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'II •

1~~'U"'11bflm 'Ub~B(1lLb6'l~.fl~~~n'U~lV!~'U~\hCJ~b-Ul~'Un11~m.':Il~1~ b1'1V'lCJ1'U16'lL~1V'l1~CJ1B.nCJ.flL'Ul"11
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~'IV!l(1l'lhl~'U'\J~,
"1£1. f'l11~~B.:Im1

L'1ilbfl~eJ'Im1~lLfl11~~1~~'U"'11Lflm 'Ub~eJ~LL6'l~.fl~~~n'UL~eJ1m 'Un11m1~1 Lfl11~~V!11~~'U"'11Lfli1
'II •

LL6'l~.n~~~n'U1'U~'I~'Im1~~1~~'I1~'U'U n11'U~V!11 ~~ n11fl1eJ'Ufl6'l~~'I LLI'l~\hCJL-Ul~11i'U~n11L ~1~ L~eJ~n11
'U " " 'U

m1~lbml~~~'U~'In1111tJ'I1'U(:..J6'l n11tJ1~~d6'l(:..J6'l1(1lCJ1~'U'U"'11"''UbVll''1Vll'1~eJ'ItJ5,j'~fl11(LIS: Laboratory

information System) 'W~eJ~JltJl(9l1d~1(1l~l'Ud'U ctct 11tJfl11 (9]'I.n

o .,
~1~'U ~lfJm~

@) Glucose

lv Creatinine

sn BUN

ct Alkaline phosphatase

<r SGOT/AST

b SGPT/ALT

~ Cholesterol

~ Triglyceride

~ LDL-Cholesterol

@)O HDL-Cholesterol

@)@) Total bilirubin

@)lv Direct bilirubin

@)r;n Uric acid

@)ct Total protein

@)ct Albumin

@)';u Electrolyte NNKI Cl

(9)b'li COtv

@)~ Gamma GT

~1'U1'U (Tests)

@)0<r,000
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lvo Magnesium C9llv,ooo

lvC9l Phosphorus C9l0,000

lvlv CPK C9l,<tOO
..

lvm CKMB \l:Joo

lvet UIBC lv,ooo

lv<t Serum Iron lv,lvoo

lv\l:J Microalbumin lu urine Iri,ooo

lvlri HbAC9lC C9l\l:J,000

lv~ Lactate et,ooo

lvli Amylase C9l,\l:JOO

mo Lipase lv,moo

mC9l Lactate dehydrogenase (LDH) C9lm,OOO

mlv Urine Protein lv,moo

mm C reactive protein (high sensitivity) lvoo

met Dilantinl Phenytoin etoo

m<t TSH ~,<too

m\l:J Free T et ~,ooo

mlri Free Tsn <t,lrio 0

m~ Troponin T (High Sensitivity) <t,<too

mli Pro BNP lrioo

eto HBsAg o, Ii00

etC9l HIV Ag/Ab C9l1ri,000

etlv Anti-HBs lv,ooo

etm Anti-HCV m,C9lOO

etet Anti-HBc etoo

et<t Syphilis (TPHA) \l:J,lioo

c(\l:J AFP ~oo

etlri CEA boo

et~ Total PSA etoo

ct0! CA C9l0!-0! boo

<to CA C9llv<t \l:Joo
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ct<9'l Ferritin lv,ooo

ctlv PTH b'lloo

ct(;11 B-HCG ~oo

ct~ Prolactin ~oo

ctct Cortisol b'lloo

(;11,<9'1,btJ'U"Il~J1CJ1~1b~~~tJvi1-un'Ubfl~€l~e)~1'U~~1bfl~l~~Vn6'fl~bflnbb"~flil~lJn'Ubb,,~ntl~fitJ~~ntl'U
It 'tI \J 'It

m'U'lJ~~Tvl-r'Un1~~~1~~ln~~61~m1~~lfllJ~~~ ~~~lCJn1~~tl1 tJ.Q

(;11,<9'1,<9'1,J1CJ1~1~-r'U~~1~~16'fl~ glucose 1'Ub~tl~bb"~U6'f6'fl1~1~CJ1i~~fln1~ hexokinase

~~tl enzymatic hexokinase

(;11,<9'I,lv.J1CJ1~T\'-j-r'U~~1"iJVll6'fl~creatinine 1'Ub~tl(?lbb"~U6'f6'fl1~l~CJ1-UVl~flfl1~

Enzymatic method

(;11,<9'1,(;11J1CJ1~1~-r'U~~1~Vll6'fl~ blood urea nitrogen (BUN) 1'Ub~€l~bb"~U6'f6'fl1~1~CJ1-u

Vl~flfl1~ urease Vl~tl enzymatic kinetic urease

(;11,<9'I,~J1CJl6'11Vl-r'U1'l~1"iJVll?11~alkaline phosphatase 1'Ub~tl(?l1(?lCJ1-UVl~flfl1~Para­

Nitrophenyl-phosphate '\JBn~CJlbb'U'URate down Vl~eJHVl~nnl';il'lllJlJlmJll'U IFCC 1'Ufl1~ml~

lbml~vi

(;11,<9'I,ctJlf.J16'11Vl-r'Um1~Vll6'fl~ SGOT/ AST 1'Ub~tl~l~CJ1-U~~fln1~ NADH (with P-ct' -P)

tJBn~CJ1bb'U'URate down ~~tl1iVl~nfl1~mlJlJl~~Jll'U IFCC 1'Ufl1~~~1~lbfl~1~vi

(;11,<9'1,b J1CJ1~lVl-r'Um1~~l?11~ SGPT/ ALT 1'Ub~tl~1~CJ1-UVl~nn1~NADH (with P-ct' -P)

'\JBn~CJlbb'U'URate down Vl~tlH'Vl~flfll'jl'lllJlJ1mJll'U IFCC 1'Ufl1'jml~lbfl~1~~

(;11,<9'I,b'llJ1CJ1~lVl-r'Uml"iJVll?11'j cholesterol1'Wb~tl(?l1(?lCJ1-u~~nfl1'j enzymatic Vl~tl

enzymatic colorimetric

(;11,<9'I,~J1EJ16'11Vl-r'Um1~Vll?11~triglyceride 1'Ub~tl~1~CJ1iVl~nfl1~ glycerol phosphate

oxidase Vl~tl enzymatic colorimetric GPO-PAP

(;11,<9'I,~J1CJ1~lVl-r'UI'l'jl"iJVll?11'j LDL -cholesterol 1'Ub~eJ(?ll(?lCJ1iVl~flfl1'j direct

homogeneous enzymatic Vl~eJenzymatic colorimetric Vl~eJenzymatic selective protection ~~tl

elimiation Icatalase Vl~eJMeasured Liquid Selective Detergent

(;11,<9'1,<9'10J1CJ1~lVl-r'Um1~Vll?11'j HDL-cholesterol 1'Ub~eJ~l(?lCJ1-UVl~flfl1'j accelerator

selective detergent ~~eJ enzymatic colorimetric

(;11,<9'1,<9'1<9'1J1CJ1~1~-r'U(91'jl~~l?11'j total bilirubin 1'Ub~eJ(?l1~CJ1i~~nn1'jcolorimetric,

diazo dye Vl~eJdiazo method (special) Vl~eJdiazo with sulphanilic acid Vl~eJoxidation to

biliverdin

(;11,<9'1,<9'IlvJ1CJ1~1~-r'Um1"iJ~l?11~ direct bilirubin 1'Ub~eJ(?l1~CJ1-UVl~nfl1~colorimetric

diazo dye Vl~eJdiazo Reaction Vl~eJdiazo method ~~eJ colorimetric diazo dye Vl~eJdiazonium

ion (BILT (;11)Vl~eJoxidation to biliverdin

(;11,<9'1,<9'1(;11J1CJ1~lVl-r'Uml"iJVll?11'j uric acid 1'Ub~eJ(?lbb6'1~U?l6'fl1~1(?lCJ1iVl~flfl1'j

uricase/Peroxidase Vl~eJenzymatic colorimetric

i'CL 0 \''iv-<l:no ')~
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m.(9).<9)c(tll~J1rlTvl-r'IJm1"iJ'V!1?l11total protein 1'Ub~eJVl1Vl~1i'V!61f1f111biuret 'V!~eJ

colorimetric biuret blank

m.(9).<9)cttll~lrlTVj-r'IJm1"iJ'V!1?l11 albumin 1'Ub~eJVl1Vl~1i'V!~nn11 bromcresol green

'V!~eJcolorimetric BCG

m.(9).<9)btllm~1'V!-r'IJ~11"iJ'V!1?l11 electrolyte 1'Ub~eJVlbb6'l~i:l?l?l11~1~wsodium,

potassium, chloride 1i'V!~nn11 indirect ISE 'V!~eJdirect ISE

m.(9).<9)b'lItllm~1'Vl-r'U~'YJ"iJ'Vl16'111COtv H'Vl~nn11 indirect ISE 'V!~€Jbicarbonate PEP

'V!~eJenzymatic PEP-MD* 'Vl~eJenzyrnatic 'Vl~8 phospho (enol) pyruvate (PEP) carboxylase

m.(9).<9)~tllCJ1~1'Vl-r'IJm1"iJ'Vl16'111Gamma GT lWb~8Vl1VlCJ1-il''V!~nn11IFCC tvootv

standardized l-gamma-glutamyl-m-carboxy-c(-nitroanilide 'V!~eJenzymatic colormetric IFCC 'V!~eJ

modified IFCC 'V!~eJIFCC 'V!~eJgamma glutarnyt-c-carboxy -s-nltroanlllde (IFCC) mb'lloc

m.(9).<9)~tllmrll'V!-r'IJm1"iJ'V!1?l11 calcium 1'Ub~eJVlbb6'l:::i:l6'l?l11:::1Vl~1i'V!~nn11 Arsenazo

III 'Vl~eJo-cresolphthaleincomplexonev'[n ct-nitro-ct' -methyl-BAPTA (NM-BAPTA) 1'Un11~11"iJ

m.(9).tvo tllm~1'Vl-r'U~11"iJ'Vl16'111magnesium 1'Wb~eJVlbb6'l~i:l6'l6'l11~1VlCJArsenazo'V!~eJ

Colorimetric Endpoint method 'Vl~eJxylidylblue,diazonium salt 1'Un11~11"iJlbI"l11~~

m.(9).tv<9)tll~lrll'V!-r'IJ~11"iJ'V!16'111phosphorus 1'Ub~eJVlbb6'l:::i:l?l?l11~1Vl~1i'V!~nm1

phospho-rnolybdatevdn molybdate UV

m.(9).tvtv~1'V!-r'IJm1"iJ'Vl1?l1"jCPK 1'Wb~8(911(91CJH'Vl~nn1"jNAC (N-acetyl-L-cysteine)

tJ5n~CJlbb'U'URate down 1-il''Vl~nnl''j~1:W:W'1~''jJll'WIFCC 'Vl~8 NAC Activated IFCC, UV Assay 1'Wn11

19l11"iJlbml~~

m.(9).tvmtllCJ1rll'V!-r'IJ19l11"iJ'V!1?l11CKMB (Activity) 1'Ub~eJVl1Vl~1i'V!~nm1IFCC method

/lmmunoinhtbrtiorra'[n immunological UV 'V!~eJimmunoinhibition

m.(9).tvc(tllmrll'V!-r'IJm1"iJ'V!16'11"j UIBC 1'Ub~eJVl1VlCJ1i'V!61nn11Ferene'V!~€J Direct

determination with FerroZine 'Vl~8 Colorimetric assay 1'Un11m1"iJlbml~~

m.(9).tvcttllm~1'Vl-r'IJm1"iJ'Vl16'11"j Iron 1'Ub~eJ(911(91CJ1-il''V!~nn11Ferene'V!~eJ Colorimetric

assay 'V!~eJFerrozine 1'Un1"j19l"j1"iJlbl"l"jl~~

m.(9).tvb tllmrll'V!-r'IJm1"iJ'Vl1?l11 microalbumin 1'U urine 1(91CJ1i'V!~nn111-il''V!61nn11

Immunoturbidimetric assay

m.(9).tvb'lltllCJlrll'Vl-r'IJ19l11"iJ'Vl1?l1"jHbA(9)c 1'Wb~eJ(911(91CJ1i'V!~nn1"j

turbidimetricinhibitionimrnunoassay (TINIA) 'Vl~eJHPCL

m.(9).tv~ tllCJ1~1'Vl-r'IJ~"j'J"iJ'Vl1?l1"jlactate 1'Ub~eJ(911(91CJ1-il''V!~nn1''jlactate-Pyruvate 'V!~€J

DGKC 'V!~eJ15~IFCC bb'U~'tll1'Un1"j~"j1"iJlbml~~

m.(9).tv~ tllmrll'V!-r'IJm1"iJ'V!1?l1"j amylase 1'Ub~eJVlbb6'l:::i:l?l?l11:::1Vl~1i'V!~nn11CNPGm

Substrate tJ5n~mbb'U'U Rate down 'V!~eJEnzymatic colorimetric assay

cn.ei.cno tllm~1'Vl-r'U~11"iJ'Vll?l11 lipase 1'Wb~eJ(911(;wH'Vl~nn1d colorimetric, quinone

dye 'V!~eJenzymatic colormetric 'Vl~eJcolormetric rate 'Vl~eJcolormetric 'V!~eJcolori-metric mb'lloc

en, (9).sn(9)tllmrll'V!-r'IJm1"iJ'V!1?l11 lactate dehydrogenase (LDH) 1'Ub~eJ(91hlCJ1i'V!~nn11
lactate-Pyruvate 'V!~eJDGKC 'V!~eJ15~IFCC bb'U:::'tl11'Un1dm1"iJlbml:::~
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bfI.<91.bfllvJ'lCJ1ml-:U Protein 1'1.J'U?l?l11~Vl~eJ J'l1'U~'UVl~~ 1.uVl~nfl1~ Pyrogallol red­

molybdateVl~eJ Benzethonium Chloride Vl~eJ Turbidimetric Vl~eJ Immunoturbidimetric assay dJ'U

J'lEJ1"lJ'W(1)'V'l~m.J1.u~1'U(Ready to use) Hb~eJ1(1)'\.J~mru Total Protien 1'U Urlneuae cerebrospinalfluid

sn.si.snsn J1EJ1~lVl-r'Uml-:UVl1?l1~ Cardiac C reactive protein (high sensitivity)1'Ub~eJ(1)

b(1)EJHVl~nfl1~ Particle enhanced tmmunoturbidimetrkvdu immunological UV Vl~eJ

immunoinhibition

bfI.<91.bfI«J'lEJ1~lVl-r'U(91~1-:UVl1?l1~ phenytoin Vl~eJ Dilantin 1'Ub~eJ(1)1(1)EJ1.uVl~nfl1~

homogenous enzymatic immunoassay Vl~eJ Kinetic interaction of microparticles in a solution

(KIMS)

bfI.<91.bflctJ1tJ1~lVl-r'Uml-:UVl1?l1~ TSH 1'Ub~eJ(1)b(1)8l.uVl~f1fl1'.i Chemiluminescent

technology Vl~eJ ChemiluminescentMicroparticle Immunoassay (CMIA) Vl~eJ

Electrochem ilum inescence imm unoassay 1'Ufl1~ml-:ui br1'.i1~~ b(1)EJ?lll..n~~1oU(91'.il-:Ub~eJ(1)Vl1'.imb~mn(1)

1~bbG1~nl"h'\.Jn~(911l..Jn~l..JeJ1EJb(1)EJijbeJn?l1~-51~~~ (Reference ranee), , :>

bfI.<91.bflbJ1tJ1~lVl-r'Uml-:UVl1?l1~ Free T sn 1'Ub~eJ(1)b(1)EJ1.uVl~nfl1~ Chemiluminescent

technology Vl~eJChemiluminescentMicroparticle Immunoassay (CMIA) Vl~eJ

Electrochemiluminescence im m unoa ssay 1'Uf11~ml-:ui br1'.i1~~1(1)EJ?l1l..J1~~1.uml-:U b~eJ(1)V11~mb~mn(1)

1~bbG1~nfi1'\.Jf1~(911l..Jf1~l..JeJ1t.J1(1)t.J:nb'eJn6n~81~B~(Reference ranee), , :>

bfI.<91.bflmiJ1CJ1~lVl-r'Uml-:UVl1?l1~ Free T«: 1'Ub~eJ(1)1(1)EJ1.uVl~f1f11~Chemiluminescent

technology Vl~eJChemiluminescentMicroparticle Immunoassay (CMIA) Vl~eJ

Electrochemiluminescence immunoassay 1'Uf11~ml-:uibr1'.i1~~ 1(1)EJ?l1l..J1'.i~1.uml-:Ub~eJ(1)Vl1'.imb~mn(1)

1~bbG1~:nfi1'\.Jn~(911l..Jn~l..JeJ1~1(1)CJ:nbeJn?l1~-51~B~(Reference range)

bfI.<91.bfI~J1CJ1~lVl-r'U(91~1-:UVl1?l1~troponin I /troponin T 1'Ub~eJ(1)1(1)EJHVl~nf11~CMIA­

lv- step Vl~eJECLIA Vl~eJtwo-site immonoenzymatic (sandwich) assay Vl~eJdirect

chemiluminescent technology Vl~eJsolid-phase, enzyme-labeled chemi-luminescent

immunometric assay b(1)mtJ'UJ1t.J1~ijm1l..Jb~~ (high - sensitivity) (911l..Jbnru,j"IJeJ~IFCC Vl~eJ

Chemiluminescentmicroparticle immunoassay (CMIA) b(1)mtJ'UJ1t.J1~ijm1l..Jb~~ (high -

sensitivity) (911l..Jbf1ru,j"IJeJ~IFCC

bfI.<91.bfI~J'lCJ1~lVl-r'U(91~1-:UVl1?l1~BNP Vl~eJPro BNP 1(1)t.J1.uVl~nf11~Chemiluminescent

technology Vl~eJChemiluminescentMicroparticle Immunoassay (CMIA) Vl~eJ

Electrochemiluminescence im m unoassay 1'Uf11'.i(91'.il-:uibr1'.i1~~

bfI.<91.«OJ1CJ1~lVl-r'Uf11~(91~1-:ui'W-:u;rEJhfl b-r?l())'Ue)m?l'U"lJ'W(1)UHBsAgb(1)EJ1oUVl~nf11~

Chemiluminescent technology Vl~e:lChemiluminescentMicroparticle Immunoassay (CMIA) Vl~eJ

Electrochemiluminescence im munoassay 1'Uf11~m'J-:uibl"nl::;~

bfI.<91.c(<91J1CJ1~lVl-r'Uf11~(91~1-:ui'W-:u;rCJhfl beJ"IJ1eJ1 HIV Ag/ Ab : «th generation

?l1l..J1~~ml-:UVl1bbeJ'U~b-:U'UHIV-<91plv« bbG1~bbeJ'U~'UeJ~~~m~eJHIV <91,HIV <91Subtype 0 bbG1~HIV lv 1'U

61ifl..JVl~eJ'V'lm?ll.hb(1)EJr;J1'Uf11~-r'U~eJ~flru~m~l..Jf11~eJ1Vl1~bbG1~CJ1'\.J~~bVlj311VlCJ(em) b(1)EJ1.uVl~nf11'.i

Chemiluminescent technology Vl~eJChemiluminescentMicroparticle Immunoassay (CMIA) Vl~eJ

Electrochemiluminescence immunoassay 1'Uf11~ml-:uibfl~l::;~

................~ .

('U1CJ'111'U1tlj l..J~flmb?l'U)
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Gn.<9l.c(®Jl~IG'1Tv'!1''UnT~md~~Hl'iJQ~1~rl1d1'~\9l'Ue)m~'U"!J-W~uAnti-HBs 1~~ 1-rr'V!~nm~

Chemiluminescent technology 'V!~e:JChemiluminescentMicroparticLe Immunoassay (CMIA) 'V!~e:J

Electrochemiluminescence immunoassay 1'Um~md~1bml~~
Gn.<9l.c(GnJl~IG'11'V!1''Um~(91~d~1-W~Q~1~rl1d1'~\9l'Ue)m~'U"!J-W~~(Anti-HCV) 1~~1-rr'V!~nm'j

Chemiluminescent technology 'V!~e:JChemiluminescentMicroparticLe Immunoassay (CMIA) 'V!~e:J

Electrochemiluminescence immunoassay 1'Um~md~1bml~~
Gn.<9l.c(c(Jl~IG'11'V!1''Um~md~1U~Q~ bAb d1'~\9l'Ue)m~'U"!J-W~uAnti-HBc 1~~1-rr'V!~nm~

Chemiluminescent technology VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~e:J

Electrochemiluminescence immunoassay lwmWI'jd~1bA~I~~
Gn.<9l.c(ctJl~IG'11'V!~'Um~md~1-W~Q~ bA;aVl~~ (Syphilis) 1~~ 1-rr'V!~nm~

Chemiluminescent technology VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~e:J

Electrochemiluminescence immunoassay 1'Um~md~1bml~~
Gn.<9l.C(bJlm~IV1~'U\l1':id~VlI~I~ AFP1'Ub~e:J~1~~1-rrVl~nm~ Chemiluminescent

technology 'V!~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~e:J

Electrochemiluminescence immunoassay 1'Um~md~1bml~~
Gn.<9l.c(~JlmG'11'V!1''U(91~d~'V!I~I~CEA1'Ub~e:J~1~~1-rr'V!~nm~ Chemiluminescent

technology 'V!~e:JChemiluminescentMicroparticLe Immunoassay (CMIA) 'V!~e:J

Electrochemiluminescence immunoassay 1'Um~(91'n~1bml~~
Gn.<9l.c(~Jl~I~IV1~'U\l1~d~VlI~I':i total PSA1'Ub~eJ~1~~H'V!~nm~ Chemiluminescent

technology 'V!~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~eJ

Electrochemiluminescence immunoassay 1'Um~\l1~d~1bml~~
Gn.<9l.c(~Jl~I~IV1~'U(91~d~VlI~I~ CA (9)~-~ 1'Ub~e:J~1~~H'V!~nm~ Chemiluminescent

technology 'V!~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~e:J
Electrochemiluminescence immunoassay 1'Um~(91~d~1bml~~

Gn.<9l.ctoJl~IG'11'V!~'U(91~d~'V!I~I'jCA<9llvct1'Ub~e:J~1~~1-rr'V!~nm~ Chemiluminescent

technology 'V!~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~e:J
Electrochemiluminescence immunoassay 1'Um~md~1bA~I~~

Gn.<9l.ct<9lJl~IG'11'V!~'Umd~'V!I~I~ ferritin 1'Ub~e:J~1~~1-rr'V!~nm~ Chemiluminescent

technology 'V!~eJChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~e:J
Electrochemiluminescence immunoassay 1'Um'j(91~d~1bA~I~~

Gn.<9l.ctlvJlmG'11'V!~'Umd~'V!I~I~ PTH1'Ub~eJ~1~~1-rr'V!~nm~ Chemiluminescent

technology 'V!~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~eJ

Electrochemiluminescence immunoassay 1'Um~md~1bml~~
Gn.<9l.ctGnJ1CJ1~1V1~'UmT'iJ'V!16'11':iB-hCG1'Ub~eJ~1~CJHVI~nn1~ Chemiluminescent

technology 'V!~eJChemiluminescentMicroparticle Immunoassay (CMIA) 'V!~eJ
Electrochemiluminescence immunoassay 1'Um~md~1 bml~'V!1~CJ~ll.n~(I1-rr(91~d~1bA~I~'V!lm'Ub~e:J~
'VeJ,m~1j.~~,:jA~~.nbb"~1'U~thm.J~b ~-:Jb~ l~~ih~'U 1'UbeJn~l~fhn'UJ1~1v ~ ,

J/t
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bfI.(9).ct« L1ltJl~lV!-r'Uml'OiJV!l?1l~ Prolactin 1 'Ub~tl~ 1~tJ 1-ffV!~flm~ Chemiluminescent

technology V!~tl ChemiluminescentMicroparticle Immunoassay (CMIA) V!~tl

Electrochemiluminescence immunoassay 1 'Ufl1~~~l'OiJl bfl~l~~

bfI.(9).ctct L1ltJ1~lV!-r'U~~l'OiJV!l?1l~ cortisol 1 'Ub~tl~ 1~tJ 1-ffV!~flm~ Chemiluminescent

technology V!~tl ChemiluminescentMicroparticle Immunoassay (CMIA) V!~tl

Electrochemiluminescence immunoassay 1'Um~ml'OiJlbfl~1:::~
CiiI I .:::.V 11 Q

bfI.®. 'U~~'OiJV!'UV!tl~llJlJl~~~l'U"llB..:J'U~~'Vl~~fl~, ~ ~
bfI.bfI.~l'U m ~-r'U ~B..:JlJl ~ ~~1'U bfl~ B..:Ji1Bu'j/'j'Vl~ 'OiJlfl ~1\J n..:Jl'UfI ru~m~lJ n1~B1V!1~ ua~tJ 1 m~'Vl~l..:J~

?llBl~ru?l"ll 'lJd:::bVlI"11'VltJ,
bflK f1rum'j/'jL1ltJlbbfl:::bA~e:J-:JiJtl~e:J..:J1~-r'Ufl1~-rmtl..:Jm~~~1'U~:::~'U?llnfl (ISO certificate) USFDA, ~

bbfl:::/V!~tl CEMark bb~::: Aru:::m~:wnl'~tlTVI1'Hb~:::tJ1tJ'j:::bVlI"11vlCJ (mJ.)

bfI.ct.L1ltJl..:Jl'Ubfli1A~-Wfl~ e:J..:Ji1mtJ fl1~ 1-ff..:Jl'UhjtJe:JtJ flll « b~e:J'U bbfl:::L1ltJ1..:Jl'UJlilrllJ n'U hjtJBtJflll sn, ~ ,
"

b~B'U \J'UI'l..:Jbb~l'U~..:JlJB'U

cr. Iilru~lJU~'Vl1.:jb'Vllilijlil•
«.(9) L1ltJ1V1n'1J-W~~tl..:JbtJ'UL1ltJl 'OiJln~~~~b~tJln'Un'UbA~e:J..:Jml'OiJlbml~~ (Oricinal) uae ~lb~'OiJ~tJ'j/'j~BlJ, ~ ~ ~

1-ff..:Jl'U (ready to use)

«.® L1ltJl'Vl~?lB'U'1J-W~ b~tJl n'U?lllJl~t11-ffn'Ubfl~B..:J~~1'OiJl bfl~l:::~tJ~~bJlVl b~tJln'U 11ii'

«.bfI f1rum'j/'jL1ltJlbbfl~blil~B..:Ji1B~e:J..:J1~-r'Um~-r'U~B..:Jl.Jlm;'il'U~:::~'U?llflfl (ISO certificate) USFDAuae. ~
V!~B CEMark bbfl:::f1ru~m~lJfl1~mV!1~bbfl:::tJ1tJ~:::b'Vl1"l1'VltJ (BtJ.)

«.« L1ltJl'Vlfl'1J-w~~tl-:J?llm~t1Hn'UbA~e:J-:J~'jl'OiJlbml:::~e)~1'UJJ~bb'U'U random access ~ij barcode v!~e:J,
RFIDreader ?llm~t1ml'OiJ1~'OiJln primary tube uae sample cup

«.ct Calibrator, control ~fle:J~'OiJ'UL11tJ1bbfl:::e:JtJmrub?l~:W~'U 'lm-fftJ~:::m)'U 1 'Ufl1~~~l'OiJl bA~l:::~ m ~\-dl,I ~

~e:J..:J~~~-:J1~b ~tJ-:JV'le:J~fle:J~mtJ~rurul1~tJ hjf)~l.Jflrh
, ClJ V \I

«.'0 btJ'UL1ltJl~~l'Ufl1~-r'U~B-:J 1~?ll:Wl~t1 H1 'Ufl1~l-W'OiJ~tJ'Vll-:J~B-:JtJ~tmfl1~ (In vitro Diagnostic)

cr. b~B'UhJbO~1::

m ~b -dlb tJ'U~~~V!l bA~B-:Jml'OiJl bA'jl:::~m -ffn'UL1l tJloVB bfI.(9).(9)- bfI.(9).ctct 1~tJtJ~:::nB'U~ltJ~:::'U'U~:::'U'U..:Jl'U~ ~
~e:JtJ « ~:::'U'U 11ii'bbnAutomatic blood collecting system, Pre-analytical system, Analytical system

bbfl::: Post-analytical system

ct.(9) Automation blood collecting system m~\-dl~B-:J~~V!l~~'U'Ub~~tJlJV!flB~b~B~bbfl~~~omfl~
e)~ 1 'UiT~V'I~Bl.J1~:::b'OiJl:::b~B~ n~:::'U'U 1 tJ~bbm:WABlJ'Wl b~tl1m'UAm:::'U'U~~fl1~ b~Bl.J~Bn'U~:::'U'U?ll~?I'Ub'Vll"l,
"llB-:Jh-:J'j/'jtJl'Ulfl (Hospital Information System: HIS) bbfl:::~:::'U'U?ll~?I'Ub'VlI"1~B..:JtJ~'U1ifl1~ (Laboratory

Information System: LIS)

(9). ~:::'lJ'U~~fl1~f)lb'OiJl:::b~B~

(9).(9)n~:::'U'lJ'lJ~V!l~f)l bb'U'lJv!lJlmfl"llb~tJl bb'U'Ue)~ 1 'UiT~b~B 1m 'Ufl1~fl-:J'Vl:::b'ij tJ'Ubbfl:::b~tJflf)l boVl

b'OiJl:::b~e:J~ 1~m tJ'U~:::'lJ'lJ~n'OiJe:J~lJerii'l bb~:::'W:wvhJmf)le)~ 1 'UiT~'j/'j~B:WbbtJntJ~::: bJl'Vl~th tJ1~V!mtJ mil.JtJ~:::bJl'Vl~ ,
bbfl:::bA~e:J-:Jii'lbbn'U'Ul'fiA~V'l1e:JmB-:J-r'Ufl1~~';il'OiJii'lB'lJii'lm'U:::fl1~btJ~~'VlB V!~Bii'lm'U~ Open visit 1~m~BlJ~B

oVB~fln'lJ ~:::'lJ'U HISV!~B LIS bbfl~~:::'U'U'Vl:::biJtJ'U';il~~11~tJfl1~1oVn'lJumtJ~~'1Jl'1J'U1~
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(9).lv ?ll:Wl'H1bb?l\Y1W:l-rlt.: bf1'U~hv1~eJ:Wl~::;u~mdoiieJ~?I'lleJ\I~ boiil-r'U'U~md bbf1::;ieJ~~

tJd~'1l1~:wVY'W5L~ d~UUb~cJnA'dbb~~bb?l\Y1\1Vl:wlm~'U~l'UVlUT'ileJ LCD Vl~eJ LEO b~m~qjfl'WHb~'Wbil~€lWill~

b~€l\Y1

(9).«' lh~'U'U 1tJdbbm:w1 'W1VldP1'V'n1:W€l~€l (Application mobile) b~€l1m 'Wmd~\9ll?ll:W~lv1'UA'd

bliJl~ b~€l\9l l\9lCJ?ll:Wldtl b~€l:wI9i€lfl'Ud~U'UA'd'U€l\l 1d \I'VWl'Ul~ 1 'W1JIiJIiJIJ'W1~ bb~~?ll:Wldtlvy\1)J'Wl b~€l1-tiIiJ€l\jA'd bliJl~,
b~€l\9l~'d\jVlUl1~ 'W€l'Wlfll?l

lv.ltldbbm:w'<il\9lm'j''j'~'U'UbliJl~b~€l\9l

lv.(9) ?fl:Wl'j'tl-r'Ui€l:W~'U€l\j~thCJ (Patient demographic) l\9lCJm'j'b~€l:wI9i€li€l:W~ n'Ud~'U'U~ ~ ~ ~
~1'W-rr€l:W~1'j'\j'V'ltJ1'Ul~ (Hospital Information System: HIS) b~€lm'dIiJ?f€l'U-rr€l:w~~thm~€lfnd'll\j~~l~thCJ
6.8 'U 'U 'U 'V

lv.lv ?fl:wl';jtl~ 1 uu nIJ I?l dA'd 1~VlmtJ n~:wtJ d~ um ~LJ'd CJ~ \Y1Vl~'Wm:Wd~'U'U md 1 ~'U~m';jVll\j, '\J ,

~€l\jtJi)IJ~nl';j b~€l1 ~~LJlm i1-r'UmWil1::; b~€l\Y1m:w'1i€l\l~fhVl'W\9l1 n~
lv. sn ?fl:WldtlmlliJ ?f€l'Ui nua ~LJ'd CJb~€l rrmi\j:ff~'d ~LJ'd CJbb~~IJ'WVi r ms ~'WcJ'Wrnnl \j:ff~'d

'\J '\J '\J

~thCJ (Patient identification) n€l'Wfl1di\j~:UYi Barcode 1~ b~€l'Ij€l\jn'Wfldl:U~\9l'V'lm\9l1'Wfl1d'll\j:ff~1~thCJ
'\J '\J

b'li'W m'j'bb?f\9l\j'j'tJ~lCJfl'W H' Vl~€lfnd 1-ti~lCJ;1'1:W€l~'WcJ'W~lfl'W H'
'\J

lv.«' ?fl:Ul'j'm~€l:w~ml"1~€l\jbl?l~CJ:UVl~€l\Y1b~€l\9lell?lluiT~b~€l~:UYi barcode sticker 'V'l~€l:U~\9l

Vl~€l\9lb~€l\9lVl~€li\j~:WYi 1 'Wmrum ibl"1~€l\j Barcode printer

lv.<t: 1tJ'j' bbm:U?f1:W1'j'mn'U-rr€l:W~Vl:wlm~'U'j'm~CJ nA'dm i1'W d~'U'U~lVl-r'U b~lVlul~b~CJn
'\J

b~€l1 ~~thCJ?fl:Wldtl~\9lI9i€ll\9lCJ 1lil'i'€l\j-r'UVl:Wlm~'UA11 V!li
'\J

lv. b1tJdbbf1d:W?fl:U1dtlA'WV!:U1CJ b~'UA11 tJ cJ\jd~'U'U 1 'Wmru~'li€l\j 1 ~'U1fl1d 1li:W1"111:U'V'l~€l:Ubb~~

1~b~lVlU1~'1i€l\j 1 ~'U~md~'W?fl:W1dtln\9l b~CJn b~€l1 ~'U~ m';j~th CJ1~
'\J

lv.b'1i ?ll:wl';jtlIJ'WVin Incident Report ru ~\9lbIiJ1~b~€l\9l b~€ll?ld'dIiJ?f€l'UEJ€l'Wn~'U(i\jtlqjV!lbb~~

VY\1)J'W1bbm'U';n:w(i\l'<ilV1'VhntJ\l1'U?l~&1 (Statistic Report) b~€llbl"1d'1::;1thb~~'l.H'UtJ1\1md1~'U~m';j

lv.~ :W'j'~'U'U Data Security 1'Wnldbi1t;)\li€l:W?l
'\J

lv.ci ?fl:Wl'j'tlu'WVinfl1';jvll\11'W'U€l\j b~lVlUl~ bliJl~ b~€l\9l b~€ltJ'j'~ lCJ'1ltJfl1dA\9lmd~\jl'Wbb~~~

lv.(9)O ?fl:U1dtllJ'WVim~ CJ~b'dmnld 1 ~'U~nld b~m U'W~'d:ff1\9lbb~~tJ'j'~biJ'W~~fl1dvll\jl'Wbb~~

'd1\1bb~'Wn 1 ';jtJ -rutJ d \Ifl1 ';j'U~ n 1 'j',
lv. (9)(9) :Wd~U'U ~ \9l1?l1:UV!~€l\9lb~ €l\9l~ bIiJ1~ bn'U ~1 €l~1\1 b?f~1iJbb~11 tJliJ'W(i\l nld-r'U ~\j~\jl?ld11iJ~

~ €l\jtJ i) 'U'i fl1d

m. bl"1~€l\jbl?l~CJ:Wv!~€l\9lb~€lVl bb?l~~\9lumnell?ll wr~
m.(9) ?fl:Wldm~€l:U~€ln'U 1tJ'j'bbm:w'<il\9lmd'j'~'U'UbIiJ1~b~€l\9l1~

m.lv :Wd~U'U bl?l~mjVlf1 €l\9lb~ €l\9lbb?l~~ \9lQm nel 1?l1'UiT~'v'I~€l:U1~~bliJl~b~ €l\9l :Wd~'U'Ufl€l:W~1 bl?l€l{

m'Ul'l:Ud~'U 'U'<il\9lnld b~ €l:U~ €lf)'U d ~'U'U?ll d?l'Wb'Vl~'U €l\j1'j'\j'v'lm'\J1~ bb?l~d~'U 'U?fld?f'W b'Vl~~€l\jtJi)IJ~ fl1d bU'Wbb'U'U

Stand alone

m.m bl"1~€l\j Stand alone (bfl~€l\jbl?l~CJ:UVl~€l\9lb~€l\9lbb?l~~\9lumnell?ll'UiT~)

- 'j'€l\j-r'U~1€l~l\11~€l~1\jiJ€lCJ b'1i"11'W(71 :w'1i€l\j'j'€l\j-r'U~'d€l~1\jHlbJiJ€lCJn11'1i€l\j~~ lvo v!~€l\9l

.....~~ . ....................... ~ .
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- 'OJmb~~~e.J~rin<\Jl,f1~eN\i1~~~mneJ18\911 tl~\i1 uuu Stand alone bb~~bf1~eJ~~:wvitJ1TIr1~
'\J

(b~mf1~eJ~\i1~~~mneJ18\9\ 1 tl~\i1H1:w1111) (9) ~l/ (9)Hbb'OJ1~b~eJ~
iI , "tJ

- \i1~~,rVl~eJWinn~B~~th(lueJn \)ltlltl cf bf1~B~ bb~~V1~eJ~b'OJ1~b~B~itl ~
'IJ

(~eJ~tJ~u\i1n1~) \)ltlltl (9) bf1~B~

«. b~Btl1"U~bj3\~

«.(9) 'OJeJLCD 'VI~eJ LED 'VItJl'OJeJ1:W~ln11 ~ ~l b~mb~~~'VI:Wlm~"u~1~~~~~~B~b'OJ1~
, I I II

b~eJ~ \)ltlltl (9) bf1~eJ~, ~eJ~b'OJ1~b~eJ~~nBtJ~b'VI\9\\)ltlltl (9) bf1~eJ~ bb~~V1~mb'OJ1~b~B~itl ~ \)ltlltl 1v, ,

«.1v bf1~eJ~~'l11m 1Vi1olil?lmb'Utlbf1~m1 'VI:w~1:Wbf1(11-ff~ltlm~mrieJtl 'VI~Bm(ll:Wbntl « tJ utJ,
'OJln1tl'l11b olil1~(1 bb(l~~'VI~m)1tln1~'l11b olil~oJl b~eJ~B bb~~tlnl?l eJ~ (ll:Wl~tl(lBtJ n~tJ 1111

~ '\J

«.bfl ih~tJtJ 1yJVh~l~eJ~ "utll~~b'VI:W1~~:W~1'V1~tJf1B:W~lb\9\B1'V1~n

cf.~ Pre-Analytical System

m~b·(hI?lB~~~'VI1~~'lJtJ~~ b\91~(I:W~~~~\91<;i1~ 8\911tliJii1b~ eJ~ ~b.ul~~~tJtJ fl1~\91~1~1 bml~~
'IJ '\J

(Analytical system) ~~~~ ru ~eJ-:J'lLDu&1n1';i;Jltll'\..mth-:JUB(I (9) ~lil1~(I(ll:Wl~tlml~(lB'lJblm~~~~~\9\~1~

b.ul~~~tJ'lJ1111 bb~~(ll:Wl~tl~tlbWn (Centrifuce) btJ~~n'VI~eJ~ (Decap) b~m\91~(I:W~-:J~~\9\~l~b-Ul~
\J :::> q '"

bf1~eJ~\91~1~lbf1~1~~8\9\ 1tl~ ~~lj~l(1~~bB(J~~~;i

(9). ~1:Wl~t1~~b\9\~(J:w~~~~ml'OJb-rrl~~~tJtJfl1~ml'OJ1bf1~1~~ (f'1~bbCJf) \9I~l'OJ~BtJf1UJmV'lbb~~'\J ,

tJ~:Wlru V'I~B:WbtJ~eJl'V1~eJ~) ljml:Wb ~11:wueJ(Jn11 (9),bflOO 'VI~eJ~~B-&11:w~ bb~~~1:Wl~tl1~~~~~ml'OJ1I11eJ~1~

1v. ~~'lJ'lJ ~ ~ b\91~ (J:W~ -:J~ -:J\91dl'OJ(llm~tl b\91~ (J:W~1 eJ~1-:Jri Btl ~ ~b.ul~~tJtJ fl1~\91~1 'OJ1bf1~1~'VI1111

uae ~l:Wl~m ~eJ:W~BntJ bf1~eNml'OJ1 bml~~8\911 tliJ~Vl1~bf1ljf1~ijmb~~JliJ~:wntl1111f1~tJ~~'VI:W~V]f) bf1~eJ~
'\J , ,

bfl. (ll:Wl~m~B:W~eJntJbf1~B~~tlbb(Jf) (centrifuge) eJ~l~tJB(J (9) bf1~B~ ~ljml:Wb~1~1:w1:w

tJeJ(Jn';h «00 'VI~B~~B-&11:w~ lj~~tJtJ1'n~1(l:W~~"uB~'VI~B~b~eJ~8\911 tl~ f11tJf1:WeJUJ'VIJliJ1tl~l bb~~~l:Wl~tl
iJ' '\ 'I" '\J

~~hJ~bbm:w1 ~v1'1~ltl1~(J8\911 tliJ~1111

«. lj~~tJtJbtJ~~n'VI~eJ~'ln';i~~-:J~-:J\91';i1~eJ\911tliJ~ (de - capper)

cf. (l1:Wl'w1olin'lJ'VI~eJ\i1m'J~~-:J~-:J\91YJ~"Utll~ (9)bn x b'l!cf mm bb~~ (9)bfl x (9)00 mm 1~(J~eJ~,
1~'VI~B~~f1~~"utll~ bb~~"(jij~ 1m tlb 1mb~ (Jl ntl b~B fl1~Vh~ltl~~m ~B~

b. mtJ~bbm:Wfl1~~~fl1~-rrB:w~~~~~ml'OJ bb~~b~eJ:W~BntJ bf1~B~~~b\91~CJ:W~~~~\91~1'OJ8\911U~
'\J

gj). ~lm~m ~B:W~BntJ~~tJtJ~l~(ltlb 'Vlj3\'Vll~~B~tJ~Uifl1~ (LIS) "UeJ~h~V'I(JltJ1~ 1~

~. lj~~'lJtJ \91~l 'OJ(l BtJ m l:Wtl n I?leJ~"UB~"(jij~'VI~ eJ~ b~eJ~1~ (J\91~l 'OJ(l BtJ~eJl'V1~ eJ~ b~B~ bV1(JtJ ntJ
'\J

d -=oqd d q I

~l(Jfl1~'Vl~(leJtJ 'VI~mlieJtl'Vl b'Vl(JtJb'Vll

rio lj~~tJtJ\91dl~(lBtJ~rumV'l~~~~ml~ b"litl Hemolysis, Icteric bb~~ lipemic b'UUI?lU

(9)0. lj~~tJtJml'OJ1~tJ~:Wlru~~~~ml~riBulbf1~1~~ 1~(J1:Wtln\)ln~fl1~1~~ln barcode
'\J

sticker ~tJ~U~"liB~:WB~~~~tJ~~~~\9I~l'OJ 1 tl'VI~eJ~b~B~

cf.bfl Analytical System

o~b 'lhI?lB-:J~~'VIl bA~eJ-:J\91~1~1 bml~~eJ\911 uiJ~'Vl1-:J bf1ljf1~ijn bb~~ bf1~B~\91~l~l bf1~l~~

8\911tliJ~'Vl1-:JJliJ~:Jj nUl'Vl (Jl~ b~B:Jj~B ntl bb~~ b~B:W~ Bntll111 (I~~'lJ'lJ 'Jl-:J lj~~'lJ'lJ b~B:Jj~ B1tl n1'J'l11~-:J~~~~\91~1~'\J ,

~ 1mf1~ B~ b\91~ (J:W~ ~~~\9\~1 ~ b.ul~ bf1~B ~\91~1~1bf1~1~'VI1~eJ~ 1~~ Bb~eJ -:J1~ (Jbf1 ~ B~ml ~1bf1~l~~ Jl (J1\91~1 ~
'\J

1bml~~ control bb~~ calibrator ~lU:Wlm~ltl~btJtl~(JeJ:w~tJ1u~~~tJ(l1f)~ (traceability) f1'JeJtJf1~:W'VJn

.................... ~ .



- (9)0 -

~1~f11~'Vl~G1€l'U1~~:u btl nG11~eh:j8,:jtJ~~ nsu 1~~~ €l,:jbU'Ubfl~€l,:j1VljJhJ bfl~ l-rr,:jl'Uvtl~:!J1ri€l'UVl~€l~€l,:j:U€ll~f11~

l-rr,:jl'U:!jlbb~1 ljJbi'1'U ~ tJ bfl~€l,:j\l1~1~lbml~~'Vl1,:jVf€l,:jtJDU~f11~tJ~~n€l'U~1tJ~~'U'U~mJ ~,:j~

(9). bfl~€l,:jm1~lbfl~1~~e1\111 'U~~'Vl1,:jbfl:UfI~un

(9).(9) mVfb~1~€l,:j~~Vllbfl~€l,:jm1~lbfl~1~~e1\111 'U~~'Vll,:jbfl:UfI~un ~,:j~
'I)

- bfl~€l,:j\l1~1Iillbml~'lhe1\111 'U~~'Vl1,:jbfl:UfI~un~~€lb~m.Jil'U~~'U'U pre - analytic ~~~,:j~

VI€l,:jtJ~~f11~mn,:j l~~:Ue)\I1~lb ~11'Uf11~m1Iill~'VeNbb~~~bfl~€l,:j €l~1,:j,J€l~ (9),~00 f11~'Vl~G1€l'U/.ffdl:U.:J~1:U

ISE ~1'U1'U ~ bfl~€l,:j 1~mfl~mm1Iillbfl~1~~v1€l,:jG11:Ul~m~€l:U~€ln'U.:Jl'U.f1~A:un'U1~ b~m€l.:J~'Uf11~'Vm~'I) ,

,:jl'U

(9).~ ~1~f11~'Vl~G1€l'U'lJU~b~~1n'U~,:j ~ bfl~€l,:j\l1~1~lbfl~1~~v1€l.:Jl-rrJl~1'Vl~G1€l'U, calibrator,

control ~1:Un'U1~Vl~€lG11:Ul ~tlvh ~1 ~ f11~'Vl~G1€l'U'Vu~ b~~ 1 n'U~1:U n'U bfl~ €l.:J\11~1~1 bfl~l ~~tJ ~~ um b~~1 n'U1~

(9).rn 1'i'1bfl~€l,:jl bfl~1~'lhe1\111'U:iT~tlnfl1'UfI:U l~m~'U'U 1:ulf1~ 1tJ~b'IJG1b6!J¬ ll1bb~~G11:1.J1~tli.:Jf11~
'I) ,

l~~m.:J 1~~lnVl,Jlbfl~€l.:J\I1~1Iill bml~'lhe)\I11 'U~~ ~1'U~€l61:U~G1

(9).~ G11:Ul~tlvhf11~\I1~1~lbml~'lhG11~bfl:UVl~€lr11'U1ruVll1 'U serum, urine uae/ Vl~€lG11~Jl

Iilln~l.:Jf11 ~1~\I11:U~1~f11~~nlVl'U~

(9).<f 6'll:1.J1~tllbfl~l~'lhbb'U'U random access bb61~stat 1~ :u'lim STAT ~lVl~'U1'i'1€l~1.:J

m11il STAT priority

(9).b :U?f1'Ubf1'U1'i'1€l~1,:j\l1~1~~lVl~'U bfl~€l.:Jbfl:UA~U n 1m 'Umruv1mf11~m1~1 bfl~1~'Ih:Ulnnl1

(9) A~\ll'Ubfl~€l\lbfl:UA~un b~€lvhf11~'Vl~G1€l'U Rerun bbG'l~Reflex lVf:Uml:U~1~b11:Uln~.:J~'U l~~:uml:u~l'U ,
~'l.J I~ I cv I I dQ 6'

f11~bn'Um€l~l\1\111ml (9)~<f m€lm.:J\I1~1~\I1mfl~m1bfl~1~Vl

(9).b'li m&Virll\11~1~1~~\lnll linearity 'V€l\l standard curve Vl~€l limit 'V€l,:jf11~\I1~dlill~

,1'Ubfl~€l\l6'l1:Ul~tlvhf11~b~ €llill\1 l'i'l €l~1,:je) \111'U:iT~

(9).~ l'U~~'U'U'IJ€l,:jm~'Ul'Uf11~\I1~llillbfl~l~'Ih :u~~'U'Umllilb~f1 clot Vl~€l partial clot uae
bubble

dl ~ ~ I iI I I d .crt. 6' d ~

(9).~ :U'IJ€l\lbn'U'Ul~l€lm\l'U€l~ bo 'IJ€l\l\l1€lbfl~€l\lml~1bfl~1~Vl bbG'l~:u~~'U'Um'UfI:UAdl:Ub~'U
, '

€l~m~l 'Ul'i'lbfl~€l.:J
'I)

d V I d~ , t=lIv I d
(9).(9)0 :U~~'U'U(91~11il6'leJ'Uflrum'\f'j(911eJtJ1,:j'Vlb~~ml serum index mru(911eJ~1,:j'Vlml~,

lbml~'Ih:u lipemia, icterus bb61~ hemolysis (LlH) ~6'llm~mbtJm-JmtJ~~'UbVi~'Un'U'Vlnf11~'Vl~G1€l'U1~b€l,:j,
1~~e1(911'U~ b~€ll-rrtJ~~n€l'Uf11~I'i'~~'U h1 'Uf11~bbtJm..JG'l bbG'l~6'llm~tl?i,:j~61 serum index b~€l:U~€ln'U~~'U'U

LIS 1m~~1jJ~~rll1i~1~

(9).(9)(9) Jl mvtl m'Uf11~'Vl~G1€l'U'Vln'IJu~ bbG'l~1'i'1bA~€l\l \I1~llill bfl~l~~v1 €l\l1~ f11~~'U~€l\l:Ul\11~~1'U, ...
~~~'UG11nG'l (ISO certificate) USFDA bbG'l~/Vl~€l CE Mark bbG'l~Aru~m~:Uf11~€l1Vll~bbG'l~~ltJ~~b'Vl?l1'Vl~ (€l~.)

(9).(9)~ bfl~€l\lml~l bfl~1~~G11:Ul~tll VlG'l~Jlm b-Vl bfl~€l\l1~(91G'l€l~b1G'l11~~ 1~v1€l.:JVl~~bfl~€l\l,
Vl~€l~€lb-Vl~ standby mode
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(9).(9)rn bfl~€l\l\l1~1~lbml~~G11:Ul~m~€lnvh calibration bbG'l~control 'Vl~111mViv1€l\lf11~

~\I~bU'U lot b~~ln'UbbG'l~~l\1 lot

lv. bfl~eJ,:j(91~llill bml~'lhe1\111 'U:iT~'Vl1\1.f1~A:un'Ul'Vl~1
'IJ ,

®.(9) mVlb~l~€l,:j~~Vll bfl~eJ,:jmllill bml~'lhG11~bflm 'Ub~€l~'Vl1,:j.f1~A:un'U (immunolooy)'U 'U , :;:,
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- (9)(9)-

- bA~€l'W1"jl~l bml~'I,hn';ibAm 'Wb~eWl'VI1-:).f1jjAWl'W~~~-:)~~€l-:)'tJ;h:r~nl'm~1-:)..s1'W1'W (9)
'\J , 6.J

bA~€l-:)1~tJih)mlb~11'Wnl'~\?l';il~1~'Ve:J-:)bb~~~bA~eN e:J~l-:)LJe:JtJmoo nl';i'Vl~?le:J'U/-&11~N

tv,tv 1?i'1bA~e:J-:)lbml~~B\?l1 'W:W~blnm'Ur1:W1~tJJ:::'U'U 1:w1m 1'tJ';ib"ll?lb6/Je:J1bb~:::?ll:Wl';itli-:)m';i'\J ,

1~tJm-:)1~~lnVlLJlbA~e:J-:)m1~lbml:::~B\?l1 'W:W~~l'W~e:J61:wiT?I

tv.m bA~e:J-:)m1~lbml~~?ll:Wl';ibl1 Vl~~JltJlb-V1Vl~€l€l€lmA~eN1~\?l~€l~b1m hw1~~€l'lVl~~

br1~e:J'lVl~e:J';im-Vl~ standby mode
'\J

tv.<r: bu'WJlm~~1'Wnl';i~'U';ie:J'l1 ~?ll:Wl';ibl1m 'Wnl';iliJ~QtJ'Vll'l~eN'tJ~,:r~m';i (In Vitro

Diagnostic)

Mark

tv. b bA~€l'lml~l bml~~?ll:Wl';ibl1 iJltJl\?ll:W~llil'Um';i Load b-Vlbfl~€l'lv!~e:J\?ll:W~llil'UmJ

Expiration date 'V€l'lJltJl

tv.1i)) ?ll:Wl':itllbr1';il:::~bb'U'U random access bb~~ stat 1~

tv.~ mruV1ril\?l';il~l~~'lnll linearity 'Ve:J-:)standard curve Vl~€l limit '/ffi-:)mJm1~1~

tT'Wbr1~€l'l?ll:Wl';it1VhnlJb~e:J~l'l 1?i'1e:J~1'lB\?l1'W:W~

\v.~ 1'WJ~'U'U'VeNm~'Ul'WnlJ\?l';il~lbml~~ ih~'U'Uml~b~fl clot Vl~e:Jpartial clot uae
bubble

ct.<r: Post - analytical systemo~b '111~eJ'l~~V!lbfl~eJ'l~~b\?l~tJ:W~'l~'l\?l';i1~B\?l1 'WW11'W~'W\?l€l'WVl~'lmJm1~lbflJl~~ (Post­

analytic system) bb~~~~V!lJ:::'U'U?llJ?I'Wb'Vl!3l'Vll'l~€l'l'tJ~'Ul1mJ (Laboratory information system: LIS)

~lVl~'U'U~VllJ~~mJ~'l~'lm1~'Vll'l~€l'l'tJ~,:r~mJ 1il'l;1

(9). bA~eJ'l~~b\?l~tJ:W~'l~'lml~ B\?l1'WW1Vl~-:)mJ\?l';iT'ill bml~~

b~eJ~~bfi'U~'l~'lmd ~Vl~'l~lnml~l bml~~b?l~~ bb~l b-Vl~m~b U1V!:WltJ1~~ltJ~eJmJA'WVll
'\J

bb~:::m 'tJJbbm:W'1htJ~~ bfi'U'W~eJ:l.JJ~~~h uVl'tl-:)~~bfi'U~'l~'l\?lJl~ 1~ tJ~~~'l~~eJ'l'tJ~,:r~ m';inm'l (central lab)

..s1'W1'WeJ~1'lLJeJtJ (9) 'IJ~ 1~CJ~~bfi'U~'l~'lm1~1m~LJeJCJnll ctoo Vl~eJ~~'l~'l\?lJ1~,
ct.ct J:::'U'U?llJ?I'Wb 'Vl!3l'Vll-:)~eN'tJ~'Ul1mJ

~~VllJ~'U'U?llJ?I'WbVlf1Vll'l~e:J-:)'tJ~,:r~mJ (Laboratory information system: LIS)~lVl~'U

'U~VllJ~~mJ~'l~-:)ml~ ne:J'Wnl';i\?lJd ~l bfl'jl~~ bb~~Vl~-:)m'j\?l<n~l br1'j'l~~ 1~CJbU'W1'tJJbbm:WJ~'U'U'U~VllJ-:)l'W

'Vl1'l~e:J'l'tJ~,:r~ rm ?ll:Wl';ibl1 m 'Wm'jril'W~'U~-:)-Ve:J~(;1~lmr1~eJ'l\?l'jl~l bml~~m';iml~, V1:wyj~.mmJ\?lJ1~bb~:::

b~e:J:W~eJn'UJ:::'U'U?llJ?I'Wb'Vlf1'VeJ'lbJ'l'Wm'Ul~ (Hospital information system: HIS) bb~:::1~~'UmJ~'UJeJ'l

:Wlm\il'W ISO (9)m<r:~ct
'"

II 0 .ci
b. 'tIeJn1'V1'LJ~eJ'LJ S']

'0.(9) m~b '111~€l'l~~~'lJ:::'U'U mw'h-:)l'W~'lVl:W~'V€l-:) bfl~e:J-:)~e:JB\?l1'W:w~1~b ~eJ:W~eJn'U';i:::'U'U?llul';iru'tJ1.f1A
'\J '\J

'VeJ-:)bJ-:)'Wm'Ulm'11'LJ J:::'U'UJ1~-Jlb~tJ J:::'U'U1Vh\11 'j:::'U'U LAN b~e:J1~'tJ~m-:)l'LJ 1m 'LJ~'W~'VeJ'l~eJ'l'tJ~mmJ

nm-:)n~:W-:)l'Wb 'Vlfl'WAmJbb 'W'Vl~ ';il:w~-:)iJ nlJ?le:J'U bV1CJ'UJ~'U'UJ1'U~?I'Vltm -vn'U bfl~eJ'lml~l bml:::~B\?l1 'WW1, ,
eJ~l-:)Ue)tJtJ(;1::: tv fl~-:) bb~:::bfl~eJ'l(?l';il~lbr1'n:::~B(?l1 'W:W~~eJ-:)ij';i:::'U'Uonline electronic service 1~tJB(?l1 'WW1

b~m.h::: 1tJ'IJ'W1'Wm';ibbm'VU~Vll~bn~~'W
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b.~ m~L·lh~eJ.:l~~f11)~LL~)~UUV!~.:l&i~~.:l~.:l)1~nl''a~LL~~)~UU~~L~~EJ~~.:l~.:l~)1~L~m-U1~)~UUf11)
"" " "

m1~1 Lm1~"; bFl~eJ.:l~)1~lbFl)1~";e)~1'UiI&i )~UU{,'f1){,'f'UbVl~~eJ.:lt.J5U&if11))~UUt11b~eJ)eJ.:l-ru1~)~uu
(,'f1~1)b1H,n'U1m~EJbj{,'f:;~~ ijnl'Vj'U~El~l,:rUe:ltJ bTl b~El'U~ElFl~.:l,

b.bTl enVi\"151b6'1'UEJ)1Fl1b"151bFl~El;J'jf\j~El:wJlt111~tJ'JJ:J..nlFllJlcJ1,6'11'JmUA~At\'Lnl'jf\j, 6'11'J:w1I?l):Ol'Ubb~~'U 'I 'I dS

16'1~~'Ubt.J~El.:l~.:lVl~~~lVl-rU.:l1'U~~El.:l1m 'Uf11)VlVl6'1ElU1VltJb6'1'UElbD'U)lA1 b"151~El)lEJ .:jl'Uf11)VlVl{,'fElU~,
6'1~U)ru~~Bm~EJ~b1m'lJEl.:j~ruru1 ~.:j'lihh1~Qmfl barcode bb61~Vl61B~Bt.Jmru~lVl-rUU))~~.:j~.:lm1~ 1VlEJ

'U tV QJ "q

f11)lJU )lEJ.:j1'Uf11)Vl~{,'feJU~{,'f~u)ru1~lJU~lfl)~UU LIS V!~B~lfl)~UU bFl~eJ.:llbFl)l~";
"

b.cr en~b"151~eJ.:j&i~~.:l)~UU~1'Ufl1)~)1~lbm1~";~'U1-b'.:j1'U1~mtJ1'U'00 l'U ~1'U)~UU Pre -
"

analytics bb~~Post analytic &iVl~.:j"iJ'Ub{,'f~"iJH.:jl'U1~mtJ1'U<9l~0 l'U

b.er mru~bA~eJ.:jm1"iJlbFl)1:;";e)~ 1'UiI&i'111'JVlb~EJVl1EJ1~{,'f1~1'Jt11-b'.:j1'U1~ Vl~eJVl1bFl~eJ.:j~lVl~bbVl'U1~b~eJ,
1-b'.:j1'U1~ua ~ij fl1)61leJ~,j1).:l en~b"151~eJ.:jbD'U~-rU~~'1JeJurl11-b'~1EJ~.:lVl~~ua ~~m~l~l b-W'Ufl1)61leJW11EJ1'U, " "
<9l1v ~11~.:jbb~~{,'f1~1)t11-b'.:jl'U1~.f)lEJ1'U Ivcr ~11~.:l i1Q~,i'UFlru~fl))~fl1){,'f1~1)t1~"iJ1)ru1EJm~ n~1l!1l!11~

'0.'0 en~b"151~eJ.:lvhfl1)~)1"iJ{,'fBUfl1)1m~'lJeJ.:j15fl1)Vl~{,'fBU1~EJfl1)vhmethod validation, method
"

verification nUbFl~eJ.:jijB~)1~lbml::;";Vlm1EJf11'JVlVl6'1BUm~~rurul1'UQuu'liriB'Ufl1)1-b'.:j1'U~~.:j1~mb{,'f~.:j, v v

"Vl~fl:Ol'U -IT'UI?lB'U15f11'J -UB~61bb~:;lbA)1::;1A-UB~6wn~Vl~mnrusv1:w1~):Ol'Ub"15'UCLiA Vl~B Bio variation
d.i 'U 'U dS

Vl~eJSMILE Vl~B RPCA Vl~B CLSI1'Uf11)vl1f11)~'J1~6'1BUf11)1m~'lJB.:j15VlVl{,'fBUbb~~U~~Vlm~b"151ijfl1)vh
"

correlation )~Vl';h.:jbFl~eJ.:j~)1~1bA)l~1A~:nfl1)Vl~6'1ElU'1J-WVlb~EJ1n'UB~l.:jtleJEJtJ~~ <9l Fl~.:jbb~:;VlflA~.:jbdB:n,
f11)b'\.J~uuu '\.J~.:jbFl~B.:l~)1"iJl bm1:;~e)~ 1'UlJ~1Vl~bb~:;~~vl1 b-U'U'J'\.Jb~~b~m -U'U-UEl~m)l.:jB.:j

" "
b.b'1! 0 ~b"151~B.:j~1b-W'Ufl1'j'{,'flJA'J1'\.J)bbm~fl1'Jb'\.J1tJUbV1EJu~61'J~Vl'i1.:j~B.:l'\.J5u~fl1) 1~nUVl1.:j1).:lVW1U1~

(EQA) l~EJ1~~~f'h1-b'~lEJ Vllflfl1'JVl~{,'fElU1Vl1~ij0 ~U~fl1) EQA 1~~~Vl1 Inter-laboratory comparison

bbVl'U1~

b.~ en~b"151~B.:j~~Vl1real time IQC b~Bfl1)~lb-W'Ufl1).:l1'UA1UFl~FlrumVlfl1)m1~lbFl)1~";" , ,
b.ci en~ b"151~m-ru'\.J)~n'UFlrumVlt11EJ1V!1n:nfl1)b~B~{,'fmVlVl~BVl~~m EJm ~ b"151~B.:l111t11EJ1~1bt.J~EJ'U

'U" , cu

1Vl~1~Vi''U~Elfl1 'j'1-b'.:l1'U
b.<9lO 1).:lVltJl'U1l:l'lJEl6'1.:jJ'U~Vlt1'Uf11)b'\.J~tJ'Ubb'\.Jl:l.:jJltJlbb61::;bA~B.:jijB1'Ufl1'Jml"iJVl1.:j~B'l'\.J5u1ifl1)~l:lB~

m~~qj1l!l 1~EJ"iJ::;~"iJl)rul~lnml~ ~El.:jf11'J'lJEl.:j1'J.:j'jf\jtJl'Uli,l ~ruJll'jf\jt11CJlbbi,l~~'U'Vl'Urll1-b'~lEJb-U'U~lf'1qjV!ln

en~b"1511~{,'fl~1'j't1vll1~~1~-UB~ni,l.:j1VlCJhJ~l'Uf11'j't.J)~bi1'U"iJlnFlru~fl))~fl1)~t1fl bb~.:j~.:jB~l'lb-U'UVl1.:lfl1)
" "
'lJB.:jh .:jVlmU1i,l~:nfl1)t.J)~ bi1'UEl~l.:jb-u'U)::;u'U1'Ubb~i,l:;tJh.:j'VW1'Uli,l:n~VltEJm~fl~rurulv v

b.<9l<9l m ~b"151~'l~BUrlijElfl1)1-U.:jl'UbA~El.:jml~1bA)1~~~.:jQUUm1jl1 VlCJbbi,l:;m1jle).:jflfl1jEl~l'ltlBtJ
" " °1

QU'Ui,l::;<9l b~~

b.<9l~ 0~b"151~B'l~~BU)~fl1)1-b'J1CJln'UbA~B.:jml"iJlbml:;~ b~B1~~~fl1)ml"iJlbA)1~~ijm1~

b1n~El.:jbbi,l:;1-b'bFl~B'lml ~l bFl)1:;Vl1~El~l'lij'\.J'j'::;~Vl5mVl
"

b.<9lbTl en~b"151~B.:j&i~~'lbFl~B.:j~1)B'l1vJvh1'UVlfl)~'Uu~.:ln~11~'lbFl~eJ.:lf'1~bbEJflbb~~b~~EJ~~'l~'lml~" ,
e)~1'UiT~ bFl~eJ'lml~l bFl)l~";e)~1'UiT~'Vln'1J-W~bb~~bFl~eJ.:l~b~EJ1-b'eJ.:lnU)~UU{,'fl){,'f'UbVl~Vll'l~El'lt.J5U&ifl1)

1~CJ{,'fl~1'j't1~1)El.:j1vJB~1.:jtlBCJbTlO 'U1V1
"

b.<9lc( 'J:;U'U pre - analytical system/analytical system 'Jl:wVi''lfl1'Jml''iJlbA'n:;~Vll'lbFl:nFl~-wmb61:;
QiJ"QJQ ~ do r II oC::IiI

Vll.:jJJ~~:Wfl'U1VlCJlbb61:;automation blood collecting system Vl.:jVl~~Vl'Ulb{,'f'UBI?lBFlru:;m)~fl1)~B.:j~

f11'JH.:jl'UEl~~~.:j1'Uh.:jb1tJ'Ubb'jf\jVlfhij~Bh.:j'jf\jCJ1U161I"l'U~B~1.:jtlElEJIv bb'\A.:j1'U'\.J'J:;bVlI"l1VlEJb-U'U)~tJ:;b1mB~l'l
" "

tlBCJ<9l tJ



- (9)Q1 -

b.(9)ct f1·HUbfl~m\9l'j1\llbfl'j1~Vl11J~11.J1'Hl'Vhf11'~m1\l~hfl'j1~~ (analytic time) 1~~'U\9l11.J'j~EJ~b1m~

'tJ'j~n'U11' m ~b'1h\9leJ'Ib'tJ~mJbfl~eJ'Im1\l1 bfl'j1~VI' 'U~'U~il'tJ'j~~YlBm~~'1~'U ~11.J1'jmeJ'I-r'U'tJ~1.J1ru'l1'Uf11'j
'U ,'U

m1\llbm1~~b~eJ 1~~'U\9l11.J'j~EJ~bdmf11'jmd'OJlbm1~~~'tJ'j~n'W 11' ~'1d\i1eJ'I~1bD'Wf11'j1~bb~db~1\lmEJ 1'W
oo 1'W

b.(9)b m ~b"1h\i1eJ'I'tJ-r'U'tJ'j'l~eJ'I'tJf)U~f11'jbbrt~'OJ~b\l1~b~eJ~b~m ~l.J'tJ'j~~'VlBm~ 1'Uf11'j1~'U~f11'jbbrt~f11'j~ , ~ ,
'U~Vl1'j..ij~f11'jYl-r~EJ1m1~bii~'tJ'j~ lEJ"1lt1~eJ~fl"'eJ'In'U-rreJn1V1'U~1'U~qjqj1

rrJ. ~:::EJ:::b1~1n1~b"h

'j~ EJ~bdm (9) tJ -U'Ubb~~b'1h1~-r'Ul.JeJ'Ubfl~eJ'Imd'OJlbm1~~'j~~'U~1'jbflm 'Ub~eJ~bbrt~[lij~l.Jn'U ~~eJl.J~1EJ1'U 'U ,

\9l'j1'OJlbm1~~ ~~~~'1~1eJl.J 1-U'l1'U'OJ1f1m~b '1h
'U

'".c::t..cII 0 • I II 0

c:;;. 115n1~"I11~:::fl1b"l11'W~t1lJ'U1EJ1

~1 b'1i1bfl~eJ'I '1i'1'j~b-U'U'j1EJb~eJ'W1~ EJ~~ EJeJ~'1i'1'j~\l1f1'tJ~1.J1ru'j1EJ'I1'Uf11'jYl~~eJ'U~~l.J'U'jru
'U

II 0 ,4 ~ tV I

~. "tltln1V1'U~blJtI~'U~VI~ruru1b"l11
• QI QI

m ~b'1i1'OJ~\9leJ'ItJ1bfl~eJ'IeJeJf1'WeJf1~'U~'1JeJ'Il'j\l~EJ1'U1rt bbrt~'tJ-r'U'tJ'j'l~'Um~eJEJ1'U~[l1~b~1.J1~EJ~11i~1m-u'U
'U ' 'U

'1JeJ\lm~\'1i1mtJ1'Wbdm (9)ct 1'W
'U

;~"t .
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