$188I8ALASANANYUSIANIZYANTIINUDURUDARDNYLADATDY
(Minor group) Tugu3analaiin
Tssneunasasswansusvasd Jawmdnguasivsiil
UszanUeuussann 2561

1. Inquszasa
Tglunmsnsransesusuiivadsevyidensed( minor group) Tuguinaladin
2. gudnumzialuuazaanudasnis
2.1 duhedifagudmiu ssanseaseufivedenyidonses uaranunsansausnyia
wauAuef (Antibody Identification )¢
2.2 gnsalgdusunegau Indirect Antiglobulin Test
2.3 Wundnsuivemiy wle glsy ewdn
2.4 AUABINITTIAU 150,00 Test

3.AuANESIANIE

3.1 wkunsausEnaume Microtube 31uuliitpenii 6 Tube

3.2 ann13 Column Agglutination Technique (CAT) Tnedifnseadu Gel v3e glass bead
U559LuAB9 (Microtube) 484 Card

3.3 Tu Microtube Uiiqﬁéf’w Gel %39 glass bead LLaz‘IfﬂEn Polyspecific Antihuman
Globulin (Anti-IgG and Anti-C3d)

3.4 fognmsldnusgiaey 1 U

3.5 @w1salt Plasma waz Serum lunsvmaasu

4. FouluiuiAn

4.1 gHAnlasTuNnsEIU ISO 9001 %38 ISO 13485 Uawdl lu Certificate of Analysis
vn Lot then

4.2 ﬁwnmsﬁﬁussqswa:,'Lé'aﬂ**uaaftfwm wagn1suSn

4.3 Uimdassuiinveurdeusiastuy LIS itedmamsnniaundissuunsuiiames

4.4 Uidmuidavuededie gunsal fisudulumansaiiassst auaunsos.dunsnnald
TnsliAnyarvauniasile Audnuuminiammaiinseh il
111 fiszuuanuvaeasslumsidanuades Taeld smartcard vieldswaluns login
112  A399uLUY Random analysis
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1.1.4
1.1.5
1.1.6

1.1.7
1.1.8
1.1.9

1.1.10
1.1.11
1.1.12

1.1.13
1.1.14

Franudefnusmudhanlaiud (STAT)

fszuvanvasumsilanvasavaass

il centrifuge agnwlee2 f vhoududassratu uasedesansaldnusaldmn
centrifuge 1 ¥30 2 @ &y

firundilunsnsaiasied 100 test/ Falus

Wiat system liquid ez iiadesvinuey

fiszuu Barcode nsrvABUVRBARIBENNFEN card uagnen Tigndaamsatuns
NadaU iquﬁy’am’maaufuwmmqmm card uazihen
fszuunTIvEaUAMNMYeY Card warUsinarenietlu Card newinisvadey
15¥UU automatic piercing LﬁaLmzaqﬁﬁuwaﬂﬁ‘uaﬂ card

nseUiselu card Wndesidneauszuanaunmd wieuill Software Tu
nMsIATIEALazLUana

§1 Q.C. module lumsmurunsinnuversawanaziemltlunsaasy

{1 UPS ua Battery Pack fiansnsavhaulada 1 taluq

4.5 Qﬁi’wmsﬁaaaﬂﬁ”&Lﬂ%;mw\aau‘lﬁwmmsaﬁ'mulﬁmaamnmﬁwfwm wiauquawilulv
Wleviuiiniely 24 3l dledatgmnisldng

46 Tsmervaasmavsusrasdlidesiuiaveuiniamaaoumniaundemaiedusnns
Tdnuunf wiomngeide uasdindmiedessuinveurldanglunisgauugauilues
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S'wasLﬁ'emqmé’n‘uzuzmawmﬁ;ﬂmm'zaﬁ'ﬂnsaenﬁﬁﬂL??a’luiaﬁméu'%mﬂéw%'u
15579 sEAuleNaUUUSINLIET (Pooled NAT HIV, HCV, HBV)
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1.3ngUszasd

dwmiunsasslieseiseghadenvesfuinelaiin ielinmamsindelisaey
1o (HIv-1) Tafadiudnuaud (Hepatitis B virus) lisasusniau & (Hepatitis C virus) szatlauana
Imamsmaamwusmﬁﬁm (mini pooled NAT)

2. pudneuzialiuazamdans

2.1 LﬁuifwmahL%fug'uLﬁ@‘h’flumimwi’ﬂL%aqmmmﬁam HIV-1 RNA graup M, HIV-1
RNA Group O, HIV-2 RNA, HCV RNA uaz HBV DNA Tnei35 NAT wut sauthen (pool
plasma) 6 feg1/Pool  Ineldindaslosmlul

2.2 aunsaviinsvadaumn HIv-1 RNA, HIV-2 RNA, HCV RNA waz 4BV DNA lalu
nasavAFoULALINY

2.3 JundndnivewmiU wde glsy ewsm

2.4 ANMUABINISLY dmSUNsVIndausaag1e 20,000 Fagna

3. AMANYIANIE

3.1 Jugmhendaszneusie tendmivatinanswugnssy thenfiuuiinaans
WUGNTTU Uag ATINMENTRUGNTIN  WNEIAIVANNINAGDY

3.2 Lﬂufﬂawa‘hL%ﬁ]gﬂﬁﬁmml'ﬂﬂamaauLLUU individual (Analytical Sensitivity) fai}
3.2.1 V¥ HIV-1 il Limit of Detection (LOD) 49 IU/mL Aiszsuenudesiuagnaion
95% Detection Rate
3.2.2 18 HBV & Limit of Detection (LOD) 3.8 IU/mL fisgfumnuidesiuseies
95% Detection Rate
3.2.3 e HCV i Limit of Detection (LOD) 11 IU/mL Aissdiumnadesiuegiaios
95% Detection Rate
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4.1 Uisewhmsinsaiesiiaiteussneunsidoheuasnsivasundosiioly
wiaulvanlanasaiia

4.2 Lﬁui.igﬂmahL%ﬂgﬂﬁlﬁ%’UIU%’UiaquﬁmﬁwuaEm‘lﬂashwﬁalfdu NANGuUTEMAYlSU
(CE-Marks) Wazaefin1somsuaze) Usemeansgalsni(US-FDA)

4.3 p1gpielaidesnda 6 iou

4.4 11 Certificate of Analysis ¥n Lot 1en

4.5 fgfielunsvaaey uaznsliledesiiouazaunsalangg

b

puluiie
Uitmiseyaldazauayu vaenfiuiien( EDTA tube) $1uru 25,000 viaen
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