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de9t94u
:lUastoUoq6uanufuYtaillet0{l:cUUn1;U5141:iinnr:f o.:[o1uLdon, :vUUn,]Tdnn1:tlasn5?o

itn:rsri?itei{er:?otruudnlurifi (rotat Lab Automation) aitaYurndo{er:?oarn:,rsridnTufifivrr.:
--d-3-a--4adu<va^r,eadatvrniindfrn, tnTaln:roitn:lulidnJuffivn.r4fr{uriuivrur uavrnSo{er:?oirn:'lslid'nlufifiilr.:Tafiet

iuar uasnl:il:sil?at{adrs:suu6t'ri6turvrFlvrrrrlo':tJfrrifinr: (Laboratory tnformation

System : LtS) :rufi{:vuu6'an1:drrrfiu?i.:eiln:aorad.:n:roirn:rv# (post AnaLytic)

1. qruaurifiri'rtrt

1.1 {rauo:rnr6'olrflu4'd'ovruavoontrrniordnlurifiuav:vurrixl loar.J:vnou6'ru:s!!
'".3uouqwoLtJu

1. 1. 1 tcuunl:u?ur:{nnr:#o{t01sr6on r{Ju:suarufl 'tu 1 rrr riruduttrjeircer1q

rorvu6orrvriot{Ju:vuutniuilunoqt6orruavrorFqaalno-nlufifirJ:vsi'trflrorvta

6 o o o d rqjo u 4 n nr n iolTfr v to r v tf, o q :r:rfi r o or uo r v rd o q : n fi{/u.J a u o u{rJ r u

uon (oPD) 6n 1 1or Tnufi:vuunorfrrunoinrunru:suu6'rrnr:16o:rsioriu

: v ! u a 1 : ff u lm o t o rT: w u r u r a ( H t S) $a v : v u u a 1 : ?{ u rfl a #o { r.J fr rifi n r : ( t- I S)

ra v : str u n 1 : tni u il d I ci { n :? a ( Pre-a na lytic)Io u 1 n rnt o I 6'o I rtJu rni o llyri
lri rn u"[drrufrlnrT riouunvrvfrorfi pr#rtrailTnu r{Juiulyrieiranroruiriyr

r.i..2 5su u n 1 : rerta u €i t ri r sr :r o uu u d'n1ufifi ( pre-anatyti.l rfl u w u r rni o r
u d u I ua6l a d y ra ua
a q Ln : u il ff { a { n : ? fl o s} Luil Fl Lufl u Fl 0 u n o u n 1 : Ft : I o i tn : r v u yt r,: ta o I rJ fl dfr n r :

USnaxd'nluffi (pre - analysis system) rfi oail rcjrd:ulun1:n:?tirnr:rvr,{

(a na lytic system) fi qfa&{dfiolUfr rifr nr : na r q (centra I La b) s;ruruo drlrjo u

I qrr To uar:l'l:ofl uuu n (centrifuge), tii nrlruaon (Decapper) rra v rfi ol rio

:rrlu nr:rir fr rdr n:r o r{r d rnri o r n:r oi un:rvridmTufifr vrr r rnfi nrf,fi nU

J ^ du i ua 4y J - du stn:o{a:?a?tn:1uu0n tu}JFtvtl{n}JFllrflu?ylu1ltavtn50w:rortn:rvuonlufgt-

vrrrlafinivrurt6'odrrFio rfior Tnrurlnintorrlor r{Jurnrior"lrarjtrirnuld.rrufrter

rrriouua vov6'orGqfi{u:rTrr u rfl uiu"Lra:-ia'raqr oruirivrti

1,.1.3 :suun:?airn:TcddnTu#fi (Automated Anatyticat System)

il:s not rir u trriol n :roi tn :rvr,idn1ufifi vrx rnrfi nfr fr n (Ct inicat chemistry),
4t 

^ 
du S. ua 

^y 
v a

tnr5 o I n :r oT rn : r vy o'nluffr u r l4 fr rit rYui il I r ( I m m u n oto gy) ua v rni o.t Ft :.1 {
i trr :r vrio-nTu#fi vr x1afi ni yr u r( H e matoto gy) To u u n rn6o I fro I rfl u unri o fl yrj
t r qv io t u
hirnu [{trufitqilrrioutuavov6'orfirrrTrtyillrrurfluiu"lyririraprroru3riuuav

t9
i q y I J - 6 u ' c v o' a s B ra

u:,19y1fl 0{ tllxt [n:o{ rl:? a l tn:1uy 9l,t fl a 1?il1 [14 tflil tnu Ln u Llnrn4 a nrr
j,-l&i-(a

d o rjil r ru I r u tfr ru r n il uo u tn5 o t n :? e ? [n : 1 v 14 "1 rq I : o I il rjil r rut r uhtei



1.L.4 :vuuGtl:6turvrf,vr1{fio{rJfrri6nr:(Laboratory tnformation system :

t-ts) r{J uTrJ : Lrfl :rr : y u u { r u rio uJ fr rio n r : I q u a.r r r : n G o dr-q ru{o 4 a fi rni o n4U

nolfi r rn o ifi lirvrird urirjr u (Server) ua v n oufi r ln ofqnrjr u (Ct.ient)

rJflffilruuu:vlu Web service rato web base technology raio

Client - seryer tech notogy lpr ufror r{Ju:uu1.r d1:au rmnyrl#onJfr u-fi nr: rt s

u{Ju1utraririrqntoruirlvruYo soft*ure LLav Hardware trirflulufihivl'ruuru6'r

r"fiorJ:vTutri4taortorl:rvrurura"[unr:r'sriur:sul6'or16olrioffu:suu Hls

rolT:lilur!rn artt:niu request 0tn:vuu HIS uasdlrJnn:rond'ulrfi

: u! u H I S 16' lrr u uidil r{J u Eii! fr o t ou ri r"ldsi r u rto,urr uo w n rnt o I 6'o I r{J ui uu ''- i - ---'-i'-

'Lraririrqoruavfrotrflurnior"lr,r:rlrirnru"L{.:rufrtnrrriourfiorirrfrunr:6rrdrtrari

1.1.5 :cuu6'nnr:{orrfiud.rei.rn:rorad.:sr:roirn:rsri (post Anatytic) rtlu:sru
ua4,uAd4Jtu
Qn[nua{a{n:?a?14{n1:Fr:?e? rn:tuulr:vuurJqrlruaon uvrot] olnunr::y tuU

vttonr:ilutf uur''nn''uuonloruun rniorolor r{iurn6or"traribirnuld.:rufiler

rr uavosfior6od'rtrarTna r{tu{ul"ririranrow3riyr

1.2 ry'muo:rnr6'orfrnn&.:qrln:nsuravrniorfiodsrTufifirirrl fi6'orrJ:vnououarur:ntd'lru

uavn:roitn:rsrft6'ttuti',6t6'oqrJn:nSuail utiu :vlutv{flrrir:ol (UpS), :vrLuviorlr
uo 

4 ,-qy+ 6) 6lv v !, o u r:vuurirn:oluavdul -[titfrutro 
[unr: [{rT u vrSolri'lquar.irl.rfnr*rrravsiorJumruffl?

,dJ
qr-ln:niuravtniolfiodnTuffirirrlri'rrailqna0qo1u#rUru'.r nufilrn:oruriruuqrnsflril
n'.tr;roorr'.tnT:w urrra

1.3 frrauo:rnrdoltflufrorrraruavai{:JorJ:v!ua1:aurilfi eiryir:vrrnr:riyr:6'rrnr:UlJ
Y4ao'

fiorrrrvrfr oo, :uuun1:rn5urdrdrn:rouuuo'nTufifi (pre-anarytic), :uuue):.r{

irn:rvr,idnTufifr (Rutomated AnalyticaI system),:vurd'ornr:d'qrfiudr?irs]:rru#r

n:roi tn:rsr,i (Post Anatytic)

1.4 qlrauo:rrnd'orfir^lrurfiar:n:ntdniutnrtorn:roirn:rvr.id'nluffiuuu Random Access

utas srAT Access fifi Barcode reader #r sampte uorriro. 41il'r:fln:?eirn:rvv{td
yt{etn Primary tube uay Sample cup

,-9V4
1.5 {rauo:rnr6'olfinr:d'eyrrjTUr Third party tnternal euatity Controt (leC) material

n : o ! n q il il n : 1 u n 1 : vl o a oI uuu frr u l T l#rfi u Ill o r{r r,l fr-r n 1 : n ? L n il q fun 1 il ua v

fr'o r r{r r fi u n r : a rTn :TrJ : u n : }r n r : r r-Jt u I rfi u I zu a : v u.i r r #o r rJ fr ri6 n r :1 #rYu
ss

vt't{ L:{vtu'ttra Lnrah^ifinnirt{dru (EaA) trirYunr:yflaoufififr"trfu3nr: il1nn1:yaao!
U

tntrifi ryl#u3nr: EQA tfrdrn,rr i nterla boratory co m pa rison uyrut6'



t.o rlru14n:1un1:?Jo{:runr:n1:iloao!$uufr'ru fr'orrfl11Lo.l original rirrir;rJq - - - J -- - -- -d-

vriolt{lru (ready to use) trifilTunounr:tFlr,riozualriouldlrurasofiiBnr:rmiurfi

tri{tarnd'udou (easy to use ) rfiorfrrorqnr:'l{lru

t.z rirurqnc,fin6'orr{Jurirurorn{zuf;mrdarrYuriurn6orn:roirn:rvd (originat)

t.a rilErrvqaor,rtf,ot6urriu6'orarlrr:nhTtrirTurniorn:roirn:rvviyxrnrfinafinvrnrnior
d I a d ae u a d 4 J - 

t 

"u:otn:o{Fr:?Q? tFr:1u14v11.1flilnil nu?vlu'rnaunIfl [n:o{14:0 tn:0{Fl:?x? tn:1y14yt't{

Ia fr ni vr u rvr n rni o { fi ra u o 6 rr 6'fl riri'rT: r vr u r u r a ri r u a : uT i9t

t.l qrunrvrriruluautn6o{fi06'0r16'irnr:iu:ourn:mu:vo'uarna (tSo certificate)t4

US FDA ua v/rai o C E Ma rk ua v 6'ortriiu"h oueJl n n1 :dr r{1 ua s q-q st"ryil't u or nis

nilv n::lJ nrro114't: ttav uril:v tilotyru
v- 6 ^ J &tv

1.10 rjrurrunvqrJn:nirail6ulfrtdrl:snortunr:rr:?0ern:rsr,i frrauo:rnr6'orq-q?i{#q I !'- --o 
rorufr'rucur1qatrifrpruarir[vru{l\onaoP , u

t.tt rjrurcirviun:rnitn:rvdmrrrnrfinfrfin6'orfiorqnT:triruhjrioan'ir o 16ou, rireJr
9

fl:?0irn:lsrivrrrnfi{ufi'ud'orfiorqnr:"Ld'rrutririoun'ir 3 16ouuarrl.,u.,rrrqirn:rvd

vr xTafi nivr a r 6'orfi or u n r:l{nuh-irio u n'i r o 16 ouI

r.rz r{turjrurfitirunr:iu:or"Lria'ur:ntflunr:ifrod'uyrl#olr.Jfrri6nr: (tn vitro

Diagnostic)

t.ta rirurqn:1un1:ilqaolovfrolar:tr:nlirnr:n:roiqt6'n:ryn:1un1:ylelffo!n1u

{ta t.t.Z

2. qrudnuruvravrrv

2. 1 :suu nr:u3ur:dpr n r:ria { rolc r6oor fi n ruaurifi o'rd
I

2.I.t nfud'nuruuLfly!'rsfl o.r:vuld'nnt:firt

2.1..1.1firn6orfrldriqr:firo'nluri6nioluuntl:vrnvrfrrJrul6'raarundrr rfionrr:rU1

a v q r n :r n uirlu n r : iu ui n r : ua v n r :lriri n r :r o r rdlarir fi

2.t.1,.2 ff1il't:fl$aqlurruiat6:nio:rTfivuinr:riorrnrorfirdriluinr: fi:vuuuiunt,g

. 6ruav[L?JFr{14xJ'ruratairurarirao LED rfiorfirgnutrirriTlnrrorv16oqr 1qufi

ufiroorraarrulrurarGrYur:3nr:odrlrioa 2 rpr
I

2.1,.1,.3:cuua1il1:ne):?aa0uanruvnr:rtJprfruBuavnr:qir:vriuroInutciv{io:tfrild

l-n : 6 r dnTuffi rfi o nr utdni r urYu n o u n r : n r : rtl n S ud ua s rir : v ri urr r udr fr'r fi

nr: key request orn#oln:ro"Lu:vru HlSuavfi nr:rf'r:vriuriourorv16on
t e ^ J ue

4,tlrr:ndr{oqa f, vrBtor nukiurasanruvri'r:s rQulr"Lfr



2.r.r.4 aM :n {nn r:riron fr rlfrui nr: (Queue system) "lunr:fi ldrisr :fi r eiryir
n uld: o il u3 n r : #o r ro r v rd o nlo uldu-n : 6 r rd u r rfi o ua n r u n r u ra I n r : G u n 6 r

y 
^ " 

{, '& d d {, o
u uyu 1 a 0 il 0 u tFl 0 : n { $9r lJ u Fr 0 u n 1 : a {y u [lJ u u 0 u 6t { lju Fl 0 u ta 1 u ta 0 fi

FlttJ an1uvfl olrJ :c myu-n :6r

2. 1, . 1, .5 riiu ui n r : ro I u rd o n a 1 il 1 : n rfi usir ur u fr'rj r u fi o ulu fi r ri o u fi I 6 r n u to {g!u

2.1,.1.6 fivrirooriunFrrJ:vdrnnralvuavd'un:nuan{dorya{r-hut6'uju fio-ana, HN,
v &tv a, y
toilan1:t0n:?a $nvnltuvyt Lt tiluaug

2.1.r.7 firnr6orGqaarnvaonra'oovriar16onrfinyaon16oqlnudnTurifirJ:vsirluyn

Qoralstf;oo arxJ'r:flu::nraaaq16ont6'trjnsrn'jrorfrn :rutrjsltrn'jr 120 ynopr
t9

2.1..1..8 firniolfruiurfl6errir:orrJ:vsir"luvnonrorv16oerrfiotrilunr:fildaarnfitilIt

ldv a o q 16 o pnj n fr ura s"Ldr{J u rn6 o r ;ir : o r n : fi rni o r 6 n o a r n u a o n rf, o n o'nTufifi
uY
fl9tlJ0{

2.1..2 nrudnuruvranrvrolll:rrn:l
9

2.1.2.t arrr:nYldo4atol{r-hu (Patient demographic) lqunr:rdolriorioqa
(Connectivity) rYu:vlugrudoryal:tflrn!ra (Hospital. tnformation

System: HtS) r fi o n : ? o a o I { o il a { d r u r fi o n 1 : r-j I ;f, fr'r fr r-t r ugvs

(Patient identification)

2.1,.2.2 a1il'ri{:rer:?oaoudouafr'rjrurfionr:ilr6'sl-rri1-hu$avfufinnr:6ua'unr:ilc6'eTrsuv

{r-h u (Patient identifi cation) Tq u n r:"ld;rJ rir ura6oa r udlfi o uio:r ua v rd un
d r J - 4 d,a d, t tyn.r rrt:v ril uu rcjufi o-a qa iu ufioutJ rfi o rtJud'u rioun, :d'lfi u{ garcode t6'

J q u a o r 3- u,,
tfi orJ o r riunr r:r fr nr a rpr [u n r :r-j ffi 6'r fr'r-h u

2.1.2.3 a'.l1'.ttna''ofrld barcode sticker lnut{rniol Barcode printer eiryilfin

vaoqrf,onl6'

2.r.2.4 Til:un:lar:l:nrfil{olauilluLar:oriunFrdtflu:vuudryilr6'rrarirfi6an
U

4 q yy I S t4 tv v a o I

ty't 0 L14 r,t U ? u a 1 il 1 : n n a n 0 Ln u Lil n 0 { 5 u u il r u ta I n r Lu 3Jg

2.r.2.5 Tr.J:un:raril1:nduu!'rurar6rtilrir:vuulun:niddofl#u3nr:trifinmrrnSol
qvv v At oy A j a J oy - yt, ve

tta y [u La 1 uu1 ytt o { 114 u : n 1 : 0 u a 1 il't : n n q t5 u n uy't o Lr,1 u5 n r : t r ! r u lrr

2.1.2.6 drilr:nfufin lncident Report [u onrxlsr6on [fion:?oaolriouna''ufil

flryurunvrfi'orururTtcr :rudto-qlir:ru.nuanfi (Statistic Report)rfio?rn:rvd

urnsrJiurJ:r"Lrfu3nr:
1

2.1.2.7 fi:su Data Securlty'[unr:t{rfirrio4a

2.1.2.8 alur:ounfinnr:rir.l'rutorr{rurirfirory16on rfiorJ:sTurdnr:6ornr:vlru
4' v 4

ttavt!{iltQ'tsLa0a
U



2.r.2.g et1ilr:nfufin:vuur?arnr:lrfrrinr: rfior{tu6'rdinuavrJ:vrfiuzuanr:lir.rru

ttn v? 1d uzuun r :rJ iurJ ql n r :13 n r :

2.2 ;suu n 1:rer6u ud r ci.:er:r o uuu dqTurTG (pre-a na tytic) fi q rualffi 6'.:d

2.2.1 arur:n{'ortstitnrdr?i'w:rotfioairrdrei:vrunr:n:roiun:rvv{ drunrrxrrirriro'ruri
"l -. , . u tv
fl u uu n, rilprrlT (Decapping) uavfrnuu n (Sorting) hjrio un'jr 750 ?leiln:rorio

d':hr

2.2.2 fi:vur:xu6o:vurtfiolsiouruudmluffifiaur:nrdorriorfiorirrFurdrairn:rotrja-r
J - d v s va & y d aA

tn5oIfl:roTtn:rvfiutuudnluffiri'lvrrrrirurrrfin6frn nfi{lriuiyrurrasTafinivrur

tfrlqum:r

2.2.3 aur:nriot6o:rriutntolfluuunfifiqrualu-frtflu Refrigerated Centrifugerirurutri

rio u n'ir z tn6o t ua vfi nrrtr rir :ulririo u n'i r 900 yn onr ri od'rhrfi r'la r nr :fl utri

oir n'i r surfi n : fi fi rloqj iu nr u r5r : or"Lu n r :rl u rd otri^t6'nr rti rir :ur o r n r :fl u
tr ' < o y d y
dr ai r n : r o n u fr rir u u n d'o r fr ra d'n g r u u ti t r n r : ua v rira u o : r nr r 6'o l rJ : v rfr u n r :
tdmuriould'rruo3.r

2.2.4 fi:suurtjrrilluaooui:qdleiln:roo'nTuffi (oecapper) Tou arlr:nldraaonl::qdlr -' i

ei.w:roturq t3 x75 mm uav/u6013 x100 mm t6'

2.2.5 arur:n1{yaoqu::Qf,leiw:roruro 13 x 75 mm *av/uiaI3 x100 mm rirr,ril

n r : n :r oi rn : r s r,io''r o d r r161u rr a r rd u r ri'u rfi ol#a rtr r : n lir q I uleio d r I ri o rfi o I ura s

n rr nr ril fi qfl u'''ro rorlr, oun r :lirr ru

2.2.6 fihJ: un:l nr:{'n nr:dorradrair n:r t ruac 16oil qio'fiu ln6oro-errsriuildr?i{n;? a$

o'rrluilSuas"Lriu3vr:dreirn:rolun:nifiuniorrniurSrrirqr:rohiaur:ntdrT utri

2.2.7 rirunr:iu:o{urn:f,'runr:lir.rruuracnr:l.rdn ornanrriuir,r:o{il1n:f,'tudufluii4d

uoili!

2.3 :vuun:aoirn:rsridsrTu#fi (nutomated AnatyticaL system)rJ:cnaudrern€a.:n:ro
A 4V S UA
itn:rvdo'nlufGvrT .:tnfin6fin (Ctinical. Chemistry), rn€oln:roirn:rvridnTusifiills

4 fi {'r fi'ui vt,s t ( tmmunotogy ua s rn3 o I n : r o i rn :r s #dnlu fi6 m r lIa fi n i il a r
(H emato [ogy) fi q ruailrifi 6'.rfi

2.3.1 trr6orn:roitn:rvr,{dnluffivrxrnfinafin (Cl.inicat Chemistry)

2.3.r.t n t : n : ? ai rrr : r v ri dmTu fifi vn r rn fi n fr fr n rJ : v n o u dr u rn6 o.t n :r ri rn : r v d
u S va d aa t Y
onlufifivrxrnfrndiln oeirrfou 2 tn6or louriorfiou:sllll pre - analytic

u,avfinrrurEr:rr oeiT rriou 3,000 tests siod"rTrr (:rr6rnnTn:tad)

0prud Photometry :rlodxrjou 1,800 tests riorirh.:t:-i:rldranrlm:tnd



4dfrnrrutir Potentiometry :rlrodrtrio n I,2oo tests siori'rilr) firniol

fi arur:n Back up fi'ut61q utdfi ur rvfi oufiu ua vnr ru rir rvir rtu ua vqn rntor
vAtvu

n 0{ tlJ0}Jn 0 ttl n! :vulJ:'r {

2.3.1.2 dril1:nri1n1:n:?aeLn:rvviar:rnfiviorirurrur,rla'r:rnfftu serum , urine

lrnslutofi 'r:rhor nirrnr ut6'slu:r u nr:ileao! uruui'ru

2.3.1.3 41ill:0itn:rsv{uul random access ttav stat tri
-i,2.3.1.4 n:nifirirn:roirrqrn'jr linearity flo{ standard curye yio Limit lJo{nr:

n : r o irnfu uni o r a r:r r : nlir n r : t6 o o x n-r o d r r o'nTuffi t6'

2.3.1,.5 41il1:6rn:?a Serum lndex (Lipemic, lcteric uav Hemotysis) Tnuuarxzua

t{ju6'rrat (Quantitative) viotn6o{T}J'ru Semi quantitative rravrr,{'rufiou
6l',J4

n1::u n?u Lutteiau nr:vrqaou ti'ruvr']{:vuu rnso{u5o middteware llio:r

ttan{ zua nr:tfi oulu:vru Midd lewa re uSoaur:n:1u{'ruriar.iru:vllU t-i S !i'
99V9

2.3.1..6 41il1:nrilnr:kirirulvrnfiou drulaourfiur rirurnr!nrincunriluavdrur
, J qu J J o a

rJ:vnordul ld'od'xriorfio{eraoqr?41 rruvrn5orrira'wi'xruTprutri6'ol:olri

rn6o{ Standby raiofidorleirirurfiilrnilo rfio Load rjrurl{eixrarir

Iq uhielor ufr r :sr,t'i rriu

2.3.1..7 fi:srrzuarrirurrYud.reirn:rofiriruflorriunr:rJurflru rriu?6 ultrasonic

m ixin g rato ufi uu rvirvio ur,rfi on'jT
J ^ c M F u 'oY'2.3. 1, .8 rn : o { a ril r : n n :? oi rn : r v r,{ H bn t c tfrTer util fi ;ttvu n o u n r : rni u l d l ai r n : r o ri o u

vA
tt.ltnso{ (hemolyzing onboard) ti'l Primary Tube utav Sample Cuptriqn

:!n?ualn Hemoglobin variant (HbE ,HbD, HbC, HbS,)

2.3.1..g arlr:nt{rirulFrlr:1unr:voaoufirirraunirlri'utri rdotriarill:6r:'rrr{'ru

r'.1416'o drl ri o rfi or n:ni rniotfi fl ryrar ( Rea L Ba c k u p)

2.3.2 unior n :r o? tn :r v dd'nluffi vrx4fi d:r niuivt u'r (t m m u n ol.ogy)gq
J-rdo

2.3.2.1 rn6 o { fl :? ai rn : r c da r : rn fi"Lu rd o q vr x n fi 6u fi'u rJ : v n o u dr u rni o { a : ? aUt

i tn : r v r,iur r n fi dl rTud'srTurifi o d r r rio u siru'r u 2 rni o r Tq u ei o rf, o il : vu u!l

pre - anatytic uavfinnr:rt5?:?il odl{fiou 400 tests riorj'rkruavaur:n
" Back up riuieilrrert{r^lrurrvfioufiuuavnrrulSrrvirrYuurav4nrnior6'or

!,va
tt 0lJ 9r o tt1 n! :vu u :1.t

2.3.2.2 fi:vuuflorriu carryover rtiu fi}J:urn:ilnr:6'qnr:flo{:vuu Rack u6o Tube

raiotd disposabte tip ra6o sample probe fi:vutflotrTu

2.3.2.3 d 1 il 1 : nt{L11 u 1 er 1 r.r :1 u n "' r r r u r u fi' ri'r vu o i r l rTut6' ud ot#a ur : fl :'r u {'r u
uu J -

zualoio eirrsi o tfi orn:niuniorfi fl ryrar (Rea I Back u p)
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gUyy

2.3.2.4 ff llJr:nrirnr:ldrir urvrfl ao! dr uraor rfi ur dr urnr!niln run rfl ravdru r
ll

rJ : v n ou 6u 1 16'o ei r r ri o rfi o {n a o q r?a 1'u ruv rntor rir dwir r ruTpr u lil 6'or : 01fr
tr_

unSor Standby

.J ^ du s s a2.3.3 rniorn:roi rn:rvr,io'nTuffi vxlafi niilur (Hematol.ogy)

2.3.3.r rn6orn:rofiuffinra'ontfiq s part diff fifinrrurir:rltrjrioun'jr zoo
, o] s J r d d 4 v 4u s * J< d \ tv

n?0 ul{not? LrJ{ ua v [n:0{ Ln rdil u : taoq $as uo}Jaon Lut.JFl v}Jn? 1xJ r:? LrJuo u

n'i 1 65 n'r o d r r ri o d'rTil rI q u r ni o r sr : r o riu rfi n rd o q ua s rn€ o rln eio r ra fi u i
d d ji t a

ta 0nlJ:su u :'r{vr tlJ0il n 0 nu

2.3.3.2 41il'rr6rer:?oriuufiqudonrrr, tfinrf;onrror, rn6q16oq $avttun{finro{dn
udootm aeirlriou 26nr:rfirnoi wBC, RBC, HGB, HCT, NEUT#, NEUTo/o,

LYMPH#,LYMPH,MONO#,MONO,EOSIN#,EOSI N,BA5O#,BA5O,IG#,IGO/O,

N RBC#, N RBCo/o,MCV,MCH,MCHC, RDW-CV, PLT, PDW, ttt pV,pCtyl io l vYl

:o{i! n1:n :r q rfi n 16 on rro{tfi n r:6 nTalqfi uas n1:Fr :? oriu rfi o 16 an lrns Lru fl

tfi n ffi or 16ooluar:rlr"luirrnru (Body Fl.uid)

2.3.3.3l{radnnr: Fluorescent Fl.ow Cytometry method raio VCSn technology

ra6o Optical analyticuio Peroxidase method y6o MAPSS (Multi angle

po|,arize scatter separation v6o E[ectrica I resistance druiu n :r qi tn:r vd
ddqd4

rl.rn ra0nt'l?,uu ntufiljo{ $Jq td 0alt?, N RBC ua v Reticu locytes
J - - d eoa

2.3.3.4 rn6o{alxlr:fln:?a?-o NRBC raut{adornar:rjr'[uilrnru (Body fluid)loru
u t, ,uX i - Z &rs
hi fror'[tirir ur ufi ru r6ror nrir u rfrhTlunr:n :r oi un:rvri c gc diff $a v:r u lru
Corrected WBC 1n:ru

2.3.3.5 rn€ o r:o rYu n1:er :? oliu rfi q rd o ntf, n r: fi nlntqd

2.3.3.6 rnioruniuraifiuirdooruavflolfiatnridnTurifi 6'orariuauualariuavf;6oI
, t!'

a Lanil{il}Jfi

2.3.3.7 ar:r1:nlirnr:kirirurilnao! rlrurffo!rfiuu ,.1'''u.u.uuuu*n.*uorr^1''u''
, J qu ., J d o u o 

' 
: t1 ty 6te

!:snouou.l Lnou'r{Fl0ruo{na0q[?a1 truvtn:0{rila{t'r{'ru [qu Liln0{:o Ly

unriol Standby

2.4 :cuu6t1:Glutvtrlvt't{fi4{rjfrri6nr: (Laboratory lnformation System : t-ts) fiqrualrifi
-Xo,{u

2.4.1 aril1:nfiufindoila:run1:n:?nern:1ul,i rdu nr:riryurrdonr:yerdou,rfinro{
!

rTroejls,rrareiw:ro,nr:a-qnr:{oila{thu lrturi ai'xuavYu{orya{r-hu, {o4anr:
td,u.

1J0n5?A :1Unl:A{n:lQ tUUnU
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2.5

2.4.2 fi:vlu6'nnr:{o:;nrYunounr:n:roirnr:rvd (Anatytic) rrju nr:rfiolsiorYu
i-

tn5ol n :r o d'nTunG (Ana lyzer) uJi uu tfi uu ru a nr:i rn :r sr,idouydl nr:riufi n ar a

nr:iu:oqzuadouuu ManuaI rrac Auto Verification r{Jusiu

2.4.3 fi:vulo"ornT :doqlarYunouva'rnr:n:rq?rn:rv?i (Post-Analytic) rtiu a1il']:flair.l!

ratorjiu :r-i rrultt:ralruruatfr nr:filtl{ara nr:dlzunnd'l:vl.lu HtS nr:6uyrzua!

4tY
tuuFru

2.4.4 fi:sur Turnaround time monitoring Toruarill:nuaq{:vuvrrarfidluufi[!ufls]'ttJ

rtu routine, STAT uio nu:runr:ilqaoutdlnuar:Jr:nrdotsioriurarirqo (LED

.J^
screen) tvronnmuanruvtolgllou't{Ltav:vuvt?aln'r::lu{lurJa (real time .TAT)

sa&u
Ifl ufi q6'rufl1{o u?{n{zua"Lu#onJfr ffi n1:na1.l

2. 4.5 fi : v u ! rJ : c il r a ru a dol n o "r fl : u u u d'r : a u rvr n rfi ohTlu n r :l3ur :e-n n 1 :E

2.4.6 td:vwrJfrrifinr:gru{o{a dfiArevrdqn6'olnunXr,rrraTorufi:v!!o'errfilrioln

t o r : v l u qi r r l rfi o f, r durio 4 n t o r rio r r-l fr r-TF n r : ua v ai r urr Fl :i'r u nr : ru a n y r r
<A a, A u o

nl:ul\ilud{rfl ufi uoiliu'Lu:vq-uarna rtiu tSO 13485 (rniolfi o unyd) uio tSO

9001:2008 yio tSO 27OO1yio rrn:oru CMMI

2.4.7 fi:vttunr:s):?aao!ttasdufluzuanru0n6'olrolnl:n:?0 (Validation) rioufioss

eirzunnr:n:rooontrj lpraaur:nrrjiu!rfiuuriuzuanrilfir.irur116'ornr,trirrdurfiu

nJiellrfiuufiurir Reference range uav Criticat range

2.4.8 arrur:nriruunnr:Fr:?edour{adnTuffi Auto-validation y6o Auto-Verificationld

r eu u {n n 1 :dor rfi u 6i.: ei.: er t? o ud.: er :e o i rn :'r sd ( Post An a l.yti c) fi q rua urlh 6'.r d

2.5. 1. fi : v ! u iJ fl r.l r vr a o o frr o d xfi ru f; o o r n n r : n :r o? rn : r v ri r{J u uru r.t dsrluffi

2.5.2 fi:slud'orfildrairpr:rordr{nrrrrflrurru (Archiving)ra6odnuuundleiw:toufioeil

m:roitn:rvri"Luiirurrudul rdu outl.ab ld

2.5.3 fiTrJ:rrn:ldrauiur:nr:o''rrrfiurio:r:vusi'ruyriro-qLfiudreirn:rqrfioduury6oyru
d ' u a dv

aoufr rdrn:roud'rnr:i rnr:rvrild nrulu z {u

eod
tJ0f'l'll4unaudl

Yo-Jadvt
3.1 :vuudreirraiurnrSow:loTrn:rvra qv6'olr.i'tu:J'tel:otualna cLSl raio clnw rfio

n1:;!:o{:r'rn:oruyrl#olrJfrf6nr: (LA) runv tSo 15189

a.z {tuvdr.J:snrn:rnr1ei6'orr{rrfiunr:fiern&rrniow:rrirn:rvr,ir vrio:rqrJn:ni ru anrufi
i ' d o d, y o a ,q , i oi o t a Y

FrllJvl :fl.n1ua:ul:fl'114uq[tavtuuil9l1luun1:u5ulJ:{anluyt rv'lo L14a1il1:nmomIrlU9
J ^ < Y , 6, dv

[n:o{n:?a?Ln:1v14'r nfoilorJn:niil:snounr:"[{rrunuuurfirirunr:fi01:ru'rrro{
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4{ tfronrrlila oqJYur ocnruv n::il n1: :1r.'r In u rirfir fi rn6rarr ufi rfi ur{or r"od rfi onrtrilaoqJYuror
vuAdcjd

{iulSnr:frnr:rJiu4frri'nufrarusufrn?1ilLr4rrlvartunr:rlfrri6nuuaslfr'rinr:{rlra
3.3 :vv'ir.rsirufrunr:rJiurJqrdudtv6'oraur:nl#rinr:rr:roirn:rvrftriodrrrioufior

3.4 {rauo:rnrfrold'prnr:fl[ta:vuur,r#r6q6'r fir:rltnr:nrray:vur.ro-errsriuxrdrairo:rorfiou u - u---'
v t ---,3 q 4 dq I

Lfl ''t { : vlJ u n 1 : Fl :? e ? [n : 1 v 14, In : 0 { n : I t i tn : r v u o n Lut m, : v ! u a 1 : a u tyl Fl

riolrJfrrifinr:(LlS), :tuurlrrfio:oriulri:vuraur:nl{rrut6lnutriavqn rirraunrlri'
I

\ tv ' X'
hirioun'ir + nilriofl

3.s {rauo:rnr6'olfiprp{r:suuuiur:6'ernr:#orrorvu6oq, rniorrr:roirn:T sr,lo-mluffiyrx
d SA .i - dv S 

^ytnfrndfrn, un5olm:roitn:rvr,td'mluffivnrnfiq':rfi'uimur, rnr6oln:ro?urr:rvrio'qrTufifr

vrrtlafrmivrul unuivllUar:autvrrtvrrrri'orrJfrrifin'r: (Laboratory lnformation

system : Lls) rut{rrukinT utu 90 iu dru:vuunr:6'ernr:uavn:roirn:rvr,idr

eiw:rouuldnluffi (total. Lab Automation) uav:yulo-nnr:d'rrrfildrdlm:roydl

n:roitn:rvr,i (post Anal.ytic) fin#rouraio"Ldrrutrinrstu tao iulrrurirrflunr:ril
- is ' 

g .j J tv I e 4 v ,auaaln?uvlL:w\ululaawoulruvttvr0tJirr.J:ruor rorvra-onrravf olrJfrri6nl:nat{itau
v - & A aJ c - jo ygr0{![uu t[ulJttzuutr{t\uyt [Lay:uulJulntn:0{il't [uruytrir tau0filtJ

3.6 {'rauo:rnrrilufrqruafufintorlunr:n:roanrnurasdr:rfnu'rrntorirn:rvrimtr$ lru i
qv J

urn:gru'tritniolaur:nlixrutriodrtfirJ:vfivr6nrnTrrutrn:ro16n4n1 3 u6ouuav
d u o o u v o a - J anunnr:dnlirnr:xUr:lfnulnnoqorua'rucUr uacrirrfrunrlrodrlrnilniorfiolri"l{lruki

6 o { m r o fr a s rfu nr ru y n : :}r fl r : a 1 ln : nfi r r : rur a n rf, n #ry ry rt6'
dc ai a du s' ua o 4 u t 6 u

3.7 n:rilfrtnr5oln:roiun:rvr,idsrlufifrrir:orfruvruhiaur:n'Lcj{rulri uavfinr:dorudr;l

fr'ta u a : r n r utJ u fr iu fr q t o u ri r"ldci r u vrs.n4 rJ n ua v fr o u r rir rfi u n r : ci o u n r u lu zq qirTr rgU

racarur:ntdlrutdnrulu 48 rirTul unr{ufio1or*rovtraeitrnsirlil:srilfiurri6'olurilqr
6lt5ly & v ry 4 J 

"-. ^ &L14LlJ{'lu[u0{nuLqu:0141tn:0{tJ'rvrelrrlru[raLfllru travfunruvn::tJn1:d1u't:61
fi o 1 :rur u n rF n #rg cU116'

3.8 {rauo:rnrfrollirnl:n:?aaounr:hito.riBn'l:ilnaou (method vatidation) ri'u
J 4 a d I dr a , Y

tnSolfrom:roTtnr:rsviriounr:1d.:ruo3rlouttafllud'noru riunou i6nr: riolauunv4!
A tv u oTrn:rvvqjoilanuvd'nrrn:i1un1:drnr:n:roaounT:td'td'rori6vrnaoruayrilauolrds

:rnrfinr:dt corretation lutn6orn:rnitn:rvr,ififinr:vrnaourfinrdurriuodrlriou
-9

flav t uf,uarr4nu:errfiofinr:uJduuurjarrnr6orn:roirnr:rvrfo-nTuffilrarjuav6'qliru{Ju
I

Aa,vv
:u tail til0 tuulj0ila 01.t0.iIJU

3.9 {rauo:rnrfrorirrj:vrTuqrunrrrirurvrnfinr:rf,oranrnyiouuqoru fr'rauo:rrrrdorul,i!
o "o .,i q oyv t ov

u'ru'ru1ri1 rua uu 114il Ll4ytun0nr: [tlru
3.101:rnu1u'raroarruf,vrd'Lunr:rrja'uuurjarrIT uruasrn6orfiolunr:n:rourr

fr'oIrlflr-Tfin1:naoflo1u#rUru'.l loruovfior:il1arnn?1ilfr'ornr:rorT:{vru1ura qrunrn
I

X y t 6lyt dt o u y t4 r o a q y I
u1 u1 tta v nuvunl Ltalu tUuff rn [U ulnt{ rau0:rnr Llaur:nr{r ruunr: Lnnurion na,l
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a J oY e 6'^u t e. u

raSorfio'[{rruudr qrualrjfitrir{JuhJnui'irrourrrlfiriryurryionrrfirjrrauora6o
rurSrgrnruxrirutvrnfinraionr:uinr:fitriarur:nru#lttrinrutu a 16ou lprutriairu

nr:il:vrfruo1nnilvn::xJnr:fiqnurirofioeirrrfluurlnr:totl:lvrururafifinr:il:v rfiug
t 4' o ' drs. <1 d a u a r a u

0 u'l { tU u: vlj u Lu t[e] a u U [: w'{ u']u 1 a il du 0 u n ra n a=ry ry r ua v-Lu : sur x n r : u n td n a'ry ry r
au v a 4 j - e raua jj y t, ovuyl1{u:u11Fl0{:uzu9rlJoutnu?nun159l:?ail1.114o{uflurln1:yttnu?flo{yt{14tJn Lug{n{

r{r rfi unr:r.rinT :frrjr utri oun'jr no{il urGey ur T:Ir arIIariI ua:uri arIr:na --a--- - - --
o a I ad o tuu

o1 tuunl:fr:? a q? u?Dn1: L14tJ Lfl

3.11frrauo:'rn16'0.id.iIorLrifionT:tdrrurntorpr:roirn:rvr,{frarjunrurtmuuaygU

nluld{nquoeirrriouafuav 1 rdr

3.r2frwuasrnr6'or6'nro!::rn1:"[{rn6oln:roirn:Tvr,iuarriruril:vnou rfio"Lfir.ranr:n:ro
A dd u qv A a dli 9 ' d ,'t tn:1v14!n?1lJnnn0{ lLau [t[Ft:o{Ft:?a? tn:1u14 Lnou'rwrJ:vduonrn

U

3.13vrnnl'irzuanr:n:roirnr:rvrflrir{Jutrjmrlolnl:yn{nefin fr'uauo:rnrr6'olY!fiqrou
d t 11 tv y ra ua j o< u I u v

?{.in:?a? rPl:''lv14Fl0 LlJu{t4o{Uflunn1:ouytiluanflt:$nnmt{fluuavnol:ru{lurJarl:?e
Aouuuau
irer:rvrflriy:1un1u"Lu a- s iufr'rfifi'rauo:rnrrrfluf iufinrourirl{sirrrli'rilrrerUg

3.14:vruuavtnr6orfirjllrlLauo 6'orrfluiulraririranu"avr{Jurniorlrarifihirnut,frdtrau
It

rrriou
3.15:vtltl TotaI Lab Automation (TLA) ra6orniorn:roirn:ryr.iiufirirrauoovolol

d r y o !< 
^ A 6Iy a q ett u q

il uualdrtdlfrfrnr:finfr'r un v'L{rruoir riu {r-h u rudtlufl onuiuturJ:v rvrnlvru:vd'!

I:rvrrJ'rlraily'riyru'td'u ra6o T:wururn4ud ru,o"[u4ilrnn.jr 1,000 rn'ulraioVU

I:tnurlratanfluflulotraqjrrnn'jr soo rm'ur riru'lu:rlodrlriou 3 rrvil ru iufi6u
tffuo:1n1

n6usn::ilfl'r:onlir:rltouLtjntow'tu(Terms of Reference : ToR)

q\ ./ /o ,r/
,.^. .......9.!-(.. .....6 p)r?"(. .... ..rl:vorun:T'J nr:

( 6rcnr: rano::t )

(w2-
( nriu donarl )

:.n. ............ 4y. ...........nr:1rn1:

(tJuv rlrycyro''uri )

:.v|. n::iln1:


