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jl;xLTHIJ::Hod 

coun,
I:rnoruraaurdon:vqu:rrn6ur:raai

r. inqrJrua.ri

ldn:roirn:rvdfurfin16ontfioarr;:ai Iourfluqnrirurfil{ulurfin16oouo.r uinrdaori'p
tn6n6oo ri!uuntfinLfio16ootn':rtriavtfinrfluioaav riudnr6onruoloYreiou(ttRBC) uavar:rfirirl
1 toldrlnru 'luflslr]:vurzu 2502

2. aruiolnr:

i5 n15

(urerofin r1::a)
uruuvrvrrithurrgnr:

^. -Z-- 4 .u d a
z. 1 u'tulsti?8?tn:,tvt4uuttinrA'0o9il0ail!:nl 25,000 :1un1i
2.2 rnioli rn:rvril-uulora'ootfi na:Lu:ni z rnCor

- *Jr3. Q[uailUnil?lu
^- B , !
J.1 U1u'ttuoyllo [i{.ru (Ready to use) uavtturirgl Original

e.z rfl uriruruarrfl uHBnfirur{dilrunr::-u:ourn:,u ornorrinr:orur:,,auulso{
araigourinr(US rOR) uio aJ:rJ (cr rMark) tSO13485 uayfiron6r:iu:o.l

3.3 rirur4n:runr:fro.rfioarnrirrtro,:rudogfiororli.ler1 lot number uaviuuunorq dvrru
aoua'uki

3.4 fi:vuu Barcode lunr:flourirurrdrrndo.r rnroriauanoaufinnarnuav!:vrau'o*ar

, - 
3.t rlrurfiorqnr:ldrruhirioun'jr 6 rdouriuns.iuriiudeiruou uavr::1'[utrozirrio;rJ r.rrn

rjrurlnduuoorq ra6oraloorqr.rioldrrulriri'uratorirurfinr:rdouanrlr {truovriornl6uurtrri.,u.,
qo1r,rilfi

^ - di 4c.
3. 6 Id1u1fr rtlual:rJlo:s.ru uayalln?unln arnlilriou n,ir 3 :vo"u

e. z rir arfi orq nr:ldrrulurnio.r tildo un.jr jo iu
3.e uxT urfi:ro Hemoglobin hjfiar:kurturi
a.e {truoio.rfi rafi.rf, oiu:olrfl udr uyruohrailruor nuidvr{n6sr

c. qruaurihronrv

+.t {trud'ouirrndo.rdatn:oor:roriurfiordonrro.l, rfio16oo1r.r, fiu1'ruruuavuuntfiodn
tdonrm, alLr:o#rdsr16oorolrl-?€iou(NRBC), ar:rirsirr 1 torirrnru uavrnHoufioo[nuo,s[uf6

.64 #+,": n:i n.,r
(ur.ramr3l*r i{l'ufiu)
ntnuraiufinrJfruhnr:

.....n:i n1:
(ur{o'utitun qras-a)

rin rynf, nnr:unutirhurrgnr:

nl:rJnltuautatlufl't:
(urln:un-a :onn-u)

fn ru nfi n nr : uyryr drlfr rG n r:
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(urrarmiur it"ufru)

uururaitrEvrrJfrrGnr:

vit Zq

fin':rurirlunr:,,oirn:rvrft:"irioun'j, 1oo er'aodr{eiodd* o'ruru 2 lndo.r rrorooi.rd
t'tor!fluTnr:l:luururaau16on:vavr:rrqiur:rani IourflurnCo.rfirjtdrornrirr!:vrmn uavtrjrnu
t'irunr:l{lruorndduurriou ar r:n0:aoira:rvrildhirioun.ir et flr:rfiro,oi ry{d

. WBC, NEUT%, NEUT#, LYMPH%, LYMPH#, MONO%, [/ONO#, EO%, EO#, BASO%,

BASO#, NRBC%, NRBC#

- RBC, HGB, HCI NICV, MCH, MCHC, RDW

- PLI NIPV

- WBC-BF, RBC-BF, PNIN%, PI\,4N#, t\/N%, [4N#, TC-BF

Ioufi rirlnr:n:ror"o (Linea rity) n'ld
Linearity in Whole blood

WBC = 0.02 - 400 x 103l ceU.s/ulutolrnn.ir
RBC = 0 - 7.0 x 106 / cel.Ls/ulu6otrnn.ir

HGB = O - 22.5 g/dl ratolrnn.ir
PLT = 0 - 3,500x 103 cells/uluiolrnn.ir

Linearity in Body fluid

WBC-BF = O-10 x 103 / cells/ulutolrnn,ir
RBC-BF = o-5xto6 / ceil.s/uluiournn,ir
a e d *-3

4.2 tni0.lglO.irJngUA U9t0{U

4.2.1 arur:nr{rlrusiordo{ Gutotoad) kTlririoan.ir to0 sr'rodr.rriori.:Tllfiorioriu
+.2.2'l{rlSrLro:r6oo1rirfiu zoo tuTn:6n: yrs.ii6 Manuat. Mode uav iG Sampler

Mode

4.2.3 arrlli016ofln:roirn:rvftei Riu CBC,CBC+DtFr,r'rlv1:rulruataloi:roria

4.2.4 atx1roiluo'.lu?uLfi n[6ogt.r?g]"?doutio lmmature granutocyte (tG) ki
rarnlilarur:ofiuohueuloi ovdarfirion.lrlraiodrga-nunjuaolui'rrdou}iyr:ru

4.2.5 a,lulioni?afiti NRBC ttav correct wac loclonlurifi
4.2.6 a1ilr:nirn:rvr{ar:rirorneirurir.lltaldrlnra (Body Ftuid) toiQilovirn:rvdrir

1ro.i wBC-BF, RBC-BF, pMN %, pMN#, M N %, mru+ [oufi rarisdodldiur:iu:o{rrn:oru
a'rn US FDA yioCE Mark uavrirfifl:roirn:rcriarilr:nuet!'ldkioil finr:!:vrfruorifr'W

q.2.7 rndoudru rack n-rocirflrio-oftulG uavarur:odr rack nair,rldrruleiotir".r
0l0!uo.1

<Z>,s
5sfi1Un:irJn15

(uruofrn rI::a)
urouuutirirurrgnr:

.^-u--.--I---->
.............:--................ni: n,t:
(urrdutirun mra{a)

u-nrmnfi nnr:unutirirurrynr:

nl5 n15uavtar1un15

(ur{n:un"a :onrYr,)

fn rmnfi n nr:uyrvr drJfr ri6nr:
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4.2.8 filU:un:un?unrJqfln.tlr (euatity ControL)

4.2.9 rndorfi :yurnr: mix sr-?oeir.idfiIuffi riaunr:qnoy,:odr{rjn:aoirn:rvri
4.2.10 arur:or6udo4anul{oeir.rriou 10,000 :ru aur:orisnnnranr:irn:rvrin{.r

doul to*irJruld'
q.z.rr 1t'{ru16'ras{:vuu manuaI uav automation niolvYraur:oeiruurfldouavLi

,tio4a rit u :vuu m a n u a I t o.lt4li.r u rau or'r o dr.rld'

4.2.t2 fi:vutdruurfld'odrraiu 3 
ur

qz.r: l{riun:vuatvrft 220 har{ so rB:nd uavfiqrJn:ninruquu:$'ub,lr1r
ruuusiotdo.:(ups) lfr us.r z rndo.r

+.2. t+ fi6u.riolr.rioua.ruavdon':rurn'ourdoinco.rfif,rgvr niouuondumounr:ufitn
q.z.rs'ldrilnTu1adnr:o:.:riun:ryridfinruqnd'aruriudrer rflufiuoriuro.i6.]nn

toi'rrri rvlu vcsn Technology rato vcs rechnotogy r,ria Fr.uorescence Fr.ow

cytometry using a semiconductor laser u6o rlow cytometry& Laser Light scatter &
chemicaI dye

4.2. 16 i:vuunoilfiaroo{nrun nr:r4rrrutoqnio.r arlr:orioldoilsion-u:vur Lrs

ro{:sur,'r!ra(n:rtml z rndor 6'odlordorrio 2 1o) aur:neirun'rd'.rorn unu:riaurfl 6n
uuu two way communication ki

4.2. 1 7 lu:lunlriloaourfi or6arryu vY.r z rnCorsr:roirn:rvri oiofltriral fl aou,
caLibrator, contror. drrLriuloiratoarrLr:nvrhnr:moaou:ranr:16urduieuryuki

4.2.18 sigma control elnI:{v{urura6'r6.rluiur6uanju WBc, RBC, HGB, HCI plt,
n,lcv 6'olurnn'jru6oryirn-u 3 sigma n parameter

5. t{touttou1

s.t {urofrorariuaquuaviufirrror nr:n?unrnruRlTlnruluotjrlrjoo 3 LeveL ttavn,]:n?tln:r
qrunlv{R'luuon (EeA)turJ:vrvrn to.ltluil:ylrru 2562

. 5.2{truiufintouriri6oririo:cuu.*vqrrn:nid,frrflu rfiooio:vrudo4auav:v1uo-onr:'[u
#o.rrJfrrior^nr: (r-rs) dyrr$:ruurural{lruoqj Iotrrirl{riravY.rrarLosf,uuo.l{rru

5.i ,,lt'lrjst0titoa{a,t:n,1lqrJqiln1u (Control.) d,]laiu CgC uav Body fluid a,D lsl:i.]u
(cal.ibration) naoneu Accessory d,irr{turirll niu rafinfiu{ rndo$lriHa rnio.rfiuiaor*nrniiJ
tnrO'rauflu Barcode (Hand Her.d Barcode)rar l,riryryrr$:ruurrraoeirlrfiuruoriuntrroialnr:

->'

pf,r' 2
d6&

(utamrirgr i{afiu)
nartrairr6nrJfrrjhnr:

i:tJfl't:
(uruoin rl::a)

uruuuvrtidrurrgnr:

'q'\z-. k.. .....nr:!rn1:
(urrs'utitun nra{u)

u-n rr ni n nr: uvryt ririrur rgn rr

fl:5 n1t[av6t'1ufl15
(ur{u:rrYa :oon"u)

rin uynfi n n r : unn d! fr uG n r :

n:lun't:
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Ioulil6n4arir uavrirl{d, alunr:rir1,:inur rirovluei riru:r rar rilutol{nru t:.ruururaoydru
ravrrvri'nfi ar dlilu n r :o:.r oi m:r,iryiru,u

s.+ {lrtrnvfrolvrhfl1r validation, verif,i, conetation rfiaurir:vu,ir.rrnio.lg|:roirn:rcf mc

,r11n. :::":"*" range, vrh corretation rfiuurir:cu.irlrnio.rirn:rvrirlnt Ina{rirurqtol{tralou
ltJRORll!A1U

s.s {truoio.riufirrtouquarirlinurrnCosn:roirn:rvf Ioubi6orrirl{rjrer riouvY{idr.r
ri:vo'rlunroflud rvrto'lriraCo.raru:n1{srutriodrdrJ:v?u6Rrn rdornCoo,yn{omllriatn:n
ufltrgraruavhiarur:n'Hlruld' raa-.:ornud.rtivrr.r{trufl:ruufrr sis.rfirjrruryrhnr:ufi1tnru.[u z+
r?rlu: rarnrnCo{riarur:oldrruki ourirtrid'o.rei.rtr.tor:':nddu vrt{trtrd'or:-ufiorrourirlfo'r'urf.rralo

5,0 {truovfro.:o"rro!:rnr:sr:?rirn:rvf nr:ldsrurn{ow:rnirn:rvd uavuriltrdo.roiuhiuri
t{rr,lfrfinuarur:ot{srulfr6uavfirJ:vtvrBnrvrllrurorfiuvr'm.rrndo.: uayrdofinr:ioqruo..,nrid,

s.2 fi4'fionr:ld.rruuavdrllinutnio.r t qo rflunrurtnu uavnruro,.lnqu '
5.8 lunr:nuo:ro.ti.,u.r:ro {truovoiolriauo:.,0,f,ru.4nr.,un.::.rridi{n:rocac rvirdu t

:'lu.i1ufl an1:sr:rtira:rvr,i ( 1 :rulruara)
s.e {{oovatCofiurtflut"ruru:ruuuataor:roira:rv{ Iaru{trunvfio.rdqrniurd.renl}irflu1il

nruriruru:ralruaranr:0:roitn:ryf
s.10 {lrrutvoiostrJduur#o.rol:rfirn:rc}ilfiiryufirdornCo.rf,orior u'rlfil.ranarnrnarol grn

nrruqndoluavtrnnlurdo6ohiarur:ntioutifiqrunryr rarnrndolrduudrvrrl{dobiarur:nufit1}i
ldtd'tururold'l ouu'rlfioio.rnrurjrsurrjol urnn'ir 3 n*.roio16ou vrrl{trufiovfiosuJdtrurnCo{'lri uac
r,rrnuJduurnCo'rudr 6d.rtriarur:ona'uur'Hrrlldotjrsfiqrunrn ,^tiduiardruun16ndrgrgrldu,ufi
uadu:cudrfl'rn.:dott rirvn.rriolrJarhnrrnuf,rgr.,ifi^an:c unjunrunrunr:irn:rvri uav

{truhiarur:oudttf,rgvro".rnrirrki oltrnnrruudofums{1{.rru vrrr{{afiivrdoni6nnr:dotruld
luvtuvl

5.11 141nala EQA tro.rfiosrJfrthnr:trisr'rn'ir B rato Z-score > a uidvroiovl'rrilunl:y1a,1rrer
uavufftt tfiaralu:or.rtYntrjna'uurfincuuuhio'rn'ir B raio Z-Score < 3 uavnrnhiarur:nuritttd y'r
lfinvluusr'rn'jr B rato Z-score > 3 fion-u r:ol vrr.r{doiivrdtrn6ndrgqru,ufi

s.t2 rarnffiuuirut'tritttauaor.tronarrdrflur,fio vrrrr[.d'onavrdunrinnr:do1ruld1uvl-ufi

s. t I rarn{urufi ndqrgl,riorioulttorad.r,frolor{dofi fi #un16ndrgrgrvr-ufi
5.14 n1rfio1:ru'lro.in6ucfl::rJn1:6orf,uvr'{uqor vrs.id6ororu:vlusriuo.rvrrr:rtnr:rtudrri'rg

6. u6'n rn rurfl u nr:fi o r:rur n-o 6o n

-1{rnruri:rnriouav r oo

n
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(ursrrrGur idufiu)
narurairrfinrJfrthnr:

N:::Jfl1:
(uruofin rl::a)

uruunutidrurrgnr:

nt:lJn1:
(urro'utisun nlar'u)
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<. iufiniuuo:rnrnar.r (:rnrdr.r6.r) ru iud o< fiurnu b<ub

:1aas16un artrfrornr:0luuu
o'ruru(udru):rulruta

:rar (uru)

Comptete Btood count
(CBC)

bd,ooo dlb,oo

<. urari.lr'urtolt,tRlna.t.i (:rnrdr.r6.r)

nruvn::rLnr:rtridurYufi or:rurnhuuqtlnlnai,l o r n:rnrvr' rn udon i.reir qo dr.r d.r ratdlu*dod na
oomls.molo/odbol a.:iUyt' trS qunrnur{ bdbb t{uuruil1ru bdbre

b. narr (:rardrl6l)
b.o uluo0n rl::a sthuilrj{ uruuunddrurqnr:
u.to urlarrriur ir"ufi u nhuraill nururaitriinrJfr ffi nr:
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u.< lrln:un"a :onrYrJ et'ruuill flnrynfi nnr:uuyrdrLfr ri6nr:


