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b~1bfl~B'Im'J~1 bm1::lh::~'IJ6'l1~bflm 'Ub~B~bb~:::flil~3Jn'U b~B 1m'Um"5~"5'J~l bfl"51:::~'VI1"5:::~'IJ6'l1"5bfl~uae~ ,
fl il ~3Jn'U1'U~'161'1~"5'J~"5'J3J~'1"5:::'IJ'IJm"5'IJ~'VI1"5~~m"5f1~B'lJfI~3J~ 'Ibb~~ th ~ b-V13J11-u'IJ~n1~ b~1:::b~B~ m"5~ ~'J~cu 'I 'I \I

ibm1::"" ~'Ufi 'Im~"51 ~'11'Ut:-J~ m"5'1.h::3J'J a t:-J~1~~d::'IJ'U?l1"5?1'Ub'VI~'VI1'1-MB'ItJ~,y~ m~ (LIS: Laboratory

information System) ~~B3JtY1mm'J~1~ "il1'U1'Uete( "51~m"5 ~'1.Q

. ... • (Tests)~1~'U "51~n1"5 ~1'U1'U

(9) BUN et6'll,000

tv Creatinine ~et,ooo

sn Uric acid ~,~oo

e( GLucose bb,ooo

et TotaL protein tvb,lveto

b ALbumin sno.oc.o

b'J1 ChoLesteroL (9)~,lvoo

~ HDL-ChoLesteroL (9)tv,ooo

~ Triglyceride tvet,ooo

(9)0 LDL-ChoLesteroL tvb'J1,ooo

(9)(9) TotaL bilirubin tve(,(9)eto

(9)tv Direct bilirubin tvtv,ooo

(9)~ SGOT/AST sno.ooo

(9)e( SGPT/ALT ~(9),etoo

(9)et ALkaline phosphatase tv6'll,etoo

(9)b Lactate dehydrogenase (LDH) (9)tv,ooo

(9)b'J1 ELectroLyte NNKI CL ~o,ooo

(9)~ CO., b'J1et,ooo

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



(9)~ CaLcium ~,c(oo

lvo Phosphorus ~,ooo

lv(9) Magnesium (9)0, {;r1<to

lvlv CPK (9),<too

lv{;r1 AmyLase (9),<to 0

lvc( CKMB c(<to

lv<t C reactive protein (high sensitivity) <too

lvb MicroaLbumin Iu urine o.ooo

lv!ri Gamma GT c(oo

lv~ Lactate o.ooo

lv~ Lipase lv,ooo

{;r10 Serum Iron lv, (9)00

(;r1(9) UIBC lv,ooo

{;r1lv HbA(9)c (9)0,000

{;r1{;r1 Urine/CSF Protein lv,boo

{;r1c( CortisoL boo

{;r1<t Ferritin (9),~00

{;r1b AFP !rio 0

{;r1!ri CEA boo

{;r1~ TotaL PSA boo

{;r1~ CA (9)lv<t {;r100

c(o CA (9)~-~ <too

c(9) PTH boo

c(lv Troponin TI Troponin I (High Sensitivity) !ri,ctoo

c({;r1 Free T{;r1 o.ooo

c(c( Free T« !ri,<too

c(<t TSH !ri,<too

~ Anti-HBs (9),lvoo

c(!ri Anti-HBc ~oo

c(~ HBsAg (9)<t,000

fj7 o-. (L
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((ri Anti-HCV <9let,ooo

eto Syphilis (TPHA) <9let,ooo

et<9l HIVAg/Ab l.!:>o,ooo

ctl.!:J BNP/ Pro BNP rioo

etbfl B-HCG boo

etc( Phenytoin / Dilantin ((00

sn, flru~3.nr~..t11tl
bfl.<9l. btJ'U"1J~J'lm6'hb~'OJ~tl~1-rrn'Ubfl~eJ-!le)~1'U~~1bfl~l~~Vn6'fl~bfli1bb~~.f1iJri'~n'Ubb~~i1eJ-!lritb~neJ'Ufl~'U"1J~,. \f \I , ,

~l'V!1''Um~~~l'OJ'OJln~-!lci-!l~~l'OJ'OJln~'U~~ ~-!I~l~m~~eJ1tlil,
Q'l.<9l.<9l.Jl~l"l'V!-r'U~~l'OJ'V!l6'fl~ blood urea nitrogen (BUN)1'Ub~eJ~bb~~'l16'f6'fl1~1~~1i'V!~nn1~

urease 'V!~eJenzymatic kinetic urease
bfl.<9l.l.!:>.J'l~l~l'V!1''U~~l'OJ'V!l6'fl~creatinine 1'Ub~eJ~bb~~tl6'f6'fl1~1~~1-rr'V!~nm~Enzymatic method

sn.si.sn Jltl1"l'V!-r'U~~l'OJ'V!l6'fl~ uric acid 1'Ub~eJ~bb~~tl6'f6'fl1~1~tJ1i'V!~nn1~uricase/Peroxidase

'V!~eJenzymatic colorimetric
bfl.<9l.(( Jl EJ1"l'V!-r'U~~1'OJ'V!l6'fl ~ glucose 1'Ub~eJ~bbm~'l16'f6'fl1~1~~1"11'V!~nm ~ hexokinase 'V!~eJ

enzymatic hexokinase
Q'l.<9l.et JltJl"l'V!-r'U~~l'OJ'V!l6'fl~ total protein 1'Ub~eJ~1~~1"11'V!6fnn1~biuret 'V!~eJcolorimetric

biuret blank
Q'l.<9l.b Jl~l6'f°l'V!'r'U~~l'OJ'V!l6'fl~ albumin 1'UL~eJ~1~tJ1'li''V!~'''nnl~ bromcresol green 'V!~eJ

colorimetric BCG
Q'l.<9l.~ JltJl"l'V!-r'U~~l'OJ'V!l6'fl~ cholesterol1'Ub~eJ~1~~1"11'V!6fnn1~enzymatic 'V!~eJenzymatic

colorimetric
Q'l.<9l.~ Jl~l"l'V!-r'U~~l'OJ'V!l6'fl~ HDL-cholesterol1'Ub~eJ~1~~1"11'V!~nn1~accelerator selective

detergent 'V!~eJenzymatic colorimetric
bfl.<9l.ri JltJl"l'V!1''Uml'OJ'V!l6'fl~ triglyceride 1'Ub~eJ~1~~1-rr'V!6fnn1~glycerol phosphate oxidase

'V!~eJenzymatic colorimetric GPO-PAP
Q'l.<9l.<9l0 Jl~l6'f°l'V!-r'U~~l'OJ'V!l6'fl~ LDL-cholesterol1'Ub~eJ~1~~1"11'V!~nnl~ direct homogeneous

enzymatic 'V!~eJenzymatic colorimetric 'V!~eJenzymatic selective protection 'V!~eJelimiation /catalase

'V!~eJMeasured Liquid Selective Detergent
bfl.<9l.<9l<9lJl~l"l'V!1''Uml'OJ'V!l6'fl~ total bilirubin 1'Ub~eJ~1~~1"11'V!6fnn1~colorimetric, diazo dye

'V!~eJdiazo method (special) 'V!~eJdiazo with sulphanilic acid 'V!~eJoxidation to biliverdin

Q'l.<9l.<9ll.!:>Jl~l"l'V!-r'Uml'OJ'V!l6'fl~ direct bilirubin 1'Ub~eJ~1~~1"11'V!6fnrm colorimetric diazo dye

'V!~eJdiazo Reaction 'V!~eJdiazo method 'V!~eJcolorimetric diazo dye 'V!~eJdiazonium ion (BILTQ'l) 'V!~eJ

oxidation to biliverdin

('Ul-!1mru'OJ'Ulb'U~~b'OJ~ru)... ...



Q1.C9l.C9lQ1Jl~1~1'V1-rUml~'VI16'f11 SGOT/AST1'Ub~a~1~~1i'VI~nf111 NADH (with P-cr'-P) tJijn~~l

uuu Rate down 'VI~a1i'VI~flf111mlJlJl\?11~1'UIFCC1'Um1\?111~1bFl11~~~ ~
Q1.C9l.C9l~'l11~1~1'V1-rU\?111~'VI16'f11SGPT/ALT 1'Ub~a~1~~1i'VI~flf111 NADH (with P-cr'-P) tJijn~~l

uuu Rate down 'VI~a1i'VI~flm1mlJlJlm~1'U IFCC1'Ufll'~\?111~1bfl11~~...
Q1.C9l.C9lcrJl~1~1'V1-rU\?111~'VI16'f1~aLkaline phosphatase 1'Ub~a~1~~1i'VI~nf111Para-NitrophenyL-

phosphate tJijn~~lbbUURate down 'VI~a1i'VI"'flf11~mlJlJl\?1~~l'UIFCC1'Uf11~\?1~1~ibfl11~~
Q1.C9l.C9l'vJl~lrll'V1-ruml~'VI16'f11 Lactate dehydrogenase (LDH)1'Ub~a~1~~1i'VI~flfl11 Lactate

Pyruvate 'VI~aDGKC'VI~a15~IFCCbb'U~t111'Ufl11ml~1bfl11~~
Q1.C9l.C9lg}j,]1~16'f°l'V1i'U\?111~'VI16'f11eLectroLyte 1'Ub~a~bb~~tr6'f6'fl1~1~~ sodium, potassium,

chLoride 1i'VI~flfl1~ indirect ISE'VI~adirect ISE
Q1.C9l.C9l~,]1~1"rl'V1i'U\?1~1~'VI16'f1~COlv 1'11'V1Gfflfll1indirect ISE'VI~a bicarbonate PEP'VI~a

enzymatic PEP-MD*'VI~aenzymatic 'VI~aphospho (enoL) pyruvate (PEP)carboxyLase
Q1.C9l.C9lriJl~1~1'V1-ruml~'VI16'f11caLcium 1'Ub~a~bb~~-U6'f6'fl1~1~~1i'VI~nf111Arsenazo III 'VI~a0-

cresotphthaleincomplexone'aju cr-nitro-cr' -methyL-BAPTA (NM-BAPTA)1'\.Jnl)\?1)1~1bfl11~~
Q1.C9l.lvotil ~lrll'V1i'U \?1)1~'VI16'f11phosphorus 1'Ub~a~ bb~~tr6'f6'fl1~1~~1i'VIGfnms phospho

moLybdate'VI~amolybdate UV
Q1.C9l.lvC9lJl~1~1'V1-rU\?111~'VI16'f11magnesium 1'Ub~a~bb~~ij6'f6'fl1~1~~Arsenazo'VI~aCoLorimetric

Endpoint method 'VI~axyLidyLbLue,diazonium saLt1'Ufl11ml~1bfl11~~
Q1.C9l.lvlv~1'V1-ruml~'VI16'f11CPK1'Ub~a~1~E.J1i'VI~flfll~NAC (N-acetyL-L-cysteine) tJijn~E.JlbbUU

Rate down 1i'VI"'flfl1~mlJlJl\?1)~1'UIFCC'VI~eJNACActivated IFCC,UV Assay 1'Ufl11\?1~1~1bfl)1~~
Q1.C9l.lvQ1Jl~1~1'V1-ruml~'VI16'f11 amyLase1'Ub~a~bb~~ij6'f6'fl1~1~~1i'VI~nf111CNPGQ1Substrate

tJ~n~E.J1bbUURate down 'VI~aEnzymatic coLorimetric assay
Q1.C9l.lv~til ~16'f°l'V11....U \?111~ 'VI16'fl1 CKMB(Activity) 1'Ub~a ~1~ ~hr'VI~"" fl n 11 IFCCmethod

/lmmunotnhibitlcnv'[a immunoLogicaL UV 'VI~aimmunoinhibition
Q1.C9l.lvcr,]1 ~16'f°l'V1i'U\?111~'VI16'f11Cardiac C reactive protein (high sensitivity) 1'Ub~a~1~E.J1-b'

'VI~flfl11Particle enhanced imrnunoturbidimetricv'[u immunoLogicaL UV 'VI~aimmunoinhibition
Q1.C9l.lv'vtil E.JIII 'VI1""U \?111~ 'VI1G'll1 microaLbumin1'U urine 1~ E.J1"Ii'VI~""fl fll1 1"Ii'VI~""fl fll1

Immunoturbidimetric assay
Q1.C9l.lvg}jJ1E.Jl~1'V1-rU\?111~'VI16'f11Gamma GT1'Ub~a~1~E.J1-b''VI~nf111IFCClvoolv standardized L

gamma-gLutamyL-Q1-carboxy-~-nitroaniLide 'VI~aenzymatic coLormetric IFCC'VI~amodified IFCC'VI~a
IFCC'VI~agamma gLutamyL-Q1-carboxy-s-nltroanillde (IFCC)Q1g}joc

Q1.C9l.lv~Jlm~1'V1-rU\?111~'VI16'f1)Lactate 1'Ub~a~1~E.J1i'VI~flf11)Lactate-Pyruvate 'VI~aDGKC'VI~a

15~ IFCCbb'U~t111'Uf111m1~1bfl)1~~
Q1.C9l.lvriJ1E.Jl~1'V1-rum1~'VI1G'111Lipase1'Ub~a~1~E.J1i'VI~flfl1~coLorimetric, quinone dye 'VI~a

enzymatic coLormetric 'VI~acoLormetric rate 'VI~acoLormetric 'VI~acoLori-metric Q1g}joc
Q1.C9l.Q10J1E.Jl~1'V1-ruml~'VI1G'11~Iron 1'Ub~a~1~E.J1i'VI"'flfl1)Ferene'VI~aCoLorimetric assay 'VI~eJ

Ferrozine 1'Ufl11\?1)1~1bfl11~~

.......................... ~ .. 0""="......................................................................
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m.<9l.GT1<glJ1CJ1G'11'V1f'UmT'il'VI16'f11UIBC 1'Ub~e:J~lVlCJ1'1i''VI«flfl11Ferene'VI~e:J Direct determination

with FerroZine 'VI~e:JColorimetric assay 1'Ufl11(Jl1'J"iJ~hfl11:::~

m.<9l.ml£>t!1 CJ16'f°1'VI1'"'U(Jl11 "iJ'VI16'f1 1 HbA<9lC1'U b~ e:J~ 1 ~ CJ1"1i''VI(;1'" fl fl1 1 urbidimetricinhibit

ionimmunoassay (TINIA) 'VI~e:JHPCL
m.<9l.mmJ1CJ1m'J"iJProtein 1'UU6'f6'f11:::'VI~e:JJ11-uG1'U'VI«.:J1'1i''VI«flfl11Pyrogallol red-molybdate

'VI~e:JBenzethonium Chloride 'VI~e:JTurbidimetric 'VI~e:JImmunoturbidimetric assay b'iJ'UJ1CJ1"1!U~~~m.J
1i.:J1'U(Ready to use) 1ib~e:Jl~tl~:lJ1ruTotal Protien 1'UUrineuae cerebrospinalfluid

m.<9l.m~J1CJ1G'11'V1-r'U(Jl1'J"iJ'VI16'f11cortisol1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology
'VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence

immunoassay 1'Ufl11m'J"iJibfl11:::~
m.<9l.m<fJ1CJ1G'11'V1-r'U(Jl1'J"iJ'VI16'f11ferritin 1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology

'VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence

immunoassay 1'Ufl111'l1'J"iJibfl11:::~
m.@).mbJ1CJ1?11'V1-r'U(Jl1'J"iJ'VI16'f11AFP 1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology 'VI~e:J

ChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence
immunoassay 1'Ufl11(Jl1'J"iJibfl11:::~

m.<9l.mlillJ1CJ1?11'V1-r'U(Jl1'J"iJ'VI16'f11CEA1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology 'VI~e:J
ChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence

immunoassay 1'Ufl11(Jl1'J"iJibfl11:::~
m.<9l.m~J1CJ1?11'V1-r'U(Jl1'J"iJ'VI16'f11total PSA1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology

'VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence
immunoassay 1'Ufl11(Jl1'J"iJibm1:::~

m.<9l.m~J1CJ1?11'V1-r'U(Jl1'J"iJ'VI16'f11CA<9ll£><f1'Ub~e:J~1~CJ1i'VI~flfl11Chemiluminescent technology
'VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence

immunoassay 1'Ufl11(Jl1'J"iJibfl11:::~
m.<9l.CS::oJ1CJ1?11'V1-r'UI'l1'J"iJ'VI16'f11CA @)~-~1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology

'VI~e:JChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence

immunoassay 1'Ufl11(Jl1'J"iJibfl11:::~
m.<9l.~@)J1CJ1?11'V1-r'U(Jl1'J"iJ'VI16'f11PTH 1'Ub~e:J~1~CJ1i'VI«flfl11Chemiluminescent technology 'VI~e:J

ChemiluminescentMicroparticle Immunoassay (CMIA) 'VI~e:JElectrochemiluminescence
immunoassay 1'Ufl111'l1'J"iJibfl11:::~

m.<9l.CS::l£>J1CJ1?11'V1-r'Um1"iJ'VI16'f11troponin I /troponin T1'Ub~e:J~1~CJ1i'VI«flfl11CMIA-l£>- step 'VI~e:J
ECLIA 'VI~e:Jtwo-site immonoenzymatic (sandwich) assay 'VI~€ldirect chemiluminescent technology
'VI~€lsolid-phase, enzyme-labeled chemi-luminescent immunometric assay 1~mtJ'UJ1CJ1viiifl'J1:lJl'J
~.:J(high - sensitivity) m:lJbflru";-U€l\l IFCC 'VI~€lChemiluminescentmicroparticle immunoassay (CMIA)
1~CJb'U'UJ1CJ1~i1fld1:lJb6'f.:J(high - sensitivity) m:lJbflru';-U€l.:JIFCC

'IJ

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



~.(9).CS::~ Jlm~1",-rum1~"'l?11~ Free Tsn1'UL~eJ~1~~1i",~nn1~ Chemiluminescent technology

",1eJChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ Electrochemiluminescence

immunoassay 1'Un1~~~1~1Lfl~1~~ 1~~?ll1Jl~f:l1i~~1~L~eJ~vn~mL~mn~ 1~LLa~ijf1l'tJn~~l1Jnci1Jm~l~~ij• •
LeJn?ll~e)\:JB\I(Reference range)

~.(9).CS::CS::Jl~1~1",-rU~~1~"'l?11~ Free Tcs::1'UL~eJ~1~~1i",~nn1~ Chemiluminescent technology

",1eJChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ Electrochemiluminescence

immunoassay 1'Un1~m1~1 Lfl~l~~ 1~~?ll1J1~f:l1im1~L~eJ~Vl1~mL~mn~ 1~LLa~ijf1l'tJn~~11Jnci1Jm~l~~ij• •
LeJn?ll~e)'l\1B\I(Reference range)

~.(9).CS::ct Jl~1~1",-rU~~1~"'l?11~ TSH 1'UL~eJ~1~~1-u",~nn1~Chemiluminescent technology ",1eJ

ChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ Electrochemiluminescence

immunoassay 1'Un1~~~1~1Lfl~1~~ 1~~?ll1Jl~f:l1i~~1~L~eJ~vn~mL~mn~ 1~LLa~ijf11'\Jn~~1&.Jnci1JmCJl~~ij• •
LeJn?ll~e)'l\1B\I(Reference range)

~.(9).CS::bJl~1~1",-rUn1~m1~1'D~Q~ 1~fl11-r?lIPi''Ue)m?lU"ll'D~DAnti-HBs 1~~1i",~nn1~
Chemiluminescent technology ",1eJChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ

Electrochemiluminescence immunoassay 1'Un1~~~1~1Lfl~1~"j
~.(9).CS::g))Jlm~1",-rUn1~m1~1'D~Q~ 1~fl11-r?llPi'ue)m?lU"ll'D~DAnti-H Bd~~ 1i",~nn1~

Chemiluminescent technology ",1eJChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ

Electrochemiluminescence immunoassay 1'Un1~\)1~1~1Lfl~1~"j
~.(9).CS::~ Jl~1~1",-r'Un1~m1~1'D~Q~ 1~fl11-r?llPi'ue)m?f'U"ll'D~DHBsAgl~~1i",~nn1~

Chemiluminescent technology ",1eJChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ

Electrochemiluminescence immunoassay 1'Un1~m1~1Lfl~1~"j
~.(9).CS::~ J1m~1",-rUn1~m1~1'D~QCJ 1~fl11-r?llPi'ue)m?l'U"ll'D~~(Anti-HCV) 1~~1i",~nn1~

Chemiluminescent technology ",1€l ChemiluminescentMicroparticle Immunoassay (CMIA) ",1€l

Electrochemiluminescence immunoassay 1'Un1~m1~1Lfl~1~"j
~.(9).ctoJl~1~1",-r'Un1~\)1~1~1'D~QCJ1~fl~YI~?I(Syphilis) 1~~1i",~nn1~ Chemiluminescent

technology ",1€l ChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ

Electrochemiluminescence immunoassay 1'Un1~m1~1Lml~"j
~.(9).ct(9)Jl~1~1",-r'Un1~m1~1'D~Q~1~fl L€l"ll1eJi HIVAg/Ab : «th generation ?fl1Jl~f:lm1~"'1

LLeJ'U~L~'UHIV-(9)ptvcs::LLa~LLeJ'U~UeJ~~~m~€lHIV (9),HIV (9)Subtype 0 LLa~HIV tv 1'U~~1J"'1m"lal?1&Jl1~~
~l'Un1~-r'U~€l\lflru~m~1Jn1~m"'l~LLa~m'\J~~LVlfI11vm(su.) 1~~1i",~nn1~ Chemiluminescent technology

",1eJChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ Electrochemiluminescence

immunoassay 1'Un1~\)1~1~1Lfl~1~"j
~.(9).cttvJ1CJ1~1",-r'U\)1~1~"'1?11~BNP ",1€l Pro BNP1~CJ1-u",~nn1~Chemiluminescent

technology ",1€l ChemiluminescentMicroparticle Immunoassay (CMIA) ",1eJ

ElectrochemiLuminescence immunoassay 1'Un1~\)1~1~1Lfl~1~"j

C'?~
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{;ll.<9l.ct{;ll J1CJ1~1'Vl-rUl9l1'J"'iJ'Vl1?111B-hCG1'Ub~€l~1~tJ1i'Vl~fln11 Chemiluminescent technology

'Vl~eJChemiluminescentMicroparticle Immunoassay (CMIA) 'Vl~eJElectrochemiluminescence

immunoassay 1'Un111911'J"'iJ1bfl11~'Vl'1~tJ?l1lJ11tl1im'J"'iJ1bfl11~'Vl1\9l1'Ub~€l~"1J€l..m~~~~m1n uae1'U~thtJlJ~b ~~
v ~

1~ l~tJih~u 1'Ub€lfl?l11f11tlUU1tJ1,
{;ll.<9l.ct~ J1CJ1~1'Vl-rUl9l1'J"'iJ'Vl1?111Prolactin 1'Ub~€l~1~tJ1i'Vl~fln11 Chemiluminescent technology

'Vl~€lChemiluminescentMicroparticle Immunoassay (CMIA) 'Vl~€lElectrochemiluminescence

immunoassay 1'Un11l9l1'J"'iJ1bfl11~~

{;ll.<9l.ctct J1tJ1~1'Vl-rU19l1'J"'iJ'Vl1?111phenytoin 'Vl~€lDilantin 1'Ub~€l~l~tJ 1i'Vl~fln11 homogenous

enzymatic immunoassay 'Vl~€lKinetic interaction of microparticles in a solution (KIMS)
Qj I CI. cv 1..1 CI.

{;ll.1!J U11"'iJ'VlU'Vl€lmlJlJ1l9l1~1'U"1J€l~U1'13'Vl(:.J(:.J~l9l, '" ~,
I IV .diI.c:::!II t{ 0 IV

sn.sn (:.J1'Un111U1€l~lJ1l9l1~1'Ubfl1€l~lJ€luYl'VltJ"'iJ1fl ?l1'Ufl~1'Uflru~ fl11lJn11€l1'Vl11bb~~tJ1fl1~'Vl1'J~?l1511ru?l"1J
'" '

th~b'Vl?11'VltJ

{;ll.~ f1ru.fl1YlJ1tJ1bb~~bfl~€l~n€lI'i'€l~1~-rUn11-rU1€l~lJ1l9l1~1'U1~~U?l1fl~ (ISO certificate) USFDA bb~~/, '"
'Vl~€lCEMark bb~~f1ru~fl11lJfl11€l1'Vl11bb~~tJTl.h~b'Vl?11'VltJ(€ltJ.)

{;ll.ct J1tJ1~1'Ubflijfl~iJfll'i'€l~ij€l1tJfl111i~1'Uhj,J€ltJfl11 cs:: b~€l'Ubb~~J1tJ1~1'U.flij!Oi'lJti''Ul~,J€ltJfl11sn b~€l'U, ~ ,
v

,rU~~bb~1'U~~lJ€lU

.... ""cr. filWt'llJUIJI'VI1..:JL'VIfI'UfI

~.<9l J1CJ1'Vlfl"1JiJ~I'i'€l~b'iJ'UJ1tJ1"'iJ1fl~(:.J~l9lb~tJ'Jti''Uti'uLfI~€l~m'J"'iJ1bfl11~~(Oriclnal) uae ~1L~"'iJ1tJYl~€llJ1i, \J ::> \J

~1'U (ready to use)

~.1!J J1CJ1'Vl~?I€lU"1JiJ~b~tJ'Jti''U?l1lJ11tl1-rrti'ubfl~€l~m'J"'iJlbfl11~~tJ1~um b~tJ'Jti''U1~

~.Q1 f1ru.fl1YlJ1tJ1bb~~bfl~€l~n€lI'i'€l~lvWun11-ru1€l~lJ1l9l1~1'U1~~U?l1fl~ (ISO certificate) USFDAbL~~'Vl~€l, '"
CEMark LL~~f1ru~fl11lJfl11€l1'Vl11LL~~tJ1tJ1~L'Vl?11'VltJ(au.)

~.~J1tJ1'Vlfl"1JiJ~I'i'€l~?l1lJ11tl1-rrti'u LfI~€l~19l1'J"'iJ1bfl11~~e) 19l1'U~~hLUU random access vi ij barcode 'Vl~€l,
RFIDreader ?l1lJ11tl19l1'J"'iJl~"'iJ1flprimary tube Lb~~sample cup

~.ct Calibrator, control 19l~€l~"'iJ'UJ1tJ1Lb~~€ltJfl1clL?I~lJ~'U.,m itJ1~ nsu1'Ufl11l9l1'J"'iJ1Lfl11~~ m~L'lhl'i'€l~,1 ~

~V1~~1~b.y;tJ~Yl€ll9l~€lV1€l1~~qjqj11V1tJl~fi~~~rh

~.b LU'UJ1tJ1~~1'Ufl11-ru1m1~?l1lJ11tl H1 'Un111iJ"'iJutJ'Vl1~~€l~tJ~lliin11 (In vitro Diagnostic)

ct:. L~€l'Ul"IJLU~1::

m~b~1btJ'U~~~'Vl1bfl~€l~l9l1'J"'iJ1Lfl11~~vi1 iti'UJ1tJ1oU€l Q1.<9l.<9l- Q1.<9l.ctct 1~tJtJ1~fl€lU~'J tJ1~UU1~UU~1'U~ ~
~€ltJ ~ 1~UU l~bLri Automatic blood collecting system, Pre-analytical system, Analytical system bb~~

Post-analytical system

ct.<9l Automation blood collecting system
m~L'lhl'i'€l~~~'Vl11~UUbl9l~tJlJ'Vl~€l~L~€lV1bb~~&i~u~1fle)l9l1'UdJ&iYl~€llJ1~~ L"'iJ1~L~€lV1ij1~UU 1tJ1LLfl1lJ~

f1€llJ~'JLl9l€l1mUfllJ1~utJ~V1n11 b~eJlJ~eJti'tJ1~tJtJ?l11?1'UL'Vl?1"1J€l~h~YlCJ1tJ1~ (Hospital Information System :,
HIS) bb~~1~UU?l11?1'Ub'Vl?1~eNtJ~tr~n11(Laboratory Information System: LIS)



<t.@).@) 1~'U'U~~m1~'JL''iJl~b~B~

<t.@).@).@):ih~'U'U'U~'Vll1~1 u'U'U'VllJl(1b~'lJb~(I1u'Uu8\Jlll.1ml b~B1m Wll1~-:I'Vl~bij(ll.lbb~~ b~ml~1

b-Vlb~l~ b~B~ 1~(1LtJl.I1~'U'U~:W~B~lJ~~ LL~~-WlJ~,r\Jl1~1e)\Jlll.1lY&i'Vi~BlJLL(Jfnh~Lfl'VlertJ1(1lvl'Vlm(ln~lJu1~Lfl'Vl'II ,

LL~~LfI~B\l~Lbnl.l'Ul'ftf1~'Vi~BlJ1B-:I~'U nl'~\Jl'j'1"il~B'U~ml.l~nl'~L tJ~~'Vlt 'Vl~B~ml.l~ Open visit l~m~ BlJl'1B

-vm~~n'U 1~'U'UHIS 'Vl~BLIS bb~~'j'~'U'U'Vl~bij(ll.l'j'l'1!f!){1~(Im'j'1.un'U,r\Jl'j'u'j'~'lJl'lJl.Ilvl

<t.<9>.@).l!l~llJl'j'mL~~\l'VllJlm~'lJ~1'Vi~ BlJ1~ ~'U~nl'j'"1l BlJ~'lJB-:I~ bil~'U'U~ nl'j' LL~~i BlJ~
'11'11'11

U'j'~'1Jl~lJ~l.I61vl 'j'~'U'Ub~CJn~1LL~~Lb~~-:I'VllJlm~'lJ~ll.1'Vl,rl~BLCD 'Vl~B LED L~m~qjfll.lliL~l.ILil,xB-:lL~l~

<t.@).@).<i :W'j'~'U'U1u'j'LLmlJ1l.11'Vl'j'P1'Vivi:WB~B(Application mobile) L~eJ1ml.Im'j'&i~mlJ~l~'U

~1 L"ill~b~B~ l~CJ~llJl'j'm ~eJlJI'1Bn'U'j'~'U'U~1'lJeJ-:ll'j'-:I'Vi(I1'Ul~ 1l.1'IJ"il"ilul.Ilvlbb~~~llJ1'j'tl~\JlJl.Il b~B1.u"ileJ-:I~1b"ill~,
b~B~~1-:1'Vl,rl1ml.IBl.Ilf1\Jl

<t.@).l!l 1U'j'bbmlJ~~m'j''j'~'U'U L"ill~b~B~

<t.@).l!l.@) ~llJl'j'tl~'U-VBlJ~'lJB\lerthCJ (Patient demographic) 1~(Im1L~BlJI'1B-VBlJ~ n'U'j'~'U'U
'II 'II ;:, 'II

\ill.1-VBlJ~h-:l'Vi(ll'Ul~ (Hospital Information System: HIS) L~eJ\Jl11~~B'U-VBlJ~ertJ1m~eJm'j'U\l~1'i'1ertJ1(1
dJI \I \I \I \I

<t.@).l!l.l!l ~llJl'j'tl~ 1uunu \Jl'j'~11vl'Vlm(In~ lJU'j'~um ertJ1(I~~'Vl~l.I\JlllJ'j'~'U'Um'j'1,x'U~m 1'Vll-:1, 'II ,

,xB\lulN'&im'j' b~B1,x~tJ1(1L-Vl-r'Um'j'b"ill~b~B~\JlllJ~B-:I~ril'Vll.l~1i1~
<t.@).l!l.m ~llJl'j'()m1~~B'U.u BlJ~ertJ1 (Ib~ tlm1U-:I:5 1'i'1ert11(Ibb~~'tJl.IVinm'j'~l.Ierl.lm1U\l:5 1'i'1

'II 'II 'II

erU1(1(Patient identification) riBl.Im'j'i-:l-WlJ~ Barcode 1~ b~mJeJ-:lnl.lfl11lJ~~'Vim~1l.1m'j'u-:I~1'i'1erU1CJb~l.I
'II 'II

rnsua ~-:I'j'U~l (If1l.11-V'Vl~eJm'j'1imCJ.Q1:WeJ~l.Ierl.lI'i'1f1l.11-V
'II

<t.@).l!l.<i ~llJl'j'm~eJlJl'1mfl~eJ-:lb\Jl~(IlJ'Vl~eJ~b~eJ~e)\Jlll.1mlb~eJ-WlJ~barcode sticker 'Vi~eJlJ&i~

'Vl~eJ~b~eJ~'Vl~eJi-:l-WlJ~1l.1mrum.ubfl~eJ-:IBarcode printer

<t.@).l!l.<t 1U'j'bbmlJ~llJl'j'mn'UieJlJ~'VllJl(1 b~'lJ'j'm~(In~1.Q'1n l.I 'j'~'U'Urll'Vl~'UL~l'Vl,rl~ b~(1n
'II

b~eJ1,xerU1(1~llJl'j'tl&i~l'1eJ1~(1hjlJi'm-r'U'VllJl(1L~'lJ~11mj
'II

<t.@).l!l.b 1U'j'bbmlJ~llJl'j'tl~l.I'VllJl(1 b~'lJ~11uer-:l'j'~'U'U1l.1mru~~eJ-:l1,x'U~m'j' 1~:Wfl11lJ'Vi~eJlJbL~~

1,xL~1'Vl,rl~~eJ-:l1,x'U~m'j'~l.I~llJl'j'()n~b~(1 nL~eJ1,x'U~m'j'erU1(I1~
'IJ

<t.@).l!l.~ ~llJ1'j'mj'l.IVin Incident Report ru ,!~b"ill~b~eJ~ b~eJm1"il~eJ'UEJeJl.Imr'Ui1-:1'IJqj'Vl1

bb~~~\JlJl.I1Lbm'lJ 'j'1lJi1-:1~~v\'1'j'l(1-:11l.1~~&i(Statistic Report) b~eJ1bfl'j'1~~bb~~u-r'Uu~-:lm'j'1,x'U~m'j'

<t.@).l!l.c:i :W'j'~'U'UData Security 1l.1m'j'L-Vli1-:1-Vm~~
cv.::.l 0 II'tld 4 d 1" .c:a. ~<to@).l!l.~ ~llJl'j'()'U l.I'Vlnm'j''Vll\lll.1'lJeJ-:Ib~l'Vll.ll'Vl L~1~ L~eJ~ L'VieJU'j'~ CJ'1Jl.Im'j'fI ~m'j'~-:lll.1 LL~~'1J

<t.@).l!l.@)O ~llJl'j'tlul.IVim~(I~L1mm'j'1,x'U~m'j' L~mtJl.II'i'1~1~bL~~U'j'~biJl.I[:.J~m'j'v\'l-:11l.1Lb~~

11-:1bb~l.Im'j'u-r'Uu'j'-:lm'j''U~m'j',
<t.@).l!l.@)@) :W'j'~'U'U&i~\Jl1lJ'Vl~eJ~L~eJ~~L"il1~bn'U~1eJ~1-:1L~~~LL~11U"ill.li1-:1m'j'~'U~-:I'".:J\Jl'j'1~~

(k..
, .......................................................................



cf.(9).Q1 bfl~B"H~~mJ'Vl~BVlb~BVlbb~~~VlQmne)~ 1 'UlM

cf.(9).Q1.<9) ?I1:W11m~enJ~eJti",.J 1·thbbm:W~Vln111~tJtJ b'l1~b~BVl hi'
cf.(9).Q1.1vihsuu b~ ~ CJ:W'Vl~BVlb~ BVlue ~~VlQ~1n e)~1 'UlT~'I"lf B:W1~ ~ b'l1 ~ b~ BVl l11~tJtJ

fleJ:wVi1b~BimtJfl:W1~tJtJ~Vln11 b~ eJ:W~BtltJ 1~tJtJ?l11?1'U b'V1Pl"1JB..:J11..:JV'!CJ1tJ1~ bb~~1~tJtJ?l11?1'Ub 'V1Pl~B..:JtJ~,:r~n11

bU'UbbtJtJ Stand alone

cf.(9).Q1.Q1bfl~m Stand alone (bfl~B..:Jb~~CJ:W'Vl~BVlb~BVlbb~~~VlQ~1ne)~1'UlM)

- 1B..:J~tJ~1eJ~1..:J1~B~1..:Jt!eJCJ frl "1jilVl ihiB..:J1B..:J~tJ~1B~1..:Jhlhjt!BCJn11"1iB..:J~~ Ivo

- 'lmb?lVl..:J~~fl'tltJbfl~eJ..:J~Vl?l~nLnB{el~l'U~~bbtJtJ Stand alone bb~~bfl~B..:JVi:w~
"

tJ1U~Vl (b~mfl~B..:J~Vl?l~mneJie)~1'UlM1-&1~1~) (9)~1/(9) Ui~b'l1~b~BVl

- &iVl~..:J~~eJ..:Jb'l1~b~eJVl~,j1CJ'UBn ~1'U1'U cf bfl~B..:J bb~~~~B..:Jb'l1~b~BVl.ff'U Iv
"

(~mtJ~'U1in11) ~1'U1'U (9) bfl~eJ..:J
d 1"cf.(9).<t b..:JB'U"tJ'I"lbPl'13

cf.(9).<t.<9)'leJ LCD 'Vl1B LED 'Vlt!1'lB1~~1n11 ~ if1 byJmb?lVl..:J'Vl:W1m~"tJfh&iVl~..:J~~B..:Jb'l1~
~ 0 d II .diI &:f Q.IQ 0 .d d", .dI ~ 0 d
b~BVl 'l1'U1'U (9) bfl1eJ..:J,'VlB..:Jb~1~b~BVl~n~tJ~b'VlI1l'l1'U1'U (9) bfl1B..:Jbb~~'V1'VlB..:Jb'l1~b~BVl"1j'UIv 'l1'U1'U Iv bfl1B..:J

cf.(9).<t.1v bfl~ eJ..:J~'I11:W11'Vl'i~eJ..:JbU'U bfl~ B..:J1 'Vl~~1~ bflCJ1 i..:J1'U~1Vl:W1nB'U 'Vl1Bm CJ1~ bil'U <t tJ,
1JtJ'11 nl'U'I11 b.rr11VlCJbb?lVl..:J'Vl~mi1'U n11'111 b.rr1~'l11b~eJ~mb~~t1 n~B..:J ?l1:W11t1?1BtJn~tJ 1~

~ "
cf. (9).<t.Q1ih~tJtJ 1vJVh6'111B..:J"tJ'U1Vl~b'Vl:W1~?I:W6'11'Vl-rtJfl B:wVi1b~Bi'Vl~ n

cf.1v Pre-Analytical System

m~b "1i1~B..:J~Vl'Vl11~tJtJ~ Vlb~~ CJ:W~..:JG'1..:J~11'le)~1'U~~ byJBG'1..:Jb.rr1G'11~'UtJn11~11'l1 bfl11~~ (Analytical
" "

system) ~Vl~..:J UJ ~B..:JtJn,:r~n11~1'U1'UB~1..:Jt!BCJ (9)"1jVllVlCJ?l1:W11t1m1'l?lBtJb1~1~~..:JG'1..:J~11'lL.rr1G'11~tJtJ1~~, "
bb~~?l1:!J11t1~'UbbCJn (Centrifuge) btJVl~n'Vl~BVl (Decap) byJm~~CJ:W~..:JG'1..:J~11'lb.rr1~bfl~B..:Jm1'l1Lfl11~~e1~ 1'U~~
, v
dQ ~ QJQ

'il..:J:W11CJ~~bBCJVlVl..:J'U ,
cf.Iv.(9) ?l1:W11t1~ Vlb~~ CJ:W~..:JG'1..:J~11"1b.rr16'1'1~tJtJn11m1~1 bfl11~~ (rrVlbbCJnm1'l?lBtJfl UJfl1'1"lbb~~

" '
'\J~:W1UJ 'V'f~'eJ:WbtJVleJ1'Vl~eJVl)iim1:!Jb~1hit!mJn11 (9),Q100 'Vl~eJVl~eJi11:w..:J bb~~?l1:W11t11G'1~..:JG'1..:Jm1'l1~eJ~1..:J

cf.Iv.1v 1~tJtJ~ VlL~~ CJ:W~..:JG'1..:J~ 11'l?l1:W11t1 L~~ CJ:W~1B~ 1..:JriB'UG'1..:JL.rr11~tJtJ n11m1'l1 bfl11~'Vl1~ bL~~

?l1:W11t1b~B:W~BtltJ bfl~B..:Jm1'l1 bfl11~t4e1 ~1'UlM'V11..:Jbfliifl~il n bb~~fliJ~:Wtl'U 1~fl1tJ~..:J'Vl:WVl'V1n bfl~B..:J
!V " "

cf.Iv.Q1 ?l1:W11m~B:W~BtltJbfl~B..:J~'UbbCJn (centrifuge) eJ~1..:Jt!BCJ(9) bfl~B..:J~i1m1:Wb~111:w1~t!BCJn11

<too 'Vl~eJVl~eJ.rr11:w..:Ji11~tJ'U-rn'l31?1:WVl~"tJeJ..:J'Vl~eJVlb~BVle1~1'U~~ fl1tJfl:WBUJ'VlfliJ1 'U~1 bL~~?I1:W11t1~..:J1 tJ1bbm:w
, "" \I

1~vl1..:J1'U1Vlm)~1'UlM1~

cf.Iv.<t ii1~tJtJLtJVl~n'Vl~BVltJ11~~..:JG'1..:J~11'le1~ l'UlM (de - capper)

cf.lv.cf ?I1:W11t11intJ'Vl~BVltJ11'l~..:JG'1..:J~11'l"tJ'U1Vl (9)Q1x frlcf mm Lb~~ (9)Q1x (9)00 mm lVlCJ~B..:J1G'1,
'Vl~eJVl~fl~~"tJ'U1Vlbb~~"1jilVl1m'Ub1mb~CJ1n'U byJBn11vl1..:J1'U~~m~B..:J

cf.lv. b illtJ1 bbm:Wn11~Vln11.rrB:W~~..:JG'1..:Jm1'lbb~~b~B:W~eJfltJ bfl~B..:J~Vlb~~tJ:W~..:JG'1..:J~11'le1~1'UlM
"

cf.lv.b'll ?l1:W11m~eJ:W~eJtltJ1~tJtJ?l11?1'Ub'V1Pl'V11..:J~eJ..:JtJ~tJ1in11 (LIS) "tJeJ..:J11..:J'I"lCJ1tJ1~1~

cf. Iv.~ :i'h~tJtJm1'l?lBtJm1:Wtl n~eJ..:J"tJB..:J"1jilVl'Vl~BVlb~eJVllVltJ~11'l?lBtJ~eJ1'Vl~BVl b~BVlbViCJtJtltJ11 CJn11
"

'"
/'

..., " , . ............................ ~ . . &. .



<9l0

~.~.Ii ih:::'U'UmT'iJ£'1tl'U~rum'V'l~..:!ci..:!lI1i1"'il b-d'UHemolysis, Icteric bb~::: lipemic btJ'UI'l'U

~.~.<9l0 :ih:::'U'Um1"'il1~U~lJ1ru~..:!ci..:!m1"'ilntl'U1bPli1:::~ 1~CJhj~fl~1n~f11i1~"'il1fl barcode sticker
'U

~tJ~u..:!-de:l":!lJtl..:!i:::vl'U ~..:!ci..:!m1"'il1'UVl~ tl~ b~tl~

ct.bf1 Analytical Systemo~b-d11'le:l..:!:5'~Vl1bPl~ tl..:!m1"'il1 bfld1:::~e)1I11 'U~~'Vl1":!bfliifl~ij flbb~:::bfl~ tl..:!m1"'il1bfld1:::~e)1I11 'U~~'Vl1..:!

3J~~lJ n'U1'VlCJ1~ b~BlJl?i e:ln'Ubb~::: b~tllJl?i Bn'U ~1 CJi:::'U'Ud1..:! ih:::'U'U b~BlJl?itl1 'Ufl1i'l11ci..:!~..:!ci..:!111i1"'il"'il1fl bfl~B..:!bill~ CJlJ

~..:!ci..:!mT'iJb-rr1cibfl~tl..:!lI1i1"'il1bfli1:::Vl1~B~1..:!l?im~B..:!1~mfl~tl..:!lI1d1"'il1bfld1:::~ J1CJ1I11d1"'il1bfld1:::~ control bb~:::
'U

calibrator e-i1'UlJ 1I11i~1'UVio dJ 'UVi'CJBlJ1''U1 'Ui::: lK'U£'11fl~ (traceability) fliB'U fl'llJ'Vl m1 CJfl1i'Vl~£'1tl'U 1~ CJii

be:lfl£'11ie)1..:!~..:!tb:::fltl'U l~CJl'ltl":!b tJ'Ubl"l~tl..:!1VllJ1lJ bl"lCJ1-U..:!1'Um~lJ1ntl'UVl~tll'ltl..:!iimCJ f11i 1-U..:!1'UlJ1bb~11lJbn'U ~ tJ•
bfl~tl..:!m1"'il1 bl"li1:::~'Vl1..:!~tl..:!u~llii f11iUi:::fltl'U~b CJi:::'U'U~tl CJ vl..:!.Q

ct.bf1.<9l bfl~mm1"'il1bl"li1:::~e)1I11 'UWl'Vl1":!bl"liifl~ijfl

ct.bf1.<9l.<9lm~b-d1I'ltl..:!:5'~Vl1bl"l~tl..:!lI1d1"'il1bl"li1:::~e)1I11'UWl'Vl1":!bfliil"l~ijfl vl..:!.Q
'U

- bfl~B..:!m1"'il1bfld1:::~e)1I11 'UWl'Vl1":!bfliifl~ijfl~l?im~BlJn'Ud:::'\..J'U pre - analytic ~~~..:!

~~B..:!u~u~f11iflm..:!1~CJiie)lI1i1 b~11 'Ufl1dll1d1"'il1~'1JB..:!bbl?i~:::bfl~B..:! B~1..:!tJBCJ <9l,1i00 fl1i'Vl~£'1tl'U/.a-11lJ..:!i1lJ ISE

~1'U1'U ~ bfl~tl..:!1~mfl~tl..:!lI1d1"'il1bfli1:::~I'lB":!£'11lJ1dm~tllJI?iBn'U..:!1'U.fl~~lJn'Ul~ b~B1tl..:!1''Ufl1i'1JCJ1CJ..:!1'U'U ,

ct.bf1.<9l.~ i1 CJfl1 i'Vl ~ £'1B'U '1J'I1~ b~ CJ1fl'U J..:! ~ bfl ~otl..:!111o;I1"'ili bl"li1:::~ ~ tl..:!hi' J1 CJ1'Vl~£'1au,
calibrator, control ~1lJ n'U1~Vl~e:l£'11lJ1i~vl1i1CJ fl1i'Vl~61tl'U'1Jij ~ b~ CJ1n'U~1lJ n'U bl"l~tl..:!lI1i1"'il1bl"li1:::~Ui::: b.fl'Vl

b~CJ1n'Ul~

ct.bf1.<9l.bf11111bl"l~tl..:!1bl"li1:::~e)1I11'U~~~flI"l1'UfllJ l~CJi:::'U'U 1lJ 11"li1Uib'll£'1b'lltli bb~:::£'11lJ1imt..:!fl1d
'U •

1~CJm..:!1~"'il1flVltJ1bfl~tl..:!lI1i1"'il1 bfli1:::~e)1I11 'UWl ~1'U"'ilB~lJ~£'1

ct.bf1.<9l.~ £'11lJ1i~vl1fl1im1"'il1 bfli1:::~£'11ibfliiVl~Bfl1'U1ruVl11 'U serum, urine bb~:::/Vl~B£'11i

t11"'il1fl~1..:!f11CJ1~1I11lJi1 CJfl1i~ n1Vl'U~

ct.bf1.<9l.ct £'11lJ1i~1bl"li1:::~bb'U'U random access bb~::: stat l~ ii"litl..:! STAT G11Vlf'U1111tl~1..:!

lI1i1"'il STAT priority
ct. bf1.<9l.'0 ii ci1'Ubn'U1111 B ~ 1..:!lI1i1"'ilG11Vlf'Ubl"l~B..:!bflii fl~ij fl 1-rr1 'Umru I9i'tl..:!fl1ill1 i1"'ili bfli1:::~

lJ1flfl'h (9) fl~..:!1'Ubfl~e:l":!bfliifl~ijfl b~mlhfl1i'Vl~6'ltl'U Rerun bb~::: Reflex 1~iiI"l'J1lJi1~b~1lJ1fl~..:!~'U 1~CJii1"l11lJ

"'il1'Ufl1dbn'U1111B~1..:!~1fl11 <9l~ct 1111B~1..:!m1"'ill?imfl~B..:!1bfld1:::~,
ct.bf1.<9l.~ mru~ri1I11i1"'il1~~..:!fl11 linearity '1Jtl..:!standard curve Vl~tl limit '1Je:l..:!fl1ill1i1"'il1~

,r'Ubfl~B":!6'l1lJ1d~vl1fl1db~tl"'il1..:! 1111tl~1":!e)1I11'UWl

ct.bf1.<9l.~ 1'Ud:::'U'U'1JB..:!m:::'U1'Uf11ill1i1"'il1bl"li1:::~ iii:::'U'Um1"'ilb~1"l clot Vl~B partial clot bb~:::

bubble
QI ~ ~ I II I I d Q ~ d

ct.bf1.<9l.1i lJ'1Jtl..:!bfl'U'U 1CJ1tl CJ1..:!'UtlCJ '00 '1Jtl":!l11ml"li tl..:!111i1"'il1 bl"li1:::Vl bb~:::lJ i:::'U'UI"l'J'UfllJI"l11lJ

b~'UB~mCJ 1 'U1111bfl~tl..:!
'U

oCII cv I d4 I • qQJ I .J
ct.bf1.<9l.<9l0 lJi:::'U'Um1"'il6'ltl'Uflru.fl1'V'l1l11tlCJ1..:!'Vl biCJfl11 serum Index mruIl11tlCJ1..:!'Vlll1i1"'il•

1 bfli1:::~ii lipemia, icterus bb~::: hemolysis (LIH) ~ 6'l1lJ1imb um-J~ bu~ CJ'UbVi CJ'Ufl'U'Vlflfl1i'Vl~6'lB'U l~ btl..:!l~CJ

e)1I11'U~~ b~tl1offud:::fltl'Uf11il11~~'U1"'il1'Ufl1dbbU~r.J~ bb~:::611lJ1i~ci..:!r.J~ serum index b~BlJl?ie:ln'Ud:::'U'U LISl~

l~CJ llJfl~ri11off~1CJ

cf!t..
- -------------------



:Wl~'j~l'U'j:t~'U?lln~ (ISO certificate) USFDA bb~:t/'M~€JCE Mark bb~:tf)ru:tm'j:wm'j€J1'Ml'jbb~:tCJTlh:tbVlP11vlCJ

(€JCJ.)

<t.~.(9).(9)lv bf)~€J..:J~'j1~1bf)'jl:t~?ll:Wl'jtl1 'M~~J1CJl boUlbf)~€J..:J1~~~€Jm 1m l~CJ111~€J..:J'MCJ~bf)~€J..:J,
'M~mmoUl~ standby mode

, " ,
<t.~.(9).(9)~ bf)~€J..:Jm1~1 bml:t~?ll:lJ1'jm~€Jn'Vh calibration uae control "1J1~'lJ1CJ1Vi~€J..:Jm'j

vr..:J~bU'Ulot b~CJ1n'Ubb~:t~1..:Jlot

<t.c( bf)~B..:Jm1~1 bf)'jl:t~e)~ 1'U~~Vll..:J.niJl"1:wn'U1VlCJ1'\J ,

lv.(9) rn~b-dl~B..:J~~'Mlbf)~B..:J~11~1 bml:t~?ll1bf)m 'Ub~B~Vll..:J.niJl"1:wn-u(im munology) ~..:Jd'\J '\J ,

- bf)~€J..:J~11~1 bf)'jl:t~?ll1bf)m 'Ub~B~Vll..:J.niJ fl:wn'U ~ ~~..:Jv1~B..:J'\.Jn,y~ nl'jn~1..:J~1'U1'U'\J , 6.J

(9)bf)~B..:J1~CJiie)mlb~11'Um'j~11~1~"1JB..:Jbb~~:tbf)~B..:J B~l..:J.uBCJcnoo m1Vl~?lB'U/i11:w..:J

lv.lv 19i'1bf)~B..:J1bml:t~ e)~1'U~~ tl nf)1'Uf):Wl~CJ'j:t'U'U 1:w1m hhb6!l6WIlBi bb~:t6'l1:Wl1tli ..:Jm1
'\J ,

l~CJm..:J1~~ln'M.ul bf)~B..:J~'j1~1bf)11:t~e)~ 1'U~~ ~1'U~B61:wtr6'l

lv.~ bf)~B..:J~11~1bf)11:t~6'll:Wl1tl1 'M~~J1CJl boUl'M~BBBn bf)~B..:J1~~~B~b 1~11~CJ11i~B..:J'MCJ~,
d ~ tI I

bf)1B..:J'M1mm"1Jl~ standby mode
lv.c( bU'UJl CJlVi' ~·h'Urn 'j'f'U 'j B ..:J1,x?ll:Wl1tl H1 'Um 'jl i!~QCJVll..:J~B..:J'\.Jn,j'1iln11 (In Vitro

Diagnostic)

lv.<t ii'M11..:J~B~'U1B..:Jm1e..J~~~1~:Wl~1~1'U6'lln~ (ISO certificate) USFDA bb~:t/'M~B CE Mark
'"

lv.b bf)~ B..:J~11~1 bf)'jl:t~?ll:Wl'jtl1 'li'J1CJlm:w6fl~'Un11 Load b'Ii'1 bf)~B..:J'M1Bm:w6fl~'Um1

Expiration date "1JB..:JJ1CJ1

lv.g)j 6'll:Wl1tl1bml:t~bb'U'U random access uae stat 1~
, "

lv.~ mruVifll~11~1~~..:Jn-h tinearity unc standard curve 'M1B limit "1JB..:Jm1~11~1~11'U

bf)~B..:J6'll:Wl'jtl'Vhm1b~B~1..:J(9]1B~1..:Je)~1'U~~

lv.~ 1 'U1:t'U'U"1JB..:Jm:t'U1'Um'j~11~lbml:t~ ih:t'U'Um1~b.uf) clot'M1B partial clot uae

bubble

<t.c( Post - analytical systemo~b-dl~B..:J~~'Ml bf)~B..:J~~ b~~CJ:W~..:J~..:J~11~e)~1'U~~1 'U.rr'U~B'U'M~..:Jm1~11~1 bf)11:t~ (Post-analytic

system) bb~:t~~'Ml1:t'U'U6'l116'1'UbVlP1Vll..:J~B..:J'\.J5'Ullm'j(Laboratory information system: LIS) 611'M~'U'U~'Ml'j

~~m1~..:J~..:Jm1~Vll..:J~B..:J'\.J5~m1 ~..:Jd

<t.c(.(9) bf)~€J..:J~~b~~CJ:W~..:J~..:J~'j1~e)~1'UWi'M~..:Jm'jm1~1 bf)'jl:t~

b~B~~ bn'U~..:J~..:Jm1~'M~..:J~ln~'j1~1 bml:t~ b6'l~~bb~1boUl~m~ bUl'M:W1CJ1~~1 CJ~Bm'jI"1'U'Ml bb~:t
'\Jm '\.J'jbbm:w'1i1CJ~~bn'U'vi~€J:W1:tLl~1bb'M'l1..:J~~bn'U~..:J~..:J~'j1~1~CJ~~~..:J~~B..:J'\.J5,y~m1nm..:J (central lab) ~1'U1'U

B~l..:J.uBCJ(9)"1J~1~CJ~~bn'U~..:J~..:J~11~1~11.uBCJn11 <too 'M~B~?l..:J~..:J~11~,



cr. cr.lv ~~'U'U6'f1~6'f'UL'VlP1'Vl1\1~e:J\ltl~llii f11~

~~'VI1~~'U'U6'f1~6'f'UL'VlP1'Vl1\1~e:J\ltl~'\J&lfl1~(Laboratory information system: LIS) ~1'V1-r'U

'U~'VI1~~~ f11~~\I~\I\?1~1"ilne:J'Ufl1~m1 "ill bFl~l~~ LL~~'VI61\1fl1~m1"ill Lm1~~ 1~ tJbu'U1tl~LLm~~~'U'U'U~'VI1~\I1'U'Vl1\1

~e:J\ltJ~U~fl1~ 6'f1~1~f11-til'Uf11~e)1'U-r'U~\I-rre:J~~"il1flbFl~e:J\lm1"illLFl~1~~fl1~m1"il, -W~~e.J~f11~\?1~1"ilLL~~L~e:J~~e:J

n'U~~'U'U6'f1~6'f'Ub'VlP1"lJe:J\Ih\l'VW1'U1~ (Hospital information system: HIS) Lb~~1~-r'Ufl1~-r'U~e:J\I~lm~1'U ISO

(9)rn~~cr
II 0 d

b. "IJvfl1'V1'U~e:J'U6J

b.(9) 0 ~L'1h~e:J\I~~~\I~~'U'Uf11~v11\11'U~\I'VI~~"lJe:J\lbFl~e:J\li1m)\?11'Ul1'm~L~e:J~~e:Jn'U~~'U'U6'f151~~tllflFl"lJe:J\I

h\lYW1'U1~L"1i'U~~'U'UJ1~-J1L~tJ ~~'U'UhHh ~~'U'ULAN L~e:J1~tl~llii\l1'1J1~ 'U'~''U~"lJe:J\I~e:J\ltl~'U1if11~flm\l

fl~~\l1'UL'VlFl'WFlfl1~LL'W'Vl~ ~1~(i\li1 f11~6'fe:J'ULVitJ'U~~'U'UJ1'U~6'f'Vlimin'U LFl~e:J\I\?1~1"illLFl~1~~e)\?11'UW;e:J~l\1,je:JtJU, ,
~~ lv Fl~\I LL~~LFl~e:J\I\?1~1"illLFl~1~~e)\?11'UW;~e:J\li1~~'U'Uonline electronic service 1~tJe)\?11'UW;L~e:Jtl~~ltJ"t1tJ

1'Ufl1~bLm"lJtJ'lJ'VI1~L11~off'U

b.lv en~b"1i1~e:J\I~~fl1~~bb~~~'U'U'VI61\l~~~\I ~\I~1~fl1~~ LL~~~~'U'U~~L\?1~tJ~~\I~\I\?1~1"ilb~e:Jb-rr1~~~'U'Ufl1~\I" \I 'U

m1"ill Lm1~~ LFl~e:J\I\?1~1"illLFl~1~~e)\?11'UW; ~~'U'U6'f1~6'f'UL'VlP1~e:J\ltl~lliifl1~~~'U'UJ1L~e:J~e:J\I-r'U1~~~'U'U6'f1~1~f1

1i\ll'U1v11~tJ1l-i6'f~~~ :wn1'V1'U~e:J~l\1,je:JtJsn L~e:J'U~e:JFl~\I,
b.rn en~ b"1i1L6'f'Ue:J~lFl1L"1i1LFl~e:J\I'W~e:J~J1tJ11~tJ~1~~lFl1J1tJ1, 6'f1~Fl1'UFl~Flrum'W,6'f1~~1\?1~~1'ULL~~16'f~

" 'I , fIJI 'I

~'ULtJ~e:J\I~\I'VI~~G11'V1-r'U\l1'U~~e:J\l1-til'Uf11~'Vl~6'fe:J'U1~ tJL6'f'Ue:Jbu'U~1Fl1L"1i1~e:J~1tJ\l1'Ufl1~'Vl~6'fe:J'U~6'f~\pru\?1~e:J~

~~tJ~L1m"lJe:J\I~'lJ'lJ1~\I.Q1l-i~1~umfl barcode bL~~'VI~e:J~~tlmruG11'V1-r'U'U~~~~\I~\lm1"ill~tJfl1~,r'U ~ltJ~l'U

f11~'Vl~6'fe:J'U~6'f~'U~ru1~,r'U"il1m~'U'U LIS 'VI~e:J"il1m~'U'ULFl~e:J\llLFl~l~~
'U

b.~ 0~b'1h~eJ\I~~~\I~~'U'U~1'Ufl1~m1"illLFl~1~~"il'U1i\ll'U1~mtJ1'U cio 1'U ~1'U~~'U'UPre - analytics

Lb~~Post analytic ~~~\I"il'Ub6'f~"il1i\ll'U1~mtJ1'U (9)~O 1'U

b.cr mru~bFl~eJ\I\?1~1"illbFl~1~~e)\?11'UW;"111~~b~tJ'VI1tJ1l-i6'f1~1~f11i\ll'U 1~ 'VI~eJ'VI1LFl~eJ\I~1'Vl~bb'Vl'U1~L~eJ1i,
\l1'U1~LL~~:Wfl1~61leJ~U1~\Ien~b"1i1~eJ\lLiJ'U~-r'U~~"t1eJ'Urh1i~ltJ~\I'VI~~LL~~~eJ\I~l~lb 'W'Ufl1~61leJ~mtJ1'U (9)lv

, 'U 'U

-&11~\lLL~~6'f1~1~f11i\ll'U1~fl1tJ1'U lv~ -&11~\Il1il~,r'UFlru~m~~fl1~6'f1~1~f1-W"il1~ru1tJm~fl~'lJ'lJ11~

b.b 0 ~L"1i1~eJ\lv11fl1~\?1~1"il6'feJ'Ufl1~1m~"lJeJ\l15fl1~'Vl~6'feJ'U1~tJfl1~v11 method validation, method

verification n'UbFl~eJ-:Ji1eJm1"illbFl~l~~VlmltJ f11~'Vl~6'feJ'Um~~'lJ'lJ11'Uuu'U.QneJ'Ufl1~1.ff-:Jl'U"il~-:Jl~tJ LL6'f~-:J
"'VI~n~l'U -rr'U\9IeJ'Ul5fl1~ .ueJ~~ bb~~lbFl~l~~-rreJ~~m~'VI~flbflru"]~l\?1~~l'U b"1i'UCLiA 'VI~eJBio variation 'VI~eJ

cI.I \I \I dA

SMILE 'VI~eJRPCA 'VI~eJCLSI1 'Ufl1~v11fl1~\?1~1"il6'feJ'Ufl1~1-&1Ii1"lJeJ\l15'Vl~6'feJ'ULL~~'U~~'Vl0~L"1i1:Wfl1~v11

correlation ~~'VI'J1-:JbFl~eJ\lm1"illLFl~1~~~:Wfl1~'Vl~6'feJ'U"t1'W~L~tJ1n'UeJ~l\1,jeJtJU~~(9)Fl~-:JLL~~'VlnFl~\lLdeJ:Wf11~,
Ltl~ tJ'ULLtJ~\ILFl~e:J\Im1"il1LFl~1~~e)\?11'Ul1'~1'VIl-iLL~~~~v11LU'U~tl L~~L~eJLu'U-rreJ~m)l\1€i\l'U 'U

b.b'll 0 ~L"1i1~eJ\I~lL'W'Ufl1~6'fl1'Fl~1tl~bLm~fl1~Ltl~tJ'U LVitJ'Ue.J~~~'VI'J1\1~e:J\Itl~lliifl1~1~n'U'Vl1\11~\I'WtJ1'U1~

(EQA) 1~tJ1l-if\~rh1i~ltJ 'VI1flfl1~'Vl~6'feJ'U1~1l-i:wen~'U~fl1~EQA 1~~~'VI1 Inter-laboratory comparison LL'Vl'U
'U

1~
b.~ en~b"1i1~eJ\I~~'VI1real time IQC L~eJfl1~~lL'W'Ufl1~\l1'UFl1'UFl~Flrum'Wfl1~\?1~1"illbFl~1~~

'U ' ,

b.ci en~ b"1il~eJ\I-r'Utl~~n'UFlrum'WJl tJ1'V11flil fl1~b~eJ~6'fm'W'VI~eJ'VI~~mtJen~b"1i1~eJ-:J111J1tJ1~1btl~ tJ'U1'VIl-i
\I <I 'I \I

1~Vi''U~eJfl1~1i-:Jl'U

Q~.............................l .



b.(9)O b1\1YlCJ1'IJ1"''lJa6'1\11"LJ~h1B1'Uf111btJ~uuutJ"'\lJltJ lbb"'~bfl~a\llja 1"LJf111\J111IiJVl1\1~a\ltJ~~f111\J1",a~eJ1~

~rufll1 b(;ltJliJ~~liJl1rulliJln fl11~~eJ\I f111'lJa\lb1\1YlCJ1'IJ1'"flrufllYlJl tn bb"'~~'UVl"LJ~h1.u~1mtJ"LJ~l~fll'V!lnm ~b"111
&lg~ .. Cj g~ 'U

hj6'11~11~'Vh1~\J11~-rra\J1n"'\1 b(;ltJ11J~1"LJf111tJ1~bii'UliJlnflru~m1~f111~~n bb~\I~\la~l\1btJ'UVll\1f111'lJa\l
"

b1\1'Vml'IJ1",~ljf111tJ1~bii'Ua~l\1btJ"LJ1~'IJ'IJ1"LJbb~",~tJb1\1'Vml'IJ1",lj~VlBtJm~n~qjqjl

b. (9)(9)m ~b"111~\I~a'IJflljaf1111.u\ll"LJbfl~a\lmlIiJ1bfl11~~~\lou'IJm,\;11 VltJua ~fll,\;le)\I nf)'\;a~l\1,j'a tJOU'IJ"'~
" " "',

(9) b"'~
b.(9)~ m ~b"111~a\l~~a'IJ1~f1111.uJ1CJ1n'IJbfl~a\l\J1111iJ1bfl11~~b~a 1~~"'f111mlIiJ1 bfl11~~ljfl11~~n~eJ\Ibb"'~

" "
1-rrbfl~a\l\J111'OJ1bfl11~'V!1~a~ l\1ljtJ1~~Vl5fllYl

b.(9)rn m ~b"111~a\l~(;l~\lbfl~a\l~11a\ll vJih 1'UVlm~'IJ'IJ~\ln~11~\lbfl~a\l~(;lbbtJmb"'~b\J1~tJ~~\I~\I\J1111iJe)\J1b'U~" ,
bfl~a\l\J111'OJ1bml~~e)\J1b"LJ~'Vln'1Jij(;lbb"'~bfl~a\l~ b~tJl-rra\ln'IJ1~'IJ'lJ6'1116'1"LJbVlP1Vll\1~a\ltJ5~f111b~tJ6'11~11tl

~11a\llvJa~l\1,j'atJ mo "LJ1Vi
"

b.(9)c[ 1~'IJ'IJpre - anaLyticaL system/anaLyticaL system 11~Vl\lf111\J1111iJ1bfl11~~Vll\1bflljfl~ijmb"'~Vll\1

3Jii~~n"LJ1VltJlbb"'~automation bLood coLLecting system ~\I'V!~(;l~'I11b6'1"LJa~aflru~m1~f111~a\lljf1111-rr\ll"LJ

a~IiJ~\l1"LJh\lb~tJ'UbbYlVltl'V!~ah\lYltJl'IJ1"'P1"LJtla~l\1,j'atJ ~ bLv1\11"LJtJ1~LVlP11VltJ LtJ'U1~tJ~nma~l\1,j'atJ (9) tJ
" "

b.(9)<f mri1bfl~a\lmlIiJ1bfl11~'V!11J6'11~11tl'Vhf111\J1111iJ1bfl11~~(anaLytic time) 1~Vl"LJ\J11~1~tJ~nm~

'th~n"LJ11' m ~ b'1il~a\l btJ~ tJ"LJbfl~a\l\J111'OJ1bfl11~'V!1"LJ-;i"LJ~ljtJ1~~Vl5mYl6'1\1;ff'U6'11~11ma\l-r'IJtJ~~1ru\ll"LJf111" ,"
ml'OJ1bml~~b~a1~Vl"LJ\J11~1~tJ~blmn11ml'OJ1bml~~~tJ1~n"LJ11' ~\ld~a\lvllbij"LJf1111~bb~lb6'1~'OJmtJ1"LJoo

1"LJ

b.(9)b m~b'1il~a\ltJ-r'IJtJ1\1~a\ltJn~f111bb"'~'OJ~b'OJ1~L~a~b~m~~tJ1~~Vl5fllYl1"LJf1111~'IJ~f111bL"'~f111
'\.I 1 ~ ..

'IJ~'V!11~(;lf111Vl-rYltJlm1~bn(;ltJ1~btJ'1Jt16'1a(;lfl~a\ln'IJ-rranl'V!"LJ~1"LJ~qjqjl

g)). '1::a::n~lf11'1b ,th
1~tJ~nm (9) tJ U'IJbb~~'L"1111~-r'IJ~a'IJbfl~a\lml'OJ1 bfl11~~1~~'lJ6'111bflm"LJb~a(;lbb"~fliifi'~n"LJYl~a~J1CJ1\J111'OJ" " ,

1bfl11~~ ~~(;l~\lYl~a~1.u\ll"LJ'OJlnm~b'1il
.te:It..c::t 0 I I II ~ 'Uw:. 'Jtif11'1'!11'1::fl1L'!I1~'1a~\J1a1

fll L'1ilLfl~a\l "I111~btJ'U11aL~a"LJb(;ltJf1(;ltJa(;l"l111~'OJlntJ~m ru11tJ\ll"LJf111Vl~6'1a'IJ~6'1~'lJ1ru
", "

~. <ijan1'V!\J~Llja~\J~~~ruru1b"lh
, <II <II

m ~L'1il'OJ~~a\l'l11Lfl~a\laan'Uan~"LJ~'lJa\lb1\1YltJl'IJ1"'LL"'~tJ-r'IJtJ1\1~"LJm~atJl 'U6'1mYlL~~b~tJfil1 i~lmtJ"LJ" , "
'lJa\lm~b'1ilmtJ1"LJnm (9)<f 1"LJ

"

(;)
Cv'9;...........................[Z..~: .


