
Cl .., .., - ~ 

'I1t1a~Lvt1ftfltuani;tu::LQ'W1::1afl1viv1A1a9l'I • • 
tl1v1a1L~~'Itltottvi'I'l~'Vl1m111tuL~tl HIV (HIV-Viral load) ,, 

., 
G>. fl 'l111\tltMn1'I 

'll1J1tl1v1a1L~'1'Ii.fl~!11'I1'1'Vl1tflll1NL~v HN (HIV-Viral load) ~1tJ1tJ m,l!lb~ Test 
• \I 

E. 1!11QU'I::a~An1'It~~11..1 

1ia1'Vl~\J1J1'I1'1mm1J1ruL~a HIV RNA 1ui;l1aci1-nat11J1 L~t11J1'I1'1~1J11J111Jn1'I~n~nvi'1vcn~1tJb~a 

1 ..... , ..i . .f 
tJe.lu1VVllJ11JlL'tltl HIV 

\I 

Q'l. Rtuani;tu::LQw1:: • 
m.G> LlJm.J~111nru'1-q1J1tl1v1&hL~~~tl'lia1'Vl~\J1J1'I1'1'Vl1m1J1ruLtu HIV RNA 1ui;l1t1ci1~taei1J1vl 

LUtJ vm1m.h 

m.l!l LUtJe.l~Vlnru"11ia1V1fon1'IVl'I1'1vl1u'1QVll1VtJun~1~mv (In Vitro Diagnostic) 

Q'l.Q'l 

MARK ua:: 1vi'~tJt1'4qi1vitl1 t i1'11nri1t!n~1uF1ru:: m 'Ill m'Imm'I ua:rn1 m::Yln~ 

'11li1'IW'l'il 

Q'l.~ 1i'Vlanm'I RT-PCR Lt.ln1'IL~1Jtfl1J1W'IJu~ HIV RNA vlan1J11vl'11n~~ri~ Vl 'I1'1 LIJ1V1B Real 

t ime 

m.ct 'lj1J1tl1v1tj'I::neitJvi'1v • 
m.ct.a> tl1cna1vi~uanvi HIV RNA '11n~~ri~111'I1'1Yi'lmvi'nrnF1~t1~anviuuuel'1J1L'W~ 
m.ct.l!:> tl1t11a1vi-r\JL~1Jtfl1J1W'11'I~tJ~n'I'I1J'llUV1 RNA LL'1::tl1cna1V1fo!11'I1'1V!1 

tnmrubfa vl,;1L'Yn::~~~VlU"1nvl1V'11'IL~tl~LL'1~ Fluorescent 

m.ct.m tl1t11f11'Ufl1Jflrumvm1'IVllJ1'1u\J U'I::nu\Jvl1V , , 

~1fl1'U~1Jerna\J (Negative control) 

i;l1mu~11e.iamnfi1~1 (Low positive control) 

~1fl1'U~11e.iamnfi1~~ (High positive control) 

<111fl1\Ji'JllinV1tJ (Quantitation Standard/Internal Control) 

- ~ . ~ (a~'llti)....... ..... . ......... .. tj-s:m1'Wm'I11nT~ (a~:iiei) ......................... m'I1Jn1'I 



. . ... 
lntegrase Vl1eia1'UB'U'l b~Bfl11lJA'lB'IJA~l.ln1'~1'l'l1\IVl1L;B HIV RNA '!IU\ilnzjl.l M 

LL'1::mil.l o , 
'11 .~ m~tl1mvia.:ilJB'IJ\l::~ei.:iiim~m'l1i·n'Uhiiimm11 ~ L~B'U iru'11n1''Ua.:im1u 

m.~ a1l.11Wl'l'l1'1'Vl1tl~mrub~a HIV-G> RNA 1~i!m.in11V11BL'Yi1nu cto copies/ml 

(!'11 Limit of Detection : LOO) Lb'1::ii-d1.:iR1 Linearity range (vim1l.l'li1L~8Cl8 ~ct'°Ai Cl) 

" A'l8'1.JA~l.l R1 cut off (<to copies/ml) '!J8.:JLL'U1'Yl1.:Jn1'l~m~1~~\ilL<iiB 

rn'l11eii ~.:i'l::'IJ 11lmeim11'lRiforhnutl1c.n 
' " 

mrum\lijm'lU'UL~Bm::V1i1.:im'l'Yl\ili:'l8'1.J ~ei.:iijtl1i11fl1'1.JAt1m1tl'UL~8'ULU'UaTutl1::nei'IJ , 

~- LieJ'Ub"llLU'W1:: 

~.Gl 'IJ~,;'Yl~'IJ1tJvft~fom1~\ilL~8n~8.:J~\ila.:itl1iJ1(;))1\11 LA':i1::~Yi~8lJLA~8.:Jl'l'l1'11 bfl'l1::~ ell'l b 'UlM 

mti 1 'W tio i''UV1G9.:im1t11::mri'l1A1 m1::mruumo'U~ei.:ivi1m1~ria.:itl1u1V1a.:im1i.:i~eimti 1'W , 

m l'UYhm':i 

~.b ~-u1u~ei.:iatrua'4'Utl1ti1vllm'Um1A1'Ufll.lflrumYim11'l11'1iLA11::~mti1'U~ei.:itll)imm'l 
(Internal Quality Control : IQC) LL'1::a'IJ'IJ'1'4'Un1'lLi111l.ltl1::dj'Ufltuil1Yib\iltJeJ.:Jfln'l.fl1tJ'UBn 

(External Quality Assessment : EQA) eiEi1.:iLYitJ.:JYi8 

~. gi ~'IJ1 tJ ~8.:J ~'IJ ~\il'l18'1.J 1 'U"tl\iltl1 il11Jl'l1'11 bfl'l1::~ vfliia1lJ1'lfleJ1'UtJ'11LA11::'\JIL~ Vl~8L~8l.1'1.fl1'Vi 
" ' 

~.~ ~'lJ1tJ~8.:J~tJLtl~ti'Utl1tJ1 mruvitl1m1n~Vll.l\il81EJ mo l'U b\iltJ\l::~ei.:ivi1LU'UVIU.:J~BU'1.:J~'UtJ8l.J " , 
m'l-rtJLt1~ti'Utl1m 1riti 1iiRriR11i'~1ti11il'l ~.:i~'U 

~.<t mruvl~cyLifotl1ti1Lti1'Un1'l'Yl\il'18'1.J Lbl'l1iil:'l1l.11':ifl'l1tJ.:J1'UtJ'1n1'lc;J'l1'11LA'l1::VIL~ ~.:Jvibn\il\11n 
ucymV11eim1-rrri-Dei.:i-uei.:iLA~B.:il'l'l1'1iLA11::'"1 tl1ti1 ~.:ia.:im1'1 LLa::~t1l)i'.m.:i1'U ~'ll1ti~ei.:i 
"l!\ilb'1!tJtl1tJ11'Uml.11ru'V1~8lJ'1rl1.yibvl1n'U fnt.11'U b b~B'U 

" 

hiueitin11 ~b ~18V1.:J~8 Gl 'l8'1.Jn1'lb'Vl'1\ilil18U1.:J'Yl\ili:'l8'1.J ua::LA~8.:JL~l.li:'l1'l~'U~n'l'llJ 

via1mw L ~l.lml.11 rua1'l~'Uom'll.l1~~S1'U1'Ueici1.:iiiei ti ~ti ~1eici1.:i 1 'WV1d.:i1eiu-uB.:i m'l'Ylriaeiu , 
bliltiiiLA~B.:JL~l.lmmrua11~'U~m1l.l (Thermal Cycler) BEi1.:ii!eiti Gl ~1 

vlmm1riv11m1'Yl\il'1BtJL'Yla~vina11~'Uom1l.lv1~1.:in'U1Ji'LLn HIV-Viral Load LL'1:: HBV Viral , 
load 1~'Vi~m.in'U 1 'UV1tl.:i1eiu'!Jei.:im1'Vl\ilaeirn~ti1n'U ml.lan~ru::'liei.:i.:i1'U 11.:i"Wmu1a~eim8111 

1vm 1iiRriR11-tt'~1ti1ri '1 ~.:i~'U Vl1ei 'Vl1.:i~-u1ti~rivnLA~B.:i~'UL~ti1n'UL~l.l Gl '!l\il L~ei1l1a1m1fl I \I , , 

IJl'l1\li:'l1'l~'U~fl'l)l.J'!J8.:Jb~mB'!l1Bi : HIV-G> RNA bba::a11-W''U~fl'l)lJ'lJ8~b~a~'UelnLi:'l'IJ'1jii\ilD : 

"'U1~ 

(•,~•) ............... .......... U>"fi1Un"""" (•,~•) ----~'""" 



er.."°' ~'!J1EJ~t1'1vi1m-s~\1l~~'l:::uua1·rnu L'Vlf'l'Vl1.:l,.;B.:itl5~m'l (Laboratroy information system : 

LIS ) «hJ LF1mhum'l1i'11uvl'll'llJ1riamta:::":::~a'1~1'l~'11'Vlu Ll'lmtlufotV12.la1a\1l'!la'1u~-JY112.l . . 
L tJu~uvfuJ"r~~u1ua1Ly;atl-s:: 1v'l:ltla'1al'lt1B'1 h~Y1E.11U1a t um-s~iniu1-s:::uu ti"r'ILl'l'Vl Lrn:::a1m-sci 

• 'U • 

L~ll~r1Elfl1YIL'\J8U1fl(;)L~ ua:::Li~lu'J:::uua1':iG'IUL'Vlf'l'Vl1~,.;8'1tli)tmm'i (LIS) ffi~~urn~lJ1(;)'J!1'U 

ISO @mcr.~cr 
... . ' 

er..~ ~'!J1EJ~8'1~1'll1i'1-s:::uun1':i'i1EJ'11u~a~1uBm(;)tlfoiY1 (Web Lab) 1,.;nuY11'1'18'1tli)tmnTl L~tl 

'la~~m:::uum'J'J1EJ~1'\J~M1'il1l'i1"1 l1LF11a'ti1v'18'1tli)~m-s'!la'1Y11'1 L 'i'1Ym1U1a 

er..~ ~'!J1EJ~a'1~U~\1l'l18Ufhti~1Ema:::9i1Lijtim'itl'J:::Wtitl'J:::~'VlBfl1l'l'!JB'1 LFl~8'1il811l1lJn'i:::U1'\Jn1'J 

Method validation, Performance verification ri8Un1'JU1Lfl~B'1m1"1LFl'J1:::'1.hn1i.:i1u 

<1'.'.Glo ~'!J1EJ~8'1L i'.lu~l'lLLaLLad'u~l'l'l:ltlU m'Jl1l'i1"amv.ua:::tl1-s'1~n"d1Lfl~8'1 L ,.;ijtl-s:::~VJ5.rm'l L oH'11'\J 
\I "\I , 

1~~(;)a8\1lL1a1 n1V'\J\1ln1'lU11'1~n~miJm:::EJ::: ua:::iin1'JLLnl'tJ\hymmEJL'\J a:'~ -t1W'1 L\1lEJ 

'li1'1~LzjE.11'!11cy ;_,~'!l1mtlu~~u~\1l'l1tiufi11i~1EJoX'1'VllJl'l LLa:::'l:l\1lL'l:IEJ!°i1tl1v1vi°l'blum'l'Vll'lat1u 
·' .. .. .,J t ., u'l:::G'!Vllifl1V.'!ltl.:!Lfl'l8'1 fl1EJ ti bo 1tJ 

((.<9l<9l ~'!J1 El tJl8'1aiJ'ua~u~\Jmru\J-s::: rltlU nutl1m~vtl m '\Jn1'J\Jl'J1"1 Lfl'J1:::\1 ~tJ m cU~\11LnUvl1tl01'1 
11a:::~Fl1UfllJ~N'Vl1Jijvi'lilun1-sLnu~n~ntl1m!1l'i1"1Lfl-s1:::~LLa:::~l'l Lnu~1t1ci1~V1'1'1n1'll1l'J1" 
BV1'1L~EJ'1V.t! 

cr..@I!:> ~'tl1EJ~ti'1ii!°iifom-s 1 i.:11ULLa:::i.h-s~~n"d1Lfl~a'1m1"1Lfl-S1:::l1 .,r_,m~11 'VIEJ ua:::m~1B'~nn~ 
\I \I , ·1 

((.@m ~'tl1EJ~t1'1aiJ'uauum-sll'l:::'l11.11'111m-s ~l'lam1.1ua:::u u:::i11m"J t i'11tJ m-sum 'tlth:uvmdti,,~u 
\I , "C " 

1,.;L~1V1u1Yi~tJi)~.:i1u 8V1'1U8EJtla::: <9l fl~~ 

cr..@Ci'. ~'!J1EJ~ti'11~~Un1'lU'l:::djtJFICU/11V."1mJli.:i1uV1n '° L~ijtJ ci'111i~1'\Jn1'itl'i:::Lij'\J ~~aii~'VIG "' , " , " 
EJman~cycy1 11'lvu~~'Vl 1lia11.11wL1vn~t1EJ!°i1LaEJmEJ Ll'l 'l '11n~ia 1~ 

ct.@ct ~'tl1 El \;}t)'1~U~\1l'tl8UR11 i~1 El tum 'Jtl~Utl'i'1G'f Cl1'\Jvia1'Vl~Um'J~\1) ~'1 Lfl~B'1\Jl'i1'11 Lfl'J1:::'Vl1 '1 
'U • 

L'V!m:::a1.1 ~n~8~1111uV1anm-stli)~'11tJ'tlB'1L~1V1u1Yi ua:::1.11(;)"J~1ua1na 

((.Glb iJ!a~iimhEJu~m'JLtJ'l.h:::L'Vlf'l1'VlEJ vi'ti~a(;)i)ru.,J'11\1ltl1EJ1a1L ~'1 'JU(;)'J1'1'Vl1mlJ1CUL~B HIV RNA 
• 'U 

'l1iil'lL~v1nudm.h.:iuaEJ @o LL l-1'1 L ~m tiu,.;a,,tJi)~m'Jti'1.:1B'11ull'i::: L 'Vlf'l~E1a1.1-ru L '\JflNmYi 
... 

4 "' '""' 'IJB'1~al))flCU'fl'\J'\J 'l 

<1'.'.Gl"" l'iti.:iii'VliJ''1atJ"\1)'Vl:::LUEJtJG'!Cl1tJtl'J:::naum'J~~a\Jl 'Vl~BLU'1\1l'Vl:::LUEJ\JaCl1tJtl'l:::n8Un1'iU1Li1 
'U 

bLa:::viiJ''1~8ti1 Lt1'1Ja'1Lfl~a'1ilauv.Y1~vit1anll'lEJa1iJ'n'11uRru:::m'ium'lt11V11-su.a:::t.n 

ct.Gl c;; ~ eMii 'VliJ'-1 ~ti LL~-' ~"m 'J L llutli'1 LL Y1u'11V1u1EJ\11nu~-J'Vl~~al1l'Vl~a1~1u'VliJ''1~ 8m'JbLvi'1~-'"1 n 

u~-J'Vl~LL YltJ'11'VIU1t.I 
'U 

· (a.;ioi ....... ~n"""" 



ct: "1~mncu'1m'lth::Uj'Ufli1tl'l::~h15m-wi;iei'l1fl1 (Price Performance) L~tl'Wvrmm'~ 
" 

L~a.:iv1nm11Jlli'a·m1'la'Uft'1vli'if'JrumYi~ 111'l'll1l11Jf'l111llli'ei.:im'lua::LlJt1tl'l::1u'l1tluriV11.:i'l1'llm'l 

!'lrum.,~ii~'1leim'l 1,,.\'u~m'lm1v"11tl~mru 111a uri nci1l'l1'UL 'VIFlilflm'luYi'Vlv 1 'l.:iYiEJ1u1a~eima~ ua:: • • 
1 'l '1.,~ EJ1\J1C'I Lfl~8t1EJ ~'liif'l111J~1LU'U~t>.:ibat1e:ii':lv~EJt;\1.:i1 L ~1J L~1J L Yla 1 it Um'ltl'l:: wutl'i::a'VI 5mYl~tl'l1Fl1 
\'h L m~iWavivliiFltufl1VI LL a:: Flrual.l~vlb thJtl'l:: fo'l!U~v'Vl1'1'l1'lln1'l 'ti1EJa'I La~1l 1,,.\'~ LaU8'l1Fl1i;i'ei.:i La'Uva'UR1 

" ' ' \J 

YliiFlrufl1Yi ua:: FltualJ~viL lJ'Utl'l:: 1EJ'l!U~tl'Vl1.:i'l1'll n1'l LL a:: L ~a 1,,.\'avV!fl"' 8'1 nu"1a n m'lu~m 'lYlMifl1Fl '!~yj 
" ' , " 

~ 1vimn ru'1Ylt ~um 'l~v1'lru1 ~'ll'U:: n1 'l Lat1 a'l1P11 v:: 1 ~"1'1' mnru'1 m'ltl'l:: Lijul'htl'l::a'VlfimYivie:i'l1fl1 
" 

(Price Performance) ~'11Jl1'l1'1vi @ . ~1'51'viflrummLa::P1rua1llliiYILuutl'l:: 1EJ'lltlliie:im.:i'l1'llm'rna::Lnru'1 • • 
m'l'l,,.\'Fl::LL'U'U ~1"1~u-qvitl1E.J1111'l1vm HIV Viral load nzj1l.:J1UL'VIFliiFlm'luYi'VIV h.:iYiEJ1t11a~eimavi 1Vlc.i1i 

LL uuYlufaYI (j) : LL uuvla{11m'ltl'l::Lilt1t-.iauliia::u~~'Vl~L'1'Uv'i1P11 L ~vtl'l::Liju~Lat1m1P11 LL'1ia::'l1EJ 
v v 

n 1 'lV.v1 'lru1i'i' viLae:in~un.1m1fl1 v:: Lau nv1nc.ia m'l 'l ,,.\'Fl:: u uu'l11l~'l"11l vi LL a ::~~a 1~uR:: LL t1t1 
v 

1vi v L~ v.:ici'1~uv 1 n~ Lau e:i 'l1mffi~fl:: LLU'U 'l111a.:iavi 1. t1~1<4V11J111Ja1~u ~.:i~Laum1P11ffi~P1:: LL t1m1:wa.:iavi 
" " " -~ " " ' 

~ ~ (a.:i'llei) ......................... n'i'i1Jn1'i 

(t11EJa~~'llv m::at1i5"1a1J) • 



G>.G> 111'1111l.l.X.:ivrl.J'il~La'W8 

fl::uu'Wv11v'f = (G>oo- (((PG>-Lowest 

Price)/ Lowest Price)*G>oo))*% weight 

b.© m1l.Ja1m1{11um1vi11'1vnmmruh~a1v'f 

~1~~'il (Fi1 Limit of Detection: LOD) ~fl11l.J 

U1Lii8~8 ~<f% Cl 

l!:>.b 'll'iltl1e.11ih~uutlei.:in'Um1tnvim1t1mtia'W 

(Contamination) 1vit.1ihau1'!1tl Uracil N­

Glycosylase Lthiri1utl1::neiu'!lei.:itl1t.11vr~avi'ei.:i 

iim">~'ilvnLYi1.1L~l.I tvieitla.:in'Wilcyvrn~ei.:im':i 

tl'UL~8'1.J1~'WJ1.:Jfl1Wl'ila81J 

Q1.c;i Lfl~ei .:im1viLfl11~~ a1l.J1'>{1VJ'>1va1"> 

W'U~m':il.1'!18.:J b~mat1ai : HIV - Gl RNA ua:: 

a1wiu<lm'>l.l'!la.:ihra~ucimauttiviu : HBV -
' 

DNA Yl~Bl.JntMi1meiu'!l8-lfl1':i'li1n'U'i8U 

L~t.11nu LYlei1a.:ifom">'!lt.11t.1'!l8UL'!l'ilfl1':i 

L~U~fl1')LLri~tl1t.1 
'U 

m.b Lfl~8.:JVl')1'11Lfl':i1~-J.X.:iwuuLU'U':i~UU 

81iilmmeici1.:ial.Ju">ru a1~.rnmh.:i1u1vi'aci1.:i 
'U . .. 

vim'Ut1.:ivuvum~u1'Ufl1':iVJ'ilaau ua:::11t.1.:i1u~a 

( Fully Automate) 

tl1vrl!n11a<1 

vi1~1Vl 
(':i'UJ @ooo/o) 

<to% 

<to% 

<to% 

l!:io% 

l!:lo% 

\!lo % 

G>O% 

o fl~U'l.J1.J 

m1'1 lvi'Fi1~1 

LU'WatJvi'ua1l.J 

o fl::Ut!1.J 

v 

iii'U'il8'Ufl1') 

'li1uuu 

Manual 

• cl 
')1fl1'i11Yl~'il 

vi11v 1vi'Fi1~1Luu '1111'1 \vi'Fi1~1 

8uvi'uaa.:i ~~'ii 

'lla-3~~"111.11 ihl1v1UCJ-3t1'U 

L~l.JL~l.J LLa:: m1tluLtieiu1u 
v 

aiJuatJ'U '!f'ilU1t.11LLUU 
' ' 

Fi1 t .U\i1t.1 l'ilt.1 

U~~VI 

~1L~v~i.ft'U'l!'il 

n11YJ'ilat1u 

G>OO fl~LL'U\J 

Lfl~8.:J'il'l1'1 Lfl~8-l'il ':i1'1 

1 Lfl ':i1::~ hi 1Lfl':i1~"1 

a1l.11':i{l'il':i1va1':i aiu1">{1V1'>1'1 

~u~m">l.lttivi aw.~'U~nrn.i 

RNA LLa::: DNA '!fii'il RNA LL'1::: 

1vi'mEJ11.Ju•1~ei .:i DNA Mmt.111.J 

L~t.11 LLl'iU~~Vl 

~'U~L~l.J'ii1tl1tl 

Lfl~8 .:JVl':i1'1 

1Lfl'n:::vr1 "11'il t.1 

1uiiri1ti\i1t.1 

Fully 

Automate 



~1~1~~1Atu.fl1'WLLa::Arua",j~~LU'U • • ihvn!n"tJeJ'l A:: u 'U'U'vi't~ 

tJ -a:: 1v"!lu~ei'VI 1 'l ':i1"!lm':i 
... 3 ... 
m"!l'J~ (%) (A::U'U'U) 

~eit11i'Vl ~L61'Uel':i1!'11 .... ........ ...... ........................ .......................... ............ ......... . 

':i'J" 

cJ1mrflXft::uuum~ 

d ~., 0 ' 

'l:f8!'1ru:::m -a"m -ar;i bVl!'1 ::: LL 'U'U ......... ....................... .............................. i;J1LL Vl'U'l .............. ..................... ... . 

<i:'.o 

lvo 

lvo 

@)0 

@)0 

CO>OO 

d ' ~ 
(&N'l:fa) ................. . ..... tl':i:::ti1'Um':iim 1':i (a.:i~a) ......................... m':i"m ':i 

('U1.:imqi1.!l'Vl':i ?J~'{tyUia.:i) ('U1tla~vi'l:f6 m:::a'U~VlellJ) 


