﬁaammsqmmamé‘mLﬁaﬂlﬂﬁ’u set nyeduaziivnamatadislusening
FunoumasssLndnden
2.5 14 Extracorporeal volume (ECV) #innin 250 ml Lﬁaammﬂ’lﬂajﬁwizmﬁsiaﬂﬁmﬂLﬂﬁ@
1500
2.6 ANADINIT 91U 500 Set
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1.ingUszea
1. dieldnsaanisindelSaendHv-DlasasusnaulHepatitis Bvirus)  h¥asusniaud
(HepatitisC virus) seAUlilanakuuNMIMAaeusIgyana Ludsursonalauveiusaaladi

2. AnuanYzNIlUuazANRBINTS

2.1 Wuthel#lunsnsaadeaanimdien HIV -1 RNA HCV RNA uag HBV DNA feudnnis
Transcription Mediated Amplification luidenvesuiann wiaugunsalsnlulia

2.2 annsaldFodraaaeuldine Plasma waz Serum Tngld Sample laiiu 500 L

2.3 gunsavnavedeuldvias 1 fegradenlaglisniuiinis pool Fegrnisvagey e
anunsanTadiegsliiuiivasasaiuiunstieladedioe lnswmzlugidadinununay

2.4 i Internal Control agluthenarauen DNA uaz RNA tieldlumsnsiaaaunisyhammn
%y’umauuagnﬂwaammaau

2.5 Primer #Ml4lunns Amplified Target DNA uaz RNA wuna1ndauiidiu Conserved region
vomnide  elfansonsadunsnaneiusuentols

26 4 Negative Calibrator, Positive Calibrator of HIV-1, Positive Calibrator of HCV , Positive
Calibrator of HBV &g IC control Lﬁammuﬂmmwmwmaau

2.7 AMUABINNSIY 16,000 NMSVAdaU

3. AUENEIANIE

3.1 HuNN33USIRINENNIalUN1IRTI991n US-FDA ise CE lnedisieazidon il

3.2 finuausalunisnsiatn WHO International Standard for HIV-1RNA i 33..3 1U/ml 1
100% Positivity rates

3.3 feuaansalunsnsiam HIV-1 Subgroup #ing 9 ¢iil
Group M(Subtype A, B,C,D, E, F, G = 100%), Group O = 100 % waz Group N =
100 %

3.4 fmwannsslunisnsiata WHO International Standard for HCV RNA 7 3.7 IU/ml 161100%
Positivity rates

3.5 JmuasalunIsngIan HCV Subtype 619 ¢ sl
- Subtype 1,23,4,5,6% = 100 %
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3.6 fiAuasalunisnsIata WHO International Standard for HBV DNA i 15 IU/ml 1¢f
100% Positivity rates

3.7 fAMNEINaluAIIATIaNT HBY Genotype #14 ¢ il
- Genotype A,B,C,D,E,F,Giag HBV Variants ‘ﬁ = 100 %

3.8 MIVAEOUATIAIN HIV — 1 RNAHCV RNA uay HBV DNA Tunasanaaeutneiulagly
wdnns nucleicamplification lngldiiennsanenefinveadefinsranu (Discriminatory
assay)

4. [aulvdue

4.1 ophelitiosnii 6 ey

1.2 UEisnfesinsinduntesdefievszneumsldruiefnanuas nsaaouiaiesdielindou
Tdulanaaniian

4.3 § Certificate of Analysis A Lot ‘13”18’1

4.0 \Hherdisasuldsulususeanasgiuegidlangimiatu MnngulssmeaeglsU(CE-Marks)
LAZBIANITONMTHAZET USENAansgorsnI(US-FDA)

45 figiolunveaeu uaznsliiaiesiiouazgunsainne
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USemiiuszyaldavatiuayuvaseiuden( EDTA tube) 9113w 20,000 %iaen
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