
9{U?n n.

du..-,.qvg/aa
:lUaUtOUAq6UAnUfUC[Ail1UtJ0.::CUUn1:U5il1:0nn1:fi0{[Q1CrdOn, :sUUn,]:dnn1:$avn:?o
AdAttacua,
Ttn:rcdfr.:ci{ta:?ottuudnlurifi (rotal. Lab Automation) eitaiurn€a.:er:?oe[n:ryridnTufifivrrr
--a-ea d a dv I va a3, u a d a ivtnilndiln, rnSo{et:?oitn:1cddnluf6vn.r4fr{lrYuiilrJ'r uasrnTo.:sr:?oirn:1stidnlufifiil1.:Tafiet

iYtu'l Basnr:d:suraruadreJ:cuu6t1:6turvrnvrrrfio.:rJfrri6nt: (Laboratory tnformation

System : LtS) :rufir:vuudnnr:6'nrfiu?i.reirn:aouA'.:sr:roirn:rcd (post Anatytic)

1. nrualrifirtrtr.,t
I

t.t {rauo:rnr6'oru{Ju{d'onaruavfior#rrniordnlurifiuas:surrirrl Tnurl:vnorriru:vlr.r
t,,3

UOUqWO[UU

1.1.1 :suun1:u?ur:dsrnr:fiorrorc16onr{Ju:vtlrlaruvl'ru 1 rn rirrdurtilu-roel
1l

ttrv tdonraio t{lu:suu tniuttuaoq t6oq trasrq6rroarnd'nTufifirJ:vdronrorvri

ra* oq o drlfio a 4 
1 n nio:rTfi'v tor v t6 o o :u fi r o pr ro r s 16 o pr : n rir/urJ n uou {r-h u

uon (oPo) 6n t to Totufi:vuunolfrrtnoinrlnu:vuuo-rrnr:rfiolrioril

:suudl:autuntolT:tvtulu''ra(HlS)tunv:s1JUd''t:aurilfl#o{rJfrtt-fi nr:(LtS)

s u u n r : rni u il d r ri r F) : r c ( Pre-a na lytic)T o u r-n n rrri a r 6'o r r{J u rni o r"[ra ri

hirnru'Ld.:rufrTprurriouunvrv6'orfrnn''flyilTqur{Ju!ulra:.irirqorroluiriyr

r.r.2 ivuunl:ter3tru?i.reirsr:rouuudnlurifi (pre-analytic) r{Ju:vurrniol
6'prrpriuudrrirn:rodsrTul-fi"LurYunouriounr:n:ro?rn:ryvivrr.r#ouJfrr-frnr:

na'xdnTurYn (pre - analysis system) rfioeilrdr{:su!n1:Fl:?oirn:rvr,{
V.

(a na lytic system) 6prrr'1fi fr'olrJfr rifi nr : na'x (centra I lab) dru:uo drlrio u

t qn loruarul:nfl,uun (centrifuge), tiJqdruaon (Decapper) uavrfiolsio
q o 4 I u. t J ^ du s d aa: 1 { tu n 1 : ul a { d.i n : ? a tt 1 ff tn : 0 { a : ? 0 ? tn : r v u 0 n Lulr n y r I tn tr n d il n

J 
^ 

do S qa av v a J - 4v <
tn : 0 { a :? a ? tn : 1 u 14 0 Fr Luil ail'r { { il n tt n ui n u r ua v tn5 ow :r oT tn :r vudnluffr

vrrrTafinivrurtrio drrsio rfior Toa4n rniorolor r{Jurrrior"Lyritrirnutdrrufftrr

il r ri o u u a v q v 6'o r fi er fr'fl vr lT n u rfl u i ulr,t ri ri.r a rr r o r ui rivrli

1.t.3 :vuua:?oirn:Tsrfd'srTurYfi (Automated AnatyticaL system)

il:snourirurnriotrr:roirn:rvr,idnTuffiurlrnrfin6frn (Cl.inicat Chemistry),
J ^ du s ^e

r n5 o w : r oi rn : r s r,i o-nlu rTfi vr r l 4 fi q'l riui vr u r ( l m m u n o to gy) ua v rni o { n : ? a

irn:rvr,idnTunTvrxTafrnivrur(Hernato|.ogy) lnru4nrnriorfroIr{Jurnio.r"[yri

lilrnuldmuffLrwrriouuavos6'orfind'rtyrjTnur{Ju!ulr,r:-irirqrrcroruidil$ns

Ilrflvr6'o I tfi r rni o r n: r o i r n: r s r,id'r n rir r r rl#rr^il rfi ll n utrj6 n rra rir

ufi o ilil r ru.: 
T 

u rfi l:l ndu o u tni o t n :r oi rn : r v r,i r 16 r : o r iu rJBu r ru r r utril6'



r.1.4 :vuu6t,l;6turvloyt.'t{1io{lrJfrrifinr: (Laboratory lnformation system :

t-ts) r{JuTrJ:rn:}l:yuu.lruri'olr-lfrl-Fnr: Inuaur:nFnoYlgrudo4afirndol

noIfi r rfl oifi lirurirfi uridr u (Server) ua v n orfi r rn oiq nrir u (Ctient)

r.Jfrrjfisruuu:yuu Web service ra6o Web base technotogy rato

Client - server tech nol.ogy In u fror r{Ju:ulua1:au rynrrlrfrolil gr-fr nr: t-t S

r{l uiutvilriraoro rr:Sriudo soft*u re ua u Ha rdwa re ki rfl uiudtrjfl-er ur ufrrI I - -i -

Jcd<d
tfi orj : sl u trja t a n t o rT: r vr u'r u r a"Lu n r : fi'su ur : v u u 6'o l rfi o il si o ffu : s u u H t S

fl0{T:{ilu1!ra aur:niu request arn:uulj HIS rravdlilan:ronduilrfi

:s!u HIS t6'Inuuirivr{Juf iufroclourir"Ldsirur,ro"uruorrnrnr6ol6'olr{Juiuu I - --'-i''

lrariciT anuavrlorrflurnriortvrih-itnu"[dnuffLrrurriourfiorirrfiunr:fiq#r"LyilI

1..1.5 :vuu6'nnr:6'orrfiu?i.rei.rn:roradrn:roirn:tsri (Post Anal.ytic) r{Ju:yur.t
adJr va64,Juu
0qtn1Jd{a{n:?1va{ n1:F] :?a? tFr:1vr4tJ:uuuUqrJruaon rvior-Jol flunr::v tyu

vtonr:lutf uur'',nn'''uuonTouvln uniorfror riJurnior'Lraritrirnutdrrufiln

rr uav ovolorFq#{uilTna rfl u!utrarieiraqroruBdyr

1 . 2 {ra u o : r rr r rlo r fi n o''r q rJ n : nl ua v rnrt o r fi o o'n1uffi ri x 1 fi 6'o r rJ : s n o u o u a u r : ntdn u

ruasn:roirn:rvrftoi ttuti'ofrrr''oor-ln:njrair rdu :vuutdfir;ir:ol (UpS), :sluviorlr
"" 4 qy4 61 6ly y {, o u r:vuudtn:oluavdul lrirfrarllo"[unr:1{rru vr5orfr'rquar.irlfnurr"ravsiorruqilLrffh

| 6 J 4 ul o^, & - j 
"0U n: il tta u tn : o{:J 0 0 n Lut n n l { 6l yt{t4iln n a 0q 0 1 u a{ry rur n uyru t n :o r u rit uun ua v n u

nr:forroornl:wsrura

1.3 qirauo:tnr6'olr{Jufro-flilruavei.itrorJ:yrlUff1:aurylfi ;irra:n:vuunr:uiur:d'onr:lJU
v44l

fiorrqlvrnoel, :uuun1:rn5utdldln:rouuud'n1ufifi (pre-anatytic), :ulun:?8
a du S
irnr:rs?idnIufifi (nutomated Analytical System),:vlu6'nnr:6'oufildldw:roua-l

n:roi rn:rvr,i (Post Ana lytic)

1.4 fitauo:rnrrlorfirlruTfiatrr:nt{rirtnrtorn:roiun:rsr,idnTurifiuur Random Accessg

uas STAT Access fifi Barcode reader #l sampte uorrLu. d'1il1:fln:?a?rrr:rvrflfr

ynarn Primary tube nav Sample cup
,-yy1 I

1.5 {rauo:rnrfi'orfinr:t-qurdrur Third party lnternal Quality Contro[ (teC) material

n:ou nAilU n:1u n1:vlfia ol uuufrr utrlrirfi u tn o iirraYu nr:Fl?! niln ilfl'11\ ua uI e - - i-- i

6'o r n'r rfi u n r : a fin :I rJ : u n : I n r : r r.J i u u rfi u u zu a : v u'j r I rio I il fl ri6 n r :1 rfi ril
ilrl T:lilururaTerutrjFrrrirtddru (EaA) t#ri'rnr:urraolfifiry"L#linr: u1nn1:?1n?Jou

lntrifi rylfu 3nr: EQA t#{orar i nte rta boratory com pa rison umu16'



t.o rlar4n:run1:ro.::1un1:nr:vrerfiorlrruufrru frorrflurllu. originat rirrSo;rJ
!Jg

niou'Lriru (ready to use) trifiriumounr:ufiuuioararrioulqirruraiofiidnT:rniuilfi

til{rurn{udou (easy to use ) ufiorfrlorqnr:ldmu
.-X d v a' ! ea 1 u u J ^1.7 drurunrfrq6orrtludrurornfreifinrdurrl=un-urn5orn:roTrn:rvvi (original)

lg

t . 
g rir a 

T 
vr n a o u rfi q rd u r riu 6'o r a u r : n1dl6'rir rn6 o w :r ri rn : r v dm r r rn fi n f; fi nvr n rni o r

4 J a d ^v e a d 4 J ^ 
' 

"y:o tn:o.i Fl:?Q? Ln:1u14yt't{4}Jq}Jnu?il ulnauniln tn:od14:o rnsa{fl:?o? rn:1u14vr1.r
v

Tafi niy u 
T 

vr n rnio{ fi uauo fi pr d'flrifiuI:ril u rura rir u a:uri
1l

1.9 a6unrvllirulunu[nio{fiori'0il6'iun'r:iu:o{:.r'rn:oru:vrYrdrna (lSo certificate)
ld

USFDA uav/uto CE Mark uavfrorldiut! ouruln n1:rir rdr urnv{'rrs;ruilruorn1u

ntuu n::}J nr:o'1141: [La v uril:v tmntu u

t. to rlT UrffivqrJn:niraiuduldldrltvnoulun1:e]:roirn:rvvi frrauo:rnrfrord'ori.:lriqruo 
rorua'ilmTnutilfrflilarirr1\u{1\0n409 . u

t. t t rjr urr{ryir m:roi rn:rvdmrr rnfi nfi fi nd'orfi or q nr:tcinutriria u n'iT 6 r6ou, rlru r
I

n:'raern:1urfurrnfr{:rriud'orfiorqnr:tduuhirioun'ir a 16ouuar#rurn:ro?rn:rvvi

vr xTafi nivr u r 6'orfi o r u nr :"Ldnutririo u n'ir o rd ouI

r.rz rflurharfir.irunT :ir:orlriarilr:n'lci[unr:ifio#uvrxriorrJfrrifinl: (tn vitro

Diagnostic)

t.t3 rlrurvrn:runr:ilqaourv6'oraril1:nri'rnr:n:roirrtdn:uyn:1un1:yrqaaun'1il
l1

{ta t.1..2

2. nrudnufusraillu
I

2. 1 :suu n'r:u?rar:6'n nr :#oq ror s rH o o fi q ruaurifi 6'.:d

2.1,.1 nru#nufus tailrstJo{:sr.ru t-onr:6r
q

2.r.t.t firntorfildr-Tm:6rdnTurTfiilioluunrJ:vrnyrfrr-hu16'raarunriu rfionrr:rUI

a s n r n :r fl rirtu n r : ir u3 n r : rua v n r :t#ui n r : r o r u6'tarir fi

2.r.t.2 41il'r:6r$aqrvilrutatfirvriorTfi'vrBnr:dorarorffrdriruinr: fi:vr.nLriunUU

fr r ua s uafl {utr'r u ta t ai rurarir a o LED rfi o ufr q1n ut{rdrqor ror v rd on In a fi

yfiroouanrvrrrurnr6riruinr:odrciou 2 ln 
'l

d

2.1,.1.3:uuua1:l1:{rn:?aaouanrusnr:rijorfiuBunvnr:"rir:sriurornuldniorfiu{

rin : fi r o'qrTu rifi rfi o n uhiai r urYu pr o u n r : n r : rtj n ? md ua v qir : s ri ul r ud'r frr fi

nr: key request qrn#orfl :rotu:sut HlSuavfi nr:rir:criuriouuorvr6oor
tv^d

aim:ndnio4afr vr6to r nul{rua v anruvdr: v uiurrlri



2.I.1.4 allJ'r : 6t6'n n r : riron fi r"lriui n r : (Queue system ) "Lun r :fi ildrisl :6r c{rraiu

nut{: o ir uB n r : #o r to't s rd o efiq uldfe] : 6 r rd u r rfi o ua q r uil r u ra I n r : ri u n fi r
y 

^ 6 Z, '& d d Y, o
lJ Ul4U 1 n 0 il 0 U tFr 0 : 9t { !l9r ?J U 9r 0U n 1 : A { y v [U U U O U n { t U 9l 0 U [A 1 s tA O 9t

n 1ilafl ''ruvrl ofiJ :c mvrfF):6r

2. 1 . 1. . 5 f iu ui n r : ro l v ra' o cr 6 1 rr 1 : n ui u s;r u r u fi r-h a fi o ulu fi r ri o u fi l 6 r n u r o {UUU

2.1.1.6 firarirooriunFrr.l:vrirnnrolvravd'rrr:nuaqnqioryary'r-hui6'rtiu 6o-aqa, HN,
y &v a, u
101]a n1:10Fr:?Q ILAUfl 1?JUvvr [lJ tlJUnU

U

2.r.1.7 firnto.rfinanlnunonLdonrior16ontfiailaonu6onTqud'mTurTfirJ:vsirluyn

on[a1st6oo ff'r]l1:n!::araaoor16orrt6'trisfrn'irorfier :utris{rn'ir 120 uaoprlt

2.1..1.8 firrriorfirdurfl6nrtr:orrJ:vsirluvnoprrrrv16orrrfiotflunr:fildaarnfitritt

"L{raa o rr rd o q il n fr ua vhirfl u rni o r rir : o r n : fi rni o { fi n a a 1 n vl a o q rd o fl dnTufifi
ay
lJfifl0{

2.1.2 nru#nuruvravrrsrorTrJ:un:rt

2.1.2.1, aur:nfu{o4at or {r-h u ( Patient demographic) In u n r : rdol ri orio4 a

(Connectivity) rYu:vuugrurio4al:rrurrrn (Hospital. lnformation

System: HIS) r fi o n : ? 0 d o u ri o il a fr rJ ? u [ fi o n 1 : r-j I ;f, n-r fr r-l r u!gu

(Patient identification)

2.r.2.2 d1il'r:6rn:?oaorLdolafirJrurfionr:ilr6'n-rfrrJruLLavriufinnr:6uriunr:r-ilfi'firugg

ry'r-h a (Patient identifi cation) Tor u nr:'L{;rJ rir uy€oaT Udrfi o yio:r u a y rd un
d r A - d d,a d, u tuxurt:sur'uu tdufio-aqa iurfioutlrfrq utJudu riounr:#rfiu{ garcode t6'

A u u a o r 3- u',
tv! 0u 0{ nun?1ilzufryra1fl Lunl:u{tn? ri!? u

2.1..2.3 a',u.tnat'.,fr1d barcode sticker lnutdrnior Barcode printer eitailfior

raaonu6ont6'

2.r.2.4 Til:un:raur:nrfir{orailil'rurar:oGunfitfllitu:vuldryi!16'rr,rrirfirisn
U

A q uv r s \ tv v a o r

[?\ 0 L14 r,r U ? u d 1 tJ 1 : n n n n 0 Lq u Lil n 0 { :u yl r u ta g rn lun
U

2.r.2.5 Iil:urn::rarlrl:n6uvil'rurarfi':hjrir:vuu"Lun:fifirio.rtriuinr:trifinrtrnSol

ruavlriri't,rrjrddort#uinr:6uaur:n nq ri u n rfi ol#rinr:fr'r-h u16's

2.7.2.6 artr:nriufin lncident Report ru oorrorvr6on rfion:roaoufloun#ufil

flryvrruavr,i'nruruuTtr :rilfi.:dqrir:1u{1u4frfi (statistic Report)r"fioirn:1cli

uavrJiurJ:flrfri3nr:

2.1..2.7 fi:vrlrl Data Security lunr:uirfirrioqa

2.1.2.8 arrr:nriufinnr:lirrrutorr{rvrirfirorv16on rfioil:vTurrinr:6onr:vlru
3, u 4

$astudzu[Q1vLa00



2.r.2.g a1l.r1:nfufin:vuu!?a'rnr:t#rinT : rfiou{Jur'-rdinuavrj:vrfruruanr:lirrru

$a s?1 { Lulunr:rJ ilrJ :r nr :l3 n r :
I

d -t t u s ua -- - - d I

rsu u n 1 : rn5 u u d r d.r n :r o uuu dn1ufifi ( P re-a n a l.yti c) fi q ru a trifi drfi

2.2.! a1ilr:nd'orniuudr6iw:rqtfio6irudrei:sunr:n:ro?rrr:rvd rirunrrlrrirrird'ruri
"l -, . . u tu
fluuun, rtJprrir(Decapping) ravdnrun (Sorting) tririoun'jr 750 frlailn:?aeio

cfrTilr

2.2.2 fi : v u u : r lra6 o : v u ! tfi o il si o uru u dn1uffi fi a u r : n ud o ru ri o rfi o iir rd u r d r ai r n : r otrj rir
J ^ . a s va & y d aa

tn5oln:roTtn:rvdtuuud'nlufifiri'rvrxrirurrrfinf;frn nfr{uriuiyruruasTafiniyar

161nun:.:

2.2.3 ff1il't:creiotfiorniutn6otfluuundfiqrua:rrifrr{Ju Refrigerated CentrifugeriT uruhi

rioun'ir 2 tn6or uasfinrruti'::utilrioun'ir qoO raaonrsiod'rTl.rfirrarnr:fluki
d ' - d ' a o - A qwy d ,

nl n? 1 rurvr n:fi fi 6'olrj iu nr rr tir :or"[unr:fl u rfi o [ri-[dnr ru rir :urfl o{ n1 :fl u
tr , do e 4 u a u
d r ei r n :r o n r u fr rit,t u n 6'o r fi r,t d'ng r uv r ri m n r : ua v fr la u o : r n r 6'o l r.J : v rfr u n r :
l{nuriouldrruaS.r

2.2.4 fi:vuurtJprahilaoou::Qdleirn:rodnTurT (Decapper) loa aur:nlduarru::qdlri

dw:roturer 13 x 75 mm *az/uial3 x100 mm tri

2.2.5 aur:n"Ldrauom,::odlailsr::orurfl 13 x 75 mm uas/uiat3 x100 mm ;itaiu
nr:rr:roitn:rvr,id'rodrrteTlutrarrdarrTu rfiolriaur:nlirlruleioeirlsiorfioluav

a n nr ru fi nwu''' ro rorlr, oun r :lix ru

2.2.6 fihJ: r"rn:l nr:6'nrnr:doradtrirn:rt ua v ufiolria ffu rnri or 6'rrrniuldrei{n:?a
U

dnTuffi unvl{uirar:dreirn:rotun:nifi rnior rmiu:rdrdrn:rolria'ur:nl{nuld

2.2.7 airunr:it :o{}J1n :o'runr:lirrrurra v nr:zuf, n or nanrriuYl:o{rJ1et:f, 'tud ufl ud4

uolril

2.3 ivuu et :? oe rn :r cdo'ntufifi (nutomated Ana l.ytica I System)rJ :sn o u rir s rn3o r n :a o
a dg S ua
i tn:rvddnlurifi vrr tnfi n6fi n (cl.inica L chemistry), rndorsr:roi rn:rv#6'srTufifi vrr.r

4 fi {u fi'u i vt,s t ( tmmunotogy u a s rn3 o { n : r o i r n : r s # dsrlu fi 6 vr r .:T a fi n i r u r
(Hematoto gy) fi q ruailrifi 6'.rfi

2.3.1 rn6ow:roitnr:rvr,{dnTufifivrxrnfinfifin (Ctinicat Chemistry)

2.3.1..1nr:n:?aitnr:rvridnTu:ifivrrunfinfrf,n r.J:vnourirurnioln:ro?rn:rvvi
ufvqAaatv-Jsri
0nLuilaill{tnilnaun o81.luou 2 tnior Lounotriol:vulj pre - analytic

tlavfinrrlt{r:r:r odrrriou 3,000 tests siorrrllr (:rl6ranTsr:tnd)

(lnud Photometry :uodtriou t,800 tests riorirhrtri:udran1n:tal4



4d
frnrruuir Potentiometry :rlodrlrio u !,200 tests qior?rhl) firn3ol

fi arur:n Bac k u p ri'uteiIfl uldri.r u r rvfi o u rTu ua v nr u 15: rvi r fi'u ua vr4 n rr'6 orI
vAtvv

91 0{ ttJ0iln 0 t1 1 nu :vljU :'t{

2.3.1.2 d1r.r'r:0ri1nr:n:rrirn:rvv{ar:rnfiviorirurruralar:rnffTu serum , urine

ua u/u; o d'r :rlr t r n i x n r ut6'n r il :r u n r :u q a or uur frr u

2.3.1.3 ?{lrJ'r:nirn:rvvitruu random access uau stat td
aJ'

2.3.L4 n:njfirirn:roierqrn'jr tinearity flo{ standard curve raio [imit qJo{n1:

- {, j o 4 u r v s u^\y
n:?a?quulFt:o{alil'r:fl il1n1:rQ081{ n?0u1{0n [u]Jn to

2.3.1.5 atil1:nn:?o Serum lndex (Lipemic, lcteric ttas Hemolysls) Inauaolzua

u{Jun-r tat (Quantitative) vtounio{r4:J'ru Semi quantitative uavu6'{ rfi ou

n1::un?ututuriavn1:yrnaouti'ruyn{:suuLnioryio middteware lliol
rrdrl{tia n1: rfi oulu:vur Midd lewa re v6oar:n:n:r u{ruzuar.i'ru:ulJU t-i S lrt

2.3.1..6 altt'r:frlirnr:teirlrurilrraou r.rrrurdourfiuu ,1''o'''uru.uu*nl*uurr^1.,u''
, J qv 4' J o u

rJ : v n o u 6 u 1 ldo d r r si o rfl o { Fr a o q L? a r r ru u rn5 o { rira-wir r ruTn uhj 6'o r : o1#

rn6o{ Standby viofiriorteirlrurfirrnno rfio Load rjrurt{rixrarir

Tn utri 6'or rfi il :vu'i 1{;u

2.3.r.7 fi:vuuaraurirurfiudrei{rr:?efid?uflorriunT :rJurf ou rtiui6 u[trasonic
4d144r

m txt n g 14:0 tvlulj tvl114:0 L14U0n?''l

J ^ d t* u 'o&2.3.1,.8 rn:o{d-r:r'r:nn:?oirn:rsr,i HbRtc 161rrulrifi;funounl:rn;urdrrirn:roriou

rdrrniol (hemolyzing onboard) fo Rrirury Tube ttac Sampl.e Cuphiqn

:un?ualn Hemoglobin variant (HbE ,HbD, HbC, Hbs,)

2.3.1..g a r :r r : nldrir u 1 Fr 1 r : 1 u n r : u n a o u fi rir rau rr i r l riuld rfi otria r lr l : n : 1 u'r 1 u

ar a16'o dxri o rfi or n:ni tn6o.:fi fl ryrar (Rea t Back u p)

2.3.2 rniorn:ro? tn:rvrid'mTuffi vrx4fi {l riuiilur (l m m u nol.ogy)Ut
i^rdo

2.3.2.1 rnio{n:?0irnr:'rcviar:rnfilurdonvrrrnfifruriu r.J:vnoldrurnio{n:?0gl

?tn:rvviurrnfr 6lfi'udnTurTfiodxfiouq;ruru 2 rnior Trrurio16or:vuu
!i

pre - anatytic rtavfinrrltir:rrt odrtrioa 400 tests riottrllrrraufi'uJ'r:61

Back u p riut6' Ier uldrir u r rvfi ou riu ua v nlir l5r rvi r ri'u ua vr4 n rnri o r fro r
J'yv

t?J0t J 9r 0 tlr1 nu : vuu :'t {

2.3.2.2 fi:sruflorriu carryover rdu fiIil:un:iln1:{anl:flo{:vull Rack v6o Tube

raiold disposable tip raio sampte probe fi:vulflorrTu

2.3.2.3 a r l r : ntdrlr u l Fr''nr : r u n r :vr o a o u fi ril uu er i ? il fiu16' rd ot#a r :J'r : n : 1 u {'r u

zuntdod'xsiorfiorn:firnrtorfifl ryrar (Reat Back up)
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x
2.3.2.4 drtn:nrirnr:teirlrerriltatu ti u'.raourfiar ,|oluruquqrunrnuravdrur

rJ :v n or du l teio d x si o rfi o { aa o q r?a 1 u rus rnr6 or rir #.nir r rulq u hj 6'o r : o"L#

J-
tn5or Standby

J - du < s a2.3.3 tnSor n :r oi tn :rs?i o-flIu:rGu r rTafi ni u u r ( H e m ato lo gy)

2.3.3.1 trriorn:rorirrfiora'oortfio 5 part diff fifinrur5r:urtririoun'jr 200

6'r o dtsi ori'rh r ua v tntoiln rafi u i6 oor un v frorf, dmTuffi fi fi n r tr r5r hi rio u

n'i r 65 o'r o d r r ri o ri'rTl r1n u rni o r n : r o #r ffi n 16 o rr ura v uni o rtn rio l ra fi u i
4 < iJ r u

[a 0 n:J : vlJU :'r{yr tlj 0il n 0 nu

2.3.3.2 a1ilr:nn:?o#u rfi q16onrm, dn16onurx, rnSn16on uav$un$fr ntoldo
rfioqrm odrlfiou 26nr:rfirmoi wBc, RBC, HGB, HCT, NEUT#, NEUTo/o,

LYM PH#, LYMPH,MONO#,MONO,EOSI N#,EOSI N, BASO#,BASO, IG#,IGOl0,

NRBC#,N RBCo/o,MCV,MCH,MCHC,RDW-CV,PLT,PDW, MPV,PCtniO lrfl
: o { Yu n 1 : n :r o rfi n tf; o pr tro {tfr q t: fi nTattl4 Lra u n 1 : n :? o rTl ufi n rd o n ua u ru n

q C 4 O 'o,tfr fl tfr qtdoel [uar:drlu:r{n1u (Body FIuid)

2.3.3.3 "Lriradnnr: Fluorescent F[ow Cytometry method rato VCSn technotogy

rn6o OpticaI anatylicuto Peroxidase method yto tUnpSS (Multi angl.e

po|.arize scatter separation r,tio Electrical resistance ii'tyiun:roitn:rsr,{
ffipr16ornn':,utun{fintolrfinrf;ontm, NRBC uav Reticutocytes

i"
2.3.3.4 Ln6o{a'uJ't:nn:'toia NRBC uasrqadoT nar:rjr"Luirlnru (Body fluid)Tqu

hiri'ort,frrhurrfrrrfrrornti.u',r"1ffLunr:sl:rq?rn:T vr,i cac diff $ay:rrrrru

Corrected WBC 1n:ru
J-uddaAsu.

2.3.3.5 rn50{:0{5rJn1:n:?aUu No ua oorun u:n q La trvt

2.3.3.6 untortntuilarfiuirdonruasdorif,alaridnTufifi 6'orariuauualariruasf,rio:r
u "Z 

q

ff[aflil{14ilFt
i

2.3.3.7 fflil1:nrilnr:tairhurvrtauu tl'''u''ao!rfiuu ri.lu..ruqunrunrnuasrirur

rJ : v n ou 6u 1 tdo d x si o rfi o{ rr a on L? a'r t ruv rn6or rir a-llir I ruTn u lil 6'o I : otfi
A -. ,, 4 d4 I c '! Y d

rn5or Stand by r,16o n:nifi nr:raqq rniol"leidr u1ilnao! druraou rfr uu
iv

dr u r n r r n r n run r n un v dr a r il : v n o u d u 1 6'a':hrldrr a r u r ufi r o v d r ar a n : v y r.r

ri o:vuu n r:litrur or rn6orTq u :r l

2.4 :suucll:6luLvtrlvtl{fro{rJfrdfinT: (Laboratory lnformation System : LIS) fiqcuaurifi
vE
9r{u

2.4.r d'ril't:nfufinrioqa:run1:el:?oern:1vd utiu nr:riryunfionr:ynaou,rfiqflo{

n'rodr,r,rrareiwilo,nr:6'qnT :doilafr'r-hu lduri airruayiuriouafrr-hu, rjoranr:u ' ----d-'d
tC'9

ljoFr:',t1 :1Unl:A{n:?A rlJUg}U
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2.4.2 fi:vr.lu6'ernr:doqlalTunounl:n:roirn:rsri (Anatytic) rrju nr:rfioilsiofi'us
i-

tn5oln:rod'nTurifi (Anatyzer) uJiarrfiuuzuanr:iun:rsr,iflouraa-l nr:riufinara
v

n1::u:o{tiari'rtur.lu ManuaI uas Auto Verification r{Jufru

2.4.3 fi:vurd'prnT :{o4arYunouuarnr:n:rqirn:rv?i (Post-Anal.ytic) rtiu a1il1:nairls

ra6or,Jiu :rJ uuutr:r urruzuatd nr:fi ltl{rua nr:dlzua nd''u:uuu H tS nr:6uurzuag

dtv
tuuFru

2.4.4 fi:vul Turnaround time monitoring Inuaril'r:6rlran{:vuvrrnrfirililun$unr]1il

rtu routine, STAT vio mril:r u nr:u praoutdlrr u a1:Jr :n rdol rio rilrarir o o ( LED

.i^
screen) monerflrilanruvtolnrou't{Ltas:vuut?a1n1::'ru{1u2n (reat time .TAT)

saZ,u
In a fi n 6'rrarir a o $afl { ri a"lu#onJfr uT nI : n a I'i

2.4.5 fi : s u u rJ : vl ? a zu a {o il a a 1 n : v u ! a r : a u ry n rfi 01ff[u n r :uiy r : e-q n 1 :
lJ

2.4.6 td:vrur.Jfrr-Tfinr:rT urjoHn dfinravrdqnfrornrilnflurrruTnufi:vuu6'nrfiudo4n

1r o { : v u u ri 1 r 1 rfi o f, u du{o 4 a t o r #o r il fr rifi n r : ua v ri r ur 1 Fr :i1u n r : zu fr n u r I
c4 d, < - q vnr:rflvrrrdrrtjufiuorirlu:vd'uarna rriu ISO 13485 (rniorfiounyd) rio tSO

9001:2008 r,rio tSO 27OOI raio rrn:gru CMMI

2.4.7 fi:vlunr:n:?aaoutuayduriuzuanrril0n6'0{ro{n1:n:?a (Validation) rioufiosg

d r ru a n r : n : r o o o nlil To u a u r : n rilB u u ufi u u riu zu a n *r d ai r ur rt6'o r n rarir 16 u r fiu

riliuurfiuufil-Jrir Reference range utav Critical range

2.4.8 aur:nriruunnl:n:?eaoutiao'nTuffi Auto-va|.idation y6o Auto-Verificationtd'

2.5 :uuudon1:6'nrfiud.:ei.:ett?oud{n:roirn:rsd (post AnaLytic) fi4nraurifid'.rd

2.5 I fi : s ri lij q rl taa o pr d'r o ei r r fi uyd a o r n n I : n : r oi rn : r v ri r{J u utlrl dnluffi

2.5.2 fi:slud'orufiuds;irn:rot{r{nrrrrflrurru (Archivin9)r,16odrruunfrleiln:rorfioril
aO,Jn:roTtn:tvraludrurru6ul rriu outl.ab 16'

2.5.3 fihi:rin:lti?u!3u'r:n1:q'nrfiur,lio:r:vurirurarirq-errfi!dl;irn:rnrfioduuruioyru
tr,

aorld{ff {n:rrya'rnr:i rnr:T vrftd' nr ulu z {u

3. dori'nauordul

g. t :vurrireirrairrnrtorn:roirn:rvr,i qsfrolr.ilu:Jrn:f,luarna CLS| raio CLRW rfi o4

nr:iu:oulrn:oruyxfiorr.Jfr{6nr: (LA) uav tSo 15189

:.2 fr'suvfirj:vn':n:rnrt6'6'orsirrfiun'r:finsr&rrniow:roiun:rsdr nioroln:ni ru anrufiUt
i ' do d, uonufr :r.nirua:uririruuoruavrilufrrirrfiunr:rJirrJ:ranrufi rfiolfraTlr:nfin6'lrtsi

i - e v , 6, qY
tn:o{n:?a?tn:rvv{r niororJn:nirj:vnounr:'tdrrunurir-rufirirunr:fior:currort
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nruun::iln1: :r\.-r Inurirflrfirn4rnrrufirfiurdor rfrod rfionrrrlaoprfiuror
vv a d tv au fi d O ov a ut,

{Yruinr:finr:r.Jiu4frri'oufrarurrilfrn?'rlrn4rrlsartunr:rJfiffilruuas"Lriuinr:{rJru
3.3 :vra'ixrirrfrunr:riiurJ:rfiufitv6'oraur:nlriu3nr:n:roirn:rvrfloiodrtriorfior

3.4 frtauo:rnrdor6'rrnr:qtta:u!t-Jrad'rfiar6'r fir:rlrnr:rruas:vuuo'qrntuildreiln:rorfiogug
y t a d J - dv s

t1'td:vuufl't:n:?a'tLn:1s14, In:o{9r:?0?tFl:'tuy0aLu:.lFr,:suua1:au[ytFl

#onJfruGnr:(Lts), :vurrirrfia:oriulri:vura'ur:nl{uutdlnutriasnrr rirr,runtri
11 ty X' ' a,
Liluoun?l 4 n:{ero!

3.5 frrauo:rnrrrlorfiqfr{:cuu!3vr:6'rrnr:riorr"rrv16on, rn6orn:roirn:rvfo'nTuffivnr
d aa i - dv f aY v a J 

^ 
du I

Lnilnaun, tFt:0{Fr:?0?tn:1v140Frluu9]?1't{tuJnilnu?ytu'1, tn:0{n:?0?tn:1vy0nluilnst

vrrrTafinivrul uau:srlUd'r:ffutilfivrrrrfrorr.Jfrri6nr: (Laboratory lnformation

System : LIS) qutdtruld'nT Utu 90 iu dru:vrunr:orrnr:uavn:roiun:rvff,r

drn:rouruo-rrlurTfi (Totat Lab Automation) uav:vurd'nnr:d'nufirdreirrr:roudr

n :r ni rn:r vr,i (post Anal.ytic) fi rr friou raSo"Ldrrulfrn T U'[u 1 80 iuTar u rir rfi u nr :rir
- is , g i J ,v , v 4 y

orniufiI:rnururaeiwoufiufirfiorJiurJqrraorrorv rdoquavraorrJfrrj6fll:na1{ rau
u -& 4
6o r uuu uru u uzu u rYr fi ufi $a u r v L1 lJ u'r n tni o w rtuiufi rjr ua u o 6'r u

3.6 ffrauo:rnTr{Jufiqrraf!fiqto!"lunr:n:rranrnuavrir:rfnurun6orirn:rvr,isrrlU UU t
6v J

rrn:qruLrirn;o{41il'r:nlixrut6'odxfirJ:vfrvrGnrnlnurrrr:ro16n1n1 3 16ouuav
. :o o

il n r : d'nlir n r : x rir q r in ul n n 0 q o l q #sU cU r ua s rir rfr u n r il o u r r rn i r n io rfi otri'L{lr ut6'

6 o d ra l o fr a v rfun ruc n : :rr n''r : a 1 lr r : n fi o r : ru r u n rf, n #ru ru 116'u sv
di J

i. / n:ililrn:orn:roirn:rvr,idmlu#firir:orrf,ur,rrutilartrr:nt{rru16' $acfinr:dordr:rii

fr'rauo:rnrr{Jufirfrnro!rirldciruvYrvrqurarfrolrrrriruflunl:nioilnrulu zqrirkrgU

unsarrrr:ntd'lruteinrutu a8 ri'r1lr unt{ufi6'orat'rovlr,reiornsirril:vrilfiusi6'orrurilr
q6v & v \v 4 J omv"[ri'[rir 

r u rfl o r d'uld'yS o v r tnS o r r r vr q uvr ut#[{t r u fi a v fiu n il v n : : il n r : a M T n

fi o r : rur u n rd n #ry ryrloi

3.8 ritaua:rnrrfrorlirnl:rr:'radounr:1{tori6n1:vrerdou (method vatidation) fiiv
4' 4 a dr oy a s u

rn : o { il o rr : r o rtn : r v # ri o u n r :"ldr r uoi rTq u ra rr r u #n o r u riu rr ou i6 n r : rio I a un s4lJ

iun:rvr,irioilnnrilna-nil''rFl:f,run1:lirnr:n:roaornT:"Lf[6'rori6vrpraoruavrirauo!4 lJ
docdqri<aauty

:1nliln1:ylt corre|.ation Lutn:0{Fl:?Q?[n:1v14ytiln']:yoa0utuntgiu?fluourluou
-VYt

flav t nirutasunnrirufiofinr:uJduurilarrnioqn:ro?rn:rvridnTuffityriuavo-rnirr{Ju
1

ia,vv
:u[aillil0tuufl0ila01{0{UU

3.9 firauo:T nrfrorirrj:sffunrunrrrlrururnfinr:rf,oranrnyiourprara frrauo:rnrfrorg r 11,

" Y .,i o
drdr a ur uJfi uulr,tllriri'urio nr:"Ldmu

3.101:ril rnrJ rar oa.rruSvd"Lu nr: r! f, uu rrrj arrir u r ura v rniorfiolu nr:n:? eyn{

rflorrlfrl-fin1:maoqorud'cUcU'.rlpruosfior:6u'rernn?ril6'ornr:rorl:{v!u1u1a qrunril
! , t qv t d, o v

druruas6'uvlurirtridrurtlurirrYry urnfrtauo:rnTt:"iaur:nrirrfiunr:16'nruqionnar
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raiorfio"[{rruudr nrua:rl-olilu{JuhjnTuirrrourrnfirirraunratonrlfirjrrauoraso
rlflryrarurl6"rutrnfinraionr:rLinr:fitrjaTur:nurTtrtd'n, U'lu a r6ou lerutrir.iTu

n r:il :v ffi uo 1 n n 6uu n: :il n r :fi o n usi r pfi o d r r r{Juu x n r :r orT:w u rr r a fi fi n r :il :s ffi ug
t 4, O I drS ao d a v 6) , a v0u'r{LuuTvuu [utte]auu L:{flu'r!lailav0unrandryryr uav [u:vuirlnr:unudndryryr

au y u a j 
- y ,aua jj y {' qvu

vl1.llj:uvlFr0{:lJil9r?J0utnu?nun1:9r:?4il1.t140{ufl!nn1:yltnu?10{yt.114:Jn Ll4tJ.tFt{

rir rfl unr :ui n r : frr-lr ut6' o un'i r n o {fl u rBi il u r 1: rn u rr r a ri r u a:uri arrr:nai
Y ad q MY

fi't[uunl:Fr:? aq? u?Dn']: Ll4tJ Ln

3.11frrauo:rnrr6'ordrlourifionr:"1{rruunio{nr?xarn:rvr,{fr'rarjunrurtyutrnv
!!

nrulo-{nquodruiouafuav 1 ra'l

3.12 il.guasrnr6'ol{nor:rnr:"Ldtn6orn:ro?rn:rrrir,rarrlrsril:vnou rfio"[rir.ranr:n:rqU
A dd Y oY A
? Ln:1s14rJFr?ucr n6ol uras [{rn3ow:ro? un:rsdtdo eirdrJ:vf, vrBnrn

U

3.13 urnnuirzuanr:n:rt?rn:rvritrir{Juhjrrrlrornr:mrqnfifrn frrauo:rnr6'oIYufiqro!
(t q tv I raua I oo v t v y

a{n:?Q? rn:1u14n0 [u u{140.tuflu9]n1:ouytiluann1:$nnn1{nuuavn0l:r u{1uzuan:?8

itn:rvlflLrivr:runrutu 3- 5 iurfr{dritauo:lFnr{Juriiufincro!rirldsirufr'{urrerUU

3.14:vr.rr.ruavrniorfirilillrauo 6'orrtjuiutraririraouavr{Juun6ortyridhirnut,fffitrauti

rrriou
3.15:vul Totat Lab Automation (TLA) raioun6orqr:roirn:rvr.iludrirrauoovplo,l

d r y a J< ^ & qy
il uy a r d r r d r fr il n r : fi q n''l ua v'[{l T 

u oB l rirj fr rj r u u 6'r"l u fl o o rju'lu rJ : v rvr nlil u : v d'uvt

T:lnururailrar?yrurd'u rato I:Iylururaquti turnlr,trltTnn'jr 1,000 rn'uIraio

I:rvlaruratontutu'rnlraai:rrnn'jr soo 16ur siruru:rilodrlfiou 3 uvil ru iudEju

tau0:1n1

nruv n::lJ n1:onlitirlgou ttnto.t{'tu(Terms of Reference : TOR)

s\ ./ /o ,/'

^.r. 
.......P.{.}/- .... I 3i{ T1... ....rt:v51un::}Jnr:

( 6unr: rano::r )

:.yr. ............ ...m*-......................... n::ilnr:
( nriu 6onax )

:.n. ............ 
q- 

...........n::iln1:

(tJuv flcycyroiuvri )


