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~1tl1~tl'Uf111~'U-b'm~'Ut.J"1'UVi Lrn~t.J1'1~'111nJ1L~Vn~e.i..:i 1 ~'!11'11 otlf'l11lJLaV'Vl1V~'U (ti'1ii) 11lJ~..:1'1~Yl'111nJ1 

1 ~L uueJ'~\1\11'1.J ml.11~ L {j v'U m~'Vl11'lm1f'la..:i11~1 vm1~l'l~a~l'l~1..:i LLa~ m1'\J~vt11~~l'lri1f'l-r~ 
~ ' ~ 

<9l<9l. c( ~ \l'Vl1 \11~ \11'U~'Vl ~~'1~ LLm 'tJ L ~lJ L&ilJ L~ B'U 1 'll 'VI~ a,Ja rl 1'Vl'Ul'l L 'U LL '\J '\J a qi qi 1L~LtJ'U1 tJ 

\Jl1lJf'l11lJL~'U'tlB..:!ri1i!rn1'UBVn11~\l~l'I (ti'1lj) 
~ ' 

(j)<9'J.ct 1umru~Lan~11LL'U'Ul11man~11tl1~ml'l11f'l1~L~n'Vl1a\jn~d ljm1l.l'lll'lvt~mL~\ln'U 
eJ'~'U-Ua L~'Ut1'1~tJi'a..:itlnu&i\Jl1lJ r-111ij'1ov'tla..:i~..:ivi11'1 r-111ij'1ov~\I nci 111 ~~aL tJ'U~~l'I LLa ~eJ'~u-b'a L~'U a 
~ d.J ' ~ 

11Jlj~'VlGL~CJf1~B\lfl11otl~1CJ11'11 L ~lJL&ilJ 

(j)(j). 'o:> ~..:ivt11'1 a1'1tl1~ mPl CJ m~ nm1 L 'ti11'Umru~a1 tid1~ 11'1 CJ~ eJ'~'U'!i' a L~'U a'1~ L~CJn~a\I 
~ 

l'i1LaCJvi1CJ 11'11 '11n~\lvt11'11lJ 1~ 

((j)) 11l1~fom1~\11~11L~'U~'1~Lm'Uf111L'ti1Vl~B1~-r'\J~\11~11LL\JlL1lLYlCJ\l'V'leJ~'1~vl1f111L'ti1 

( ) 

41:11 O .;J II V tl'd II .J I 4 cif1 II QJ QJ di 

I!:> lJ m1n1~'Vl1'Vl L '!l1a m~ru~ t:J CJ'U'tlBL~'Ut.J'Vl'!l'U~ m1 L 'il1'Vl1B'Vl \111'\J m1f'l l'I La an 
~ 

ilt:Jatl1~ LCJ'iltl~1lJ n'U V1~an~1'U 1~LaCJ tl'\JeJ~'U'!i'm~'UB 11CJ~'U 'Vl~B'lll'l'tl11..:I f111 LL ~\l'll'Ua~ 1\1 L U'Uf511lJ 
~ 

vi~a~lJ CJ alJ n'U n'\J eJ~'U-b' m~'U a 11 CJ ~'U vi~ a L ~ 1vti! 1ITT 'U m1 L~'U a11 f'l1 vi~a~ a11 m~v11 f111'Vl'1~\Jl ~'U Ll'I 
~ ' 

L 'Uf111L~'UB11f'l1 



- (j)l!J -

(m) n1'jVhn1'jL 'ii1fl~\ld~ Cl 1 tlCJ1'1rici1 ~LflVlfl11lJ L~ f.J'V11 mLri~.:i'V11VI 'Vl~CJf)'j~'VltJ~ Cl 

tlw 1E.J•tnfo151'jru~ 

(~) mru~'U L 'Uvl1'UCJ\I L~ f.11 n tJ ( (j) ) (1!> ) 'Vl~Cl ( m) \Jl11J~ rl1'Vl'UVI L 'Un~ m~YJ'j 'N zj,:imrn 

~ 111m111 L 'U n~'Vlmf.111~1 E.J n1'j~ V1~ci~V1~1.:i LL'1~ n1'jtJ1V11'j~~~fl1fl-r! 

QE. n1'jtl~~~111n~~um.JUi'1::-a::LUtltJ 

L 'U'j~'Vll1\l'j~ f.J~L 1'11n1'j L'ii1 er~'U-!im~'Ut1~1M'tim'jflVIL~tln 1 ~L limn ~L 'ti1!Jlt1 ~tl nu~~1lJ 
~ ~ ~ 

'Vl'1 mnrutii~ n!)V11J1mL'1~w L tit1tJ 1~n1'Vl'UVI 11tV1 mfl~.:ifl-rVI 

@m. m-atl-a::Lihmi'lm-atl~~.:i1'U'tle:>-:t~th::m1unT'3 

~~'VllVI ~1lJ1 'j()U1 ~a n1'jtl~~\1 1'U LL~ 1L~~'1~1lJ~ qi qj1"lltl~~~'U-!itl L~'U t1~1vWu n1'jflVI L~ tin 

1~Lll'Um~L'ii1L~t1tl1lJ1tl~~Lij'U~am~tln~.:i1'U"Uti~erth~ntium'j 
~ ~ ~ 

~.:id 'Vl1 n er~'U-!i tl L~'U t1~1~-ru n1'j fl VIL~ tin hJ ~ 1'U L n ru.fi~ rl 1'Vl'U VI '1 ~Cl m ~ ~U n1 'j ~'U-!i tl L~'U tl'VI ~Cl 
~ ~ 
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~ 11nu Lfl'HH '1'i1\11 Lfl'i1::\lln1'iLL '!J.:J Pl'l'!JiH Lfltl"U \J\J tl'1 ~lUl'1 

L 'i.:JVW1\J1fl'!JtllJLU°ilJ 

., ti ' 1. 1Pltj 'i::fl.:Jfl 

1.1 ~ti·rn1'iL'li1Lfl~ti.:Jl1l'i11l1Lfl'i1t'l-lm'iLL~.:illi1'!JENL~€l~LL\JtJcl1J1 LlJ~ '11mlJ 2 'q~Yl~m.nl1tmh\1~\JIJl'i1\11Lfl'i1t'l-I 
m'i LL ~.:illi1'!J'iN L~B111Yi'l-b'ntJ Lfl ~ti.:i1J1'i1\11 Lfl'i1t'l.lnmL ~.:i 11i1'!Jti.:iLi'iti111ci'1J1 t lJim i.htntiu~1t1 

1.1.1 tl1t11l1l'i1\lf11'iU~.:i<A'1'!J'iML~€ll11'tlil111 PT (Prothrombin Time)~1lJ1lJ420,000Test 
1.1.2 tl1t111Jl'i1\lf11'iLL~.:illi1'!Jt1.:IL~tll11'tlUl11 APTI (Activated Partial Thromboplastin Time) 

~1lJ1lJ 350,000 Test 

1.1.3 tl1t11ri1\1~\JIJl'i11lll11Jn1tii~11L~€ll11n'it\11tl 1 lJ\1fl€l~Li'i€1111 Ll11EJn1'ilJl'i1\l D-Dimer 

~1lJ1lJ 25,000 Test 

2. '!JiJ\J,j1V'!Jil.:J.:11lJ 

2.1 0 ~L 'li1\lt~€l.:i t ~L 'ti1Lfl~€l.:Jl1l'i1\11Ll'l'i1t'l-lm'iLL ~.:ii1'!J'iNLi'it>l11LL\J\Jcll11 L lJim~1u1u 2 'q111 t111t1iifjN'11lmi~.:iil 
2.1.1 Ll'l~C>.:JIJl'i'HJ1Ll'l'i1t'l-liil'l1111'11111'i'1 L lJf11'il1l'i11l1Lfl'i1t\1LiiUt>tlffl1 180T estllitii1111.:i 

2.1.2 '11111'i'1°1'i1f11'iV1111'1tl\J PT LLflt APTIW~tl1JnlJ1miii1n11 115Testtlitl'li'1 L11.:J'i111.X.:ivi1m'iVll11'1tl\J 

PT, APTIUflt D-Dimer W~tllln\J1miii1n11 80 Testtlit>'li'1t11.:i 

2.1.3 Ll'l~t>.:ilJl'i11l1Lfl'i1t'l-l'11111'i'1 load ~.:i~.:JIJl'i1\ltlim~11.:i~1\J Sample Rack 1~mh.:ici'l1lLlJ~L111t1iirm 
vi1.:i1lJLL\J\JL~t>n'tlil111nwr11J1'1t>t11~ (Random Access) '11111'i'1tl1lJ Barcode '!Jti.:itl1t11LLflt~.:i~.:i1J1'i11l1~11v1.:i 
Clim~ti.:it111t1ci'1J1t\J~ 

2.1.4 Lfl~tl.:JIJl'i11l1Ll'l'i1t'l.lei'1J11uim'11111'imti.:i~t1.:i1u.X.:ih1'i::tJ\J open-tube sampling LLfl:: close-tube 

sampling with cap piercing Uflt'11111'i'1L~~.:i~ .:il1l 'i11lL\JLL\J\J Closed tubes,U\J\J open tubes Ufl::UU\J 

Sample cups 1mu Sample rack L~t11nut111t1hi~mH rack ~LPl~LY1t>l'l1111'1t1111mLfltil'1.:inufl1111"'u'1\JL\Jf11'iLi 

.:J1'U'tJ€l.:J~\Jl)~.:i1'U 
- ' ..,,3 -. .. I 

2.1.5 '11111'i'19l'i11l1Ll'l'i1::\ll'i1EJn1'i111.:J\J PT, APTI, D-DimerLLflt'i1tJn1'ilJl'i11lWLPl~tllJL'tl\J Factor assay, 

Factor inhibitor, Protein C, Protein S, Anti-thrombinlll,tl1L\Jn~11 Direct Thrombin/Factor Xa inhibitors . 
LLflt Platelet Aggregationd'.llJ~\J 

2.1.6 Lfl~t>.:J1LR'i1t'l-IDIJI t \J~'11111'i'11Jl'i11lWUfl1111~111tln~'!Jtl.:illi'1t>V1.:JIJl'i11lvivi11 miiL"1111::'111Clit>m'i 

IJl'i11l1 Ll'l'i1t'l-1 L 'tilJ m111Nlli'1t>V1.:JIJl'i11lUC>tl n11~t1t>1.1fo 1~fi'n~Nt'!Jt>.:JWf11'1111vliil'l1111~\J (Lipe m ic), Wfl1'1111 

L\lli"lti.:i (lcteric), Wfl1'1111i1LLl11.:J (Hemolysis) t111t1ii Cut-off vl'11Lw1tllit>m'i1J1'i11l1Ll'l'i1t~LLClifltn1'iV1111'1tiU 
(Hllcheck by assay group) LLflt'11111'imL~.:JL~tl\J~i.Jlji19i.:i1u1'1m1u1~ 

2.1.7 Lfl~ti.:il1l'i11l1Lf'l'i1t~cllJI t uim '11111'i'11Jl'i11l'1EJU LLfltLL~.:J L~tllJ~i.Jlj~.:i1lJfi.:iilll~tl'iU mu 

(Interference) Yiti11JmtYJutlim.Jflm'i1Ll'l'i1t'l-1 LLfltiim1J1'im'iilti.:inu\1~tium'!JL'L.lmru~.:in~11 

2.1.8 ii Wavelength vt'lmum'i1J1'i'llli'111 Clotting Assay t>ci1.:iuEJt1'11111'l1111tl111'l~\JLLflt'11111'i'1'1"'U 
Wavelength (Wavelength Switching) L \Jmruvl~flfl\J 1-Uiil'l1111~111i.Jn~ LYlti L m~~flf11'ilJl'i11l1Ll'l'i1::\.1viiifl1111 
~n~ €1.:J ul.llJEJ'1 EJV1.:J'i1111 L ~11l.l~lJL i.Ji'iti.:i~.:i ~.:JIJl'i11l LL flt hJ~lJL tli'i t>.:itl1 tl1 111n m 'i~tl.:JU1~.:J~.:JIJl'i1\l 1 i.J1 Lfl'i1::~.J1 

2.1.9 '111J1'imi'itinm'ilJl'i11l1~.X.:iLLU\J RANDOM \1~tl Cont inuous LLflt STAT 

-
(\J1.:J'1~\J1fl) 

ti'n L VlflUfl f11'iLL WV1V'li1lJ1 (\! f11'i 

i.J'i::t51\Jm'i11m'i 

.,,,-
~ · 

(u1t1l1um ~lJllJl::nt) 

ti'm Yll'lill'l m'iu 'l'lY1V'li1u1cy m'i 

n'i'illn1'i 

./ 

6"v-1 

(\J1tltl\Jl'tl ~1'i1(\!~PI) 

ti'nLVll'lUl'ln1'iUWV1V'li1mcym'i 

n'i'illn1'i 
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2.1.10 ...,'1nm1m1\JiLF1'i1:::"1'llti.:JLFl~tN Clotting time (a1...,i'um'i1J1'i1\J11J1 PT, APTI), Immunologic 

(a1...,i'u n1'i\Jl'i1\J11Jl 0-Dimer), Chromogenic (ri1'111i'un1'i\Jl'i1\JProtein C, Anti-thrombin Ill), Aggregation 

(ri1...,~'Un1'i\Jl'i1\J Platelet Aggregation, vWF:RCo) 

:: ... jjl"' ' .. - " ..i tJ ! 1 -2.1.11 'i:::'U'U~l1\'U1fl1...,'itl Vi'111'11J1 1J 1J'UmJm1 2probeua:::/wrn 1J'i:::'U'Um.:JLVitl'1\Jln1'i 'UL utl'ULL'1::: Lf)\Jl 
, I -.i I V ~ q , , .... ~ ..J 

crossing over 1:::m1.:immn.:i Vi'itl1JYl.:J1J'i:::uu Heat L1qu1d \Jl\Jl\Jl.:JYl Reagent probe 

2.1.12 'titi.:i 1~ tl1tnrrn.1 L 'ULFl~ti.:iF11Uf!1J~t1mJJi1f'l'iB'Uf'l'lll"li1.:i 10±2B.:Jl'l1L'!laL;EJl'll'l11J1'iCl t~tl1EJ1Y1111u Yl'U 

tl1EJ1~...,1J111 lm1J1EJ hJlli'ti.:i"vlq1J1m'ivi1.:i1'U~.:i'i:::uu LLa::: m1t~J1mY11J1LL Yl'Utl1EJ1~...,1J1J11l.i~.:i~.mm:::Ylu~ti'i:::EJ:::L 1'11m1 

11EJ.:i1'Ue-ia~tl1EJ'!Jti.:i"1ti.:itJnimm1 

2.1.13 iisensor ri1...,i'u11111\Jl'!ti'Um1J1cu~1tia1.:i ua:::tl1EJ1riti'Um1m1\J1Lf'l'i1:::i.1 1'111J1'iCl'Utintli\Jl'llti.:i 

tl1EJ1, Lot number, 1'U"v11J(lltllq, m1J1cutl1EJ1~L ...,~m U'U\i1'U1'UL Yll'l!Jl1~ L ~tJ(ll'i1\Jl'ltJ'Utl~1J1CUtl1m11iim11J 
LYlmViB~tln1'i\Jl'i1\J1Lf'l'i1:::...,1 'ULL~a:::Fl~.:J 

2.1.14 1'!11J1'iC1~.:J.:J1'U~1'U'i:::'Uu keyboard ...,7B bar code ...,7tl touch screen 

2.us l'!11J11mnu'liti1Jaf'l'U1<U'~.:i~1L'1'llLLa:::m1vl(Clot Curve) 1~l.lumrn11 10,000 11EJ 
~ 

,1lti1JaCalibration curve M 2-12 Dilution point'iti.:ifo1J111J1J1\Jl'i~1'U CLSlouideline, .Utiim control 1'111J1'iCl 
~ Q ~ ~ 

LLl'l\Jl.:ie-ia1'U~tluuu Levy-Jennings Chart LL'1:::1'111J1'i'1f'i1'U1CU Control range '!JB'l~ti.:itJnimm'i1~'iB.:J~'U\Jl1l.J 

l.J11Jl'i!1'U"1ti.:itl~~n1'i 

2.1.16 Lf'l~tl'l\Jl'i1\J1Lf'l'i1:::"1ti'\JlLtJ~ 1'11l.J1'iCl'i1EJ.:J1'Uf'i1 PT LL'1:::'i1EJ.:J1'Uf'i1 INR 11J1EJtJ1J11tJ~1'111J1'iCl 
'i1EJ'l1'U~'1 Cross-mixing test LL'U'U Rosner Index 1~1'Umru~LLViY1ei'Ui'ti.:im'iYl'i1'ULllti.:i\J1n~a'llti.:J~tl1EJ~iif'l1 
APTI...,7tiPT iif'i1m1~1J1tln~ 

2.1.17 1'11l.J1'i'1\Jl'i1\J1Lf'l'i1:::"v11~Yi~Bl.ln'Utia1.:iutiEJ 60 parameters (60 simultaneous parameters) 

2.1.18 mru~~'1n1'i1l'i1\J~'ILii'Un11 linearity •tm.:i Standard Curve "v17ti Limit 'lltl'ln1'i\Jl'i1\Ji!Jl LPl~tl-3 
1LF1'i1:::i.1ti'\Jll'U~l'l11J1'iC1 Pre-dilute...,7ti Red ilutionri1''v~fom'i1Lf'l'i1:::i.1~1tia1.:i11'i1\J~~m~ti\J1.:i ua:::'i1EJ'l1'U~a 
n1'iiLFl'i1:::...,1...,l.JL~ 11JlEJ~tJ~~.:J1'U 1iJUfti.:ivi1m'if'i1'U1CUL Yil.JL~l.J 

" 2.2 f!CUl'll.J'U~U1EJ1\Jl'i1\J1Lf'l'i1:::"1m'iLL~.:J~1'lltl'IL~tJ(ll 

2.2.1 Lll'Utl1EJ1\Jl'i1\JiLl'l'i1:::~m'iLL~'l~1'lltl.:JL~Bl1l L~BYl\Jll'IB'U...,1tl~l.J1CU Prothrombin complex (Factor 

II, v, v11ua::: X) 11J1timf'i'1.1 Extrinsic pathway vi11~Ln\Jl Thromboplastin vi11m1J1EJB1PlEJl'l1'il'ln\Jl\J1mifm~ti'llti'I 
l'll.Jti.:i...,7titlti1J1...,7ti'in L~1.1n11 tissue Factor zj.:i\J:::1tl'i11Jn'UFactor VII LL'111'Um'im:::~'U Factor X L'U Plasma Lii\Jl 

Thromboplastin ;i''ULtl~EJ'U Prothrombin LU'U thrombin zj'IL'U1Jl1ltl1EJ1\Jl'i1\J'l.l'i:::n£J'U~1EJ 
2.2.1.1 tl1ti1ii"'m;cu:::L i'.J"Ue-1.:ia:::a1EJ~1EJtl1n~'U ...,7ti~1vi1a:::a1EJ "'"'.:i\J1na:::a1mL~1iiti1qm'i 1 i 

.:i1'Uhlutitin11 s 1'U ~~cu...,JJi1 2- s ti.:il'l1Ltm;EJ"' 

2.2.1 .2 ~1'Utl'i:::nti'U'llti'ltl1EJ1~BTissue Thromboplastin zj.:JL\Jl~EJl.J1J1\J1n Human Lung, 

Human Brain ...,7tiHuman Placenta 
~ .J ..., SI ... I I ""' 

2.2.1.3 f'lCUfl1Vi'U1EJ1Yl\Jl'i1\J111l\Jltl-31Jf'l1 ISi LYl1fl'U 1.00± 0.1 
' 

2.2.1.4 1J11ttl1m 1l.lii~1'Utl'i:::n£J'U'llti.:Jl'!1'i 1tEJ11 'U~, LLfl11tLiiEJ1Jiij'aLvl1J1...,~Bl'l1'intil.J:::L ~.:iua:::l'l1'iLflii 
..i .. !". ., ' ' 
tl'U']YI L 1J'Utl'U\Jl'i1EJ\Jl tl'i1'1 n1EJ 

2.2.1.5 iiaa1m:::~~titl1EJ1;ti~~~\Jl Lot Number LLa:::1''U...,1J11ttl1q.U1.:i'l111J1...,7tl~'UvttJ'U'i'i~ 
2.2.1.6 tl1ti1iimqm'iti.:i1'Ul.l1nn11 6 L~tl'UU'U\J1n1'U~.:i1Jti'U -- ~ 
~ 'f1"$. 

('U1.:i1'111B'cy'!Ja ~cyu1a) ('U1EJ~um ~\Jl\Jl:::n:::) 

Um Ylfliifl n1'i LL ViYlei'fi1'U1 qj n1'i 

tl'i:::51'Uf)'i'i1J n1'i 

Un L Ylfliifl n1'i LL ViYlei'fi1'U1C\jn1'i 

f)'i'i1Jn1'i 

./ 
CvJ 

(\l1EJ5U1'!J ri1'i1C\JoWl'I) 

tJf)LYlfliifln1'iLLYmei'!i1u1qjn1'i 

f)'i 'i1Jn1 'i 
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2.2. i. 7 tl1EJ1L \Ju~eMu Yivtl>.Jiim'i~~u tl'1~'11n~e.Ja1J1 ~~~1um'ii''l.mN~rumY1'i:;~u"1n'11~LLri 
USFOA (Food and Drug Administration of USA) LL'1:; CE mark 

2.2.2 L tJutl1mri1V1~\JIJl'i1'11vi1vim'iLL-ii~~"l~tJ~L~tJVIYl1.:1~1'Ulntrinsic pathway L vJ£JV11!'11 Activated 

Partial Thromboplastin Time (APTI) L'U Plasma ~.:IL'U"l~J1EJ11Jl'i'l'1tl'i:;f1£J\J~"lEJ 
~ 

2.2.2.1 il1EJ1APTI reagent liquid LL'1:; Calcium Chloride liquid 

2.2.2.2 APTI reagent Lll'U'!JUIJl Synthetic Phospholipid Vl1£J plant phospholipids 

2.2.2.3 tJ1~~tJ~tl1EJ1Vl"'~'11f1LUVIL'tiLLcl"liitl1~'W\Jmm11 7 1u~~CUWJij 2- 8 tl~l'11L'!1'1L~EJ" 
2.2.2.4 tl1EJ1ii'1m~ru:;LlJ'U~tJ~L"1'1'l (liquid) Y1~£Jl.IH~1'U 
2.2.2.5 tl1EJ1ii~ru"l.l\J~bu1£J HaparinLL'1~ factor VIII, IX, XI, XII deficiency 

2.2.2.6 tl1EJ1iil'111l.lbutJEJ (Low Sens) ultJ LA (Lupus Anticoagulant)lll1l.l CLSI guideline 

11JlEJiie.J'1.:11'Ul~EJYl1~l'!l1f11'i'LtJ'i:;~\JtJ1'U1'!l1~fo'itJ.:il.11LL"Vl-:i 

2.2.2. 7 '!l1Jltl1E.11'Wii~"l'UU'i~fltJ\J~tJ~?m1'!1EJ11 tJlll, LLfllJlLiiEJlJ~mvllllVl1tJ"1'irltll.l~L ~~U'1~"1'i'Lflii 
~'U.,~L U'UB'UIJl'i1EJultJ~1~f11EJ 

2.2.2.8 tl1EJ1LUtJ~tJ~uYivtl>.Jiim'i~~LLtl'1~'11fl~l\JalJl ;~~1'Uf11'ifo'itJ~FICUfl1Yi'i~~\J"1f1'11~LLri 
~ ' 

USFDA (Food and Drug Administration .;::; USA) U'1~ CE mark 

2.2.3 L llutl1EJ1ri1V1~\JIJl'i1'11Vlfl11~ii~lJL~tJVlm~'11EJL tJVl'1tJVIL~tJVI 1viEJf11'ilJl'i1'1 D-d imer 1~ EJVl"'flf11'i 

lmmunoturbidimetric assay ;i~t tJ'!lVltl1EJ1tl'i~fltJ\J~1EJ 
..J .. 

2.2.3.1 D-Dimer REAGENT: Lyophilized ~tJIVl\J'i'i~ 3x4 ml. Polystyrene particle YlLF1'1tJ\J 

~"lEJ monoclonal mouse antibodies (0.lg!L) 

2.2.3.2 D-Dimer BUFFER: Liquid ~tJ1Vl\J'i'i~ 3x5 ml. LtltJ"1'i'1:;"1EJ buffered saline 

(13g!L) LL'1~"1'i~m~n"fl1Yi: sodium azide(<lg/L) 

2.2.3.3 D-Dimer SUPPLEMENT: liquid; ~'U1Vl\J'i'i~ 3x2.6 ml. LlJtJa1'i'1~'11EJ buffered 

Saline tl'i~fltJ\J~1EJ1tl'i5itJ (Heterophilic Blocking reagent; HBR) "1'i~fl"cl1"fl1Yi :Sodium 

azide( < 1 g/L) 

2.2.3.4 D-Dimer DILUENT: liquid ~'U1Vl\J'i'i~ 3x5 ml. "1'i'1~'11EJ buffered saline 

tl'i~fltJ\J~"lEJ detergent "1'i~fl"cl1"fl1Yi: sodium azide( < 1 g!L) 

2.2.3.5 D-Dimer CALIBRATOR: ~tJ1Vl\J'i'i~ 2xlml. lyophilized human plasma 

tl'i:;n£Ju~1Elf11'iLIJl~EJl.l D-Dimer ( ~.4- 6.1 FEU) a1'i~ni;1amY1: 5-choro-2-methyl-4-

isothiazole-3-one (<1.0 mg!L), Sodium azide(l.O g/L) 

2 .2.3.6 tl1EJ1L tl'U~tl~ LL Yivt'h.iii f11'i~VI u tl'1~'11f1~1\Ja1Jl ;~~1tJf11'i~\J'itJ~ flCUfl1Yl'i:; ~\Ja1f1'11~ uti 
~ ' 

USFDA (Food and Drug Administration of USA) LL'1~ CE mark 

~ 
(u1~"11B'cy'il~ ~cyu1'1l 

tim VlflUFJ f11'i'LL YiV1M1tJ1C\! f11'i 

tl'i:;tn'Um'il.lf11'i 

--Yfri 
('U1EJ~'Ufl'i tJIJllJl~fl~) 

' um VlflUfl f11'i'LL YIV1V-li1'U1qjf11'i 

fl'i'il.lf11'i 

i-, 0-/ 

(tJ1EJli'U1'i! ri1'i1qj~l'I) 

um Vlflllflf11'i'LL YiV1V-li1tJ1qj m-s 

fl'i'il.lf11'i 
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2.4 L~ti'Ul'!nil'Vi1t 

2.4.1 Ll'l~tl.:Jl'l'i''Hlm'rn ~.:J~'J'Utl.:JLatllilBl'l L 'U~U'1t'qlilJ1m~rrt ~L •thtfo.rnC'l'Utl 1 ul'lf .:idoiti.:iiim1iit11L zjtl~tl 
1liltJLU'ULl'l~ti.:iVi1m'U1 Wr'itntJ1'1~'UEJ \.i~tl 1 'i'.:J'ViEJ1tJ1'1lJ"11iVlf.11ci'EJ 1utl'i'tL Vll'll VIEJtlV1.:JtJBEJ 20 u. ~.:i 

2.4.2 m ~L 'li1'1:ifli'ti.:i-rti~lil'!ltltJf'h 1-n'~1t11 'Um'i'lilLL'1U1'i.:J-rn~1 ~L 'tf1'1t~1tlL\l'Vi1:if'hJ1t11m1'1iLl'l'i'1t'l-1 
\J \I ' " " 

L vl1U'U 

2.4. 3 0 ~L 'tl1'1tlli'B.:ivi1nTi'U11.:i-rn~1Ll'l~tl.:i BEl1.:itJBEJ L~tl'IJ'1:i 1 l'lf .:i LL'1t 1 iJmruvlLl'l~tl.:i L~EJ 'W'11lJ1'i'Cll'l'i'1'1 

1 Ll'l'i'1:i"11~ 0 ~L 'tl1oiti.:i~.:i'tl1.:i~'ti1u1tymvi1m'i'rdBii 1~Ll'l~B.:i'11mw1-n'.:i1u l~mEJ 1 iJ 24 off11lJ.:i"1ci.:i 1~-rrnL~.:J'11n~ 
L 'ti1LL'1t 0~L'tf1LtJu~fo~lil'!ltltJf'h1i~1tJ~.:il'i1 LL 'i'.:i'tlw!itllJ LL'1ttlt 1 "1~l'l'1tllil £11 ~~(\!(\11 

2.4.4 "11f)l'IClJf11Wil1tn\.i~Bm'i'l'l'i'1'1iLl'l'i'1t'l-111'1tilil'1'1Jn1'i'tJ~m'i'"1fi.:im'i''U1EJ hJLtJuvlwB1'1~L'ti1'11"1'i'Cl 
• 'U 

t1man~tyty1l~11'1Bliln'11 

2.4.5 0~L'tl1oi'ti.:ivi1m7!JntitJ'i'lJn1'i'1iLl'l~tl.:iLL'1tm'i'U11.:ifo~1tiEl1.:iti'tiEJ 2 l'lf.:illitii'.I 

2.4. 6 0 ~L 'tl1oi'ti.:ivi1 m'i'~lil"11Ll'l~ti.:i1171'11Lm1:i'l-1ri1"1-ru~ti.:itl~Uiim'i' 2Ll'l~ti.:i L Ylm U'ULl'I ~ti.:iri1 'lti.:i U.'1:i 

'1 tfli'ti.:i L tl'ULl'l~ti.:i 1 ·~ui~Ei'.:i hi Ll'I EJ 1 iYl1lilmriB'U 

2.4. 7 m ~L 'tf1oi'ti.:iLC'l'IJtlf'h 1i~1EJ11iti test ;.:i71iif'i11 i~1EJ'Uti.:iJ1t11~.:i\.ilJlil 
'U 

2.4.8 IB~L'tf1oi'B.:iC'ltitJC'l,J'UJ1t11v!'lmtJm'i'l'l1tJl'llJl'IClJf11W(Control Material) 1~LYit1.:i"r'lmh111-rtJm'l1i 
\I ~ ., 'I 

2.4. 9 0 ~L 'tl1oi'ti.:i~lil"11'qlill'l1tJl'jlJf)'i'tUC'IL vlvh (UPS) 1 ~ii'U'IJ1lilL\.1"1tC'llJntJLl'l~B.:im1'1iLl'l'i'1t~~~lil~.:i 
2.4.10 IB~L'tf1fli'ti.:i-rti~lil'!ltltJn1'i'Vllil'1tltJ l'IClJ !'1W1 '1Jn1'i'l'l1tJl'llJl'IClJf11Vl'11nti.:if'immEJ'IJtlf) (EQA) m.h.:i 

" " 'I , 

ti'tit1 1 11'17.:im'l 

2.4.110l1L'ti1oi'ti.:i1~-ru 1 tltlti(\!1l'lm'i'tl1 L'!J1 LL'1t~lil~1"1tJ1EJ'11f)ri1tin.:i1'1J1'1ClJt m'i'lJn1'i'tl1"11'i'LL'1tEJ1'UEM 

tJ 1 .. • ""'i - ~ ..1..1 ., 1 Q ' 'i't L Vll'I VIEJ Ll'l'i'ti.:il'l'i'1'11Ll'l'i'1t\.itll'l L 'UlJl'l U.'1ttJ1EJ1VILf)EJ1'Utl.:J '1Jn1'i'1Ll'l'i'1:i\.1 

2.4.12m~L'tl1oi'B.:i-ru~lil'!ltltJR11i~1EJl'i1~VlfittJm'l1mtl'i'U.n'i'lJ LIS LL'1tn1'i'L~tilJlliti1tl'i'LLn'i'lJ LIS ntJ'i'ttJtJ 
" 

'!Jti2;J'1'UB.:i 17.:i'V'lt11m'1'i'1lJti.:il'i11i~1t11 iJm7u11.:i-rn~1tl'i't~1i'.'J 

2. 4 .13 0 '1L 'tf1fli' B.:i ~ lil11111tiit11.:iLl'l~tl.:J l'l'i'1'1LL'1t'qlill'I tllJ~1Ll'lB{tl'i'tlJ1'1~'1ri1"1-rtJ Ll'l~B.:iilBVJnitJBV1.:J 
L"1l.J1t'1lJ 

2.4.14 ml1L'tf1fli'ti.:i~lil"111'1tllJfj1Ll'ltl{Lyjtl1iLUtJ Host LzjtilJllitl'lttJtJ LIS 'Uti.:in~lJ.:i1tJLVll'IUl'lm'i'LL"r'lVIEJ1'1 
" ' cal .., ..; - .. ..1 .... t 

L Vi EJ.:j'\litl f)tJ Ll'l'i'tl.:Jl'l 'i'1'11Ll'l 'i'1t\.1Vll'llill'l.:i 

2.4.15 ~Lm.mffiMtim'i'~lilLaEJnLL~1'1tlli'B.:ivi1'i'11'11L'ti1'V'l~tllJJ1t11u.lli'1t'i'1EJm'l 1lilEJlli'EMLli~.:iffl1'i'1f'l111itJ 
"1tJ1EJ'UtJ.:i 'i'11'11f)'11.:i 

~ ., 0 
., ..; d .., • tJ.J d '"' .J.,.~ ~ 1 "u 1 1 •..I 

2.4.16 ~L "1L'!l1l'lt1.:iL'VilJLf'lW.:ilJB"1'i'tlL '1EJ'IJLf'l'i't1.:JlJt1VllJr1nt1mw~.:i'UtJ \.inti 7.:i"r'lEJ1tJ1'1 tJmruVI 

1 'l.:i'Vit11u1'1iitl~mc1muL ~lJlJ1n~u"1~t1 lliL Vit1.:i'Vit1ntim'l 1 i.:i1u LlilEJ lllf1lill'i11i~1t11lil 1mt11 uti1~~cycy1 
2.4.17 1tJmruvlLl'l~tJ.:JiJti 1ll1iLL~1 m~L'tf1'1tfli'ti.:ifo~lil'!ltltJf'i1ti~1EJ1 '1Jn1'i''UtJeJ1t1Lf'l~tl.:iiiti1 ~L'1~W11 EJ1'1J 

" 
15 1tJ tiu~.:i LLlli1uvh~foLL ~.:i LL~1tJ-rutJ1.:iC'lmtJYl~lil~.:i 1 ~ti~ t tJC'lmW L~lJ ~1EJl'i11-U~1EJ'Ut1.:i 0 ~L 'ti1Lt1.:i~.:i~tJ 

,,--

( 
~ 

'U1.:i'111tlqj'!l'1 l!t)!tl1'1) 

tim V1l'liif'lm'i'LL"r'lV1EJ'ti1u1tym'i' 

tl'i':ili1tJm'i'lJm'i' 

timV1f'liif'lm'i'U"r'lV1tJ'ti1mcym'i' 

m'i'lJm'i' 

LJCc,./ 

(tJ1EJLitJ1'!1 ri1'i'1qj~l'1) 

timV1l'IUf'lm'i'U.Ymti'ti1u1cym7 

m'i'lJm'i' 
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3. 'i::a::L'u11nTn1i1 

'i::EJ::L 1'11 5 i'.hi'uu~t7L ih 1~fo2.Jti\JLF1~tJ.:J\Jl'rJ'il1LFl'i1::'1rn·m .U.:i!Ji1'tJti.:JL~tJi;JLL \J\Jtl\Jl 1uim~~i;J~.:J'r'i~tl2.J1 i 
" 

.:J1'U'il1flrrt "1L '!J1 

.. 
4. 15nT~'!i11::fl1L'ti1w~£11JU1tl1 

f'11 L 'lhLfl~tl.:J\Jl'i1'ili Lfl"n::~rn'i LL ii.:i l'i'1'tlt1~ L~tl\Jl tl\11 L uim'Vi~tll.J fl1'i~\JIVl1\hnvtl inu Lfl~tl~111'i1'iliLF1'i1::~fl1'i LL .u~~1 
'!Jti~ L~ti\Jl ti'IJI 1 um\1\JltiR \JI t1t1i;i'li1'i::'il1ntfo.rnlmu'i1t1 fl1'iVl\Jl~£J· 1~~l.J\j-S ru1111l.Jfi1~~;rt1'!J ti~ "''YC\11~ L •th 

5. iti£Jn1'Vl'UflL~i)~'Ufl€\J €\J1 L 'ti1 

@"1L '!i11l::!Xt1.:i'11Lfl~t1.:i1J1'i1'ili Lfl'i1::'1rn'iLL .U.:il'i'1'!Jt1~ L~ti\Jl ti'1J11umtitinutinl{u~'!Jm1'i.:ivm1u 1'1 LL'11tJ i'utJ1.:i~mu~ 
1 i.1ti~L\J~i11'ViL~l.J~1tlfh1i~1tl'tltl~~L'lhmt11\J 15 iu 

6. 'Vl~mncuttim1Vl\11'icu1trflLii£Jn 

1 iLncu'fl'i1fl1 

,..--

~ 
(\J1~~11tlty'!lil '4C\!\J1fl) 

um VlflUfl fn'i LL WVl e1'1i1u1cy fn'i 

i.h::G1'Ufl'i'il.Jfl1'i 

Ufl L Vl flUfl fn'i LL 'ViYleJ'!i1\J1tyfl1'i 

fl'i'il.Jfl1'i 

_, 
~Cu-' 

(\J1tl~\J1'!l ~1"S1qj~l'I) 

um VlflUflfn'iLL YlVleJ'!i1\J1ty fl1'i 

fl'i'il.Jfn'i 



L '!11 Lfl~v.:i~-a1'11 Lfl-a1::~m-aLL 'ii.:i~1'tle>.:i L~e>~ LL uuil~ 1 cu3191 cwim.n.ha1~-a1'11 Lfl-a1::~m-aLL 'ii.:i~Tt1 e>.:i 
L~v~m -tiri'uLfl~ei.:i~~1\11 Lfl'ci1::l-1nTm ~.:i~1,,ei.:i L~ei~ LL uuer~ 1 u~ 

co fl II 0 

'.i1fl1/test 
0 .... 

'.i1V~::LvV~ 'Ufl1 \11'U1'U \11'U1'UL{l'U 
" 1. il1£J 1 \JI 'j1'1fl1'j LL ~.:itlJ1'11 t1.:i L~ tlVl'!lilVI 420,000 25 10,500,000. -

PT (Prothrombin Time) 
0 dcu .di C11. 

2. 'U1EJ1\Jl'j1Wl1'jLL 'U.:lm'Utl.:IL'1tlVl'tl'UVI 350,000 27 9,450,000.-

APTT (Activated Partial 

Thromboplastin Time) - . 
3.1hJ1~1'Vlfo\Jl'j1'1l\11.f1 11~ii~lJL~tl\11 25,000 220 5,500,000.-

m~'11tJ L 'U'Vlf'lti1>1 L~ti1111111tirn'j\Jl'j1'1 
D-Dimer 

'j'Jl.J L tl'UL~'UoX.:ii'U 25,450,000.-

('1.:i~t1) ..... ... ~ ................... ·1.h~li1Um'jlJfm 
('U1.:i~11elqj'tl~ ~qjtJ1'1) 

,,,,-
('1.:i~tl) ............... O!!.. ... : ....... ........ ........ m'jlJfl1'j 

(u1v~um tl\Jl\Jl~n~ ) • um Vli'lUi'lfmLL 'V'lVltl'1i1lJ1qjfl1'j 

_../ 

(M~tl) ... ...... ... ...... .. 0.~ ........... ........ ,.m'jlJfl1'j 

('U1tJli'Ul'tl '11'j1qJVll'l) 

um Vli'lUi'lfl1'jLL 'V'lV1tl'li1'U1qjfl1'j 



1. J1m~·n'lfl1'iLL ~-:ii11'1Jtl-:IL~tl~'!lU~ 
PT (Prothrombin Time) 

2.tl1EJ1~·n'lm·m~-:iil1'tleNL~eJ~'l1U~ 

APTI (Activated Partial 

Thromboplastin Time) 

3.tl1EJ1~1"1i'um1'11'~m1~i1~1JL~ei~ 
m::'11EJ 1tJ"1'1ti~L~ei~1~mn'i~'i1'1 

0-0imer 

,,-

~1'U1'U 

420,000 

350,000 

25,000 

'a1fl1/ test ~1'U1'UL~'U 

25 

27 

220 

~ 

('1'1zjeJ) ....... ~ ................... tl'i::511.Jfl'i'i1Jfl1'i .. ~· ('1'1'11tl) ... ............... ..... ............................ n'i'i1Jfl1'i 

(1.J1'1~11elty'l1~ ~ty\J1'1) 

U'mvtl'1Uf'lfl1'iLLWV16'!i1tJ1tyfl1'i 

_, 

(tJ1EJVium ti~~::n::) • 

.. Qv_,J 
('1'1'11tl) ................................................... fl'i'i1Jfl1'i 

(tJ1EJ5tJ1'11 ~1'i1t\J~f'l) 

U'mvtl'1Uf'lfl1'iUWV16'ihtJ1t\jfl1'i 



. 
.Clll Q.Q.I II II 

(Q) . 'tfel'U~'t1'VI/ 'Vl1.:I/ ~1'1J .................................................................................................................. . 

..; .., 
lD. 'tfe:icwa~ ........... ...................................................... ................................................................... .. , 

...; " m. tl'Vlel .......................................................................................................................................... . 

er. iu ....................................................... .. ................................ .. .............. · ··· ······ · ········ · · · ······· ·· · · · · ·· , 
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.d ti Q 
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ft111./IUflfWNL'a1J./l\J\h::111wmi~u~flfl1'Uf1::11va::LilVflf'i11'U~hv 
rn1~"~il~"~,./l~m,i./11unil11,1./I 

uuu u n.06 

1. ~il 1f'l1./lrn1 L ,;, Ll'l~El.:i1J111'\liLl'111::"1n1'~ u ~.:i~1'tlEJ'IL~El~ u uuti'1J11 uim wi'Eimhmm'\liLl'111::"1rn1 u ~.:i~1'tJEJ.:i L~ El~m .UnuLl'1~El.:i1J111" 
iLl'111::\1m1u~.:i~1'tJEl'IL~El~U\JUtl\JIL'Jlm 

2. \1U1V./111JL~1,,il./1Lf'l1./lfl11 mhmULVlfilUfilfll'jU"IWlU h.:iwti1\J1'1'tJEl1JUri1J ~~'Vl1~'tJEl1JUri1J 
' ... • - • ... .,., ., ""~ " " !:! " ...i " 3. 1./1~'11J'lvu1::111nM Lfl1\J'1flfl11 25,450,000.- U1VI (ti'1\J'Vl1'111JC1U~1J'\111'\lli.JUU1VICl11J) 

4. 11J~n1\1uf111r11na1.:i (111111'11./lil./I) w 1"'~ ~ 6 S.R. 2565 
11i.JLU1JL~U~~~1J 25,450,000.- U1VI (~~U~1~11J~U~1J~1'\11~1J\J1VICl11J) 'Iltift::Lilti~~.:iif 

th 
fl\J 

1 

2 

~ ~ ~ . 
1J1tl11Jl'I1'\lfl1'IU'tJ'llJl1'tJEl'ILfHl~ 

11\i~ PT (Prothrombin Time) 
: d ~ • 
U1tl11J111'\lfl1'IU'tJ'llJl1'tJEl'IL'1il~ 

11\i~ APTI (Activated Partial 

Thromboplastin Time) 

tl1v1ri1'Vl~U\Jl'I1'\11~fi11::~~1J 
3 L~il~m::'\11t11u'Vlftil~L~il~ 1~E.J 

fl111J111'\I 0-Dimer 

Test 

Test 

Test 

~1u1uth::111w 

1111L1fl1 5 \J 

420,000 

350,000 

25,000 

5. U\1fl'l~ll1,,il'111fl1nfl1.:i ('t1fl1tl1'1£i./I) fl\J"1n11f'l1ti°il./1Plfl1fl 

5.1 u~,;'VI Li.J~11J ~1n~ 

5.2 u~,;'VI L1J~VIElU ~1n~ 

5.3 u~,;'VI rn11 ~ Li.J~l'1il'1 ~in~ 

6. 11v~ilL~1\11h~an1\1uf1111111na1./I <11f111t11./lil./I) 'Vlnf'l\.I 
~ ' 

25 

27 

220 

6.1 u1.:i~11ti'ty11~ '4t\!U1'1 iJmV1l'1Ul'1f111uwV1uoti1u1cym1 

6.2 1J1V~un1 'llJllJl::n:: iJmV1l'1ill'1m1uwV1uoti1u1cym1 

6.3 u1E.J'Ou1'11 rii11ty~l'l umV1l'1Ul'1nTrn'VlV1Uoti1u1cyrn1 

tl'I::'01Un'I11J fll'I 

n7'Ii.Jfl11 

n1'I1Jfl1'j 

11fll11111 

\.h::111N 

(\J1'Vl) 

10,500,000.-

9,450,000.-

5,500,000.-

25,450,000.-


