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tloart6oiqrudiltihtot{rc
?-qnrirurn:roim:tvti Comptete Btood count

I:lnaruraarriofl :vqfl rltqAul:rtrni rJ:c'!"rtrurJ:sil1or 2564

r. inqrJ::a.ri
'Wdryiuor:rournrruaurpnito.rdo16oouavrnHrr16sq flioruuntfintolrfin6orrlu6oo

uara.rtl',ri',olourdr.rnru dru#ou:rtitn:rvrirfin16oodnluffi tfior 5 part-differentia[ 1u

f,.iuilrc!1ru 2564

2. arrudolnr:
3-

qnfrurn:miun:rvfriurisr16oosioaur;:ni 25,500 Test

a. qruflnuruvrtrlr.t

a. t rfl ulsrurdrriofl vriollft ru Iouhifrolrsriuilriounr:l{sru

e.z rflua60n-6uridtfriunr:iu:o{:caiu tn vitro Diagnostic (tvD) ,J1un1:or1rgrnriritrto.r

n6uJn: Jn'Eo1r4'r:u6vu1 (otr.) uasiiruurn:g1u lSo teqes ilionr:iuto.rtJlo:g'ru orno'rrinr:

otar:Bacurwirav:"goruEnr (US FDA) ratoql:rJ (CE Mark)

3.3 rnrhtn do.riurhur orieinat dl{ril rnio.rn:roi rn:ryil
l,

3.+ r.rrruror:ro Hemoglobin uavu3ruroY':du1lrifi ar:ttutud
3.5 a1:n?uqilqruarntnCow:rtito:rcf (Controt material.) fi 3 :voiu 6o rirsirn'jrrlnG,

dtJn6, uavrirq.rn'jrrJnfi

3.0 fi:vuu Barcode lunr: t-oaa rl,tnrdr#or
3.7 u::Qn6u9ru1u'rr!0{ tcutoulu'l Lot. ?u14tJo01q

3. g fi rarhdoiu:ornr:ltuo"ruuuo"u.rrjrtro'rnriSvr{ndnlouerrs

4.

+.t riJurndoldl{va-nnr:frouf, Ftuorescence method drurYuya'nnr: Etectricat. resistance

(lmpedance method) lunr:n:roriurirurudora'on uavl{ya"nnu Votume Conductivity Light

Scatter Technotogy (VCSn) yto FLow cytometer y6o Laser Light Scatter dturYu Ftuorescence

dyelCytochemistry vio l.ight absorbance lunt:n:rtuunitadrfin6oo

anto
.-s

rJ:votun::lnt:
(urtroiln rl::a)

u1uul{vlutlulflJflll

uodu^@fr.....ffi ..u::,r.1t
(uNar':rilcr ir'ufiu)

v{u1u1a?t'ttlIt'tu1fun1:

(u'xu:uria :onn"u)

finrvniinnr:uuvrdrlfr rifi nr:

anto. nl:tJfl't:
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4.2 aruroen2oiln:lu uav:1u.i'luHatdlririoan'jr 27 parameters o'ld

Whote btood

Body fluid

- WBC, NEUT%, NEUT#, LYMPH%, LYMPH#'MONO%'

MONO#, EO%, EO#, BASO%, BASO#, NRBC%, NRBC#

RBC, HGB, HCT, MCV, MCH, MCHC, RDW-CV, RDW-SD

PLI PDW, MPV, PCT

- TNC u6o TC-BF. RBC uTo RBC-BF

4.3 Measuri n g nan ge fi n:roioldoiodtir'rotjrlriourYsd

wBc o.ooo - 4oo.ooo x 103 pL

RBC O.ooO - 8.500 X 106 uL
HGB 0.00 - 25.s0 g/dL

MCV 50.00 - 150.00 fL

PLT o.o - 3,OOO.O X 103 uL
NRBC 0.00 - 600.00/100 wBC

+.+ tndoro:roitn:1ud1 fi:v!ud1ar:oYrodrltrjn:'loirn:rvritoi#$cuud'o1uuh
(Automatic Loader Mode) rato Cassette presentation ttavManuaI mode u6oSingLe-tube

presentation lnuldfrrodr{rirfiu 1ao luln:6ar:

4.5 n'r:n:?airn:ruid?u:vuudnluuh rnColr,ta'n alul:or'f iluuav?'t{uaoo[6ooai1u

rnCo.rtpioeirlriou 50 tubes otir.rriordm a1il1tour:n.i1uei?uld

4.6 al l:ani?afuGlrru NRBC u,av Conect wBC tdlsrudgftufifiluuner"rotirlirn:rvri
. h,,.,r -'-loahifrofl{rirtnrfr u16 ornnr:n:roiun:rvd CBC+Diff

.J v .c a sl E
4.7 {trudoldqyl[n5o{ol?afurtadd]ot6ooo=nluilfr Automatic 5-part differentiaI cet|.

count anatyzlr t'ru':u z rniol
q.z.t rnCorua-ndruru t rnCornforqoqrJn:ninoufirrnoi uavtnCorPrint rafinrJiu

n:vn1uu:u n:w9r

4.2.2 rnio.rraa'nfro.rbitnunirun'nl{.rruurrior aril1:oer:?od.iri.io:?in1n[a'on uas

ar:rhritl 'ludr.rnruki 1{.rrukims.nvuu manual [as automation rirlruriordol Gutotoad) ld
drudo4auura mtsr'?odNei?u!rildntrac man uat lfr

4.2.3 tnCo.rdr:ol o'ruru t rndol uiour4oqrJn:ninolfi'lusroi uavrn+ol Print
- .: .! ,. s!

raiinrliu n:cn'ruGu n:uqo lftruldmil:vuu manua[ ttay automation chu{oqauurumto-?otj'1.i

druurfldouau manualtoi

+.2.+ mCo.ldr:o{v{ r'ruau 2 oYr rfiurJ:v{6tirioon'jr 20 urfi

a{t0@;.- n1:

(u1u0un ?[::a)
u'ru ulrvrurlulflJf rll

^d@Z...ffirn:: n1: a{$0

(urramaiur it'ufiu)

uururaitrindrurrgnr:

(ur{u:urYa :ofln-u)

fin ru nfi n nr: uuvr tiJfr uh nr:
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+.a rndo.rfihJ:un:iln1:n?uqilqrunlv{ (Quatity ControL) uav:vurnr:tfiuto4a
q.9 fi:vuunr:u{rufiou rElu.r r,rioua.:raioflrgdnuni n:fi#o.rfif,rgr,tr u6oot:torua-nuruv

.c a c a d a a J
nUnoto{ttaaulotEioo'U1? uotaonun{ tnaol,aoo 14:oou'l

4.10 atn:o16rdoXaolki uavritrngHanr:irn:rvrin:usrioul to.r{rJruldlririoun'ir
,.1

40,000 :1USl0rn50.1

4.rr {truoiosdnm al:a?rlqilqrun1r lQc uav a1: 1et:g1u (calibration), rirtrrnruqu

qrunurn6o.rn:tritn:rvri (control materiat) rft : :ysi! 6o rirnrrn'jtlnfi, ritJnfi, uavrir4'rn'jr
a .e A

!nfi drarur:orirnr:nruquqrunrtki4niu (n:r{rl{rnio.rraa'n tr:ilru-sl-n ldrnEoldr:o.r)

+. tz fi qrJn:air.l:vnounr:l{.rrulfirfi ulilodruiunr:or:?aitnrlu{
4.13 fircuunl:or:?aaouGu, yr:flurnltra6o'lurnCol

4.14 fi:cuu Automatic Daity Maintenance airuiurir Startup/Daity check uavflrlrir
J .-.

n?tuacototnSor (Shutdown)

5. t{toutlou'l
J ua . ^! J 4

5.1 il1,1u 0nnfl|,aon flvgtoigtoo{tnlo{o:?aLtaYltotl:cuuLlS vYluilq (software,hardware)

n.ulrrrurnl. o0 l-r raa-.rornalurllua'rgrg'ruaviufiqtouFirt{rirunr:tdou nr:qua:vuu nr:

:'lul1uflafl'l:er:?oitn:rvri lfittrtru:c1.Juar:6u[ilfi (Hosxp) toil:llru'lu'16 naoodryrgrutonaon

n1t[ttn:0{
5.2 1:rnururatra'odoq"tLu',tr:ronruurjrau::gYruritosrirarot:rtirn:ruri lqun'rurru

rfluresr oior.rr.iruu::yYruri uav{trudoltotturirardl{lunr:rir lQc, EQA, Catibration Bautnttu
i &av" A tvs

u1U114 [N [O{1X?U Test 
'r1rvr:u! 

t?1',l.iul:1nflfl n'l 6 l,nou

s.: fr:truoio.rfufinto!ri'fl{dlunlrarin:rfluaurtnnlflJrudiuq6unlrnluuon alln?uqu

q*olno.urln (EQA orldt:.rvrururarflualrint6u luiirurJ:curru zsoavtonaoo:vrr,ru.du-
,U1U

s.s {truiufiotoudr'Hdruuavdodr Accessorydt"ttiulunr:n:rnirn:rvf d'u1udu#os

aoilfi?lnoihnl:r'ru'ilirla rafinfilr{ rnio.rfiuriHa rnCorfiur{afinrnoi rndolaunu Barcode nrcn'ru

'1A1 lvnu 1{ [:.iTrU1U1AOU1.t tv{Unllonun?1 no.ifl 1:

s.o {trurvfro.rrirnl: varification, vatidation, corretation rfiuurir:vra'jrlrndow:roitn:tvti

uavurrir Reference ran ge rlnt lntr{frlrrguavtrif, nrirXarir

-J........_...11:Ufi lUn::!n1:
(uruofin d::a)

uruuuvrddruregnr:

.d€+...#N- ni:!n1: ,\.-
4.it0..................... nl: n1:

(u1naT?:u1 ?tur.rx)

Y{U1U1A?$1tlrt1U1qn1:

(urru:un"a :aon"o)

ri"nrvniinnr:uuvrdrlfr rifi nr:



vii.l 4/5

s.z n:ri#o.:lriatr:a1ftru1dvYl z #o.r tutf,unaqlvifro.rriilr.Jn:rodl:'ruururadu {tru
, , I I ----.-- Ja r 

'fioriuilorsurirn:?alrn:1vri ri'ttnurdu.t n1v{114uc 110'i au . vltouvl'l'i tlltl:?t

s.a {trudosn'oou:un1:0lr?titn:rcf nr:ld{rumColo:rnitn:rvri uavudttrdolfrutiuri

' e) o Jrr y - "4r{luu'rfr fl r61rJ1:n1f {1![66ttavnu:Ya 6R1v{ 1410tlJollfl 1:10{11041n490

s.e i{fi onr:1t'lluuayd'tl.tinu1tn5o{ 1 qo lfl unrurlvru uavRruro'lnqu

- , i *v
5. 10 rlcuunl:tua{xlu'lvl lolJlsl:g1u

e .A I - os,
5. 1 1,u'lu{vfi ontUaoutR:o{nl?a2tR:',lvv lt4tun:$

) -s A Y J{ dt'
5.11.1 rn50.i1io{0.i li1llrHAfialnrnd0U 1J1On?1 QnO0{llactlnn?1x[t0n0v:0!]l

altJltntoxil4 qfun1Y{ltl

s. t t.2 raiariflrgvrudrvrrl{tnubid1ilTordhlfrl{td'turdo.rd'u nurfluuaq'lfioio.r
, - C , a ,l 4 Y I -q, u 'l , lY I

nlrJri'r.iu1do u'rnni1 2 ni.igio[dou uav]tln[uauulR:0{L[a? [n50.itj.lttJa1 1:0flaurJ'] [tn1u lo0u1'l
- st -^Alqfun1lr fl 1n{{orJa 0l0unl'anafuful t9lvluvl

s.tz n:drnCosfiflqrar {trufro.rritilunr:tiounrulu +a drlriwd.rldiurrd'lirgrar

s.r3 fiorr:r.ruh1{uavdlli:-nu1 (Maintenance) tnCo.rn:rnriurfio16orro"nluu'6qasnoru

nr:1{rrulnulrifi rirl{dru

s.t+ {truoiod:rudol:.:vraruradtdrnio{tr:rnluiudrauoluttnnrn6aru odrlriou 15

Iwi.l

s. ts {trufrolruoqrua'nuruvtostnCo{mvf1u1 visnrurlvruuacnruldinqu eiuq'Ju

(ori ginat) uiourn'ra"rga"nunirird"unru{oqrua"nuruvlJo{rI:lTtulu1a1

6. anrnfun lun1fltn1: 1ni$0n

-'Hrnrur{:rnriouav too

a{t0 tvo1ufllt n1t

(uluoun ?I::a)
u1uBv{vtutlu't6lJn1t

utdu@....ffi..n::!rn1r
(urrarm3ur it'ufiu)

y{u1u1air16r{d1x'r6Un1i

a.rd 0.... )::{1 
-...,.",-. 

1.... n::u nr:
(urwr:urYa :oon"u)

fnrmnfi anr:uuvrrilfr ri6nr:



:19n1:[6UOntttn1rfi o1rsu1:161na1{
?

qndlulnmo Comptete Btood count f,wU:vrrru z56q
aaa

narnlurlliunnltu?{vtu tl{?{a1u1a6rriot{:yuT{:1tnou1l1uo,l

a.it0
.o _9

5v61Un:5 fl',',I:

(uruofrn TT::a)

ulBBlrvtutlulfufllS

uo,iuM...*fu .... nii! n.r5

(urlarraiur it'ufiu)

nururaitrirrirurqnr:
(urrn:urYa :oorYu)

rinrvniinnr:uyryrtirJfr rjhnr:

)
a.it0. n:5tJn1:

fluacraut fi?1!

iornrfi
{ru 63

,l'rueu

( test)

4A
flfr1t04?{

dran
(u1x)

:1Amit{tu

!0{
nllJuotnal{

xr].la (!Tr)

:1n101,q4{

n,3Ttr)'t

(u1vr)

:rardrr6ttrnz
(!1r)

uin::unr:
fiorrur

{ou'tu'1f,5?n

CompLete

BLood count

(CBC)

25,500 28.00/test 90.00 :v{.:Jnu

- Ml,2,Fl=39.19

- A,S=27.35

fl.:cdu
M1,2,F1=38.00

A,S=30.00

7,b.oo.



:1Un1:HUOnlfltn1:f, O1:ru1llAln8l{
I

Iidlulnt?o Comptete Btood count tuU:yurru 2564

n{umuurnianr:uuuti lruururaduf; or{rlqlilr1t4iur:runi

a.rdo

<--)
Z-.-'" - - :vurun::untl

(uTuofin rI::a)
uruuvrrtidrurqnr:

uodr.&... #.E*nrr!r n'r: a{ta.
(u1'1412?t!1 2!tjiru)

v{u1u1a?t'lt t'tulfun't:

(ur{n:urYa :ooriu)

rinmnfi nnr:unudrJ!dhnr:

fluasrout

i21ll
n0{n1:

fl.ru o+

a1u?u

( test)

,
:1i1{O
a:{ta1di

(u1n)

llfna {u
!0,q

nflrualtna1{t

U?U (Ullt)

90.00

:1md1ra{

n's t?.t

(U',r1r)

:rardrrittnT

(u11r)

!nnfilln1:
t{01tfl1

qnn:?o

Comptete

Btood

count

(CBC)

25,500

32.0o/test

uont? It{

du

832,000.00

tv{.:3'lu

Mt,2,F1=39.19

:n.:vo"u

A,S=27.35

: .i!iu
M1,2,F1=38.00

flr.:Ji-u
A,S=30.00

28.00


