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(Terms of Reference: TOR) 

fl1';iL'li1LA~e:i.:iGJ"i'l'iiJA1111'6'11l\!';icl'iJa.:iLileivielGJ1\Jml (Complete Blood Cell Count: CBC test) 

LA~a.:ilriUa11~aLiju{L~a\9la'vi Lum! (Slide maker and stainer) w~n1JJ1v1 2 ii1Ufl1"i 

n ~ 11.:i1'UL 'WAilAn1')LL -wl'la' 1 "i.:i-w t11u1aa1'l.J1.:i 

1 

01'lL'li1LA~a.:i\9l':i1'iiJf1111l?l1!\j':icl'l.lt1.:iL5e:iV1'1V11'1Jml (Complete Blood Cell Count: CBC 

) .;1., .... , ...... -r.._ .J .. , .. ., 
test Lfl'.ifHI flEJil1l?I ?IL1lEJ1LBelVlflVl~'U1lVI (Slide maker and stainer) LLSl:l::LfliiEl.:iill"i1'iiJ?ILlJEJ'iL'1eJVI 'l'f~·alJ 

J'1t11 2 11tlfi1"i \Jl1lJU.r.J'Uti~Vl1iib'°.S'Utl1~'l1':i.:i'l'H.J1'U1'1~1tl1'l tl'.i:::,J'1lJ.:iiJtl'J:::l.J1'1.J 2567 1~~\l'ltl\.J':i:llJ1N 
b lJt1fi1L 'li1 bfl~tl'lL lJ'IJ b~tJ,J'1'lJ'J'U 17 ,820,000.00 'U1Vl (atJb~\91~1'U bb iJ VI bL?l'U?IB-lVl~'UtJ1Vlti'1'U) U'l'li1 / 
Vlil1EJ'l1'1J1a\;li11VIEJ1 LbSlt~Sl'VJ"i';ifl'U Pl1 a Vl { iJA111l ..j1b lJ'U l'i' a.:i b 'li1 LA~ €1.:!Vl"i1 '1f1111!?111\j':lcl'!ltl.:J L~ tlVrff IJl 1 'l.JiWi 

(Complete Blood Cell Count : CBC test) •~~o•1n!Ja~5 m~"{Llia•1i'•1u.r.i (Slide maker and 
' . 

stainer) LLa::::Lfl~tl.:Jlil':l1\lffLiiviL~B\11 i·1¥a11tl1v1 2 ':l1V01':l 

.d ' .,I ~ "" "''i ..... 
LVfeJL'!!1Lfl':ltl..:IVl'J1\lfl1111?111\j':l'W'1JB..:ILftB\11Blilb'IJ1llil (Complete Blood Cell Count: CBC 

test) Lfl~tJ..:iltiV'EJ11~?1LiiviL~EJV1ii'lil1'Ui'.Wi (Slide maker and stainer) LLatLfl~B.:J\J1':l1\l?IL:i'.lviL~a\11 ~¥EJ11 
J1v1 2 11vn1':l 1'Un1':l'Vl'J1\l Complete Blood Cell Count; CBC, Reticulocyte count LI.a::: Body 

fluid 

- '"' . 3. 11rua11uvt'tl£1..:i~U'U'tl£1tauei 

3.1 m1~a1~1w•1~n!J"m" 

1, ,, • 
3.2 1!Lu'U'4fl!Slaa11a:::a1v 

3.3 1~atj••1'11,.linii•m• 

3. 4 11-lL tJ 'U'4flfla zj ..:itJtj'J:::Vli1~ ~n '";lt~\i n 11 ~ 'UiJa L?l'UB11~ eJvl 1 ~t\J fl.J1fi'uvtti1 EJ..:i1'U '!ltl..:l-rji 11-&1fl111 

L ~B..:i"il1n~tJ'U~~ll.J~1'U LO ru.fi 01 'J 0J '.l::: Li1'U t:-1afl1 'J°LJ!] .. -LJ~ ..:i1'iJ'1.IB.:J e'.J tl'J~ 118\J 111 'JV1111 'JtL iJ EJ'U~i'fj1J1J lil~'°i 1fl1'J ' ' . 
O'J~V1')11l111'Jfl'1..:it11'V!tJl'1Vl111~tl'J:::fl11'!L~E.!LL1~'J1u1:::utJLfl~El~1f.1'11'J5'1..lLVl?l'1JB..:lfl'J11U'ty~na1..:i 

3.5 1l.l L tlu u fl fl '1zj..:l(lfl'J:::tjzj a 111 u Un 1~11 EJ~EJe!vf ..:i..:11 uua :::lJILL ~..:i L ~ vtJ~El 1 ~ L tlu~vf ..:i ..:11'U'1J a..:i . .... ' ·~ .... " 
V1t.i1 a ..:11tJ'1J El..:1-l'ji 1 ti 'J::: U'U L fl ~EJ'li 1ti?I1 'J?l'U L Virl'1J El~ O'J11U' cy:Una 1..:1 zj..:i 11:J 5 ..:i'Ll~'4fl Ari~ ~vf ..:i .:!1'U L \Ju ir 'UG'i1'U 

~..ij'111n11 n1'".i11n1'".i ~1iJ111 n1 '".i ~ u~vi11 ~iifi1u1 \11\.!fl1'Jvi1L-Uu..:i1u1 'Lifi \ln11•i.rei..:iti ~'4Aflatiu~1v 
.,, .,.. ~ ,.,, ., " " ..I 'i "' JI ., " 

3. 6 11 fl ru ?111\.J \J1 LL a::: b1l 1! an "Sru::: lil a ..:i vt111vi111 VI fl ru::: n -a-a11n1-:;u bt1'U1 v n 11 \l Vl"llEJ\l vi \11..:i u.a::: n 1~ 

u~'V!11ia 111n1fl1'~r11V1'U111 b 'U':l1"11fi"il"il1'U1. 'U n1=11 
' . ' 

~I ""' """" """ .. 'l " ., ..J.. I JI " ...... I 3. 7 L u'Utjflfl'1i51~!JVl1Vi'!tl'Ul}l~flflfi ~11B1'1J'l"j ~Yl'll1V~5\ilVlu'".i~fl1\11'J1fl1'ijeJ\111~1G u':l~01Vl'J1fl1 

.... <?~ ........ . 
... ·... ., 

('U1~?111\J'".itl1 'J'UV111) 



tLUfu Lrl.LP,p!A.M. ntLU61Q611A. 1U,tJ. 

(tL~n.~ LIJ~l!:tL!Jt-Ln.) 

t-Lt!ULGILt@n!tiL,\J::ti11::LM>01::mA>u~ru~l!lt;l~i::l2~Ltl!lhll10Lp:t:LUltt!.U::fUGI 

n,Vt.ra~it-L!.n.n.::!.rat~ (AB0104dJo\/\J i1aJ 1ei181a) ~n1l!l~l!IB~17rar:1 

!Jrl.L~ t-B ~611n.1JB~ICG~1::: t!11 ~n.1 l!l~l!\B ~1}1J!111JICB ~ Llt l:'B~te!111.,V B ~ICB~ 1 Ll!.LltLIJ(lSal J8J 

: iunoJ i1aJ poo1s aia1dwoJ) ~n.l\tl~\!lBE1t-B!l.r'Jtl\1tB1tLtte!l!:tt\tlt-B~te11 ~-1·17 

t-B~611B~l:'ltlt.~B,l!lraLt 001 raB~t-LrBnLt-L1'1o!.LUntt~11tLtte! 17"!"17 

·~l""""'~'"· 
("raB) Lra:::t!11!.L!tiLB!.LUltttu:::rute!UL&IJLf1.!tiL~\!l]:~t!11L~1L!\!.LU\!lLibhBntnk~t:::t!11 )jleW 3) 

B~!ti VO:! sn UL.&t!ULgn.~:::tn.LTht\tlLltl:'Btn._&tLUnL~t-B~ ~n1l!l~&tt\tll:'B~te!1 £"1"17 

~~;Dw© os1 nL!i°tlt1L1tt-Btn.£tLun.L,t-:Jt-B~LraLr-:::t!11&r..tl!lt-B~te11l!l~r.in.Lt-t-t 1 z·1 ·17 
. ' 

LmtL&~tLU n.B U~!.f1B~, tL ~u t-~l!I ra~i::: t!IJL!.t-l9 IJ11 tLIJUG_1 n.n ,, n~ ar-µ h.:::t 

ltG}M. t-G~611 l nr..nL~ ~~nLt-R-ttLUM.Ll1£1A.~::tf1.~~ u £ nyirttt~11Lltrl.Lt-H»ttLUrl.L~~t-G~te!, 

nr;ia~!ti naµLrcn~nLt-rar..raBgVbt-~!ti 11UL&n.Lt-Z,ttLunt.~ra611ft~ f1Vb tt-B~te11nr; i:::t!11 t-B~Y1 z: 
nr..nL~ naµLrcn.~nt.r:-rar..r.aa~Vbt-~Vb i1uL&n.Lt-R-ttLUnL~raw1ril» ftlll. tt-B~te11nr;, l ·1 ·17 

'"~"' £ nmL~ (lsei J8J : •unoJ neJ poo1s 

aia1dWOJ) 1!11tf1.ll!lBl!IG~1t-Gl!.rut0.rcgrcLt.te!C!::Ltli>t-GtM1LJh1::LMn1::mRUt!ru~ !"1' ...,.. ,. "' I p ' "' 

tLUBLt z LliLnrtatM l!IGt!1tra1t1g&r..tMt-BtM1 J:. II SO>I I'> p 

o~n (Jeu1e1s pue Je~ew epnsJ ~"l".\'"a~i}•[;m~~B!}Ol>"~"' (l<e\ J8J: lUnoJ i1eJ poo19 

aia1dwo)) l!lltnll!lBl!\Bt!1t-Grtrutl\1tg1tLt~C!::tt!!lt-GtM1L.l!.1!.LU::LM01::ruRUt!ru~\!lBG1::~BLt ·17 ...,.. ,. "' I p ' ,., "' 

t-Lt!Ul!.ibr.1ttUt-B!l. (d9 -a : iuawaJnJOJd iuawu1aA09 
•• 

J!UOJlJ'3l3) ~UQG!.IA.U ~1~rar..~ThJ:te!LU't-L~l!\~Bigl!l)lrtn.::tn. tnraQ., :::v.t-t!t-G~Gn!J1Bl1-n.~D ! l "£ 
. ' 

nrnill~ i<L~U@irt 1.H "rl11LV~· i rtB ~, ~L•1ll);l~'" !!.. ~~~fll"~'BJ.'"' 
rJ Ltu L1.L,itrttFLJr iD u !f v.L,irrct.~L~ 1Dnr;1 l!lt raLt.L~rt: t~Ll1-iDxi t \!lf'l.11.LlJ!f trtt~ 1.. r:-~UltlG~n.klr\L~ 

Gf\IJ1 B l1-f1.~~L ,\Jrte..~tLU& ~t-B !l.nLt;-~ 1'l n.g., r..ra~irat.tU !f 1r1.L!f rtl'..~LZ, 1Dt-B ll.f'l.Lt-t! t':12' t ~G,li1 

n~L.if rtt~tLUC!::~U!f lr1.L!.-"lt~LJr iDn.i; ir:-pv.ra Ltl!lt ~Lt L,itrtt~Ll1-iD» t \!lnltiL,\-1 L. I:' ~UltlB R>~UJ!.U 
raLtuV.n.GraLtLt..Jltt!.Lf!.1~LtUULltUt!!ti p .... ' ,. ,. ' ... 

L~rtt.~L,llo iD ~ B rl.Lfb fu »ltL ltlL~ ~re@ ~!ti t-B ll.t-~ nLt-MJLlt~f\n t n.BJ!.l!I ~ 11J:ltL tte!~t!11 ~L ~Vbnt~l!I ~l!I nlfl.LiJ!.LU 

ur:-B ,If::& t.. r:-~u ltl B Jl>U !f!tiL,ir1tr..~Ll1-iDn.g., r:-pa~Ltl!lt rat.tL,ir1tr..~L~ iD» t l!lnV.L,\-1 t.. r:-t!UltlB~~tytu 

_?t-~~rtl:!fU~[lt-G~ uL!fltt.~tLU&~. t-Bl!.llf\11f\~rl.tBn!J1BJrf1.~~Bn!J1BJrrl.~D 01"£ 

n.~L ,t.np., rt,V rc~ltLtt..J¥1A.~UG 1::t!IJ~ t t-~L)f [l!f t B!'"b!J1 Bl1-

n~D•B•~L~iik~,m~ i ""'l~LWrl~"B"~l"~,~~·LB•~ 1l,\l"~"Ll"B~l1£~~UBU\H'W"~'~l 6'£ . "' ' ~ 

t)>£"~Ut)B<IAU~1~L"L<•W•<[l.<LU111, 
•• 

rt:!.t!lnr;, t-LrBn]>t-p. TI!.LU ~Lt.!l.l!I £.!.Lung., n~tLU L )!t::tuDn.r;r, rtt G~V.~U Q.G!.IA.U ~1@Llt1Ltl!lt.U :;:g, f\~LU::t[1n,t-
m r:-t.n Lt!l!lt.1t1.t-l!:u111r1.i.Bn1J1Bll.nr3Lf!.1lA.M.B~LtGni.21Bri.n.ra~n.unurtr..tnl!.ral::tn t!r-:Jrt:~nf} lit, s·t: 1°0,.,,.,,,. "f',.r"'P "'P"'""'' 1•,..,.?•k 

z •' ,' 
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LIS li1u1u 3 ~· 
4.1.6.2 Lfl~tl~~1l~e..!'fln11vi11"il1Lfl"51:::"1i.i.'flttJ'fl Internal Quality Control 

(IQC) li1u1u 3 '"~"'""""jjnfl""1"';;""""iam,1i•1u 
• • 1"' • 1" .,[..I " 4.1.6.3 LA>a•a1w• "(UPS) VlA>"U"~"n1' ~•1t1'1n~"1'1Lnm•a• 

4.1.6.4 LA~a'Yl"1'mi1ee li1u1u 2 '"~"' mniHl'lJ>11•1nm>Hfo1u ifl" 
'~1""" ""~""'"~ "' 1 Vi1 ,,,,; le" 1ii ~" ~1 H~1" 

4.1.7 1i°'Vl~nn11 Electrical resistance \.1~El Electrical Impedance "1'7tt 

Hydrodynamic focusing DC detection 'Vl~eJ DC sheath flow 1'Un1"5Vl11'1tl'ti"ii1'U1'UL~Vl 
• • • tfl'elVl LLV1'1 bb'fltbn'f!Vl b'1 eJVl 

4.1.8 m'"'°" WBC Differential 1imi'nm' VCSn Technology ,,;a 
Fluorescence Flowcytometry 'Vl'7eJ Multi-Angle Polarized Scattering Seperation 

' ... .. ' ., ' .... 
4.1.9 G'f11J11fl\Jl"51\1 Parameter Vl1'1'l LL'flt'\t'l1"511lLVltl"5Vl1'1'l \Jltl'1tJ1'Un111\J"5eJ'1 

m•,~1t1>"'1umm1'1n us FDA ,,;a CE mark Lrn"1;1'u1um~'lJ1•m>tl1L;J1ua"li" 

-;ij1'Vlil1f.Pil1nri1i!n'11UAru:::n"i"51l01"5'il1'V!1"JbL'fl::: EJ1 (a EJ.) '!IB-l\J"d:::L 'Vlf'l 1 'VI El 

4.1.9.1 WBC count, Neutrophil (%,#),Lymphocyte(%,#), Monocyte 

(%,#), Eosinophil (%,#), Basophil (%,#) •A~B•a•fomia1m>m!uli1mu 

Immature granulocyte L."1-if~w~am>m~uoi •1n Mode CBC+DIFF 

4.1.9.2 RBC count, HGB, HCT, MCV, MCH, MCHC, ROW-CV, ROW-SD 

LA~a•B•Lt1mi~1m>O"l•e1 HCT •1n-U'l"1•> RBC 5"5~ ,,;fl RBC Pulse Height 111 
4.1.9.3 PLT count, POW, MPV, PCT LA~B•a•iumia1m>o•'1•-i'• PLT-

0 (Optical platelet count) 1;;,~"'ii" l•v~1mLilil'lJ>n1um>m1•il'u~11A11JLn~• 
• 1 "'. 11 .J .. :-i .,J ~ .. 1" ' " ' 0 11 lfl-eJVl 'U~ u1 EJ 'VllJufYV!1 L ':ltl-'l Lnfl \ilbf!B\il \il e:i EJ 1-'l ~ n\ilfl.:! lb?i:::tllJ'UEJ1lJ1fl"IJ'U 

4.1.9.4 NRBC L•mA~ma•Lumi~1~1,oil'uli1u1u NRBC t"""" "'"~ 
'~~Bm>m~u,\ •1nm>i,.1u1u Mode CBC"'"" Correct WBC tm•va•lumit"" 

1"1ifJ1v1L~" 
• 4.1.9.5 Reticulocyte count(%), Reticulocyte count(#), IRF LA>a• 

~\il1'UlJ1ia11111n':i1EJ-'l1'U RET-He V!~fl RHE 1,.;{u'1l1EJ1-U~;l'EJ.n11:: Iron deficiency 

anemia 

(u1•a"1" m,;•) 
i!nL Ylflil flfl11 LL 'WY16'111'U1 ryn11 

........... !J:~ ......... . 
('U'1.:ia11~~EJ1 ~uVl11) 

Un L YI fl ti fl n11u wY16Ulju1i n1'l 



.. 
4 

• 
4.1. 9. 6 vi111i11 LF1"i1:::i.;:iJu-;i1u1'UL 'lla~ LL(;l :::11t1.:i1utfi1J1ruL 'llaa1 t.1aT'i'11l1i1.:ii 

1e (Body fluid) •••••i.nm;e1u~"~m11 (IQC) 1Vid'i"'""""""m~a(!Jqp 
4.1.9.7 :IJYi111i'.iL\Jl€l{~'li1t11il-;ii!EJJ111t Sepsis lv'r L'li'U IG \1~B IMG \1~B 

MOW 

4.1.9.8 01".ii"l'I1'i11Lfl11t,._.,1'U Mode Body fluid a11l1"d'1\Jl'r:r'iliLFl11ti.1 

1i'oaEi1•a10J1 (Body fluid) 1e~n~ii• """ CAPO 1""'1m1u"1'1n .. afllili,il'eia 
WBC, RBC, PMN#, PMN%, MN#, MN%,TC# 

4.1.10 LFl~a.:ivi11-;iri11lJft:J\j"dcl'1Ja.:iLiia~eltJ11 'Uml :iJ'li1.:in11t'1111il1'VJ (Linearity) 

vr.:iii 
:::. 3 .. ., • .!{ 

4.1.10.1 WBC "'"" 0.05 - 400 x 10 Cells/UL '"""'1'n111J 
::. 6 ... .,,.1/ 

4.1.10.2 RBC "'"" 0.005 - 8.5 x 10 Cells/uL ~wm1•m1u 

4.1.10.3 

4.1.10.4 

:; ' .. ., . .:: 
HGB ""'" 0.1 - 25.5 !lfdl '""m1•m1u 

,e, 3 .. .,,.;" 
PLT "'''" 3.0 - 3000 x 10 Cells/UL '""m1•m1u 

• • 
4.1.10.5 Reticulocyte ii<tLOi 0.0 - 30.0 % ~'fon-i'1•n11il 

4.1.11 tA~a•m1~m1"""\i"u~a<taa•!i'•fomi (Complete Blood Cell Count: 

CBC test) :iJell'l11L111un11Yi"i1"J1LF1"i1tl'1 vE.i1'1iiEJEJ 100 Wi'1eJE.i1.:il1iai1L11.:iuit1LFl~El{J'Vl{EJ11 
L zja11~ fl b tJ 'U1::ltJtJ 11-1 b '111 tlu b Fl ~B'1vi1"1Lii EJ{b~eJVI bb(;lt:Ei' B1J ~-ff 1111 tl~ zj_,:iJel\Jl11L11~ CS>k>o 

~1 B ti1.:iG!B.a-1 L1J.:iGi €1Lfl~a.:i Lbfl :::ii1:::uut1 e:iui'i'1tJti1.:i1~B El 1.:ilJiBL ~ €l'1 Jl1 EJ Rack/Cassette 

!i'•fomi 1"i!avn11 100 '1"~"m,foa•~ll•At, 
~., .. ~ ... ,.,..I 

4.1.12 ?11111"i'1?1-.'.Jfl1"ii/11 El "it:'U'Ufl El).J'W1 Ll'1 B"i\1"iBc.J1'U\1'U1'iiJBLfl"iEl{J 

4.1.13 ii"it:'UU1i:f~1E1fJ1..:iiLfl"i1t:\11vl~..:i"i:::U'IJ Manual mode u.a::: Automation 

mode/ Sampler mode L•vmmw~1umf!l"i• LLa•a1"1'01a-ii"~ai'1"~"1ma~~"' 

'11ao1•1il 
4.1.14 Lfl~El'11'1"i"Jo;;Jfl111t?ll.JU"icl'!la..:i1~ai/ieJ\Jl 1 'lJWi :iJ"it:'U'U Mix lil1a~1..:iL~ElvirlD'Uvl1 

' - ' n1"il'l"S1 '11 Lfl"i1t:\1 

4.1.15 lA~"'"'"'A'1"""\i''"'""""•!i'• 1 mni Hhfl"1rullia•1"ln,, 200 

1"1A'O"' 
4.1.16 ?11111"i'1Liluc.ifln1"il'l"i1'\l1~1Ji.Javn11 40,000 "i1EJ u.a:::a1111"i'1L~EJnt:}i:.Ja 

E1D'U\1~..:i1~ iin"i1~LL?lvi..:in1"in"i:::o;;i1vlil1'1lEl{JL~WJL~Eli/i~{J Histogram u.a::: S~attergram \1~El 
Oataplot 

=4 .............. :": ............... .. -
(m•!i'"1" 111\l•) (u1•a11't1••um ~>ei1) 

Un L Vlflilfl n1"i"LL -w V16'111t.J1 qin1"i U'nL VI Ail A 111"i Ll ~V16"1i1"U1qin1"i 

........ fl~ ............ . 
(u1•a11'°l"1 'iuvh1l 

tl'n1. V1flilAn1"iLL 'WV16tlijifii n1"i 
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4.1.17 m1'11 Internal Quality Control (IQC) •1m1n'11i•~' Manual mode 

LLa::: Automation mode/ Sampler mode LLa::: ffi1.J'iLL!l'i11 QC online LLtJtJ Realtime 

~1'lJ':it:tJ'UfltJUil€1-f L \l\J\~m_ <ff'l1'U"111111UV'li:-Jfl l#1\eJ~Vlll1''lJ L tJ~EJtJ L ~EJtJLL tJ'U Peer croup nu " " . :::. 

~a~tl!)twin11~'UlJ.a::: Lin.J~:a 'Vlfl1VIEJ~a111~n111nn11 20 LL-H.:i 

4.1.18 n~1'A1U~"~!Un1Yi (QC) A1aUA~" 3 ~1<1'i1n1'11V'11J•• ~1 \Jnii ~· 
Lta:::ii611':i111\J\ ':i~1'U~1 off \J~u LL~'l A1 (Calibrator) ~611111':iU?IEltJn'1u 1;) (Traceabilitiy) fi~ 

Reference method 

4.1.19 LA~m•11•m1"""\J"1J~<J<LE<J•1i•L1JWi (Complete Blood Cell Count: 

CBC test) ?11111':i'1':i1EJ'l1'U'1 !l"t;CU::: f11111 ~vi\J fl~ 'lJ €1 'l ~tJ~1 'l, °!l'U 1 Vl LLa:::n1 "j~ Vl~'!J El'lL'li VIL~ a VI 

LLVl'l l;;LLfi Anisocytosis, Microcytosis, Macrocytosis, Hypochromia u.a:::':i1EJ'l1'Uf11111 

~vitJn~ 'lltl~LijVIL~tlVl'l.111 l;;LLr1 Immature granulocyte, Blasts, Atypical lymphocyte 

ii'i<J Variant lymphocyte 1• 
4.1.20 Lf1~€l'l\J\"i1'1fl1111?111\j'icl'!lEJ'lL~aviel\J\1'Um1 (Complete Blood Cell Count: 

• 
CBC test) iiii~"'""" 1.;-,,,,,:;, 1 \J h'Y<V1U10~\J6 ii'" L 1'Y<V1mo 1 mi',n•~"11'ivw1iiv 
atl1.:i-Wav 5 LLt-i.:i 

4.2 flWa'n'liw::LQ'Vj1::L~~a~lt1ala~LLa::~a11ii1aLilt1~L~a~ (Slide make~ and stainer) 
• d 

'11\.11\J 2 Lfl'fel.:J 

4.2.1 LA~a.:ilt1ala~Lba::~a11i!iabilt1iL~avi (Slide maker and stainer) ~EJ.:i~1't.I 

n1-a-Tu'"ia.:i1111J1-a311'U1::~u?11na"il1n us FDA vi~a CE mark LLa::1~-Tu1ua~qi11J1011ti1L-rr1 

ua::~vi..j1viU1EJ"il1nri1tl'n.:i1t1Aru::-n'l'l1J01'l'el1Yl1':iLLatEJ1 (BEJJ'1JD.:!tJ':itLVIPl1VIEJ 

4.2.2 h"1u•a•LLA~<J,1n~1ooiLL•""""aoLiiviLli<l• (Slide maker and stainer) 

~EJ.:i~1'Un11-ru1D~1J1WJ':i_111'U ISO oomctdc::' 

4.2. 3 L lJ'U LA~D.:!i. vi1Jm1J LA EJ ~1'U01':i 1 i.:i1tl '11f1 LL vii:\.:ivi°jEJY1i.J1 EJ.:i1\J~1J1l1ri El'U ..j1'U1'U 

1 Lfl~v.:i LLa::L Ut1 LA ~EJ.:i 1 vi1Jm1J LA EJ~1\Jn 111 i.:i1t11il1n LL vici.:ivi~Elviti1 EJ.:i1'U~'U111rivu vi~vL iJ'U 

LA~El'l~~1'Uf11':i 1 i.:i1'U1J1LLIK111JLfi'U 3 tJ ~fitJ1t~V1'5.n1"tln111 off.:i1'U~~ ..j1'U1'U 1 LA~El.:! 
4.2.4 Le~a,1n•1~oilrn"""~~miiviL1i<J"'Luu!i•luWi (Fully Automated system) 

l'i'B.:iL~El1J~Dfi'ULA~eJ.:j(;l':j1"iJfl111J?l1J1J'l'11'1lB.:JL~ElVJ'fftr1L'UimLLatLA~a.:i81'Uau1EJiL~BVJ'ff(;IL'Uim 

1il 
4.2.5 ~1m1m~'lmrn1~;ltil<Jci1'ifov 120 <i11<Jci1'oia-&11"'""'"~"' 
4.2. 6 ?111l1':i'1'Vi1aLiiEJiLi'iDvi 1vivn11~vi~1 arl1.:ilil1n-,.,a EJ(;ILi'iavi Vl.ra11ii1::uu1' (;lfl11l.I 

Li11-rrt1'1l8.:JL~avi (Blood consistency) lil1n~1'arl1.:iL~Dvi1vivtil':i.:J Yl~D 1-&'r11 HCT1'Un11t!-Tu 

• • 1 " 1.,.., ., .. ' .. .J .. A111JL':i1 °yj':i€1~1J '1 L'\1'48 Vl~VlL?l1JEJ':iL'1EJVlV11J~ru.n1't'l 

f)PJtO'"i'"i1J01'jrl1vtt!Vl'"i1Elf)tLilEJ@flru«n'ctrutLQ''l1tLLa::ri1Yl'lJVl'j1f)10'11'1 • 

Qk. ... 
(1J1o!i"L!'i m;;•) 

... .. '0 
'UO L VIA'UA01':iLL YlVIEJ'lf1t11'1:!01".l 

~ 

('Ll1'l?l11L'UIJl".l'U.t11 Y'l~fi1) 
., .. '0 

\JOL VIA'UA011LLYiVltJ'lf1'U1'lJ 011 

o.il!) 
('U1.:J?l111il~EJ1 ~1.1V111) 

tioL VIAiJA01':iLL 'l'l'Vlf1tJl)Uili 011 



.. 
~ 6 

.J 
bfl"JB~ 

4.2.7 511l1':iCl'W11..:i'lia1J'1'U€1>l~tl1u (i18'nti'i Vl1l1EJL'1'll'Vl~tl Barcode) fl>ltJ'Ua1f!~v1 

4.2.8 lA~a~1~~1~,fo~•~a"am~v{loa•1'ii\J~"1rullia•1~diu 2001"1e~~·~ 
4.2.9 :LI':it:\Jtl Mix Wi'1a~1.:iL~tll'lriEl'U~t'1~1a~1.:iltlLt'1~UlJaUjv1 

4.2.1 O a11111ritl1'U Barcode 1il1fl'V!l.1BV1~1fl~1'1Li1El111 lv1 
4.2.11 511l1':i'1L~an1tJ1LLn111n111'1a1l.1~LL'1t:fia11~\Jl11lf11111~a.:in1':i'!la.:i~ oUlv1 

.. '1., .. ., .J ... .J ... ~ifl" 
4.2.12 511l1':iCILi.1Elfl ~ '!l'1EJ€l:Jt!VIEleJ'U ~ \Jl1:Uf1111ll'le:J.:ifl1':i'l.1El'1~ ~'!I VI 

4.2.13 LFl~eJ.:i 1'1a li.1 ~LI.flt~ a11~a LUEJ{ L~ a vi LL \JtJ el1J11 t1miil-a t:'U1J Vl ':i11ilaau LI.fl :::&t.:in1'"i 

vi1.:i1u ~1'UV1'1i11i1aLf1~a.:i vt~EJvii!1"il a L91 EJ1ti'Ul1ULi'l~a.:iVl11 '1f1111l51l\J'iW'll a.:i L~ a t'lel\11 L umi 

(Complete Blood Cell Count : CBC test) 

4.2.14 i1a'ryqi1u1.9ia'Uv11 EJL~EJ.:i 1.1.a.:i vija.rraf111111.~ a'Uul a LF1~E1.:i:Ui1cyvi1 ~~EJ11u an_ 

~u•au m~ llm •ti (\Im 
1 ttJ .fl 1 t ... ., II.. .,I ~ 1 ' V ~ .. ,_.,. 

4.2.15 a '11'1\Jltl{!Lu'Ua '1Vl'OJ1fl\J':i-1!i~~~fli/ILf1':iEl{l~(l5 l.1V'ILL'1t:EJtl1l'1'1UJEJ"iLaB\ilLL\.lll 

e){;l 1 'UiWi ~:iWI B.:i 1Wli'u n11~u1 B.:i~1n~ L 'ii1ri B'Ut111111 i'~~.:i fi'u~\J1 ti 

4.3 b~~B~Ei1'Uflbijt14L~BV'lfiil1'U~~ ,J1'U1'U 1 LFl~fJ~ 
4.3.1 LFJ~ei.:iEi1'UaLiit1{L~Bviei'{JlL'UiWiriB~~1'Un11i'u1a~111{Jllfj1'U"J:i~t1a1na~1n US -

FDA 'V!~B 111\0l"ifj1'U ISO ®mci'.dct'. 'V!~B CE mark 1~ri1'V!'U\il111\Jl'Jfj1'U USFOA LLat:1fl~u 
" " 

1 UB'4'1J11'l n1-st11 L 'li1 LLat:..ijvi'11'V!tl1t1~1n~rut:n 'J'JlJ01'JB1'V!1'JLLflt:tl1'llB~tl':it:L Vlf'l 1 'VI ti ( BEJ.) 

'i' ... d ~ .. ' ., 
4.3.2 1. 'J~~1'Ut:J"1\JlLFl'JB~l'l'J1~bLat:'U1tl1\JlB.:\t:J1'Ufl1"JllllB.:\1J1\Jll~1'U ISO ®mci'.~ct'. 

4.3.3 L iJ'Ul.Fl~B-31 'V!1i ~11iLFlEJ~1'Ufl1-S1 off ~1'U~10LL vrfi.:i'Vl~B'V!tl1EJ.:i1'U~'U1J1fiB'U '11'U'l'U 1 

d ' ...... "-''i' .,...,i '., .,J ., d .. d 1 u 
4.3. 4 Lfl':iB-3'€11'U5 Ll.J EllLaBVJB\J'l i. 'Ul.J\J'IL 'l!Bl.J t'lBflll Lf'l':iB-3 {;l'J'J~'Ull UJ\ilLaBV'1U.a:::1.f'1"JB.:i ()ti tl11'1 

lii v il~©•"• 1 uWiuu.-uu ,,,,;;"'nu t Yi am1"~""'" 1um'1-if nu 
4.3.5 iJFJ1111L~1e:Jfl1-3U'BEJ 30 l1El~Bi1111.:i 
4.3.6 '111J1'J'1LL'1V1.:it:.:an1-sL1.t1n'llilV1Li1\ilL~BVJ'll111ii'Bci1.:iUau 12 'l!tiVl Fiei Segmented 

neutrophils , band neutrophils, eosinophils, basophils, Lymphocytes, monocytes, blast 

cells, promyelocytes, inyelocytes, metamyelocytes, variant/reactive Lymphocytes and 

plasma cells 

4.3. 7 ?111J1'Jt:lbL5Vl~t:Jflfl1'J"J1EJ-31'U~tJ~1.:\'llB.:\u'.J\ilL~B\ilbLVl-3ei'{Jl1'Uim1i!e:i£l1-3iJBEJ b 'llil\il fiei 

anisocytosis, microcytosis, macrocytosis, polychromasia, hypochromasia, poikilocytosis 
d .. .. ') d 1· ' u 1 ' 4.3.8 '111J1'J()Lflllt:Jflfl1l1Lf'l'J1t:'V!il1El i.'ULf'l':iB.:i WlBE.11.:\'UBEJ ct,ooo a f!V'I 

(u",)"1"' mi;•) 
., .. • ~ 0 

'UflL Vlf'l'Uf'lfl 1'JLL 'ViVl El'll1'U~1'1J fl1'J 

:::f11'V!'Ulil':i1A:lfl"11-3 

....... ~ 
<m•~11lu•,um ~'le1) 

., .. .. 0 

'Ufl L Vlf'l'Ul'lfl 1'Jl.L 'ViVl El"ll1'U1qin1 l 

CV.:s>;i 

('U1.:ia11~~u1 ~'UYl11) 

un l ~Aile n1' lli.~V\Jijuo fl1~ 



!.LU~Q~~IA.M.11!.LUW!J.WIA.1U_ti 

(LLJlorl!, LO(,•LL"OLT\) 

l:-WMWIA.Grtt'G!.W1t-Gri. uoq.e1a1JOJ ;::~,,"~L!.W1t.1St.!.W 
:::--F""'F' . ~ ... 

LraLp.W~r.1~ULISJ1-~L!.M1!:£~t'Gll. AjpaJ\ 'uo1:i.epJ1E?J\ !.LUf1.tflL~~tL~f1.Bl!.M~l1k!:-G~~r,t.p.1~w ~n.1w2' 
• 

" " " t-G~W1t';ft!l~!.LU~G~1~~11Wgt':l~ULIS (UO:j.'2pJlE?A) 11G~f1.t.V.~rtG_Q.r;-t!l~11t-G~~ISLfl-1,l(>W £.S .. 17 

~n»,tpt LlblbEU ~1U llLMl!.t.IS~tJ!.t.11t.~!.LUl1!.tU~~,, LP. i~n,ttnp., [} f\Lt-~ t G!:!-in.IA. 11M!A. 
" ' 

L"~"L'B~M1L>l>G,\'L~1,\IW >~M £ T1U1fl,\IB~•~•tnB~mL•~,Cl~f\~\UL>I Tl.(-Z TlLOLlJ~Uf\•L•)I'\ 

T\LO!Jo 1,Tl••B~·""'L"<IA10L1'\B.>l\\MJ:l<1'1 l>LIA T\~1 •L•~•t<LU£"""1 •B~0~1mk);"t•"OJ:lr\,t\ '"l L,!o . ' 

17z niraLLJLrt t-tL[lrtGp.t-Lp.t-~t-G,lil~IS r;-G_q.M~L"lbQ~t-G~W1L~ ne~i z ut.1. (Jau!eis pue ia>1ew 

apns) ~Tll•,ll•B~1}"~'"~"B~"l'"~"'""" (1sa1 J8) : iuno) 1)•) poo19 a1a1dwo)) 

\!ttf1. l w ~ MG~1 t-Gll.ttJtf'Lrt~ rtLt.\!l ISt.tW r;-13~ \!11LFl.U }t-tLfLL~llGU.W ~ 11}~1'1.f;, r;-G ,lilLP. ,~ w z·s·v 
Tl.(-0£ TILOW ~JflTILOJfL"'L"L"Tl'T\LOJH<LUr\B"""' 

tLunn 1Li11~ IJTI LiUiU EMGiJwnn~tLFl.U} t-t t.p.~ 1J111J11 ~tL unisw G ~ w Sil n11~tn ~ J»M rcar:-~f3L[loll~w1 

}GW1 t.~rtll\!I ~P,rtllkM.B~ rtG ~ itt..un t rat.~~ t L~ 11Gl!.M ~ n.gt-G}.ll LP. 1K6 Wra w1 ~,\!11, nLt-~ t or.t..rtt..~nis 

(SI H) OLf\L )1"Lr\L o "' < l '"""t.\ m"' '" r.r.•<B~•B ~ i "'L"L",\I L ""'"!/.1\L ',Eo L r\kf'.Lf' L!·IB~r'Wf\G ' . •Bkt.\ (Sil) <LU~~f\>G,\IOLIA"IAm"<e"n,n,,.r,n.•<>J:>•~·""L>l•~Bofl~B,E>W (Sll)<LU\!._r\~[\OB,\I . ' 

t-L IA.Id \A,, n~r. L~f\11~!. n.,l} G ~rtG ~, tJt.Lrtl.. ~ r;-G ~LP. i» w r;-G ri. J&tt!'b l W£.yi~ Lt. l!!i ~IS t.t. w r;-B ~ Wl 1 · s·17 

::1..M.011iine~1 S .. 17 

W~r.1~1A.~~11UL!Sr3Lf1.M.L~nlA.11l~nr;1r:-G!.l1!B~t-,ti.M.~t-B~~!SLp.i~W fr17·17 

Mll1£1A~o<f\~OL~ B LOLfl<LU •~<L>I!: CL<LU Tl~ 1J1 l L!\,\I LB~ 1LOLf10B•o .\'"'"" ""H <LU r\k"Lf 

~~IS~ 1Lk?ft!.U11!.~ l Ll.1.M~Lp. ,~ L~LP,fl.£,lft Lp. 1~?J11t-~11,tJ. nB~1 q L~U f3B,tJ.ftt nt..t-]> t !.LU~LG~~~,, " . ~G ~Ut-L_Q.,¥ t h~t ~1!1 nM.L,\Jf1.B!-J"~LlJt!rtB~ 'flt ~llot. !Jru Wu~~LtW1 ~!Sl!.1.!1!.t.Un ~ ~Lra Lr l 'tf17 

~tG~M.1t-M~t.f3L.[LMlLrthl\~B11~l..Bl!1rtan,t. io1 LraLf1G~h~tG~1 apoJJE?S 11111::!.~LraLr 9·17·17 

~rl k LO~ k f\BU o<f\<L~~~>GJ1'~rl l •.(lOB~"' OL)I'• L< •£-~LBLf1•~ <;. tf1' 

BB,tl•Lren~i!l't 6T1' B!-"'"!1'lL~T\LOOLW<L~L"O"l "B~1 

1!1~U1~B11 tLl11!1B211!1t:1 '~l!11ll!1B~11!1~111.(\ll!:!-1~f1.l l!1£.t-BgM1ral~ISl!.1.!1£-Wt.rat.p.Mb.f1.f; 1 17·17·17 . 
. . . " 

raLnM.LISf1.lA. 11tWf1.G1!:.t.U 
'. "'!P 

t-G!.f1.£B~~!J.l.1.~ ~~~ Tll!1}P!.LUUf"\ f3Ml W!1r.1~Ut.ISXt 11t-Gfl..t'9M1ll!1!1Hf1.fJ lt-G~ 11Gftt-~~Y-~L!.M1~1St.!.W 

L ~Lr ~::t.tt.J4 ~IS ltl!lt-@~\!1111,l} l~ ~, GK-~ni;, ~j'\~LtW1 ~!St.t l!1 L ~ L !1-L"M !t'B ~~IS t.p. '» ili £ 'tf v 
;:pp))w@ os1 nt.i;tlflt.1tt-Bt11ktt.unLf<1t-B~Lllt.P,lfl~t-;n1t.t-r:-11 z·-v·v 

• 
01Al~L<1o<f\>G• ('OB) LO"""tL'1LGtLU•tW•fll"UL•BLfl"L~·~·~"LJlo1L!\<LU•Lfuf1.en.i 

11£~1,;~11 >!Jew 3) Bg_M. 'v'O:l Sn Ul..~l2UL~l1~~tf1.l..g;!.l!1Lrtt-Btl1}!.LUf1.L~t-G~LflL,t\ 1 ·17·17 
• 

(J8J) jUnO) na) poo19 a1a)dWO) jtOlt~i~•Lt•tLUrtL,Eotfl}l<L~LOL!\ 1'"P 
• 

L • 
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4.5.4 011'L-tl1~EJ,:r~'Yl'V!1'1t11'1'LJ~~El..:!LoU'1-l11,1n1".iV1\il'1eJ\J (External Quality Assessment: 

EQA) "'" n11L u;"rn '1 "tm• n17•n•'iLe •1o>l,.,,,-i1•1'•nljjUii m• (Inter Laboratory 
Comparison) tl"1:: 11fl".i'101".i 

~.,,., ., ... 1 "' 0 1" .J ..i ... ~t·· 
4.5.5 ~ b Vn'tl1\Jl€1'1".i\JtJ\il'll()\J 'U01':iwnLL":ILL 'U:l'U101') 'll.:11'U'!l€l..:!Lfl".iEl'3'YllJ1\JlVJ(l'l..:I 'V!n\J 

L ll1>1u1~. U31~1•o H'te~ .. 1il 7W 1 \Jo• iie11~31m•o 11Jn1 •ttm ~ii t\1"1 L ;i'.,i\u L 1Jm ru~."~"'" 
i1G1m 1 um•1 -!'•1u 

4.5. 6 0 '1L -d1tJi'a..:i-.[\ilvr1~iit1n1'".i1 i'Lfl~El..:1~1'~1'1 fl11l.J '13.J\j".icl'!JEl.:i L~ vviilt'l 1 'Umi (Complete 

Blood Cell Count : CBC test) """'"~"'1oii•~aaiij"{t1fo•ii'•11Jmi (Slide maker and 
stainer) i..:iJl1'!11l'Vlt1lLa::n1~1il.:in~~ EJEi1.:ia:: 1 nUu 

4.5.7 m1'L~1il"'ll"m MSDS (Material Safety data sheet) ~"••11Leij"llnil1 ~LUU • • 
~1'Utl1::n~ru '!lEJ.:iJ1v1vf't i'A'uLfl~€l.:ielwi L'U~ 

4.5 .8 ~1:1XL 'li1ti1 a'1;JVJ'V!1~\Jn".iclri1vr-ru11..:i Lfl~a.:iiiEJ ~ uiuJ1 E.11vh if '11vi'lt1 n1".i\Jl".i1 lil1 Lfl11::-..1 

11'mm•3~num7>i1nu 

4.5. 9 tJ~'tf Vl0 ~L "li1!Ji'v.:i 1Jli'un1".iul>i.:i~.:i 1-H'L tJ 'U~111 Vl'U Lvi E.1\Jl".i.:J'11nu~-ct'V1 ~tJ~"1 Lfl ~a ~ijavi,.1 '1 

1ifl'j1::: 'l-1 u. ~:::/vi~ a~ a~ L {J '\J~ LL YI '\J ~ 1vii..i1El1 VI El \JI d ~'ti el'! J 1El1 \JI d1 \J1 LA d1:::"11VIEl1 "1 u. '\J\J'Vli;Y n fj1 '\J . -. ' . 
VI~ na11"ll ru:: L "ll1LGf'\J a,.1 R1 

5. rl1'VIUV1L1a1'ri-31reiuA1.fi'ru~ 

m"1u 60 -Ju tl'utt~fu.,u1"1u'1't\lt\11ilfa-i'mi\~mt•ll1• 

6. "'1ftntnru~i. un11\ij '111ru1 RYI L~a nclla Lfl'\Ja 

1 ivi\9 n Lnru.fi-a1fl1'i11J~1avi ~flN'11J~~1'\J\J:: lVl-ru n11fi'wi L~ a nLLa:::\J:::~'11 'iW1'11n,.1A19ivvril1 v • • 

- tJ - .,.. • 7. 1'!L'!1J'3tl 'i:l111N/1'!L'!UYI Vl"<itl01"<i';}Ylfldd 

7.1 •u\J7omru ~,H 17,820,000.00 u1\'l (out\i•ii1utt\J•ttaua""'~uu1VJii1u) 
7.2 1<L'1u•u\J,.mru~••li'•~all•li'1• 11,820,000.00 u1"11 (~rn\i•ii1utt\J0t\aua••~~uu1\'l 

i.11'\J) . . . ·' . . ) 7 .3 11A1na1.:i 17 ,820,000.00 tJ1YI ('1't.JL\JV1a1'\JU.uVIU.Gf'\JGfEJ'!'Vl1JtJ.tJ1'VJ[l1'\J 

8. '31Vl'!1Utta::n11zj1vt~'\J 

il• - ' .••• ' - ~ ·"' • , ( L '\J 11 El LVI El'UU. 'VI'! u !JVl'U ~111EJ flVIEJ a \11"'011:::\J 1n u11J1W'i1EJ '! 1'\JYIVl'1EltJYl"1:1J\11ru Pre report ) "1~ 

J071fi1t~17o~tm•na1•ttuuvh"'1't\IG111•"tl'u•1m•uua1•autl'l~ •m1"""1ma.i1th• 

~ .. .., a 

"'""""V~"'"""~'"'01'""~1e1oa1• 

CV$V/ 

(m•J~1" mm) (m•a11tu0•Ull1 ~'lfi1) (m••11•'l"1 'lu1'11) 
L' .. <' o .., .., "a 

'U nL Ylfl'\Jflfi11 LL 'YlYIEJ'l:l1'\J 1qj n1d '\JnL Ylfl'Uflfi11U. 'YlVI £J'l:l1'U1qjfl1'i -Un L VI A ii fl n11u.wY16tlfiu1in11 



!:.LU~l1Qf1.~i..tM.i1tLUl&ni&i..tlU,tJ. 

(lLX'n; Lra;~lL"ocn) 

~ -fO 

UBf1.~LVT1.Lt-~lf1oit.11,V~ltltlf1.tt-L~Bl~t-~n.Lt-~lf1oit./l:!Ll1L~M.t-tw~L.~H-tL~l1Bllol!\~11£ 

"•"' \, "l BL~,!-l L ~"·~-~"kB•"'" "l ra L~Jl-l L ~-~ ~t ra "l!-l ne> ra l~"'/"L" LB'"' 1.1' l Lrl>B ~'Jf "l """' rl,\IL !", 
M.L Lf l)U)!! tJ~ t-Bt L ~t-B~ Ml L p.t-B~ Lp. 1 K6 iii rtBP,tL U t-L ~it.~ tn t ~B,, Tl.Lt-~ l!'bit./BLll L ~M.t-!:.1t-Bfl.~L.tiit.L~1B~J..\ 

L~1.(IWUL~<L"'"'l"!:"' !""!;l'"'l""''~'"'kJ.'tl1L"l'~'"'.t' rn1l~ (•r-im~~) BP rllBLU~Uf\rlL•~),'t<LU 
,g. L t.1 L "" n Lil O.(I L" 11 t""" ra ~ f\ i or,11• W" n~,, n B~<Lu "~ L rifu L riL~riL cw ~n L l w ~~ "~'~"!:"' ~ 1.'!"'li ).'L~ i 
»iii ~ u f1.rtL l!l ~t n.Lt-,So t lJt L rtLJJ :Ct t-B H-l!l]-G~at-B~MU lll!ltLg.t-B~ 1&1 L~li u Lt fl. iu Lit. rJ.LfulU »~ LBl!I B Bl!l 

' . [!Lfufu,llOLB•B""L~1.(lllo'""raL~!J.LL~ral),'Brl"1~B~J.'t • 
tL u_s. ~MLl! ~f1.1., ~ B» l l!I rtit.t-~ ~VI. t ~B~B,,_ttltU fl.B~k!~t-g-rtlt Lfl-1~t-B~1&1LRU£t-tL~t-G)il~L.tJ.J..\[fLp.1» w 

t-l!~M.un:;l:!11wlLg.rtLt:.1&n~:;tf1.nktLU ·ot 

"k!.'t~t'.l'~t."~Lwe<rn• (%OZ'O) oz·o ""BB}L<•,lln L n,t-rae<nr,: '"~ L~ icfufu,llrLrL ""L""kf'L~ 
llkfl.L~L.tl!l~l.tl!l~ "6 

6 ·" 



------ -·-------- --------- --

I I 

LLUU un.ob 

~111•11a~•1•L~u•u\J1•1J1ru~1Gffu~~a11trn•11vH•Liiv~fh1;f~1v 
... .r ... ... ..i ... 1 ' ' • 

n1111~'ilil11 ~111 •V11J 11•1unm111' 
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