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-  Eosinophil%

-  RBC#

-HGB

-HCT

-MCV

-MCH

-  MCHC

-  FiDW

-  PLT#

-MPV

I?

-Basophil#                                                                                            -Basophil°/o

2.1.2.      m5m51Q3lfls18"`  WBC  11@g  WBC  Differential,  NRBC  11@3  Reticulocyte lGU"

v}avnmsoptical  5i3jfl~uunfltuta8  MAPSS  (Multi-Angle-Polarized-Scatter-

Separation) Mg@  Flow Cytometry  method  using a  semiconductor  laser  11@3

ugroanawlQ8@isaiS"` vt€8  Scatter fluorescence flow cytometry tflaalarlsfl

5iumuENa"i5i@im@s`di@utls3tuflu`ed8m5ediu5fi@@ayuflm3"oqflul"gru3igiififlia@®

"m  Leukemia  VIfo@®is"diun53iiaiao®  Sepsis  Vlfoflmgm5@~m@u

Inflammation  Ll@8;N'"m5gu50tlu"5§"alfl@
da

2.1.3.      nlsms1@ilfl51gM`  RBC  11@g  PLT16U"VI@~flm5  Light  Scatter  analysis  MS8

Hydrodynamic  Focusing  DC  detection  method

2.1.4.      nismsi@5lfl513M`  HGB lflgrMaovn'ms  Cyanide  -free  hemoglobinometry Vl€O  SLS

hemoglobin  method

2.1.5.      Flow  cell  Qno@miuulVI"iSaa`bfi®ia@®ifl8oui@uiimou'"q®quu`n@ii"oq  flow cell

MS@Cell-by-cellanalysisM°ilVI"nism5iQ3bfl5i3VI`afl"Q""@{iialua°igqq®

LQ--



2. 1.6.     ttlsiimajao"gu5ifl5i8VI`Gufi®ieya@`i£®ta@fl  aiui5flbiumq'atbS@@ifla58qi@uam'ii  1

lla®€Uu@ofl"yillv"i"Llfl"QN@t®grjluagmnll@gtal'lfimilu@fl"amtfl"dluii@3u~i

aloul5@fiaJIN`5""N@VIl`Lfl5odfi"1flgrflyiu

2.1.7.    5guumsi@im5i3w`ouitl5iimandaianisnu°"afli5mufluq"fli"mut""°im5

itl€aufiuuN@n~""OQtlauu@ms3uilutls3iM"i""iflg@iaoiauin"utfluamsd"@

mimuflufl"fl"mulul""11uttl5lln53Jw'1uvmalu  LAN iflso  lnternet ii@g

alulsfld"alL@gQou@[flgrLluu  Real  time

2.1.8.     ami3ji€ilumsmsi@3ifl5i3v`i` talffl6mii  loo  meyi@u'i"'@fochitatfl

2.1.9.     fiaovngfu"vis8  Flagging  i@outMgrgiv°im5msi@£bflsi3vi`Mslu  BBC,  WBC,  PLT  lluu
u

Quantitative  Message Vi?a  Morphology Message  v|OrNyll"ugrm8||@a;a|u|5flfiu"`
el           I                              2,              a,

5iejm5Vlfl@ii3j"$Ou"N@mien5i@iLfl5lg"`

2.1.10.   aaungng"Lffi@u  (Warning  System)  id@s3uuni5yiiuiu"~®"groq  ialu  u8iu"arfl,  flov`u¥i

fier`i6u  vi€oani5Qflmayu  i@"gru  iia83a  Maintenance  log MSS  Error  log lumou"€oq

ai3jisflffl5i@aout®"@i"u"m@

2.1.11.  amlwlLiaflqm5nsg@"""@qiq}aa`iffli3@fly3q  Histograms  iia3  Scattergrams

2.1.12.   aiul5flifiuw@m5§lfl5i3VI1®ftyoa'"gr@u  10,000  sl8  ""@#@mi@"Ii@3nsiwl39`u

2.1.13.  fi53uu@1€VI°imianagom  Sample  probe  o~mtutlngi  M@evflmsiifl5"`Mm¥i

2.1.14.  afl"#muigaanlun"°iiaiu"@{iflfo{ Q"fl@53m'ii  15°C -30°C ii@3fl"#u

auajENuvi6lalifiu85o/0

2.1.15.  |6u|®grflovumgiiatwl#i  220  -230 tlaM`,  50/60  lg3fflS`

2.1.16.   b@um€@{dalanl5"°mlsm51@3m5"1flgrM8Qs3uu  Open  Tube  vi?a  Manual

mode  11@g  Sampling  Loader  Mi;a  Sampler  mode  ll@3bfiuflgiv@#@"@i  lQC t®" tu'

ffl6iflii  20  Quality  Control  file

2.1.17.ffiu9u5@iq"fl"auflgri/ioraqLi@3m£@`m5i@5msi3VIifluafliuovufindii@@aotflgriih

UL,  CSA,  lEC1010,  CE,  @U.Il@g/Vi€@  U.S.  FDA  @Ej|Qu"@U  3  afl|uoru

2.2q"@aynuou3ifls@itflugr@ajal@®`

2.2.1      aiui5fli$8tlffl'orfus3uuais@"ffl"1"grodtlauffims (Lis) t®gr

2.2.2       i@uifl€oitflu"@arata®`@~entuourafi'i@8dion'o®"iu5guu5i`novu ifl5o"si@3Lfl5i3M`

2.2.3

2.2.4

@ miana3jt!5"`"8{ta@fl tflut"grimfltuta8m"°iaifiu€bao®flSfl Wedge  smear

Lfl€@`ionsuataifu5`ia@®ii@3u"oata@aymtuuffiamianL5italugrouniil20m"iau'"'o

ayJltu{

aMiflgrugr@uata®`aianisfltflgraugroal"@iffiVI"tedigiva"S8aagrooud'i#Mgrial"€oa

ggr@ufiVI"8`ulauu@m5iflfuanff"ui@fi

aiani5flflo"u®ii@ilum5u"Ottat®"mumiajlviui8a3j

aiani5fl3m5igM1®grVI3q  Sampler  mode  11@€  Manual  mode  ifls0  Close

mode  llag Open  mode

Lgr



2.2.7       aiui5fll6u"novua8®da  Hematocrit  ffl3iiim'  2o%  -5oo/o  vi?@fl5@uflqaredi`  2oo/o

-50%

2.2.8        alarl5flfiu"`"gr@tl@flutffiflgr"|LEN'ufit@fl`|L"oufltu"ffi

2.2.9       aiani5flifiu"gro#afl"°iat@®|umov"3@it®"@a'"grou  1,ooo siu

2.2.io     |6u|®givnovum3iiatwlfli  18o  -240 tiaffl`,  50/60  i8£ffl6u`

2.2.11       fiQtlm"`a°i5o`twl  (ups) Q°iu"  1  ifl€@Q

2.3ffiVI"ied""8i@Or®Miugiuim5i@CBcdi@uaVIgr@iauinorum€@"5i@5bfl5"`mutl3"ms

|Gugrffl'@3  fl  @°|u"         391,000     Test

2.3.1      l@uqfluglulaa|b3@§tl"gooulflgiva|ulu'fflgivoq|msutlhoul"gr (Ready  to  use)

2.3.2    u8"""@"'"m5guso`q"fl""sgluam@tflgrlla  U.S.  FDA (Food and  Drug

Administration  of USA)  ll@83/VIi;a  CE

2.3.3      q®uglulalanlsfllfiugnultlgrdQ"Q@IAgrotl  (Room  Temperature) finlsu55q

fiuvi@@U'|€fll6ugrmul®"d'"
9,

2.3.4     q"°iuifi"mu55qiVlui3aanfl~"¥iui in"a`tal"ufloiqfl'ou 6o 1-"@-ii@flt""mu

2.4    L€Oul6UL@"|3

2.4.1       ifl€o"iMgrial"gr8`ifluifl€@q|VIaldtaliflu|fogr"ttih@"3{figrmgr@dfi  atl55"3/

tl5gaMsfl"b@ufi'uotl5OruGunLlflgr<iumnatlapm#VI"ial"gr@`itlauuiflfodiVIu'M-ufi

2.4.2       ffiMgriedimgr@iifianifl3@`fio  m€o|tlauuifl£@i£8fififlornum"gQS"ulVl"nayuts"uiui@

lumdid"uiitl3anioumutfi'utlifl@gr"S8talifiui"onovumstfl""t®utalafl

2.4.3

2.4.4

2.4.5

@

dilfl"@'1ul®|

ffivlgrial""o€@U""@3@flm3iLfl5@"si"m"a"¥5ou`"o"aofl@°""2ifl5@q
tflu i@@3jffl'@flovu ifl€@itflu"@3jat@®`  @oiuiu  1  ifl5Oi  iia3attlsiimouqjiuu3Mis@"®m5d

f]5guugu5o"@oormtuauj"a(Autoverification)fidiNamsyl®aoutqJlvtgrsguuLIS

"g@uVI3ialanl5flagimfll""ifl5@qtflugrotlat@®`mtlidoulfodLl"gr"fl°""i@3iflu

ifeLi@u°iifig"iedoalii"ulVI"ifl5@€Vlg@ultigrmuma@flii@it®uflgro"°im5u°iiqgnui
bfl38q@aliqau6iiau@talugrouflii  3  fl¥"'ofl  iia3ffl»oQfiiiNun°"mislum5uaiiqgnui
d.S

ifl5O"@LL@3mifi@uifiuumg@€fi@ffl@O®@iqauou®ngi

LIMorial""oQ@~"m~aqqtlmou`fi'@°ii@utttm5|"""tflgriLfi
-  lfl£@fid"ul51flgr®  (Barcode  reader)

_  ifl€oqaai58itwlqniau

-m€@dprinterdfianEN`W@fl"51Q§m51gVI`llagVIfinfiu"`ffl@ofl5gu3ii@"i"gr
A

lfls0tl

ffiVIgrialimftyoigutli3novuq"fl"q"giuion@@fl8iqm51""".Mmafli5iaouqoufl"dou
ior"u®@iqni5|flgrmuVISoug"i|atlffiM"ialimgiv8`u°"¥iaiqfllVIalulauulM"fliutu3rfu

uoru@mt®"guii@gr`@m#"tall

LQ-



2.4.6

2.4.7

2.4.8

#M"ted""@iLia®`"gro#@ouamsa@uVI"3S5ifl5"6(Methodvalidation)@iflgivaffl

(VIS@""otlai"1m"S@""o#@finuiiQuu)ifi@iiaflqfiifl"Qnengro"@€53"AS

ilfl513Vt`dua|Lauo

ffiMgried"gr@`auuuau"g""@givaqa°"gulfllumsmuaou533ifl5"`(Method
Verification)1udlq@flffl3q5guuLl@3ldo"uflouevM"@0®01qaorngouorl

ffifyqgrial""oqfflrfua#ualsmuqatq"fl"  (Control  Materia l) aisan"s§iu
(Reference  material)  ll@a;al5tlguLfiuu  (Calibrator) 1VIgr|fitlq"@t"grmuma@floiq

@

aufufuuilfluLl"gr"LfiugivuflLaoflLIVI"LaliRggivNaflai5q"mIN

2.4.9      #VI"ial""@tlarfuauuag@ana[@fl`iia3atafllvlgrifiui"@ch@m51"gr"ma@fl@iq

fiuouugultfluLfiuaugr@ufien5`fli"gr@qm5"@flffifigrmu

2.4.1onglMgrial""@qau~uauumsulsuufiuuNaffl5i@3ifl5igvi`53m'iqVI"oqulauffim5(Inter

Lab Comparison/ peer group)  Ilaa3/Visa  au~Uat{um5au"fl5l""151utfl5ml5

EQAypTnuuo€fl`fl5ediiiM5iluul53L"iL@3fl`i€tl53LVlfl(ifitl)muVlisq"uiui@iaflau

i#uaufl"ao®@iqauf8Ou®i

2.4.llNIVI"ial"gr@`firfua"ifl5@"5i@3m5i3VI`fi£Lymlula6tal@"iawuuitiuLVlfitut@8yiiilflgr
Uq

tlmlufl@qrfut®uaaani@fl5iattfl5am5EQA"@i@`fl`n5co3uu°isgflovutl53i"iiag

53;®evulafltaluey@8f|il  100  llvi`

2.4.i2EN|VIgrial"ey@€gu@fl6raudil6ugrd"1um5i@@3jen'@53uuLIsyii"lut5q""laLaflauLL@3
U

otlm"`fiiaui""o`@ql""ffl'@i@ounaru5guu5iuttlaqdil""diulumsifiouch@sguu
a

(Interface)  ii@3  Modern  fi@°iifiu  tfi@on'@s3uu"gr@#@"@qt5"ulula  slarttlfiidl

uoiiqgnui53uuw@"@Ofl53u3ii@"i#Lfl%@fl

2.4.i3""flfoi"Ovfl"gr@`talaiati5fl|flty"\flgrMiqffiVI"ied"gr@qdiedi`"°im5ed@uii®uiinl"

tlfuvIltfluLgltflu"l€ffiMgrLal""@tilflu#u@®fl@udil"gr@'"fiififls"uVl3"ufliL@3Vlm

alifl[alaiani5fliLfll"Lflg@`1VIl"""t®grfl"1u4fiJitaj"ict5{INuiuiaia®au

Q°iLfiuflgiv@"°"eviotli€La@fl[qjfl5i@3ifl5"`uor`VIgr@dtlauu@m5fl"uomsffii5qdluVIl¢

ffiVIorLal"gr@qt@u#ufl.53d,tflgrdnudtfi®@gru

2.4.14NIVI"lal|mgr@`fflfl@u5tln|51fl"mu"@i|flfodiVIgrneyut@"|"gr|d@ua|3ji5fll6ugrm£@difl"(mulu
U

3oiov"aovqaiuian|ua~fufui)5iouafififi"aiui5fliinl"tlfgMiisor8"grulumdidiflfo`fi

flfuqmmst6u"qiu  ||a3;@Orfl8usuyiumum516u"i"@@g  1  fi¥`

2.4.15    ffiMgrled""a`u@uSfiom51flgrmu"@imfo{Lflufliuitmu  @°iu" 2 @u"u  fl"ioovmflu

@°iuiu2Qrfufl@ofl@ufiiL"wlo€uVliw"uOvufinm5flii@gnuim%@`£@ffl@@®s3u3ii@i

Vi|i|6Ugr|fl€@q

2.4.16t5q"iui@aiani5fluniana°ouo".itfl"m@@®ii@""¥ia"a3ifl5o`flosium3`u3m5tal

i@uttlmunoi"flib@3aiati5fli€ung@qdiiaav"@in#vgivi"ialit®giv

2.4.|7EN|VIgrial"gr@qu°ii@nai5¥usoQm5i@uenoviii"@°iviuliaui6uiiafldiuiayuiauo5im
U
9/
®1U

2.4. 1 8    m%@qfi@Li@3ugiuiitiuouamu"ayivii lffiut5dcINuiui@fiitiut5q I:uubi""` VISo

t5"uiuia"i3Mui@uuvifat5q""iaqutl`Vlsot5d"uiui@58®uu@u"iufl"O€|"|u

I.i:i-



a  2563 ou'iqu"8u  2  iivi`  ii@3tt°ia°"iionai5m5aJ`Sayomauiiafldiuioruiauo5im
9,

®1U

2.4.igN|vtgrLal"gr@€@3m'8"°iLfl€o""iuluLiflmma@fim"ui"grdiu5iua3iauflmufi
qJ

tsq"1U|@fl°iv"®

3.    53u3ii@im5bofi

53u3n@i3@wuuttffl'%"Iali[®"g"@utflso€msiowi©iiouaou#5"`eyoib5O®bl@8Lfl5O€tflu"@wal@fl`"g@w

ug"ifi@flfl3€INg@u|tigr"@"|VlgrLali
qJ

4.    f5€m5qofoi53fhiali

diLal"5O"5i"ifli"alu5of6u@`iaofliia3Lfl5@`tflu"Ouat@fl`INg@"¥"il®uaflu@®Soi53@inu

al3tl"i""N@enil@quiu (patient report) fiautg5"`Lfiu5"fiotl t®ufis"a3iauflm5fl°"iu

@o""i"{"EN@en5i@NgfuiEjoifi53uu  Lis  ii@8/VI?a  His  6uodt5"u"iaiaflauLi@a;[aluuu@oiuiums
U

m51@q8}1 (Re-Run) @°iu"m"°i Calibration test @°iuium5yii  |QC  ii@83@°""ni"°i

EQA/PT/Inter  lac  Comparison  ffl'1q|

5.    ey"@no"uflifi@ayuqflflug9f9iiali

LIvlgrbal""o"°iifl?8qfi8ENg@uQuln5ou`Vl3d"8@mmfigrufi"@ql5{"uiuiaii@3tlgutliflam"iVlgro€1u

afl"|@uflgr|ufl'|1tlgr@'""ffiVIgr|al|fl"|u|5|uu

6.    VI@q`mn"ffium5fi@i5ouifla'flia@fl

t6ugrif"ffl`51m

(@qS@)                           ^1ZhAi/                       .     tl536iufls5anms

(@d€@)

(u"tluen`6uuu   a3uoiim€fl`)
-\.t  =\

(u"tVIt!@U`   gflutiuu"5VIquu€)

(aq@@)......

(at@o)

(@{So)

(aq@@)

(uiQam@Ov6um    mouay@ufitj@1dfi`)

•``.              .   ``

flsiufll5

nssunls

Fch.`.Jfl5stlm5

@
(uidai"u6mifi   fls`iu)

Syprr....^r¥,st
(ulus5Uqyl5   fli"lfio`)

i-s=-i
(uiuflun3",5`   i€fl`Lafia3)

fl55"fll5

9, a,                                           al
OuSU5@q5lu@8l@U®
U


