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Wl1mU~/,Je..J'flUlnfh~'1 (High positive control) 

Wl1f11Uf1/,Jil1CJ1'U (Quantitation Standard/Internal Control) , 

, ;d./
d S ('fl'l~e:J) ...... .... ~ ..... m'J/,Jn1'J ('fl'l~e:J) ...a .... m'J/,Jn1'J('fl'l'1Je:J) ..........................1_b~51'Um'J/,Jn1'J 


('U1'1t1~flJ1JlVl'J ~~Urub:Ue:J'I) ('U1'1?1111Jl?1'J1 l'1flmm (Y1 U)('U1CJ1~fl~ n~~lf"h) v , v 



m.b 
, , " 
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K,ci 	~'(J1 tJ~'El\l11.J ~ ~'(J'Ell.Jfh1.u~1 c.1 bb61~(i\'l b D'U f11':iLJ':i~ bll'U1.J':i~~'Vl5m'i"l'!l'El\l bfl~'El\l1l'El(f11~
" 

m~l.Jl'Um':i Method validation, Performance verification ri'El'Uf11':iL11bfl~'El\l(f1':il~ 


lbfl':i1~i.-4~11.u\l1'U 

K.(9)O ~'(J1tJ~mbU'U~~bbmb61~11.J~~'(J'El1.J m':iml~6'lm'i"lbb61~.Ll'1':i\l1mnbfl~'El\l11Xll 
\J 'tI'U 	 'I 

LJ':i~~'Vl5m'i"lH\l1'U1J1~(f161'ElVlblm n1Vl'UVlm':iLl'1':i\l1m~lbU'U':i~tJ~ bb61~llm':ibbm'(J, 

uruVl1mtJ1'U K~ -&11~\l1~tJ'ii1\l~b~tJ1'!J1ru ~\l~'!llmU'U~11.J~~'!J'El1.Jr111.u~ltJ~\lVl~~ 
v 	 'U v '\J 'U 
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'U 'I '\J q 	 'U 
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HIV RNA'!JD~b~tJ1n'U.n'El~l\l11'Elc.J (9)0 bb~\l b~mu'U1XmLJBLJ~f11':ieJl\l~\l1'ULJ':i~b'VlY'l~ 

c.JeJ~11.J1'UfJrum'i"l'!J8\le-J~\9lnruo/lJ'U 1 
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\80%(9hV1~Vl (~1 Limit of Detection: LOD) Vlfl11d.J 
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bi1.(9) bfl~B-:i\91il'iJlbfll"l:::;~ G'lld.Jll"t;1\91l"l'iJG'lli bfll"B~\91l"l'iJ bfll"il~\91l"l'iJ 

~'U~ml"d.J'UB~ b-rG'lbB'UbBl : HIV - (9) RNA bb;;1:::; lbfll"l:::;~ hj lbfll"l:::;~ 

G'llW~tlliml"d.J'UB-:ibl-rG'l(l]'UelmG'lu'U'WVlD : HBV ­ G'lld.J 1l"t;1\91 l"l'iJG'lll" G'lld.Jll"t;1\91l"l'iJ. 
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~ 
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YllbbUU Fully 

Manual Automate 
( Fully Automate) 
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d'dlJ 

(,h\-'1unxfl~bb'W'Wvil~) 

at = V V 

'lle:lm13'V1~b?1'Umlfl1 ............ ......................... ... ....... ... ... ...... ................. .. 
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(9). 'jlAl (lIllf1A~bb'U'U-Ue:l (9) .(9)) ~o 
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Iv . Aru?1lJ'\J~b~'1A~.Lf1l'YfYib?1'Ue:l (lIllf1A~bb'U'U-Ue:l 1v .(9)). , Ivo 
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