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(9).Hs Troponin I
0

CS::,ctoo Test"ill'U1'U

tv.BNP
0 (9),CS::oo Test"ill'U1'U

en. HBs Ag
0 '0,000 Test"ill'U1'U

cs::.Anti-HBs
0 tv,(9)OO Test"ill'U1'U

ct. Anti-HBc
0

ctoo Test"ill'U1'U

'0. HIV Ag/Ab
0 Test"ill'U1'U b'li,ooo

b'li.Anti HCV
0

tv,b'lioo Test"ill'U1'U

~. Phenytoin "'ill'U1'U ~oo Test

tv. 1~(ltJ 'j~?I \I!iinl'j boil'\ll'U : boil'G11Vl-rU\?1 'j1"il1 bfl':il ~~~1B ~1\1b~B~6lJB\I~,J1 CJ~lJ1boil''U~nl'j6lJB\I, "
1'j\l'Vml'U1(1b~T\'\I'j~CJ1Bi)WI b'U1"!'jVl1\1~1'U.fIijf1:I..Jn'U1VlCJ1fl~ijfl" " ,

bn.(9)J1CJ1High sense Troponin I

bn.(9).(9)btJ'UJ1CJ1~boil'G11Vl-r'U~'j1"il1~'j~~'U cardiac troponin I (cTnl) b'U serum Vl~B

plasma
bn.(9).tvm1"il1~~1CJVl~flfl1'j Chemiluminescent microparticle immunoassay (CMIA)

sn.ei.sn mCJfl1'jboil'\ll'UVl~\lbU~bihJ11BCJfll1 mo 1'U ~BruVl.flij tv-~ B\ll"!lb6(j(lb~CJ?I, , "
bn.(9).CS::Calibrate bdBi1fl1'jbtJ~CJ'UJ1CJ1Lot.bVllJ (Calibrate by Lot)

bn.(9).ct~~"'illn~ril~16lJB\lfl1'j1~ (Lower Limits of measurement) 1lJbn'U (9)0 pg/mL

bb(l~ril~\I~~1lJ~lfll1 cto,ooo pg/mL b~B(I~'lJqJVl1fl1'jb~B"il1\1~1B~1\1

sn.(9).'0 btJ'U~~~.n ruevlm~-r'Ufl1'j-r'U'jB\l:I..J1~'j~1'U?l1na
'"

bn.(9).b'libtJ'UJ1CJ1~'j1"ilbb'U'U'V'l~B:l..Jboil'\l1'U(ready to use) bb(l~i1 barcode 'j~~'1lij~6lJB\I

J1CJ1s5\1?11:I..J1'j(lload boiJlbfl~B\lv11\11'U1~~'UVi...
bn.tv 'I11CJ1BNP

bn.tv.(9)b~B~'j1"il1m~(9)'U B-type natriuretic peptide (BNP) b'U plasma

bn.tv.tv ~'j1"il1~~1CJVl~flfl1'j Chemiluminescent microparticle immunoassay (CMIA)

bn.tv.bnmCJfl1'jboil'\ll'UVl~\lbU~bmlJ11BCJfll1cno 1'U ~BruVl.flij tv-~ B\lmb6(j(lb~CJ?I, , "
bn.tv.cs::Calibrate bdBi1fl1'jbtJ~CJ'UJ1CJ1Lot.bVllJ (Calibrate by Lot)

bn.tv.ct ~~"'illn~ril~1'1lB\lfl1'j1~ (Lower Limits of measurement) 1lJbn'U (9)0 pg/rnl,

bb(l~ril~.;j~~1lJ~lfll1 ct,ooo pg/mL b~B(I~'lJqJVllfl1'jb~B\I"il1\1~1B~1\1

sn, tv.'0 btJ'U~~~i) ruev1~1~-r'Ufl1'j-r'U 'jB\I:I..J1~'j~l'U?llfl(l
'"

bn.tv.b'lib'\J'UJ1CJ1~'j1"ilbb'U'U'V'l1eJ:l..J1oil'\ll'U(ready to use) bb(l~i1 barcode 'j~~'1lij~6lJB\I

J1CJ1s5\1?11:I..J1'j(lload boiJlbfl~B\lv11\11'U1~~'UVi

c:;J



"en.en tJltJl HBs Ag

~.~.(9) b~e:lml"i)'r~'Vllfl1'j~~b~e:l11-r?f~Ue)fmnJ'1Jij~U (HBs Ag) 1'U serum 'Vl1e:lplasma

~.~.~ ~'jl\i)'r~\~btJ'Vl6lflfl1'j Chemiluminescent microparticle immunoassay (CMIA)

en.en.en e:l1tJfl1'j1i\ll'U'Vl6l\lbtJ~1m~-Ue:lml",hmo 1'U ~e:lru'Vl.fliJ~-~ e:l\l;a1lb61l~b"litJ?f· . "
~.~.cs::'Calibrate bije:li1fl1'jbtJ~tJ'UJltJ1 Lot.1'Vl~ (Calibrate by Lot)

~.~.ct Sensitivity (9)00.0%

Specificity > ~~.o%

sn.cn. b btJ'Ue-J~~.nrusv1m~WUfl1'j-rU'je:l\l1Jl~'j~l'U?flfl~
'"

~.~.Inl btJ'UJltJlmT'iJbbUU'V-l~e:l1J1i\ll'U (ready to use) bb~~i1barcode 'j~'lJ'1Jij~"Ue:l\l

JltJ1~\I?fl1Jl'j(1 load b-ill bl"l~e:l\Ivll\1l'UhlVl'UVi

~.cs::'JltJ1 Anti-HBs
d <V 1 ..~.cs::'.(9)b'V-le:lmT'iJl~'VllAnti-HBs 'U serum 'Vl'je:lplasma

~.cs::'.~ml"iJ1~\illtJ'Vl6lflfl1'j Chemiluminescent microparticle immunoassay (CMIA)

~.cs::'.~e:l1tJfl1'j1i\ll'U'Vl6l\lbtJ~1m~-Ue:ltJfl'i1sno l'U ~e:lru'Vl.fliJ~-~ e:l\l;a1lb61l~b"litJ?f· . "
~.cs::'.cs::'Calibrate b~e:li1fl1'jbtJ~tJ'UJltJ1Lot. 1'Vl~ (Calibrate by Lot)

~.cs::'.ctSensitivity > ~Inl.o%

Specificity > ~~.o%

~.cs::'.b btJ'Ue.J~~.nrusv1~1\il-rUfl1'j-rU'je:l\l1Jlm~1'U?flfl~
'"

~.cs::'.1nl btJ'UJltJlml"iJbbUU'V-l~e:l1J1i\ll'U (ready to use) bb~~i1barcode 'j~'lJ'1Jij~"Ue:l\l

JltJ1~\I?fl1Jl'j(1 load b-ill bl"l~e:l\Ivll\1l'U1\ilVl'UVi

~.ct JltJl Anti-HBc

~.ct.(9) b~e:l~'jl"iJ1~'Vllbbe:l'U~Ue:l~I1ie:lhepatitis B core antigen 1'U serum 'Vl1e:lplasma

~.ct.~ ~'jl"iJl~\illtJ'Vl6lflfl1'j Chemiluminescent microparticle immunoassay (CMIA)

~.ct.~ e:l1tJfl1'j1i\ll'U'Vl6l\lbtJ~1m~-Ue:ltJflll sno l'U ~e:lru'Vl.fliJ~-~ e:l\l;a1Wilm"litJ?f· . "
~.ct.cs::'Calibrate b~e:li1fl1'jbtJ~tJ'UJltJ1Lot.1'Vl~ (Calibrate by Lot)

~.ct.ct Sensitivity (9)00.0%

Specificity > ~~.o%

~.ct. b btJ'Ue.J~~.nrusv1~1\il-rufl1'j-rU'je:l\l1Jl~'j~l'U?fl na...
~.ct.1nl dJ'UJltJl~'jl"iJbbUU'V-l~e:l1J1i\ll'U (ready to use) bb~~i1barcode 'j~'lJ'1Jij~'1Je:l\l

JltJ1~\I?fl1Jl'j(1 load b-ill bl"l~e:l\lvll\1l'U1\ilVl'UVi
"~.b tJltJ1 HIV Ag/Ab

~.b.(9) b~e:lml"iJ1~'Vllfl1'j~~b~e:l11-r?fHIV p~cs::'antigen bb~~antibody ~l'Vl-rU Type (9)

bb~~Type ~ (HIV-(9)/HIV-~) 1'U serum 'Vl1e:lplasma

~.b.~ ~'jl"iJ1~\illtJ'Vl6lflfl1'j Chemiluminescent microparticle immunoassay (CMIA)

~.b.~ mtJfl1'j1i\ll'U'Vl6l\lbtJ~1m~-Ue:ltJflll ~o 1'U ~e:lru'Vl.fliJ~-~ e:l\lmb61l~b"litJ?f· . "
~.b.cs::'Calibrate b~e:li1fl11btJ~tJ'UJltJl Lot.1'Vl~ (Calibrate by Lot)

~.b.ct Sensitivity (9)00.0%

Specificity > ~~.o%
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Q'l.b.b btJ'U[:.J~I'l.nru".ffi~~'Uf111~'U1fl\l1J1I'l1~1'U6'l1f1~...
Q'l.b.~ btJ'UJ1CJ1m1~bb'U'U'V'l~fl1J1-U\l1'U(ready to use) bb~~il barcode 1~~'IJ-UVl"tJfl\l

J1m;\l6'l11J11tl load b-rr1bfl~fl\lvl1\l1'U1~Y('UVi

Q'l.~ J1m Anti-HCV

Q'l.~.@)b~ fll'l 11 ~1 mlf1 f111~ VIb~fl 11 ~6'I~'Ue)f1b6'l'U'IJ-UVl6ll(Anti-HCV) 1'U serum VI~fl

plasma

Q'l.~.® m1~1V1~1CJVI~f1f111Chemiluminescent microparticle immunoassay (CMIA)

Q'l.~.Q'l €J1CJf1111-U\l1'UVI~\lbtJVl1-uhj'lJflCJf111Q'l0 l'U ~flruVl.fln ®-~ fl\l1l11b6i!~b6llCJ6'I, , "
Q'l.6'li.ctCalibrate b~flilf111btJ~CJ'UJ1m Lot. 1V1lJ(Calibrate by Lot)

Q'l.6'li.ctSensitivity> <i<i.o%

Specificity> <i<i.o%

Q'l.6'li.b btJ'U[:.J~I'l.nru"~1~~'Uf111~'U1fl\l1J1m~1'U6'l1f1~...
Q'l.6'li.~ btJ'UJ1CJ1I'l11~bb'U'U'V'l~fl1J1oU\l1'U(ready to use) bb~~il barcode 1~~'IJ-UVl"tJfl\l

J1m;\l6'l11J11tl load b-rr1bfl~fl\lvl1\l1'U1~Y('UVi

Q'l.~ J1mm1~i bfl11~"h~~'U CJ1YJ-ULVlB'U

Q'l.~.@)b~flm1~Vl11~~'UCJ1YJmVlB'U(Phenytoin) bb'U'UtJ~1J1ru(Quantitative)

Q'l.~.® m'N1V1~1CJVI~f1f111Chemiluminescent microparticle immunoassay (CMIA)

Q'l.~.Q'l €J1CJf1111oU\l1'UVI~\lbtJVl1mlJ'lJflCJf111Q'l0 l'U ~flruVl.fln ®-~ fl\l1l11b6i!~b6llm~, , "
Q'l.~.ct Calibrate b~flilf111btJ~CJ'UJ1CJ1Lot.1V1lJ (Calibrate by Lot)

Q'l.~.ct ~VI"ihnVlfh~1"tJfl\lf1111V1(Lower Limits of measurement) 1lJbf1'Uo.od; j.lg/mL

bb~~fh~\l~Vl1lJ~1f111 cto.oo j.lg/mL

Q'l.~.b btJ'U[:.J~l'lilru"~1~~'Uf111~'U1fl\l1J1m~1'U6'l1f1~...
Q'l.~.~ btJ'UJ1CJ1m1~bb'U'U'V'l~fl1J1oU\l1'U(ready to use) bb~~il barcode 1~~'IJ-UVl"tJfl\l

J1CJ1;\l6'l11J11t1load b-rr1bfl~€J\lvl1\l1'U1~Y('UVi

ct. b~fl'U1"tJb\l'V'll~

ct.@) ~"tJ1CJI'lfl\l ~ VI~\lbfl~fl\lm1~i bm1~~'IJ-UVle)I'lL'UlJ~1m1\l'V'lCJ1'U1~1-U\l1'ULVICJilfl111Jb~1

6'l11J11tlm1~1mlJLJflCJf111@)OO bVl6'l~fl~1L1J\ll'l~flVl1~CJ~b1m~h\l'V'lCJ1'U1~1-uJ1CJ1m1~~\lf1~11

ct.® ~"tJ1CJ~'U.fl11~1'Uf111V1uabb~~,h~\l~f1'I~n1~bfl~fl\l1'l11~i bm1~~6'l11J11t11oU\ll'U1~btJ'Ufl~1\l~
" '"

LVlCJ1lJf1V11J~fh
"

ct. Q'l ~"tJ1CJI'lfl\l~'UtJ1~ n'Ufl ru.fl1'V'lJ1CJ1V11f1ilf111 b~fl1J6'I.fl1'V'lVI~fl1lJ6'111J11t11oU\ll'U1~ flfl'Ul'U" ,
Vl1JVI€J1CJ~"tJ1CJl'lfl\l1111J1btJ~CJ'U1m Vl1JbViCJ1lJf1V11J~~1, " "

ct.ct ~"tJ1CJl'lfl\l~VlVl1J1CJ1G11V1~'UtJ~'U~\l~lmm'Uf111m1~(Calibrator) 111J~\lJ1CJ1ffim'Uf111

fl1'U~1J~ru.fl1'V'l (Control) 'V'l~fl1J~\lJ1CJ1bb~~~tJmrub6'l~1J~1\l1~1-U\l1'Un'Ubfl~fl\lfl ~1\l bY;CJ\l'V'lflLVlCJ1lJf1V1

1JG'1~1
"

ct.ct ~"tJ1CJl'lfl\l~Vlf111~f1fl'U11Jm-U\ll'Ubfl~fl\l ~'U6'l11J11tl1-U\l1'U1~dJ'Ufl~1\l~
" "

ct. b mru~bfl~fl\lI'l11~ibf111~~"1l1'~VI 1lJ6'l11J11tl1-Unl..!1~ ~"tJ1CJl'lfl\lvl1f111~fl1Jbb6i!1J1~bb~1b6'l~~, "
mCJ1'U®tt .rr111J\l11'U~1f11~~'Ubb~\lLVlCJ1lJf1V1~11-U~lCJ
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~.(;')) ~'1JltJ~el'l-r'U~V1'1Jel'U~11 oU~ltJ 1 'Ufl1)b~mJ~el.umJ~r'iJlmf1~f)'l~l'n"iJ1 bf1)l~";e)~ 1'U~~ n'U~ ~
~1'U.um.J(;1'IXel'ltJ5u~fl1).ffi )'l'VW l'U 1(;11oU'll'U (LIS)

~.~ btJ'U~ ~ ~Ji'ru"]~1~-r'U m )-r'U )el'l m ) 'Illb-ill bf1~el'lljel bb'Y'lVl~ Ii)1mhun f1ru~ m):w m )f)1Vll)

bb(;1~tJ1m~Vl)l'l?lllil)ru?l'1J tJ)~bVl~1 VltJ,
~. ~ ~'1Jl tJ~el'llj~ ~~Ji'ruo/lf))'UVlml tJfl1) ~~b?l'Uel11 f11~~ ~Ji'ruo/l)l:W:W(;1~l~l?1V1 btJ'U~~-r'U ms

\J ,,'U \I" \I

~.(9)O lj~ljelfl1) 1oU'll'U bb(;1~Ul)'l-rm~mtJ'Um'\~n 1Vlmb(;1~m~le)'lnf'l~el~l'l(;1~ (9) '1JV1\J" 1;>1 q
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(;1'l~el ~ ¥ n)):wnl)

('Ul'l'Y'ltJ'l 6'1'1J6'I~~~), ,


