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@. Fl1111~el~n1,.

b~lbrl~ el~IIl"nIiJVl~m.nl1tJ11'1'n1iJ1 bf1'j1~~U1111rub~~ b~B~"u11'UU~ CD" :Wf1ru61l1U~1'1111offBf11'ViU~:ij1U1'U,
(9)et,ooob'VlGi

kl. 1~f,1t1,.~tHrl1 'Wn1,.1<ti~1'W•
b~B1il'1'j1"ilU~1I1rub~~b~B~"U11'UU~ co, Vi~1I1yjhll1 (CD" T Lymphocyte) 1U~1B~1~b~B~"UB~~thtJ~~

... \J

b~mB'U1Bi

sn. flwtrn~w~~11t1
m.(9)'U~,J1tJ1I9i'B~:WB~FlU'j~flB'Uf1'j'U'U~~1'Vif'U~BlIb6llG1~"UB~~1I1yjim1 b~ B'Vl~GiB'U'Vn:ij1'W1uCD" Vi~1I1yj. '

itJvl «n, T Lymphocyte)
m.~ B~FlU'j~flB'U"UeJ~'U~J1tJ119i'eJ~:WQmfllleJ~b~Ui~bIiJU1~G1'Ub~eJUbbG1~~~bbtJU1~tJ1~b~eJu'VIG1~b~B1i~lU• •
sn.snbtJUJ1tJ1~Gi1111'jtll'1'j11iJ1~bUeJ·h~UII1CD" bbG1~~l~lImru"UeJ~CD" 1m U'VIG1B~b~tJ1tlU\J

m.~ btJUJ1tJ1~U'j~flBtJ 1u~hmbB'W~tJB~3Jij~lItlu:ij1bVl1~~m6llG1~b~~b~eJ~"U11"lJU~ CD" T Lymphocyte
m.etbtJuJ1tnmitltJ~1B~1~L~eJ~ EDTA (EDTA BLOOD SAMPLE)bbG1~1i~1B~1~hlLnU eto 1111f1'j~1'1'j

sn.b dJ U~ ~ I'1Il0.1';vi1~ ftJ m 'jftJ'j eJ~1I11'1'j~lU 611flG1:WLeJfl611'j 'jeJ~ftJ ua ~~ 1'Wfl11ftJ1 eJ~1iJ1 fl US FDA
'"

11Gi11111tl1i~1'W1mu~eJ~t1~,-mfl11 (IVD, Invitro Diagnostic Use)

e: b~el'Wl"!1buVl1~
~.(9)~, ~ b"li1~U~ ftJu'j~ tlUf1 rufl1'V'lJ1tJ1'V11fl:Wfl11b~ eJlIGifl1'V'l'VI~eJhiGi11111tl1i~1ul~ neJU1U'VI1I~eJ1tJ

\J' '

m~b~1I9i'eJ~'ll1111bu~tJu 1-xl'VIlIb~tJ1~~~1IG1~1
\J \J

~.~ J1tJ1:WeJ1tJfl111i~lUB~1~,JeJtJ b b~eJU 'I!'U"il1fl1U~~lIeJ'U,
~.m en~\"Iil~U~ Gi'l!tJGiU'W,J1tJ1bbG1~eJUm ruvh~ ~1 iU1~ nsu fl11m11iJl brl11~~ b"liUGi11rl1tJf1l1rlOJfl1'V'l

" ct , , ct

(Control) btJ'WI9i''W1~tJ1~~~lIG1~ll'1G1B~fl1'j1off~1U
\J

~.~ eJl~b"li11iJ~~~~~bf1~B~1'1111iJ1bf111~~e)1'11uWi'Uij~Fully Automate 'VI~eJ'Uij~Autoload 1Ufl111'1111iJ'I!tJ

CD" 6'fm'V'l~'V'l~eJ1I1i~1U~~1~ bf1tJ~1U fl111off~1Um~1I1tleJ'Wl'1G1eJ~fl111off~1'W

~.et eJl~b"lill9i'eJ~b~eJlIvim~tJ'UHIS bLG1~LIS ~b~'V'ltJ1tJ1G1miB~
~.b en~ b"li1~U~~~~ flBtJ 111fl111-ti~lUtltJ b~1'V1,J1~ ~Uf)U~ ~lU 1~Gi11111tl1i~lU 1~ bbG1~bbu~'ll1n11bLm"U

\J \J ~

~ Jf OJ
ut1J'VI1btJB~I'1U

~.gj en~ b~1~U~ ~~~~fi:weJfl11m1liJl bf111~~ fl111-tibf1~eJ~1'1111iJlbf111~~ bbG1~fl11'l.h1~ffl'l!l'lbtJufl1'1!l'11'VltJ
\J \J •

bbG1~m'l!l'le)~flt)'I!l'eJ~l~G1~(9)"1l~
~.~ mrubf1~eJ~1'1111iJ1bf111~~'l11'j~ 1~6'f11111tl1off~lU1~ m~b"li119i'eJ~Vhfl11'lieJlILL6Il1l1~LL~1bGi~1iJLbG1~1-ti~lU1~

• \J

1'1111ufl~mtJ1u ~~ .rr1111~'l!tJIiJ1fl1Um~~'Ufl11~'Ubb~~1~tJ1~~~~G1~11~1~~~U

~.~ btJu~~ 1'1.tlru,;~1~f'U fl11f'U1eJ~'ll1 b-D11iJ1fl~1'1!m1Uf1 ru~ m'jll fl1'jeJ1'V111bbG1~tJ1 m~'Vl11~611511OJ~"U

u'j~b'VlP11'VltJ
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~. b~e)'U1'tJbu'V'l1::

ct.(i) tJ~';'Vl0 ~\ '1i1~€J~~~lJ€JtJ"q~,Jltll mlJb~m.J 1'!Jnl''a~~lJ€JtJ'!J€J~l~~VWltJl(;1b~l'V'1'j:::tll€J,jW.fJbtJ!31'j

ct.~ tJ~';'Vlm ~b'1il~€J~ ~~~~€Jtlmuhh:::n€JtJm oUt\.Jn1'j'Vl~~€JtJ~~nciTJ1~b~tl~'V'I€JntJtl~lJ1ruJltl1~~~~€J~ ,
ct.Q'l tJ~';'Vlm ,~\'1il~m ~~vtl~\ ~m'lllf11 lJltJn~€J\.J €JtJ'jlJ15n11m1"il1 bfl11:::~ bb(;1:::n111offJltl1 bb(;1:::bfl~€J~ij€J~ ~.~

1~bbrim off"il\.Jn"h~llJl'mI'111"il::'hfl11:::~bb(;1:::1offbfl~eNijeJ1~~
v

ct.~ tJ~';'Vlm~b'1il~€J~ ~~vtlriijeJn1'j1off~1\.J bb(;1:::'\.h'j~-rn'\!fl~~m'\!fl1'Vltlbb(;1::m'\!fle)~nn'\!feJ~l~(;1:::(i) bcilJ
\I ,,' VI

ct.b tJ~';'Vl0 ~b"1il~\.Jm ~ ~b"1ili1~'Vl6tlm~ n~qJqJ11~I'1(;1eJ~b1(;11vtlmJltl1bL(;1:::LfI~eJ~ijeJ 'j1lJ~~tJ~n1'j111

LtJ\.J1tlI'11lJnlvt\.J~ LL(;1:::Ld€JtJ€Jm~n bb~1 m;'Vl6b~tln~€J~rilL~tlvtltl"illn'Vll~tJ~~'Vlrn ~L'1il1~ 1~tln1'j~"ill1rul'!J€J~~

II. d
b. 'tJtlmvt'U~tl'U 8']

b.(i) en~L'1il~eJ~9i~~ ~LfI~eJ~~11eJ~1yjvh 1'U'Vlrrseuu ~~ncil1~~LfI~ eJ~fi'~uun Lb(;1:::LI'1~m.J~~~~1'111"ile)1'1L'U~9i~ ,
bfl~€J~1'111"il1bfl11:::~e)1'11\.J~9iVJn'llll ~ bb(;1:::bfl~€J~~b~m-rr€J~ntJ'j:::tJtJ~11~\.Jb 'Vl!31'Vll~~€J~tl5u9in11 L~tl~1lJl'j(l

~1'jeJ~1yj€J~1~-UeJtlQ'lO \.J1Vi

b.~ mru~ bfl~€J~1'1'j1"il1bfl11:::~e)1'11\.J~9i"l111~ b~tlvtltl 111~llJl1(l1 off~1\.J1~ vt~€Jvtl bfl~€J~lJl'Vl~u'Vl\.J1~LVi€J1off,
~1'U1~ bL(;1::i1n1'j'lleJlJtll1 ~ en~ b"1il~€J~LtJ\.Jer-rtJ~ ~'lleJtJril1 off~1tl~ ~vtlJ~ bb(;1:::~€J~lJl~1b ll'Un11'1leJlJ.f11tl1'U (i)~, ~ ~
i1LlJ~bb(;1:::~llJl'j(l1off~l\.J1~.nltl1 'U ~c;i i1LlJ~ iju:::,r'Uflru:::m'jlJn11~1lJl1(l~"il11rultlm~n"'qJqJl1~

b.Q'l en~L'1il~eJ~-rtJtl1:::n'Uflrum'V'lJ1tllvtlni1n1'jb~€JlJ~.f11'V'1vt~€JvtlJ~mtl en~b'1il~eJ~'tll,J1tlllJlb tl~tl'Ul vtl1
\I' , \I

1~-X\.J~eJn111i~1\.J

~. 1::a::b1i'l1b'!h

1:::tl:::b1m (i) tJ 't!tJbb~~\"1il1~-rtJlJ€JtJbfl~€J~1'111"il1bfl11:::~'V'I~€JlJJltlll'1'j1"il1bfl11:::~ ~9i~~~'V'I~eJlJ1off~1\.J"illn~

Q.fC:iI 0 I Iw:. 115'!111::fl1b'!l1
rilb '1ilbfl~m "1111:::btJ\.J11 tl b~€J\.JL~tlfi~tl €J~"I1l''a:::''illntl~lJlru11 tl~l\.J n11'Vl~~€JtJ~~lJ\l1ru
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