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0.1 tl ~
til. 'J~~ 'a::~Nfl

~€I-:Jfll';i b-U1 bA~€I'lI'l';il"ill bA';il~~b~~ b~ €I~e)l'll 'WiJ~ bb'!;l~I'l';il "ilfll';i u ~'lI'1T'lI€1'l b~ €I~'V'l~€I~Jl en ml "ill bfl';il~~

.Jl'W'J'W ® "1J~1m'Wfll';iI'l';i'J"il'Vll-:J lm~(911'VltJl6'11V1~\J~'t'hCJ~ b.ul-rUnl';i-rm~nl'1'J~ 11-:J'V'ltJlUl'!;l b~lW~~CJ1€1JlCJm U
, 'U 'U

"Ifl. fl'J1~~eJ.:jn1'a

b'th bA~€1-:JI'l';il "ill bA';il ~~ b~~ b~ €I~ e)(911'WiJ~ ua ~I'l ';il "ilnl';i u ~-:JI'1l"1J€I'lb~ €I~'V'l~€I~Jl CJ1 (91';i'J"ill bA';il~~~'li1

Aru~m~ru~bQ'V'll~~'l~€IhJ.n,
"(9).(9) "1J~111tJlml"ilA'J1JJ6'1JJU';iru'lJeJ-1b~~b~€I~ (CBC) 'V1~eJmhbi;'1iJCJ~b~eJ~ .J1'W'J'W ®~bTl,b'1!®<t Test

, 'U

(9).® J1mml"illbm1~~ Reticulocyte ~lCJbA~€I-:Je)(911'WiJ~ .J1'Wl'W CS::,o~~ Test

(9).bTl J1CJ11'l';i'J"il Prothrombin Time (PT) .Jl'Wl'W b'1!~,CS::CS::bTlTest
"(9).CS:: 111CJ11'l';il"il activated Partial Thromboplastin Time (aPTI) "ill'Wl'IJ bbTl,o<to Test

sn. flru~~u~~'Jltl•
bTl.(9) U';i';i"ilV1uvieJm~ml'l';i\j1'W'lJ'iJ-1'lJ~~W~'~~1'l

, ... 'U

I Q.I d.dil ~ 0 V

m.® ~ 1 'Wfl1 ';i';i'U ';i€I-:JJJ 1 (91';i\j 1 'WbA ';ieJ-:JJJ €Ibb'V'l'VlCJ"il1 fl6'11 'Wfl-:J1 'WA ru ~ fl ';i';i~ fll ';i€I1 Vll ';ibb'!;l~ CJ1 fl ';i~ 'Vl';i1 'l...
6'1151';iru6'1'lJ tl';i~b'Vl1"11'VlCJ•

m.m ~1'Wfll';i-rU';i€l'lAru.f11'V'l';i~~U6'11fl'!;l 1~bbri CE Mark bb'!;l~US FDA,
m.CS:: J1tni1€JlCJfll';iH'l1'W€I~1,:nJ€lCJ b b~€I'W VI~'lfll';i~'lJJ€lU,

" "
CS::.(9) 111CJ11'l';i'J"il'l1'UA11JJ6'1~U';iru'lJ€I'lb~~b~€I~ (CBC),Reticulocyte iJAru~m~ru~~'li1

'U '

CS::.(9).(9) Jl CJl'Vlfl"1JiJ~m -b"hjiJ6'11';i'\J';i~ fl€lU 1"1JCJ11 'Wlil,
CS::.(9).® Jlm6'11V1-r'UI'l';il"iJlbml~~ CBC,NRBCbb'!;l~Body Fluid 1m~CJ1~~€I'liJJ1tnb~~

CS::.(9).m J1CJ1i1';i~UU Barcode b~€I';i~U~€IJ1m Lot Jltnl'WVI~~€J1CJ bb6'l~'\J~mruJ1CJ1~A'lbVl~€I1~, '
CS::.(9).CS:: dJ'WJ1CJl6'11b ~"il';i'\J'V'l~mJ1-rrnw l~CJ 1~~€I-1 b(91~CJJJri€l'Wnl';i1-rr-11'W

'U

CS::.(9).<t b1]'Wl~.,J~I'lJlruo/i~1~-rUf1l';i-r'lJ';j€l'l';i~~U In Vitro Diasnostic (IVD)
" "o Clo ,; CloiJ.c:::;i ovo 11 Q.I

CS::.(9). b 'W1 CJ1 m'J "ill bA';i1~VI bb'!;l~ 6'11';iAdU A~ Arum'V'l'Vl fl"1J'W~ I'l€I-:J~b€Ifl6'11';ifll flU'Wl CJll'l'WQ'UU" ,
CS::.(9).b'1! iJ6'11';iA1UAJJArum'V'l (QC) A';i€l'UA'!;l~ m '1i'J'lfhf1l';i';ilCJ'll'W~'!;l ~1 '\Jfl~ 6'1-:Jbb'!;l~iJ6'11';i~1(91';i~1'W" ,,'i 'U ~

m-rr'\J-rUbb~-:J~l (Calibrator )~6'11m';itl6'l€lUfl~u1~ (Traceability) ~-:J Referent method

CS::.(9).~ 'lJ~J1CJl6'11m';itl1-rrflu bA~€I'lI'l';i'J"illbA';i1~~~i1b 'VlAl'W1'!;l~hQ'V11~ m'J"il bbCJm~~b~€I~bb~-:J€I€lfl"il1fl,
bfl~~ b~€I~ 1~eJ ~1-1 bb~'Wth

" "
CS::.® 111ml'l';il"il (91';il"il PT, aPTI i1Aru~fl~ru~~-:Ji1,
CS::.®.(9) b1] 'WJ 1 CJ1~1-rr flU bA~ €I'l(91';i'J "il1 bA ';il ~~e) (911'WiJ~ ~ 6'11~ l';itll'l ';il "il1 bA';i1~ ~~l CJVI~ fl fll';i

Nephelometry ,Turbidimetic , Chromosenic 1~ CJ~6'11m';itl~~(911~ f1l';i b'\J~ CJ'Wbb'\J '!;l-:J'lJ€I'l~lf1';j~ b~'lbb6'1-:J.'~ir'"".,,",,"".1."",,"","".1~'••:~1~
..............~ .
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~ d .:d d~ ~ cv II
((,~,~ 'W1CJ1~';i~'tJ'tJ Barcode b'\AleJ';i~'tJ'1JeJ'W1CJ1,Lot 'W1CJ1, l'WVl~I1leJ1CJ bb~~G'll~l';imbG'lI1l~'1JeJ~~, , 'U

~1-'l11'1-'ln~11'1JeJ-'lJ1CJ1vtl ibb~~'tJ~~lru~b Vl~m U'W"ill'Wl'W Test 'tJ'WVl,JllileJfll~~'1JeJ-'lbfl~eJ-'l1~

((,~,m J1CJlb U'W'1JeJ-'lbbYflilln~e-J~\illI1lCJ\il';i-'llI1lCJhJ~nl';il'1l1lbbtJ~-'l bU'WJ1CJ1~~eJb~CJln'tJ bfl~eJ-'l
"

((,~,(( ~1~b~1(1)eJ'IbG'l'WeJ';ilfll~lVl~'tJJ1CJ1\il';i''JIiJ Prothrombin Time (PT) bU'WJ1CJl
'U

Thromboplastin '1J'WI1l'\Al~eJ~1i G'lnl1llilln Rabbit brain ~eJl~nl';i1i~1'WhJ,JeJCJnll (9)~ l'W Vl"'-'lbUI1l1i uae
Activated partial thromboplastin (aPTI) bU'WJ1CJl Phospholipid '1J'WI1l'\Al~eJ~1i G'lnl1llilln Rabbit brain

bb~~1i Ellergic acid bU'W1'11~mnMn'\Al neJ1~nl';i1i'l1'WhJ,JeJCJn11 (9)(( l'W Vl~~btJI1l1i

cr, b~eJ'W1"lJbQ'V'l1~

cf.,(9) bfl~8'1\il';illillbml~~ b~l1lb~eJ\71eJ\ill'W~~ CBC

cf.,(9),(9) m~b~l(1)eJ'I~I1l~'1 bfl~8'1~'tJ b~~ b~ 8~eJ\ill 'W~~ ~eJ\il ';il b~11 'Wnl';i\il';illilll1l'IJeJ'I bb~~~bfl~8'1 eJ~l~
"

,JeJCJ (9)~O ~leJ~l'1/-rrll~~ eJ~l~,JeJCJ ~ bfl~eJ'I bb~~G'llm';itrvll'11'W~m ~eJ-'l~l~n'W (Autoload) 1~hj,Je)CJnll

~OO 'jlCJ/-rrll1J'I '\Al~8~ b;8~~8n'tJ bfl~8'1 bG'l~CJ1b~8~ bb~~tJ8~~bb 'tJ'tJeJ\ill 'W~~~'1~ bfl~eJ'I~'1nflll~b ~l hJ,J8CJ

n11 <9l~O ~leJ~l'l/-rrll~'1 ~'1 ~ bfl~eJ'I bU'Wbfl~8-'l1VlJJhJbflCJ1i-'l1'Wmri8'W

cf.,<9l,~ bfl~m\il';illil~'tJ b~~ b~eJ~eJ\ill 'W~~1 iVl~nnl';i Impedancemetry ~lVl~'tJnl';imllillbfl';il~~b~11l

b~eJ~bb\71'1bb~~bn~l1lb~eJ~, Colorimetry ~lVl~'tJl~rhEl~lnmJ'W, Cytometry bb~~ CVC.Oiff (Complexity,

Volume, Distribution) ~lVl~'tJ nl';i~'tJ"ill'Wl'Wbb~ ~"illbb 'Wn'1J'W\71b6ll~~ b~l1lb~811l'IJ11 uae b~11lb~811l'IJ11~T~8'W,

Fluorescence ~ 1 Vl~ 'tJ n 1 ';i1bfl ';i1 ~ ~ Reticulocyte cells u ~ ~ Optical Extinction Platelets ~ 1 Vl~ u
Platelet-O

cf.,<9l,m G'llm';irl\il';illillbml~Vl1~8~1'l,JeJCJ mo '\All';il:Wb\ileJ41'1'1.Q

- WBC, NEUT%, NEUT#, LYMPH%, LYMPH#, MONO%, MONO#, EO%, EO#, BASO%,

BASO#, NRBC%,NRBC#, IG%, IG#

- RBC,HGB,HCT, MCV, MCH, MCHC, ROW-CV,ROW-SO

- PLT, POW,MPV, PCT, P-LCR

- Reticulocyte count

- Erytroblast Count (NRBC)

cf.,<9l,(( bfl~eJ'IG'llm';irl\il';illill\71 NRBCbb~~ Body Fluid 1m\71CJm'l1\71CJ1JJ(1)eJ~1iJ1CJlb~~

cf.,<9l,cf. nl';i 1mG'lnCJ4G'111Jl';irl~'1rh 1~m~ 8'11'111nl';i1rl tJ~~l\il';ib~eJ\71~VlCJI1l bb~~flll~b ~l'IJru~ 1rl1ibb~'W

Tap U8'1n'Wn1';itJ'Wb~eJ'WlillnG'l1~~Vl~-'l1 tJtJ-'lG'l1~~Vl~'1

cf.,<9l,'Q) bfl~eJ'I1rltJeJ~G'l1~~eJ\il1 'W~~'jeJ'I~'tJn1';i~\71~'1J1CJ1tJeJ~~~~~11 tJ1 'WYf8~\ilm~ Vl~m\il~CJ~~'Wb8~

bfl~eJ'I tJeJ1JG'l1~~n~eJ 'I bbCJmeJ'I~'tJ n1 ';itJ eJ~G'l1~~~ b\il~ CJ1J1il1 nm CJ'W8 n

cf.,(9),b'li n'j~'tJ'tJril'W Barcode mCJ1'W~lbfl~eJ'I b~m~'tJ Rack bb~~~leJ~1'1\il';ilIil1~8~1'1rln(1)eJ'I
, 'U

cf. <9l,~ nl';ilbfl';il~~bb'tJ'tJ Rack ih~'tJ'tJnl';ie-J?l~~leJ~1'leJ(911'W~~bb'tJ'tJVl:W'W mbo eJ-'l1"11b~eJflll:WbU'W,
"b\jm~ tn'lJeJ'Iv11eJ ~ l'l(91'jlliJ
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ct.@).~ iJ Mode LVC (Low Volume Count) VI~eJVI~nnl'H~~'H:)'lln1~1brl~l~'lhe)\911'WiI~ b~m.J61

rl'WHi1~~l~l~lnol Vil1Vi1~(:.JG'l1bAJl~'Ih~n~eJ'lbbJJwl'l~'W
ct.@).@)O nl~~~~~1'WU'l~'ll'W G'llG'lviG'llm~tl~~'V'l'1~ bll m~Vi'1?1

ct.@) .@)@) brl~eJ'lG'llm~mn'll-il eJ~61 n1~\91 ~T'il1 brl~l~Vl1~JJ,J eJCJnll @)OO ,000 ~lmb61~iJ~~'ll'll bn'll
'U

-ileJ~G'lb~eJAd'llrlrum'V'll~eJ~l'l,Jm.J cto 1yj~" ,

~1~~'l Calibrator eJ~l'lbV18'l'V'lmbG'l~(?hb'w'Wnl~1V1iJ QC Online uuu Realtime ~~l'W~~'ll'll Internet

ct.@).@)bll iJ~~'ll'll QC-Manasement G'll~l~tl Upload target/limit l~e)\91b'WiI~"illn File ~1?1~'l

G'll~l~tl~(:.JG'l QC l~'W~tJbb'll'll LJ Graph bbG'l~bbG'lI?1'lbtJ'W~ll'W\9ll~l'l G'llm~tlG'l'll~l QC 'lll'l~I?1~lJJ~eJ'lnl~l~

ct.@).@)c( iJ~~'ll'll QCP 6/t'lG'llm~tl~'l(:.JG'l QC b~mtJ~8'llbV1mJ(:.JG'leni'll'W~'Wb~81n'Wl~vi'1bG'lmb'\J'll Real" ,
Time bbG'l~G'll~l~tl Exclude (:.JG'lQC ~VlG'll?1rieJ'WSubmit data 1~,

ct.@).@)ct enVlb'lh~ eJ'l~l bil'W nl~\91~1"ilG'leJ'lltJ~~~Vl5m'V'l'VeJ'l brl~eJ'lvhnl~ Calibrate brl~eJ'leJ~l'l,JeJ8tJ
'U

G'l~ \v rl~'l bl?1mrl~eJ'l~ eJ'leJ~l 'W.f1l1~'V'l~eJ~ 1 i'll'W eJ~l'liJtJ ~~~Vl5.f1l'V'l \91l~~lm~l'W fhVl'W1?1 bl?18 ~'Vl8 btJ'W
" ~ 'U

d ~ 6' ~ V c,j

ct.l.!:l bAJeJ'l(91~1"il1bAJl~'}ml~bb'V'lm'VeJ'lbG'leJl?1 (PT, aPTI)

ct.l.!:l.@) 0VI b'lll ~ eJ 'I~1?1VIl brl ~ eJ'I(91~1 "il1 brl ~l~'Ih nl~ bb~'lt>1 1'VeJ'l b~ eJl?1e)\91b'WiI~ (Fully Automated

Coagulation Analyzer) ua ~ brl~ eJ'l1 brl ~l~'Ih nl~ u ~'lt>11'V eJ'l b~ eJl?1~VleJ b~ 81 n'Wb~eJ 1 i?fl~eJ'l"'ill'W1'WeJ ~l'l,JeJ 8

@) brl~eJ'l bl?1m tJ'Wbrl~eJ'll VlJJ1JJbrl81 i'll'W~~'W~lrieJ'W

ct.\v.l.!:l dJ'Wbrl~eJ'l~iJAdl~b ~11 'Wnl~\91~1"il1bAJl~'Ih PT 1~JJ,JeJ8nll @)\vo Tests / -&1b~'l /brl~eJ'l

ct.\v.bll btJ'Wbrl~eJ'lmiVl~nnl~ Nephelometic :Turbidimetic , Chromo~enic 11?18~?1lm~tl~l?1\91l~

nl"l b'lJ~CJ'WbbtJG'1'l'UeJ'lfll m:t b~'l bb6'l-1b~ eJbnV'lnl"l bb'TI-1t>1'd'IJeJ-1b~ eJV'll~ eJtJl"lG'1:tdJ CJI?11'W"l:t\i'lVJ'WlV1

ct.l.!:l.c( G'll~l"lmbG'lI?1'l(:.JG'lnl~\91"l1"illbAJl~'Ih PT bbG'l~aPTI 1~~'l-d

- Prothrombin Time (PT) ?1l~l"lmb?1I?1'l(:.JG'ln1~lbrl~l~Vl1~~'l1'W~'\.Jbb'll'll l'WlVi, PT % bbG'l~
"

INR

- Activated Partial Thromboplastin (aPTI) G'llm~mbG'lI?1'l(:.JG'ln1~lbrl~l~'lh1~~'l1'W~'\.Jbb'll'll

1'WlV1 bbG'l~~I?1~l'W (Ratio)

- ~'l PT bbG'l~aPTI G'll~l~mbG'lI?1'lmlyj'\.Jlin~CJl bbG'l~bbG'lI?1'lFlassins b~mb~'lb~eJ'Wb~eJ'V'l'llml~

~l?1tJn~"illnnl~m1"illbAJl~'Ih

ct.\v.ct b'U'Wbrl~eJ'l~G'llm~tl'V1lnl':J(91~l"illbml~V!'1~ ~-1~~'U'll Rack Loader bbG'l~Stat Samplin~

G'llm"lmn'll-ileJ~G'l'VeJ'lnl~\91~1"il1brl~l~VI'1~~lnnll ~oo,ooo ~lCJ
"

ct.l.!:l.b G'llm~mn'll-ileJ~G'1'VeJ-1 IQCQuality Control File b~m~CJnl?1tJeJ'WVI~'ll~JJ,JmJnll @) tJ bbG'l~iJ
'U 'U

~~UUnl~~'l~l QC file ~bbG'lI?1'l-ileJ~G'lQC lot. :r'W~VlI?1G'leJUtllcnm-ilVlI?1G'leJ'll r1l'W1ru~lVll'lG'l~~~l'l11~bbri

Mean, SD, Max,Min bbG'l~G'll~l"lmbG'lI?1'l~l~:r1?11~'\J'Wmlyj~~n plot U'W IQCAssayed Ranse bbG'l~IQC Lab

Ranf;""w,.",nu
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ct.~.mJ hJ'jbbm~i..:J..:Jl'W'jeJ..:J1''Uf)1'j~..:Jf11f)1'jVl1 Auto Reflex uae Auto Rerun Hi'
ct.~.~ MeJ..:J~\?i~..:J'j~'U'U Barcode bb~~ Barcode Reader (9) ~\?i/bfl~eJ..:J

ct.h(9)O en~ b'lhM eJ..:J1''\J'lh~fl'Wfl ru.fll~'IJ\?iJ lCJ1111~ eJ\?ieJ1CJm'jHf..:Jl'W Vllniim'jb~eJ~flru.fll~ fleJ'W1'W
'U 'I , q "

VI~\?imCJ f)1'j 1 off..:Jl'WVI~eJJ1CJ1b~m ~'jl~ bfl~eJ..:J-U\?i.ueJ..:J'.\I~MeJ..:J't.hJ1CJ1'IJ\?i1 VI~~l bLJ~CJ'W1~, ,
ct.~.(9)(9) b'u'Wbfl~eJ..:JII1'j1'.\11 bml~'I-4m'j u~..:J~1'lJeJ..:Jb~ eJ\?iu 'U'U 51111'WiT~ (Fully Automated) ~'jeJ..:J1''Um'j

vl1nw bb'U'Ul~btJ\?i~nVl~eJ\?i'Vl\?i?leJ'U (Cap piercing) b~eJ?I~\?i1n1'Wf)1'jvll..:Jl'Wbb~~~\?if)1'j~~~?I ~..:J~..:J1I1'j1'.\1

b. b~eJ'W1"ll~'W 6j

b.(9) m~b'lhMeJ..:J1''U~\?i'lJeJ'U f111off~lCJ1'Wf)1'jb~eJ~l?1eJ'j~'U'U LIS ffim'Wh..:J~CJ1'Ul~ '.\I'W1off..:Jl'Wll'l
\J

,,!V I V

b.~ bfl~mi1m~\?i~..:JMeJ..:JiimJmrub'~~b~~ ~..:Jtj,

- bfl~eJ..:J Printer ~V1~~~~m'jIl1'j1'.\11bfl'jl~~ uae VlijnV1~~ 'IJ'W\?iffioff..:Jl'W lI1~eJ\?i 'j~CJ~bJmffioff

bfl~eJ..:J

o.sn m ~ b'1hM eJ..:J~..:J'lll..:Jm\?i ua l'm~l bfl~eJ..:J~~l ~ \?i~..:J ua ~1I1'j1'.\1?1eJ'Um'jvll..:Jl'W'lJeJ..:J bfl~eJ..:J1m -b11'l~eJ vb?l~eJ
\J \J \J

nn sn b~ eJ'W bb~~ b~ mfl~eJ..:JiieJiiD ruVll-U\?i.ueJ..:J~'lJl CJ'.\I~MeJ..:J~l b'W'Wm'jsdeJ~ bb'1J~1moff..:Jl'W11'l.fllCJ 1 'W ~c( '&11~..:J, ~ \J

l\?iCJ~'U~';'Vl "1 ~'W~1''U~\?i'lJeJ'U rll1 off~lCJ~ b~CJ1.ueJ..:J~..:JVI~\?i'VlmlCJm'j 1 'Wmru~ bfl~eJ..:Jb~ CJua ~l~?llm'j(l bbm'lJ,
bdeJ..:JM'Wl\?iCJm off..:Jl'Wbb~~MeJ..:J'lJ\?ib'IJCJ~1'W1'WJ1CJ1~?lru b~CJ1 LJ1'Wm'jsdeJ~ bfl~eJ..:J'j1~ 1 LJ~..:JJ1CJ1111'j1'.\1~bn\?iflJl~

\J \J ~

b~ CJ'\111CJ5'W b~ eJ..:J~1 '.\I1 n fl1 1 ~ ~ \?i~ ~ 1 \?i'.\I1 n n 1 'jvll..:J 1'W 'lJ eJ..:Jbfl ~ eJ..:J111'j1 '.\11bfl 'jl ~~ 5 1111'WiT~ beJ..:J1~ fl'U 'Vll..:J

1'j..:J~CJ1'Ul~

b.c( m ~b'lllMeJ..:J1''U~\?i'lJeJ'U 1 'Wfl1'jtJfl bb~~bb'W~'l11fl1'j 1 off..:Jl'W'lJeJ..:Jbfl~eJ-:J~m~\?i~-:J 1 ~fl'U b~lV1111~'.\I'W?llm'j(l
'IJ

l'1Jlfl1'j 1~\~tJ~V'-IeJ~eJfll'~ 1off..:Jl'W

b.b m~b'll1'.\1~MeJ-:Jbb?l\?i..:J.ueJ~~'Vl1'W?leJ'U (validation) '.\Ilfl~~~lI1bb~~b~eJiim'j~\?i~..:Jbfl~m Automatic
'IJ \J 'IJ

!V I I!V

'l11CJ1111'j1'.\11bfl'jl~~bb~~ Correlation 'lJeJ..:Jbfl~eJ..:J~eJi1~\?i~-:J

b.b'li m~b'lll Mm~\?iVll?1mU'W~MeJ..:Jb.ul~1~f)1'j'Vl\?i?leJ'U (External Quality Assessment: EQA)VI~eJ
'IJ

f)1'jb LJ~CJ'Ubi1CJ'U~~ f)1'j1l1'j1'.\11 bml~~'j~Vll1..:J~eJ..:JLJi)u~f)1'j (Inter Laboratory Compa rison)

b.~ flld11'U Test 1 ~11'U'.\Ilm~'U'U LIS l?1eJVI'l1..:JBar code ~ Approve
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