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..I ., • 01 ..., 1 ""'" !!" ... ~n1'aL"'1Lfl'ai)~fI'a1~1f1n1'aLL"-l~m"-li)Ui'li)fli)fI 'U2JfI 'Wli)2J'U1V1f1'a1~1Lfl'a1~VI

lii1'U1'U Q1 'a1Vn1'a \J'a~lii1tJ~'U'lh~2J1tu 'W.fl. mct'brrl
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@. "-li)3JiilLnv1n'U fl'a~n1'a

@.@ ~i) lfl'a~n1'a

\J~~m~~1Fl1b-U1bFl~e:l':1\'1~1~1~m~bb~':)1ll1"lJe:l':)b~e:l~tllJlluiT~ ~~eJJ..n11CJ11Jl~1~1bFl~1~"; "ii'1'U1'U en ~1CJm~

\J~~:ij1U,:)U\J~~J..I1ru ~.1"1 1v<t''o:Jrrl1ii'1CJ15\J~~m~~lFl1Bb~f)'mvi'jn~ (e-biddlng)

@.m fl112JLU'U2J1

b~ll btJ'Um ~b-U1bFl~ll':)fI'i·.r~lf1nl'~·bb~':) 1ll1"lJll.:)b~e:lfltlfll 'U~ ~~mJ"J1 mm11il1 bFl~1~";m~ bb~':)1ll1"lJe:l':)b~e:l~

'!li'j~ PT,APTTuae D-Dimer l-HIJl~1~'V11.:),xll.:)\Jll~m'il"'i1f11'V1m L~1l\J'i~Lij'UF111J..1~~\Jn~"lJe:l.:)\j~~CJm~LL~':)

1li'1"lJe:l':)L~tl~~1'V1i''U~tJ1CJ~L.ul'r'Um'ii'n'l!t1tJi'Tv1 h':)~CJ1'U1m~1~~~CJ111Ji'CJm'Ul"1~~ ~
., • 1 ~

@.Q1 1f1qu'a~a.:jfl

L~eJlm'Um'ifl'i1~iLFl'i1~";tJi'111~1.:j'VI1m'iLL~.:JtJi'1"lJ1l.:Jb~e)fll'U~"'1&'12J1 'l!il~ Prothrombin Time (PT) ,

'1li'j~ Activated Partial Thromboplastin time (APTT)uae D-Dimer Test 1f1CJ1-HLF1~e:l.:JfI'i1~1LFl'a1~";tlfl1'U~

(Fully Automated Blood Coagulation Analyzers) ~¥e:lJ..l~~"J1t1l'vtl-H.:J1'U~1J..1tl'ULFl~e:l.:J1Jl'i1~1LFl'i1~";tlfl1'U~

1Jl1J..1"ii'1'U1'Um'il-H.:J1'Ufl1J..1~1CJm~~.:)tl

(Tests)

Q'JIoo

mo.ooo

ctivated Partial Thromboplastin time

@.<£ 1~L~'U.:j'U\J"i~2J1tu/1~L~'Umfli''U~fla'a'a

L~'UU11.:j1~.:J~tl1U1'" \J~~"ii'1U 1v<t'DQ'JI"ii'1'U1'U (9),,;MGI',rrl~o.oo U1'V1 ('VI~,dh'Ubb\J~Lb?l'Ub~~'VI~'Ubtl1~'U

b~Vl~'i)mb\JVl~U'U1'V1~1'U)

..
1v.(9) J..Im1J..1"'1J..11~{1f11J..1n~'VIJ..I1t1
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Iv.m hJll~~~'VI'-J1.:Jb~nii~m~

Iv.<i:'11JbU'U'UFlFl"'~':m ~ ~~'VI'J1.:){1m~rurn ~~'U.ull L&'I'Ue:l'VI~llvi1~n 1n 11tl'U'VIl.h tI.:J1 'U"lJ'i).:Ji';i 110&1Fl~11 fl1J..1~, \J \I .~.~ ttl

~'~~~~L::~i~·~~L~~"',"a"aUL~~~"'~~:~n."i
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I G ~ .. .., CII ~ II': ~ II 1/ CII cV 1SI" lI~ I ClJ

lv.1f hJb iJ'\J~flfl"'O.:J~m~~'!!tl1.ll '\JUqJ'!!~1eJ"!!tl~m.:J1'\J~~"~ ~I'l~~"iJ.:J~1eJ'\J'!!tl'VILiJ'\J~'VI.:J.:J1'\J'lJeJ.:J'VI'\J1eJ.:J1'U'lJtl.:J~~

l'U~~uuLfl~eJ~1eJG11~G1'\JL'VII'1'lJtl.:Jn~:wUnl~n"1.:J ~.:J~1:w5.:Jil~Uflfl,,~~v1.:J.:J1'\JLU'\J~'\J~1'\J~~I'ln1~ m~:Wn1~~~l'ln1~
v~ ,\I' \I \I

~U~'VI1~ ~ii81'\J1"iJ 1 'Un1~~i1b il'\J.:J1'U1 'Un"iJm~'lJeJ.:Jil~Uflfl"t1'U~1eJ'II 'II ,

I!:>.'o ilflru"':W~LL,,~hiiiL9n~ru~~eJ.:J~1:W1'l1:W~flru~m~:wn1~'UleJU1eJn1'j~I'l~eJ~I'l~1.:Jbb"~m~U~'VI1~~"'~.fl1fl,
-r~ri1'V1'U1'l1'U~1'lJii"iJ"iJ1'ULun~1~ ,

n bUI'1'j ru 1'UU~~ n1I'1U'j~ n1m1fl1~ b~n'VI'jeJilm1'V1~eJ 1.lJbu'U~ n'j~'Vh m~e)'\Jb u'U m'joVl'l'lJ11.:J ms bb~.:JoV'\J11fl1eJ~1.:J
" 'II

bU'UD11:W1 '\Jn11b"''UeJ~1fl1fl~.:J;l

I!:>.~ hi btJ'UeJl~-r'U beJn~'VIi'VI~eJfl11:W~:lJfl'U ~.:JeJ1"iJullb"'D 1.lJeJeJ:W~'U1'11"1.'VIeJb1'\JLL~-r~'U1"'lJeJ.:J~~'U-UeJb"''UeJ1.~ii

p\'1i.:Ja"~beJn~'VIibb"~m1:w~:wn'\JL'll'\J11t1'\J
....-1 II .,j.-l II 'I. I .. I II II.. ......, ~

I!:>.mo (;.IeJ'U'lJeJb61'UeJ'VIeJ'U'lJeJb61'UeJb'U1uu'U'U'lJeJ.:J"n"iJn1'j'j1lJfl1" ~Hl.:J:Wflru61lJ'U(ilI'l.:J'U
'11'11'

c. I I/.Jd 1/ II II I II II q ~ II d~. do., ~
f)"iJm1~1:Wfl1'V1eJ'U'lJeJLG1'\JeJ(;.Ib'lJ1~1:W1"l1'V1m1eJ"iJ~lJIeJ.:J:WflruG1:WU\Jlmum'\Jm:w b.:JeJ'\J~'lJ'VIm'VI'\J1'l ~1 b'\J'II , •

beJf)611~b:an 1'lJ1'\J b1'\JLb\JlL'\Jmrufi'iiJn1~~1:w1"i'1~ij-UeJ\Jl f)".:J~~'VI11.:J~b-U1~1:w1"i'1ri1'V1'\J1'l1~~b-U1~1:w1"i'1~1eJ11'l~1eJ'VIU.:J.~ 'II 'II

btJ'U~ b-U1~1lJ 1"11'V1L9n n'iiJn1~~1:w1"i'1t1'U611lJ11f1l.a-(;.I".:J1'U'1leJ.:J~L-U1~1:W1"11'V1L9rmub~ eJ1LtJ'\Jrl eJ61~1.:J'lJeJ.:Jii Ii)m'j~1lJ 1"11~
'II 'II

.-I ...
eJ'U'lJeJb61'UeJ

mruii-UeJ(iln".:J1~'VI11.:J ~ b-U1~1:WA1ri1 'VI'1..1I'll ~~ b-U1~1:WA111eJ11'l~1 V'VIU.:JbtJ'U~b-U1'hl.JFl1'V1L9n -UfJ(ilmml.:J
'II \I \I

n ~ 11 'iiJ~~eJ.:Jilrn ~ ri1'V1'UI'l'"1'l~1'U'VI'li1~ uae fl11:w-rU ~1'l,!!eJ'U1 'UU~lJ1 ru.:J1'\J ~.:J'1leJ.:J'VI~eJl;l" I'll(il1lJ'" qJ qJ1 :W1n f)11~

lid II II CII dCilIl 1/ II 'J QJ ,K CLI II CLI 1/ Q ~ oCt. ~

I!:>.mm ~ eJ'\J'lJeJL61'\JeJlJIeJ.:J".:J'VI~ bU eJ'\J'VI:W'lJeJl;l"~n lJIeJ.:Jfl~Um'U b'U~~UU'iiJI'l'lleJ 'iiJ1'l'iiJ1.:J.fl1fl'j ~\Il1eJ fJb" n'VI~fJ'\J n 61

(Electronic Government Procurement: e-GP) '1leJ.:Jm:WUqJ~n"1.:J
... .,

m. ~1Vil:avVIJl~N"n~N~LQ""1::
., l:.. ~ .3 ., 4 '" .,

m.Gl ~Nan~N::LQ""1::"Uv.:l'U1V11Jl~'J"'Jbfl~1::'VI Prothrombin Time (PT) li11'V1~ULfI~tJ.:IIJl'5'J"n1~LL·lHlm

"UtJ.:ILiltJlJltllJll'U~

I!:>.m.m ~1'\JU'j~neJuJ1mLU'\J Lyophillized Tissue Thromboplastin ~.:J~IJI~eJ:W'iiJ1f)Human Lung,

Human Brain 'VI~eJHuman Placenta

GT1.m.1!:> L9n~ru~(;.I.:J"~"1eJ~1eJJ1ni'\J 'VI~eJDiluent ~:W1nuJ1CJ1 'VIL9.:J'iiJ1f)"~mm~~1iieJ1vn111i.:J1'U hi~1,
I QI d q q

n11 cr 1'1..1'VI~ru'VI.IJ:WI!:>-~ eJ.:J1'11~'ll"L'lleJ61
.. I it IGT1.m.GT1 :Wfl1 151 eJ~ 'U'!!1.:J o.~o-m.mo

GT1.m.~ LU'U(;.I~\Pl1i'ru,;m~i'Un1~i''U1v.:J'iiJ1nf)~:WU1~~'VIi'1vhU (CE-Mark)~~,,~eJ.:Jl'im1eJ1'V111Lb"~CJ1LLvi.:J, ,
61~~eJb:W~f)1 (US FDA) bb,,~~,h'Un1~~"iJ1~ru1-r'U~eJ.:J"iJ1n~1,rfN1'\Jf1ru~m~:w n1~eJ1'V11~bb"~eJ1'lJ eJ.:Ju~~ b'VI1'11.'VIV

m.1EI ~N~n~N::LQ""1~J1V1\Jl'5'J"1LfI~1~"; Activated Partial Thromboplastin Time (APTT) ri1'V1i'U
d t4., 4 "",. 1II.IlQ_

~fl~V.:j \Pl~'J" n1~L~"U.:jm"UtJ.:j La tlfl tJlJI b'U3J\JI

GT1.I!:>.m il~1'\Ju~~ntJ'U'VIL9mtJ'U Phosphatides 'VI~tJ Phospholipids

GT1.1!:>.1!:>bu'UJ1m'VI~eJ"'11"~"1eJ 161 'Y'l~tJ:w1i.:J1'U

GT1.I!:>.GT1iieJ1vn1'j1i.:J1'U'VIL9~btJl'l'lJ1\il1.lJ'lifJVn11 irl1'U ~eJru'VI.flij \!)-~ tJ~i'11b'll"biilV61
• • \I

k..............................................,..,...., .......................~ .
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!;I1.I!?c( ,11tJ1iiR1111L1v1eJLA (Lupus Anticoagulant) ~11Jl111111~'S~1'UCLSI guideline L~wiiLeJm'l1'S'l1'U

1~tJ'Vl1'l1'l11m'S1I1LL&1~'l

m.l!?tf LU'U~~l1lfinJ,;m~-rum'S-rU'SeJ'l~ln n~lI'th~ L'VlP1~L'S'll(CE-Mark) LL"~eJ'lfi'm'SeJ1V1l'SLL"~tJ1LL~'l&1~~

eJLlJ~m (US FDA) LL"~~l'Um'SYl~l'SnJl-rU'SeJ'l~lm;l,rfNl'UflnJ~m'SlIfl1'SmVll'SLLG'1~tJ1'UeJ'l'll'S~L'VlP11'VltJ
fU 1: cto d ..J QJ 4 4Q1 4..,,.CIIQ

m.m ~rug:jn~ru:mwn::'U1V111l~1~'nfl~1::VI D-Dimer Test "'1V1~ULfl~a~I1l~1~n1~LL'ij~m'ija~Lg:ja~a~~'U1I11l

m.m.<il 'lI~JltJ1~'S1~VllmlJlru (Quantitative) 'Utl'l~~I1l.nru'; Cross link fibrin degradation (D-Dimer),
'I 'i....01 • ..I..., . ..I....... ~
b'U'Y'IG'11&1l1lb~tJVlG'1nm'SLlItl'Ul Monoclonal Antibody 'Vlllfl1ll1~lL'Y'I1~~'ll1ltl D-dlmer '!f'lLl'lm)UI1l~nULlI~

polystyrene 1'll'Yil'llnii~tJ1nu plasma ~ii~1'U'UeJ'lD-Dimer cross-linkage ~mfl'S'l&1~l'l'UeJ'lstereo-

symmetrical ~~~U'vh'llnii~tJln'U 'Yil1,xLiiVlR1ll1~'U~'U"'111l'S~lVl1~

, .1 l;'.1 II • .,j.. II l l!;I1.!;I1.1!?"'1'Uu'S~ntlU'UtI'l'UltJlu'S~ntlUVl1tJ Polystyrene particle 'VlLfI"tlUVl1tJMonoc ona mouse

antibodies LL,,~iiLyophilized human plasma ii Buffered saline~ii~1'U~&111'UtI'ldetergent, polymetric

carbohydrate LL"~L'll~~'UL'Il'UHeterophilic Blocking

m.!;I1.!;I1LU'U~~I1l.nnJ,;m~-rum'S-rU'SeJ'l~lnn~lI'll'S~L'Vli'1tJh'll(CE-Mark) LL"~tI'lf'1m'SeJ1V1l'SLLG'1~tJ1LL~'l, ,

I!? LfI~eJ'lLU'ULfI~eJ'lVl~n<il LfI~tl'lLVlViii'l1llJL~11'Ufl1'SI1l'n~1LFl1l~'I-11mlhj'eJtJnil <il~O tests v1eJi1LlJ'l

..I :;;, 1"'.,j ''i "... .,j'Vl"'llJl'Stl Load bI'l"''l~'S1~ Vll1ltlL'UeJ'l~1'U Sample Rack bVltl'S~UUAuto Sampler LL"~~eJ'lIilVlVllLfI'SeJ'lIPl'S1~

1LfI'S1~'I-1fl1'SLL~'l~1'UtI'lL~tlVlLL'UUeJI1lL'Ulr~iL'U'ULfI~tI'l61l'SeJ'l<il LfI~eJ'lL~tJiiR1ll1L~11'Um'SIPl'S1'~lLfI'S1~'I-11mlJ,j'eJtJ

nil <ill!?o tests v1t1~11lJ'l1~tJ'Vlml'l~tI'lLU'ULI'l~tI'l1V1lJeJ'l1lJ~1'Um'S1-H'l1'ULLG'1~LU'ULfI~tI'l~,xtlL~tJ1n'UlIl~ln~~~11l, ~.. ...
LVltJ1n'U

.01 r 1!:"i ... 'i ......:'1 ' ...m.c(.1!? LfI'StI'l"'ll1l'S~bVl"Vl Cuvette VlbVltJeJl1lb'UlIlPlCuvette Lu'ULLUU<il Cuvette IPltl<il m'S'VlVl&1eJ'UL'Y'IeJ

1,x~'llnllii'l1'U"'1lJ1'SmlllJl"'eJU'Vl1'Un~'U 1~ 1'Umru~"''1~tJfl1'SLiiVl'llnii~tll VI~tlL~mfl~tI'I~'U Flag L~eJ'U1~

m.c(.m ii Wavelength mm'Um'SIPl~1~1VlClotting Assay eJ~1'l,j'mJ"'llJfI1ll1tJ11f1~'ULL"~"'111l'Stl"'~'U

Wavelength (Wavelength Switching) 1'Umru~~"fI'U1,j'iifl1llJ~Vl'lln~ L~tl1m~~g:jm'SI1l'S1~1LfI'S1~'I-1~iifl1ll1

~n~~NLLlJ'UeileJ~1'l'S1VlL~1 1lJ~'UL'll~tI'l~'l~'l11l'S1~LL~~1lJ~'UL'll~ tI'lJl tJ1

m.c(.c( LfI~eJ'l'SeJ'l-r'U~'lSample Cup LL"~ Primary Tube 1~tI"'llJl'Smt'l'l1'U1~~'l Open tube LL"~

Close tube

!;I1.c(.tf LfI~tI'lI1l'S1~1LI'l'S1~'I-1ii'S~uunl'~I1l'S1~G1eJ'Ufl1llJLVllIl~"'1I'UtI'lmlllm~'l~'l~'S1~(Sample Volume

Check) LL"~ "'111l'Stll1l'S1~"'tI'Uflrum'Y'l'UeJ'l~'l~'l11l'S1~1~LLnHemolysis, Icteric LL"~ Lipemic (HIL Check) 1~

m.<t.b LfI~tI'liiIJl1LLVlU'l1l'lJltJ11lJ,j'tltJni1 <to IJllLLVlU'l'Y'I-rtlll'S~'UUR1Ul'llJeJnJVI.nij~<ilO±1!? °C" ~
d ..,,. uc:t. q !111 I I d,. I ..,,. ca,.fq

m.c(.1ri LfI'StI'lI1l'S1~tllPlb'UlJl1ll1l'S1~1LfI'S1~VIbVltltll'l~tlL 'UtI'lbVltJ~l'USample Rack LLU'Utll1lb'UlJlPl

(Continuous Rack Loading) 'S1lJ~'lLfI~tI'l"G1llJl'Stl~1'U Barcode 'UtI'I~'1~'l1Pl'S1~1~eJ~l'llJim~eJ'lL~tleJI1l1'UWi

L~eJfl1ll1G1~Vl1n'S1VlL~1LL"~"Vli'l1ll1~Vl'Y'l"lVl1'Um'S1'1i''l1'U
d ~ d Q~ Q ~

!;I1.c(.~ LfI'SeJ'lG11lJl'StlScan Barcode 'UltJ1L'Y'ItlueJn'll'UVl'U1tJ1,Lot Reagent, Exp. Date, 'll'SlJlnJ'Ult1ll'l'l

LVI~tlLu'U'll~lIlmLL,,~Fil'U1ruL U'U~1'U1'Utest 1~LL'UUelI1lL'UWi L~mh'U1t1i'l1llJ"'~mn 1,xn'Um-tl'll'UG1llJl'Stl
"

U':~~~'.~~".'1:L~",~"nUn1'~"~~1~~~;L~~'~ .
about blank ('U1tJ"ll1'U1qj lI'lfl~ LL6'I'U) 3/5



bn.<t.ci LtJ'U~~I')Jlt1J,;vtt~~Um':i~\J'~eJ'l~lnn~lIU':i~LVI!3\~hu (CE-Mark)LL~~eJ'lfim':ieJ1'V1l':iLL~~CllLL"''lG'l~~

mll~m (USFDA)bb~~~1'Um':iYl~1':it1J1~U':ieJ'l~1n~llJn'l1'UI"lt1Jtm':illm':ieJ1'V11':iLb~~Cl1'UeJ'lU':i~bVI!3\1VlCl

'".~ L~t1'Ul'tlLQ'Vi1::
~" I II Q ,t ~ 0 QJ ,11 I CV.4 c:. ,. ,. CiI CiI 1/U.3

bn.cr.(i) ~ ~VlL"llll'ltl'lI'l~I'l'leJumt1Ju':i~ntlUG'llV1':iU~"ll'l1'U':i111nULI"l':itl'lI'l':i1~1LI"l':i1~VI~~Clll':ilCl~~beJCl~~'l'U~ ,
oQ" d Q ,. 0

bn.cr.C9l.C9l ~~l"ltlllV'l1LI'leJ':iLLG'l~'l~~LL~~LI"l':itl'lV'l1lV'l~~~1'U1'UC9l~~

bn.cr.C9l.® LI"l~t1'l~1':itl'l1~(UPS)~1"l':ieJul"l~lIm':ilotl'll'U,
.J Q ,. G Q ~ <C)W II "'" ~W.!J '" d delbn.cr.C9l.bn VllnLl"l':itl'lI'l':i1~1LI"l':i1tVlbiJ'U"ll'U~I'l'l~I'l~~'U1Cll'ltl'l~~Vl1~1'l~"1V1':iU11'lLI"l':itl'lVlllI"l1ll1~

~ GIl '" qJ d", cJ II1I'U1"l'lu~eJ~flClLL~~LVllIl~,UJnUG'lm'UVI~~1l'l bl"l':ieJ'llllmV

bn.cr.® m\~'L~1~eJ'l~~"''l''ll~J1CJ11'l':i1~Prothrombin Time (PT),Activated Partial Thromboplastin~ ,
time (APTT)bb~~D-Dimer Test 1~Cl~~Vll1"'L-WCl'lV'ltll'l~B~':i~Cl~b1~Tffi':i'lV'lCl1Ul~lotlJ1CJ11'l'i1~vi'·m~111~ClhJ

~~lI~Fh~
d - tQJ ""..,_ cJ ~ I .., 1'" Ibn.cr.bn bmB'lI'l':i1~1bml~VlBI'l b'UlII'lVlnLl"l':iB'lbb~::'U1Cll~1'Um':i':iU':iB'lI"lt1JfI1V'l1Jl1111I11'l':i~1'UG'lln~sun, ,~

B'lfim':ieJ1V1l':ibb~~CJ1bb"''lG1V1~jjBUJ~m(USFDA)VI~B~hu (CEMark) bb~::~l'Um':i~U':iB'l~ln~llJn'll'UI"lt1J~

m':illnl':imVl1':ibb~~Cllbb"''lU':i~bVl!3\1V1Cl

bn.cr.<t m ,xL'lll~B'lijVllJ'laB~U':iB'l ms LtJ'U~1bbV1'U':iilV1t.hCl11'lClI'l':i'l~ln~~~1'l~ ~
., Q 44 ~ II. cv

bn.cr.cr b':i'l'l1'U~~l'lbl"l':iB'lllmb~~'U1CJ1I'lB'l~1'Ufl1':i':iU':iB'lllll'l':i~1'UG'lln~ISOC9lbn<t~cr..
~" ," .,: .., ......• ,eI .., ... eI",,_y 31"'" r 1 """""bn.cr. '0 ~bVlb'lJlI'lB'lbV'lllbmB'llJBVI':imu~Cl'ULmB'lllBVllIi'lflWllV'lG'l'l'U'UVlnu b':i'lV'lCllUl~'Umt1JVIL':i'lV'lCJ1Ul~~ ~

~U~lIlt1J'll'UbvllJlIln~'UVI~Bhlb~EJ'lV'lmi'um':i1oU'll'U11'lClhlFiI'l~11otl~lCl11'l'lfl1Cl1'Um~&rqJqJl

bn.cr.~ m&~J1CJ11'l':i1~1bl"l':il~-HG'll':iI"l1Ul"llll"lt1JfI1V'lVllll'leJ1VVI~m~eJlIG'lfl1V'lVI~B1n~VllJl'leJ1Clm "'b'lll~B'l
, "" , 'U

ulJ1CllnGi'u 1ULU~Cl'U1Vll.llll1 ",Vi''UVim~~ubb~'l~ln~b'lll~
bn.cr.~ 1'Um&~l'i1m':i~~~'lbl"l~t1'l1'l':i1~1bl"l':il~Vl1Vll.l m "'b'll1~B'l~U~~"llBUFhJ1CJ11'l':i1~1LI"l':il~-H~

G'l1':iFl1UFllll"lt1JfI1V'lbb~::FhH~lV~'lVlll~ 1'Um':il'i1 Method Validation Lb~::~1'll'i1':i1Cl'l1'UG1':iU~~m':il'il1,xnu~~B, , , \I

fI1Cl1'UC9lb~eJ'U

bn.cr.ci Vllnm ,xb'll11l.lG1ll1l':i(l~I'l"''lJ1CJ11'l':i1~1bl''l':il::-H~':itU11l'U&rnInIl1~Vi''Umlll''l1ll1~B'lm':i'UB'l ~b'!h\I , Vt·~ \I

l'il1 ml.lG'l111l':irll'ilm':iI'l':i1~1bl"l'il~Vl1~ m "'L~1~B'l-rU~I'l"llBUfl1'iUlI9i'1B~l'l 1U"''l1'l'i1~1bl''l':i1::Vl1UV'lVlU1Cl'll'U~
fI1Cl'UBflm~-rUllll'l':i~l'U ISOC9lcrC9l~ci 11'lvm"'b'!h~~~B'l~U~I'l"llBU~11oU~1Cl~bn~~'U~'lVlll~.. ~

bn.cr.C9l0 m,xL'!h~B'l-rU~~"llBU~11oU~lv1'Um':iG'lBUbVivu(Calibration) bL~~1G'lI'lI"l1Ul"lllFlt1JfI1V'l(Standard" , ""
Control) mm'Um'i1"l1UFJlIFJt1JfI1V'lbl"l~B'l(Internal Quality Controls) ~1'U1'U® Levels 1,xL'V1v'lV'lBI'1Bm':i

loU'll'U

bn.cr.C9lC9lm "'L~1~B'lG'llJUG'l'U'U~11oU~lCl1'Um':ib-Ul~1111U':ibLfl':i1l1"l1UI"l1l1"lt1JfI1V'lfl1v'UBn(External Quality\I" , ,

)
cl Q ,.,J 0 «::II ~

Assurance;EQA 'UB'lbl"l':iB'lI'l':i1~1LI"l':il~VlVI'UllJll'l~I'l'l

bn.cr.C9l® m"'b'!h~B'l~~Vl1"ll~J1V1~lV1~U'Ul'i'l-rfl't;1, ~1'lbl"l~B'l bL~~BumruVln"llii~~1V1~Um'iI'l'i1~1LI"l':il~l-1
\I , , ""

1111m 'i'lV'lCllUlm~lV'l':i~ CllB.nClJJbU!3\':il~Cl1l.l~~~~Fh LL~::LYlCl'lV'lB~Bm':i1i'l1'UI'l~B~':i::V::L1~1&rqJqJl

bn.cr.C9lbn m,xL'!h~B'l~~l'ilLL~'Um'ith'i'l~mn1,xVlU1EJ'll'U bb~::lIll'ilm':i,jl':i'l-rmnLl"l~eJ'lB~l'lG'l~lLG'llleJ~ . .

................... ~~ . .....................k. .
('U1'lb~Cl'lb~qJ 1"l'U'Uv'U)

. ~ .
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1.xbb~')LG'l1\1.fmJ1u®It ~1 11J~ 'VI"'~\l1nvtl~~\Jbb~~ 'VI1nbbm:lJhl1~m~ 1'Ub1m~fh'Vl'u(i1 h~YW1Ul'm~l'rr'i~tJ1e:ui'v

.flLU~"i \I~'l'i1 nl"i~~ \J1"i1\Ii Lfl"i1~\1~tJ'VIU1 ~~1'U.fl1 ~'UeJnvtl~-rU"ieJ~1J 1\J1"i~1'UYl1.:J.xtJ~tljim; ms 1(i1u m.x L~1 \I~ r:tJ~'U cq C-..I 'U

bu'U~-ru ~ (i1'lltJUnl"i'l11~~ bb"~ I"hH~1~ 1'Urrrs \J111\11LFl11~\1~~'VI1J(i1\I'Un11~ ~'l'i1 rrrs bLti1:lJbL"1LG'l1~'VI~eJ'VI1n bFl~eJ~
"

\J111~1bfl"i1~\1b~mL"~vhm"iLLti1"lJ 11J1~ ~ \1L~1r:tJ~Ltl~~'ULFl~eJ.:J1'VI1i1J1Yl(i1LLYl'U1\1b~YW1U1" 'VI1n11itlijm1\J111J 1.x

~eJ11~ \1L'Ih~(i1~qJqJ1 ~L'Ih~~Yl5~m~n~qJqJ11~~'UVi

6I1.<f.mlt m "1\~1r:eJ~~~1JeJu~ijtJm"i 1oU'bL,,~u1"i~-rm!f1Lfl~tJ~~~m~11 Ylmb"~m~1e)~ nf1~1J11.x'W~eJ1Jn11~~
\I \I' VI

1JeJULfl~eJ~Lfl~tJ.:Jij eJ\J1"i1~1 Lfl"i1~\1 LL"~m.xL '1h r:tJ~ ~~ ~'li1'U1 nIn 11Yl(i1G'1eJU1J1eJU"i1J15 rm \J1"i1~1 Lfl"i1~\1 ua ~ rm 1i
" ,,"I:

bfl~tJ~ijeJ1.xbbn L~1'V1'U1~~-rU~(i1'lleJUtlijm1~1'U 1'Un1"im1~i Lfl11~\1~'UG'l11J11t1HLfl~eJ~ 1~ bu'UeJ ~1~~

~ 1/ I II '" o.:!l I QI ~ 4 CIllo ~'" 1 """6I1.<f.m<f ~~'VIL'll1\J1eJ.:J~(i1'V11LL"~Y11n11L'lleJ1J\J1eJ"i~UULIS nULfl1tJ~1JeJ\J111~lLfl11~'VIeJ(;l 'U1J(;lbLUUFully

Automate uaeseuu HIS 'lJeJ~11 ~'W~1U1" l(i1~~eJ~G'l11J11m1~~1'U~" nl"i\J111~1 bfl"i1~\1(;l11J"itlLLUU~moU'~1'U
" "

rl1'V1'U(i1bLm~~hLij'Un1"i1.xLL"lLG'l1~m~1'U 6110 l'U uU~1nl'U~~(i1~~Lfl~mijeJ(;l"i1~1bFl'n~\1 LL"~Yl(i1G'1eJu~'Un11~~

H~1'U 1~~ 1(i1~~ ~\~1~eJ~-rU~(i1'lleJU~11oU'~1m~mnu1~uu LIS ~.:J'VI1J(i1(;l"eJ(i1eJ1~"'qJqJ1

611.<f.mb 'VI1n~ .xL'1h~ (i1'"qJqJ1'V1~m1eJ'U1'lJ.ueJ1(i1.ueJ'VI~~~ L~1 ~ ~'l'i1'V1,r~~eJI'im~ eJ'ULU'U"1 ~'" n~rue) n~"i'VI1 n Ln'U

\!:) fl~~ ~L~1ij~Yl5~nb~m'qJqJ11~~'UVi

6I1.<f.m~ n11~~1"iru1Lfl~eJ~ijeJ Lu'U~Yl~'lJeJ~Flru~ n"i"i1Jn11\J111JoUeJrl1'V1'U(i1L~tl1 moU'tl"i~1~'ll'U'1~G'I.:JG'I(i11'Un1"i" ,

~ruG'l1Jm1'lJtl~Lfl~tl~ijtJ\J111~1LFl11~\1ti'UYl1~,xtl~tl~U~n111J1ritJ'U

<C. 1~V~L1a1n1'~L,h

"i~~~b1"1 m tJ UU LL~~L'lh1~-rU1JtlULFl~tl.:J\J1"il~1(i1nl1 LL~~1'i1'lJtl.:JL~tl(i1e)\J11'U~~~(i1~~'W~tl1J H~1'U~1 nm ,xL'If1
" "

cr. o:j'J(i1o:j1'1.ma~n11~1m~'U

1"i.:J'W~1U1"\I ~'li11~ L~'U~1 b'li11~UU n1"i~ (i1n 1"iLb"~ (;l"i1~1 LFl11~\1 nl1 Lb~ ~~1'lJ tl.:JL~tl (i1'W~tl1Jil1 ~ 1bU'U"i1~ b~tl'U

l(i1~~I'1~tll'1'li1"i~~1ntl~1J1ru"i1~.:n'Um"iYl(i1G'1tlU~G'l1J\l"iru (reportable test)

b. 'lliflmnN6fI''lJn11~''11N1A(i1L~em.ueml'lJil

~. n11n1'11i'lJ(i11::V::L1a1i''U\h::ti''lJfI'J11J.,h~(i1'Un'Vf~ilo:j
v ~ v

~'lJ1~~tlo:j-rutl"i~ti''UFlrum'W''II(i1'111~11J1''il\1LiJ'UL1a1tJ~1.:J,j'tl~ b L~tJ'U '1Jo:j~tlo:jLiJ'U'Il1tJ1Lot L~hnti''U LL~~'VI1niJ" ,~
n1"ib~m..JG'lm'W'VI~tl'VI1J(i1eJ1~m"i1.uo:j1'U~~~'lJ1~~'U~'I11J1~1'll(i11 'VI1i1J1Ltl~~'U1.x.fl1~1 'Ub1~1 ltc;i ~1 l1J~ 'liu~1nl'U'" .
vtl~-ru LL~~~1nh:rrw1U1"

110 cl~ QJ I

~. 'tItln1'11i'lJ(i1L1Jil-r1'lJ~(i1~tyty1L'tf1
~ .. I .. 0 d II .1 ~ J' cI 'i ... 1'" .1 d) II !'l ... II
~ ~'VIL'll1~~\J1tl~'U1bFl"itl.:J'W"itl1J~1Jn"irutltln'Utln'W'UYl'lJtl~ ~"i~'WtJ1U1'" Lbm 1J"i'Uu1.:J?1m'UYlb'VItl~~'U?1m'WL(i11J(i11~

~1H~1tJ'lJtl~m,xL'lh m~1'U met: 1'lJ
"

('U1 ~'l11'lJ1qj lNfl" LLG'I'U)
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