
,q ~T
'1.:j'1va~LilfJ"'Vi)\JL'lI"'Vil.:j.:j1U'VHI~flI·Nn1'(Terms of Reference: TOR)

.J..,j .. ~ q II to
n1'L"01bfll'li){j"'1"1Lf'I'1~'VI'VI1{j5U1f'111L~u)"~1t13JU1V1"1U1Ub 11vn11

\1'l~~1t1{j\J\h~3J1tl.1~.f1. 1EJct'b~

l1{j~v1'U1m,)1~"J'::~J1t1ilv.fm.Jf11,r.:l'VI1"'lh1~U'U~~ .
II ..,j., T

@. 'lIil3JabmJ1n'U~flI1{jn11

@.@ ~i)lfll1.:jn1'

u';j~m~';jlf11b';lbf'l~€J~mlIil1bf1';jl~~V11~5'Ulf1l'H~€J~ y.j~m.n.h.Jl ~l'Ul'U b ';jlCJtl1';j ~ltJ1TIu';j~m~

';jlf11Bb~n'Vl';j€J{jn~ (e-bldding)

@.1I:J 1"fltI'~fl.:lfl•
Idil:ll. ~ ..:ad Q ~ Q!'l

(9).l!:>.(9) b'!llLf'I"J'€J~lLf'I"J'lt'VI'Vl1'15'Ulf'11"J'bGli)~'VlG'll3Jl'Hl(91"J'11il1Lf1"J'1::'VIbbGlt"J'leJ~l'U~Glm"J'm11il1bf'l"J'1::'VI~~eJ

15 Column Agglutination Test y.j~m..JJltJl

(9).l!:>.l!:>"q~mllillbf'l"J'l~~'Vn:I5Ulf1l'H~i)~U"J'::n€JU~ltJ"q~""J'llilm"J'V1~G'leJU ~~d
(9).l!:>.l!:>.(9)ABO (Cell Grouping uae ReverseGrouping)

(9).l!:>.l!:>.l!:>Rh (D)Typing

(9).l!:>.l!:>.bfl Antibody Screening 'VI~€JIndirect Antiglobulin Test 'VI~e.JIAT

(9).hl!:>.~ Direct Antiglobulin Test 'VI~€JDAT

(9).l!:>.l!:>.<f Crossmatching

(9).l!:>.l!:>.b Antibody Identification

(9).l!:>.l!:>.gj Red Cell Antigen Typing

(9).l!:>.bfl 'll~tJl"J'1Iill bFl"J'l::~ G'l13Jl"J'meJ~-rU'I1'UtJl)1IillbFl)1~~"1JeJ'I~1'U5'U1Fll)b~eJ~ 1'UUIilIilU'UbbGl::1'U€J'U1FltJl1~, ,

bfl(9),OOO

sn.ooo

~1U1U(testl11v/Unit)

~ Antigen typing in room temperature cassett

New born cassette l!:>,ooo

b RH/Kell cassette sn.o'oo

@.bfl 1'1b~U'I'UU'~3J1W/1.:1b~Um~~'U,r"fl11
'" 0 1 .1 0:;'1 0 .1 v v d d " OJ .1b~'UU1)~ )~y.jtJ1U1fl usssnu l!:><fbgj Iill'Ul'U ~,~CO::gj,o~~.oo 'Ul'Vl (bbu~m'Ubfl1bb?l'U?!'VIlJ'Ublil~y.j'Ubbu~•

~'Ubtll'Ul'Vl{i'1'U)

. ( 'l\ ..
! ... . In~.~.~\.\.~ .

(Ulmn~:w~n~ b'!l11U~1{j'!l6) 1/6about blank ('l.ntJ"lhUl~ :W~FlGlbbG'l'lJ)



.,.. lid IIm. ~ru~3J'\J\PI"lJel.:l~fJ'U"lJm~'Uel..
tv.(9) lJFldl3J6'lllJl'ml'lllJn~rVn.mJ

tv.tv llJb U'U'\JFlFl"~lJm::mf.J•

tv.<[ llJbU'U'4FlFl"~'1eJ~~~vdl'1~m~~Unl~~'U-UeJb6'l'UeJ'VI~eJYi1"'q)q)1fi''\J'VI'I1dfNl'U'lJeJ'I-rj1H-&dFl~ld\PIllJ~

tl~~n1Plb~ VuYl~1'U~~UU bFl~eJ~l f.J6'll~6'I'UbYlPl'lleJ'ImlJ,j'q)~nm'l

tv.<f 1lJbtJ'UUFlFlGl~'1t;1m~u~eJ 111'U,j'fll~~l v~m~'~'1'11'Ubb"~ 1vi'bb~'1bi v'U~eJ1~ btJ'U~~'1'11'U'll eJ'l'VI't.hf.J'll'U'lleJ'I-r~
't \I' Q~ \I '\I dol

1'U1:::UUbFl~eJ~lV6'l1~6'I'UbYlPl'lleJ'ImlJ,j'fll~nm'l ~'1~1lJ~'1il~UFlFl,,~~vi'l'l1'Ub u'U~'U~d'U~~Vl n11 m~lJn1~~~Vl n1~
Q~ , \J , \I \I

~U~'VI11 ~iMl'Ul~ 1'Um1~1 bil'U 'Il'U1'Un~n1~'lleJ'Iil~UFlFlmr'Uvi'''w... ... .
tv. b SjFlru6'llJ~ uae 1lJSj" n'l3ru~ ~eJ'I~llJ 1'l1lJ~Fl ru~ m~lJ n1~'ULt:JUl u m~~\PI~eJ~Vl ~1'1 bb"~n l~U ~'VI1~~?IVlmFl. '

-r~ril'V1'UVl1'U~l'lln~~l'Ub Un'l31.. ,
tv.1ri bU'Uil~'UFl Flfl ~SjeJ1~Yl1~b'll1~6'lVl~tl~~mVl~lFll~ib~nYl~eJilm1~'1n~11,,, .

~ '.:'1 II.. • 1 '1 ~ I ...... lid II d .. II d II '1 II I '1 II '"tv.~ ~lJbu'U~lJt:..m u~~ ~t:J'll'U~1lJfl'Un'U~t:J'U'llm?l'UeJ~1t:JeJ'UYlb'lJlt:J'U'llm?l'UeJ~'VIbLn~~'1Yltrnna b~lYl~::: ennn CJ

n b'UPl~ ru 1'U'lh::: mPltl~~mVl~lFll~ b~nYl~eJilm''VI~eJ 1lJ bu'U~m:::yjlm~e)'Ub u'Um~'lJVI'lJ11'1m1 bb~'1'IJ'U~lFlleJ~1'1
'U 'U

bU'Uli~~lJ 1'Um~b?l'UmlFllFl~'1-d'

®.~ 1lJbu'Umvi'-r'UbeJn~Ylt'VI~eJmllJAlJfi''U ~'1eJ1~tlf\b6'lli 1lJveJlJ~'UP11" 1YlV bl'Ubbl'l-r~'Ulfl'll'iJ'I~~'U-um6'l'U'iJ1vi'Sj\I ,d..J 6.11 'U

fil~'1?1"~b'iJn~Yltbb"~FllllJAlJfi''Ub'll'Ul1,r'U•
lid 1/ d,d II" , III I ~ 1 1/ II Q vc:. Q.I ~

tv.(9)O ~v'U'lJm?l'U'iJYlv'U'lJm?l'U'iJ ~'U~uLL'\J'U'lJeJ'IIn~m~~1lJI"l1" \PI'iJ'IlJl"lru?llJ'UI'lVl'l'U
'U " •
Q I lI.Jd 1/ 1/ 1/ I 1/ II d vc. II d 1 d 0 ~ !:"J
n~m~~1lJFllYlV'U'lJm?l'UeJ ~b'lJl~1lJFlTVl n~lf.J~~I'l'iJ'IlJ~ru6'llJ'U\PI Fl~'Um'Ul'lllJ b'l'iJ'U 'llYlm'VI'UVl~1~'U

b'iJn?l11b:aq)'ll1'U bl'Ubbl'l1'Umwn~ m~~1lJA1~Sj-U'iJl'ln"'1~:::'VI'Jl'1~ b-Ul~1lJAlril'V1'UVl1~~ b-Ul~llJA111V 1V1~lV'VI~'1
'U 'U

bu'U~ b-Ul~1lJA1'V1"n n~ m~~1lJA1,r'U?lllJl~t;11.fft:.m'l1'U'lJ'iJ'I~ b-Ul~dlJA1'V1"ml Vb~tn bu'U ri'iJ6'I~1'1'lleJ'In~fl1~~llJA1~
'U 'U,.. ...

v'U'lJm6'l'U'iJ

mruSj-UeJl'l n"'1~~'VI11'1~b-U1~1lJAlril'V1'UVl1 ~~b-Ul~1lJA1~lV 1V1~lV'VI~'1bU'U~b-Ul~1lJA1'V1"n -Utll'ln"'1~'1
'U 'U 'U

mhl~~~tl'lS1m~ril'V1'UVl"'V1~1'U'VI-U1~ bb"~mllJ-r'U~V1'lm'\J1 'Utl~lJlru'll'U ~'1'lJtl'l 'VI~tl\l"fhl'lllJ"'q)q)l lJlnn11~

tv. (9)(9)~~'U-Utl b?l'UeJ~ eJ'I"'1Yl:::b\jf.J'U~Sj-UeJlJG1t;1n vi' 'iJ'IFl1'U~d'U1'U~:::'U'U~V1~eJ~VI~1'1m Fl-r~vi'dV~ b~nYl~eJilm1
\J 'U \J ct.II

(Electronic Government Procurement: e-GP) 'lJeJ'ImlJ,j'q)~nm'l

'IV _ d .:::-. ,Q,I,. ~ 4

m.Gl ~ruan~ru~'VI1'1b'VIfll'UflI'tJ'V'ILflI~'V'I\PI~"J""JLfI~1~'VI'V\PIL'UlJl'l'VI1'15'U1fl1l'na'VVI

d .. '.:'1 "''1 "'.... .. '" I .:'1m.(9).(9) bFl1eJ'II'l~1~1 bFl11~'VIbu'Ubb'UUeJl'l~'UlJI'lYl6'l1lJl~t;11'l~1~Yll'1li'U1Fll1b" eJVI1'l1lJ~1 Vm1V1'1nm1 bu'U

bFl~eJ'I~yjlm~I'l~1~i bFl11~'VI1vi'~lVlL~l?11lJl~meJ'I-r'U'tJ~lJlru'l1'U'UeJ'I~eJ'I'tJ~'\J~m~ 1vi'~'l1 'UU~~,j''U Lbm~1'UeJ'Ulfll'l~

eJ1~Sj'tJ~lJl ru'll'UL ~lJ~'U
IVd II ... .. ~ d .. .... '1 II... 1..1.~m.(9).® t:w'U'Um6'l'UeJ ~:::~VI'VIlbb":::I'lVlI'l'lLFl~tl'l1Jl11~lLFl11~'VIYI?lllJl~t;1~'llnm:::'U'U nnl ®®o v. <fo Hz
"

'Utl'l~tl'l'tJ~\Wi1vi'

m.(9).m bFl~tl'II'l11~ibFl11:::~6'lllJl~t;1m~~'llVlI'l~1~ibml~~11lJ~'1'V1lJVl1vnlJutlVnl1 (9)<[0 'lJVI\Jl11~l'leJFl~'1" .
m.(9).<[ bFl~eJ'I\Jl11~ibfl~1~~S11~'U'U1'l~1~?ltl'U~lJb~eJVI'VI~tl Clot Detection bb":::1V1i~~'U'tJ~lJl\Jli'lleJ'I~'1~

l'l~l~ibFl~l:::~'VI~eJ Level detection
/"

\~vYirr I-..........................................................................-................... , .. ..........................................................

aboutbJank ('Ulf.J'l1l'Ulqj lJ'lflGlbL?I'U) 2/6



plasma

"" .. (.,. .'1 '" .. .. tl (~ IIm.m.~ Lfl'HJ,:jm'H)1Lm1~VllJ~~'UUn1~utl,mUf11'Hf1~ Carry Over "lJeJ,:jprobe VI~tl~ mru'VIL'!lL~1~'ll~

~~1~1Lfl11~~ VI~tll.v~1V1-ru ~~LL~~tl~mJl911mh,:j~11~ J1EJ1~1,:j1

m.m.ci Lfl~tl,:j~11~1Lfl11:::~:ih:::uuU~Vl1~~lilmiJ1EJ1 ~,:j?l,:j~~1~ i1lJ~,:jlG'1~~'Ubtl~tl,:jVl~tl inventory

~1,:j11~EJt.v1:::'Uu Barcode

sn,m. mo Lfl~eJ,:j~'n~1 Lfl'n:::~ih:::'U'U'U~Vl11~~ nT~m11.v'll1il ~11~i Lfl11:::~ 1~EJ'll~1J111~iLfl11:::~~eJ,:j~n1oH

.J~ - ~.- I ..~ __ ..,J 111 " I I d 4 l'
'VI~G'leJULUvn:::11EJn11'V1",,:j1J111~1Lfl11:::VI~1,:jb'VI1u'UVl1n'!l~1J111~1Lfl~1:::VI'VI~f1'!l,:j1'ULL~1'U1,:jG'l1'ULL~~?l1'U'VILVI~tlu, "

m.m.mm Lfl~eJ,:j~11~1Lfl11:::~?l1lJ11~U11~~,:j?l,:j1J111~1~EJm1i,:j,:j1'ULL'U'Ul'1m~tl,:j (Continuous Sample

Loading) LL'U'U11l~m~tl,:j (Random Access) LL~~LL'U'Ud,:j1'i1'U(Stat) 1~
d .::::t. ~q q .. I 0 .c:.. ..

m.m.mto Lfl1tl.:J1J111~1Lfl11:::VllJ1:::U'U1J111~?leJ'UflrumVl"lJtl.:J'!l~lJ1i1~1Lfl11~VlneJ'Um1'V11m11J111~1Lm1:::VI, ,
.4 A (q I A .. d Q,I 4

en,m. mm Lfl1tl.:J1J111~1 Lfl11:::VllJ1:::U'Un11m EJJl1V1~~m1'V1~?leJUf11~1J1~1~1Lfl11:::VILVItl U'U'VIf1~~ f11~1J111~

1Lfl~1:::~Ln'ULu'UVI"mi1'U 1'Um~'VI1'U?ltlutJtl'UVI",:j 1~..
m.m.ma:: Lfl~eJ.:J1J111~1Lfl11:::~?l1lJ11~~1'UHemolysis 1~

QJ ~ !T Q ., " c:I ~m.1rJ f1ru~n~N::Lg'Vi1::"q~'U1EJ1~"a1~Vl2J L~V1f1ABO LL~:: Rh Ii) "q~ tl"a::nel'U Ltl~1EJ column 'VI'U"a"a'l'U1EJ1
II ., .8

fI"a'UCl1'U~.:J'U

m.to.m Anti-A murine (lgM)Monoclonal Antibody b~tl~11~Vl1V12J'1~~1J1ABO

m.l!:J. to Anti-B murine (lgM) Monoclonal Antibody L~tlIJ111~Vl1V1\J'1~~\ilABO

GTl.to.mAnti-D human (lgM)Monoclonal Antibody L~tl~11~'VI1V1\J'1~~\il Rh

m.l!:J.a:: ReverseDiluent ~1V1-r'U~n~ Reverse group

GTl.to.<fControl Column ~1V1-r'Uf11'UfllJ Blood group
'" "!T .. 'I '" .. ( )m.m f1ru~n~N::LQ'Vi1::"lIel~~~'U1EJ1~"a1~V1lJ L~V1~ ABO LL~:: Rh L'UL~mL"amn~ NEWBORN• • v

"""f1N?llJ'Ufi LQ'Vn::

m.m.m '!l~J1EJ1\il~1~VllJ'1~~\il ABO LL~:::Rh l'UL~mL1mn~ (NEWBORN)'!l~J1EJ1~\il11~ liVl"nmi,,, ,
Column Agglutination Technology

m.m.to '!l~J1EJ1\il11~VllJ'1~~\il ABO LL"~ Rh l'UL~mL~mn~ (NEWBORN)m '!l~ tl~:::f1tl'U1tl~1EJ column, " ,
oJ l;' II ",.,f
'VIm~~'U1EJ1fl1'Um'U ~.:J'U,

m.m.m Anti-A murine (lgM) Monoclonal Antibody L~tl\il11~Vl1V12J'1~~\il ABO

m.m.a:: Anti-B murine (lgM) Monoclonal Antibody L~eJ~11~Vl1V1\J'1"~\JlABO

m.m.<f Anti-A,B murine (lgM)Monoclonal Antibody L~tl~11~Vl1V1\J'1~~\il ABO

m.m.b Anti-D human (lgM) Monoclonal Antibody L~eJfI~1~Vl1V1\J'1~~\ilRh

m.m."" Control G11V1-rUf11'UFjlJBlood group

m.m.~ Rabbit Anti-lgG G11V1-rU~~1~Anti-Human Globulin

........!.0.\Y.~.~.0.~ \.~ .
('U1mn'ljlJP1fl~ L'!l1d'UYl1oQ"1l~) 3/6
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Q1.<J:' ~w~m1ru:aw~1::"lleJ~ Antigen typing in room temperature cassette

(;11.([.(9) 1il9l'S11iJ'VI1LLeJ'U~LliJ'U'U'UL~~1~~19lLL~.:J1'U~'U~1iJ1Fl
"

(;I1.([.l!? LL~'Un1{~"r'lmG'l~nij'VI~lJ'Vl~afl'ULL~'U,,:::1~,Jfltln"h '0 'VI~lJlJimL~'U, ,
(;11.([.(;11LL~'UCassette 'U'S'S~~1milt11~allJlim~.:JtJ~n~tI1'!Jfl.:JLLfl'U~'Ufl~"lIij~ IgM

(;11.([.([ aunsn 1iLL~'U Cassette ~1lJn'ULFl~fl.:Je)19l1'U~

Q1.<r flW~n'l1ru::Lw~1::"llfl.:J RH/K CASSETTE

(;I1.ct.(9) LtJ'U'Q~J1EJ1~1'V1-r'UIJI'S11iJ'VI'J1~~1JIAnti-C , Anti-E , Anti-small c , Anti- small e , Anti-K 1'U~

thtl~~.:J1Jl'S11iJ1~~1Jl 1~EJ1iLFl~mlJl'S11iJ1bFl'S1:::~e)1Jl1'U~

(;I1.ct.l!? 1i'VI~nn1'S Column Agglutination Test ~fl1t11'U'U1'S~ Glassbead 'VI~fl Gel

(;11.ct. (;11tJi:::nfl'U~1t1 '0 Columns ~fl (9) Cassette

(;I1.ct.([ 'U'S'S~J1t11Anti-C (lgM)

(;I1.ct.ct 'U'S1~J1EJ1Anti-E (lgM)

(;I1.ct.b 'U'S'S~J1EJ1Anti-small c (lgM)..
(;I1.ct.~ 'U11~111EJ1Anti-small e (lgM)

(;I1.ct.~ 'U1'S~Jlt11 Anti-K (lgM)

(;I1.ct.~ Control Column

(;I1.ct.(9)O allJlin'Vl~G'lfl'ULL~:::eh'U~~ 1~mFl~fl.:J1Jl111iJe)1JI1'U~
"" 0 4 0 3. I • r:;! l;'(;11.ct. (9)(9) lJ'S:::'U'Uel1'UBarcode L"r'lfl'U.:J"lIu'S:::L.n'VlLL~:::U1lJlru'U1t11

.., 'I'"
611.b L~tl'U~"lltl'U'1

... OJ 4 • ~••I ( )'" .1 t l;' 4 do!!:'1 .. ( "" OJ .d.!J'W1fllJIJl1bFl'Sfl.:Ja1'Smn, UPS "r'l'SfllJ~umruLL~:::'U1EJ1fl'U'l 'Vlb"ll~'Un111J1111iJ1LFl11:::'VILL~:::lJn1'S1iJ~'VI1LFl'Sfl.:J&11'Sfl.:J

1~Ufltln11 (9) 'Q~ 1'UmWLn~UqJ'VI1LL~:::LFl~fl.:J'VI~n1i.:J1'U1lJ1~
114 II II OJ .. ~ '1. II 1". _r;:! 1 II d 4(;I1.hl!? ~tI'U'!JmG'l'Ufll9lfl.:J1iJ~'U1n11~nG'lfl'Un11~"lI.:J1'ULL~:::'VIFl1u1m~1 ~tI~L"lIEJ1"l11qJ'!Jfl.:JLFl1fl.:JlJl1lJlJ11J11~1'U

n1i~nfl'U1lJ'Vll.:J~fl.:JtJ~lliinli

fll~"'qJqJl LL~:::iiLL~'lJn1'SU11.:J-rf)1!ntJ'S:::~1U

(;I1.b.([ ~~'IJ-Uma'Um):::LtJ'IJ~~~'VI11:::'U'U~.:JLtJ'lJ1tJ1LLmlJLIS(Laboratory Information System) ~1'V1-r'U
" ".. d~vIV d ~.I d OJ 'I 0 0 .. ~ II 0 OJ

.:Jl'IJ5'IJ1Fl11L~fl~ IJlllJ'Vl~~"lIlJlfl.:Jn1'Sfll.:JlJ~uiLLmlJ'VlG'l1lJ1imfl.:Ji'lJ,:jl'IJ~'lJG'l1'IJ1Jl1.:J'l'!Jfl.:J5'IJ1Fl1iL~fl~~~LLn.:Jl'IJi'U

'U~1iJ1Fll~i11Jl.:Jl'IJ~'lJLLtln~1'IJtJ1:::nfl'U1~i11Jl.:Jl'IJLI9l~tllJL~fl~LL":::~1'IJtJ'S:::neu L~tl~1~n'U ~th u "r'l~fllJ~.:JLtJ'IJ~-r'U~~" "
"lIfl'Ufh 1i~1t11 'lJn1'SL~fllJ~fln'Ui:::'U'Ua1'SG'l'IJL'VlP1'!Jfl'l~fl.:JtJ~~n1'SLL":::1:::'U'UG'l11G'l'IJL'VlP1'!Jfl.:J11.:J"r'ltl1'Ul~

114 II OJ .. 0 '1." I '1 .d 0 .. .Id • I .., 0
(;11.b.ct ~EJ'IJ'!JmG'l'IJflliJ:::'S'U~~"lIfl'UFl1~"lI1iJ1EJ~'lJn1iL"lItllJlJlfli:::'U'U LISLL~:::'VI1nlJn11Lu~EJ'lJLLu~.:J'S:::'U'UL"lIfllJlJlfl

"
1'lJel'IJ1FlIJl~~'IJ-UelLG'l'IJtliXel.:JLtJ'IJ~-r'U~~"lIeJ'U~11off~1EJ~.:J'VIlJ~

Q,I ~ ~ 114 1/ 0 d I 'J II "I II c::t, 0 I II

(;11.o.o 'VI".:J1iJ1nn1'SIJl~IJl.:J~EJ'U"llmG'l'IJfl1iJ:::'V11n1'S'Vl1'IJG'lfl'ULFl1fl.:J11~"lI.:J1'IJ~~1il1.:JLL":::'Vl1n11'Vl1'IJafl'UflEJ1.:J'lJfltl
"

tJ,,::: (9) Flf.:J 'VI~fl'Vln!'lf.:J~mi.:Jl'U~m'!Jfl, "
tl4 V 0 .., .. ~ ~ '" ~ Q,Jq1 V QJ V I

(;I1.b.~ ~tI'IJ"llma'IJfl 1il:::1Jl111ilG'lfl1"r'l~LL~'Uli.:Jim}1 Uporade Lmfl.:J1Jl111il1L!'lil:::'VIfl\Jl~'lJlJl'l'VI'Vl'IJalJtlflmalJfl
\J \.I,,::> "

o !'1."1 4 .1 to... dd IV ~ d
LL~:::"lffllJLL"lflJLLn~'!JuqJ'VI1'!Jfl.:JL!'l1fl.:JLL":::~ umru 1911.:J'l11lJn.:J1:::'U'Ual1a'IJ L'VlP1'VlLntl1'!Jfl.:JI9l"fl ~ '¬ ll1~&1qJqJllJll:JJ'Vl

lJllJli~1'IJn1'V1'Utl... ,

C:J..........................................................

aboutblank ('U1EJ'll1'IJ1'\j l.J~Fl~LL6'l'U)

.".".."..!.0.~.~0.~~.\:::,"".".".,.".""..".
('U1mmtlJ~f1~ L'1l11'UYl1-U'1l~) 4/6
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Q1.b.~ ~~'U.umG'ltJe) ~~-;j'1'l'VI11U'mm~FrJU~~~rumYUllEJ'UtJn (EQA)vtl~lJllJl'j~l'U'j~~UU'j~L'V1P1tJ~l'l'UtJEJ

(9) 1u'jbLm~~eJu lJ\"tJl'ltJ1~~t1!t1!l

.,j "!'I' .. !'IVII.,j1l w .. 1 I 1.1"'''Q1.b.~ 'VIlml'l'jtJ'IlJ\'j1~1LI'I'j1~'VI ~~G'll~1'j(llJ\'j1~1LI'I'j1~'VI ~I'l ~EJ'U'lJmG'l'UtJ~~'jU~I'l"lJtJu 'Um'jG'l'l1'l'j1~ uEJ'I'VItJ'I
'II

tlnlliim'j mEJ'UtJn 11'lEJ1:wfil'lfh 1i~lEJti'U'V11'11 Ht'lEJ1\J1"

~ ".,j I .... ~ ".,j" • l.,j 1~ 1I.. IQ1.b.(9)O 'VIln"'Ul'll'V1G'1'1~tJU'VIlmnl'lm'j"lJ1<;I'lLG1EJ'VI1EJ~EJ'U'lJmG'l'UtJ~~Lu,W'U 1'l~I'lEJ~1'I1'l~rlf11
''II 'II

tid II Q ~ d 1/ ~ Q 1'" ~ • 1" 1V QJ II ".CJQ1.b.(9)(9) ~~I'lI'lI'l'lLI'I'jtJ'I ~'jtJ~'V1'1G'115I'lm'j 'lJ-11'UVlntJ\J'j~bbrl~bb'U~'Ulm'j 'lJ'Il'U 'VInUL~l'V1'Ul'V1~'U

6'll~1'j(ltlnu1i-11'U 1~
114 1/ q 14 'r,1I ~ ._ ~ 14 0 IV c!l Q ~ ~I

Q1.b.(9)10 ~EJ'U'lJtJbG'l'UtJ~l'I~tJm'j ~'lJLI'I'jtJ'IlJ\'j1~1bl'l'j1~'VI bb"~I'I~tJm'jUl'5'1'jn~lLI'I'jtJ'II'l'j1~1 bl'l'jl~'VIbu'Um~l
'II 'II 'II;

1'V1EJbb"~m~le1,:m'l~bbn 0 m'U1'U~'1~tJu~'U~h

"411 ~Icv 0 I ':'1 :'111- QJ 0..::. 1 .,j.,Q1.b.(9)Q1 ~EJ'U'lJm6'l'UtJ bu'Um u 'V1'U~1'V1'U1EJtJEJ1'1bu'U'V11'1rrrn u'U~\J'j'VI1'j~l'lm'jbb"~l'llb uums 'Um'jEJ'U'!Jma'UtJ
d Q '1/ q II Q t

Q1.b.(9)cs::' bl'l'jtJ-1I'l'j1~1LI'I'j1~'VIl'ltJ'l~'j~UU (Backup) 'lJtJ~"'lJtJ-1m'jlJ\'j1~1bl'l'jl~'VI

1I.,j... 1......· .K.,j 1" ~ .. < .. 1Q1.b.(9)<t ~EJ'U'lJm6'l'UtJ l'l~m'jG'll'j1~~'U'V1bbrl::::bG'l'Umb~'U 'Um'jI'lI'lI'l'l'j::::UUI'l'j1~1bl'l'jl::::'VIbb"::::'j::::ummm'j~ 'U
.K .,j.,j. 'i'" '" .,j ... ~." I .,j .,j" 'i ".,j"
~'U'V1'V1m'VI'U1'l~I'lEJEJl'll'll~'VI"n LEANb~tJ~~'Ul Work Flow '!JtJ'l~ ~'lJ'll'UntJ'U'V1~~£.J'U'!JmG'l'UtJ~I'lEJ~EJ'U'!JmG'l'UtJ~::::

'II 'II

~tJ'IG'I,rUG'l11'Um'jtl-ruU''1-HtJ'Iu~lliim'jti'U11'11'jb~tJl'llJ\1~'VI'''nm'j'lJtJ.:j LEANconcept 1I'lEJiin1'ju-rutl'.:j~'U'vtl-H

1i'l1'U1~~~.:jmEJ'VI"''l~lnvi'1~qjqjl

114 II Q ~ cJ II 111 I d Q t 1" 1 '"Q1.b.(9)b ~EJ'U'lJm6'l'UtJ ~~lJ\I'lI'l'lLmtJ.:j~'U~'jtJ~ 'lJ'l1'U bb"~G'I-1~tJU'j~UUbmtJ.:jI'l'j1~1bl'l'jl~'VI I'lm£J 'U ~o 1'U

'VI"'.:jm'j".:j'Ul~ 1'U~t1!t1!1
1I.,j II :'1 "..... I 1" I ~ .,j.,j.,... • I ... I ~.. .,jQ1.b. (9)1ri ~ EJ'U'lJmG'l'UtJ~::::bu'Ue-J'jU~I'l"lJtJu I'll 'lJ~1 EJ'V1.:j'VI~I'l'V1tn EJ1'!JtJ.:jnu m'j use b~'Uu'j:::: bl'l'jtJ.:jtJl'j1~
'II 'II

ibl'l'jl~~ (Method Validation)
'"

Q1.b.(9)~ ~~'U-rrma'UtJ ~~-;j'1'l1-Hiim'ju~m'j'VI"'.:j~lnm'j~I'l~'1'j~UUbb~1LI'l£.Jii Call Center

\vcs::' i11~.:j bbG'l~ii'lll'l~'lll'Ulfllm'j~~l'UtJ\J'j~~ln~~~l'llI'lEJtJl'j-1 bb,,::::mru\J v~ \I ,

'j~uum'jI'l'j1~ibl'l'jl~~LiiI'l1'l11lJ-Ul'l-rrtJ.:j~~1'U'VI~.:j~1'U 11'l'!JtJ'l'j~uu 1I'lEJ~0otl.:jl'U 1lJG'll~1'jmbtil 'lJ1~ ~~'U-rrtJ LG'I'UtJ

~tJ'IL-rrl~lvi'lm'jLLtil'lJ Ll'lm~1mEJ1 'U (9)10 i11~'l

",..,j '" 1I. I'" ...... " "1 II oJ ..,j" .. ~"'i •Q1.b.(9)~ £J'U1'l~'VI~'j.:j'rl£.J1\J1"" 'V11n1'j

EJm~nm'j1off'j~uu 1~ LI'lEJ1:wiiL~tJ'U1'!J 'U 1rl1'U 'VI~tJl'll~~h.:j'rlEJ1\J1""biJ'U~nl'V1'U1'l bb"~~
'II 'II

d " :'1 lit.' Q ~

EJ'U'!JmG'l'UtJ~~ bu'U~'ju~l'l"lJtJU'rN'VI~1'l

Q1.b.l!lo 'VIlm~'VIil.:j~l bil'Um'j ~~'U-rrmG'l'UtJ1:WG'll~1'jtl~1 Lil'Um'j 1~lJ\1lJ~nl'V1'U1'l 1'j.:j'rlEJ1\J1""G'll~1'j(l~~
'II

(;)lLil'Um'jlJ\1~'j::::LijEJu~.:jil ~m~tJ'U L~EJmnufhtl-ru LL"::::EJm~n~qjqj1ti'u~~'U-rrmG'l'UtJ1~
lid II .J ~ QJ d ) ~ cv ; aid

Q1.b.I!l(9) ~EJ'U'!JmG'l'UtJ~~LG'I'UmlI'11'V1I'1'jtJUI'I"~'j11'11'U1EJ1 61 (Accessory 'j1~'V1.:j1G'1I'l,,'Ubu"tJ.:j
'U "" I ..

tJ.4 1/ q" I d dI 1II Q I 0::;1 1~1Q1.b.l!l\v ~EJ'U'lJmG'l'UtJ 'VI\J'jfl1'j L'lJ'Ul..Jnl'j11.:j'j::::UUbb":::: 'lJ~'U 'j.:j
'II '"

'rIEJ1Ul"'lJ'UlI'l1lJoUtJEJnil h'l'rlEJ1Ulm~1'r1'j~EJ1tJ.ti'EJmuP1'j ~lLiJ'U'j~EJ~mn 1lJoUtJEJnil Q1 tJ ~lnn11 <t 1'j'l
'II

~EJ1Ul"

Q1.b.\vrn ~~'UoffmG'l'UtJ ~::::~tJ'IG'I,rUG'I'U'U.:jl'Uu'j::::"lJ~i"lJln1'j (9) 1'I~.:j
'II .,

'2 ...............Q! . !~\J~j0( Iv....................,.....................................................
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"cr. 15n1'a,th'a::fh~,j1Vf~il2J,hv1

I'i1 b'lh bi'l~f).:)1Jl'~'J~'VI1G111:g'Jbflffi 'Ub~f) ~ uae 6111~~'VI~.:)eiIJlL'U~ bb~::n1'~~ ~'VI1J1 tJ11Jl'n~1 bi'l'n::\1'V11G111:g'Jbi'l~

• iJa .. 'i" ..F- .J,'ll11:: b 'U11 tJb(;lf)'Ub(;luI"l(;ItJf)(;I'lI1'i:: ~1 mmn t1J11 tJ.:)1'Un11V1(;I'G'If)UV1'G'1lJU1t1J
'U

b. 'VIamnN"''Un1'avh:I1'an.l1fl''L~i)n,jeml'Ui)

'i II OJ 1" OJ , • I ,d 1 .. II d" rb'i':)YW1\J1~ b~1'W'i::CJ1an wJ bUI"l'i 'lI'VI~nbnN'fI'a1F11 u'a:mf)UbnN'fIf)'U 'Um'i'W~11ru1~'lI'U::m'iEJ'U'lJm'G'l'IJf) b~EJ

.. 1" ..'1" '" ~ ""Jo 114 II 1/ 111 " tI oCII~::'W~1'iru1 'VIi'l::bb'U'lJ1Jl1lJu~~EJ'VI~mb~::'U1'V1'IJnV1m'VI'U~ bb~::~EJ'U'lJmG1'IJf)~::lJli).:) ~i'l::bb'U'U'lJmG1'Uf)~1'IJbV1i'l'Ui'l
'U

'VI~f)~f)b'G'l'Uf)~'IJ~1'U tn ru,j~'U~ 1m 1.:)'WCJ1U1~ b~1'W1:: tJ1f)Jl tJJl bUP11r11'V1'U~ IJl1lJ1Jl111':)u'UUVI1EJ~1':)11EJ~::b~EJ~
'U
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Performance scoring calculation for scoring (60%'!Jil~OTIVlv1'jnl1) 100.0%

5.0%

~11'11 30%

2 70%

ih~1.J1.Jfl1~m1";)"il1Jf'JWIl1"Vl'iJil~LLe.iUVl~"il1JVJOfl1~ritlU01~t-H~lU(Pre-check)1~I'JH~~1J1J01~ci1I'Jm"VlImagingSystem i~~1UVl1jlU.<1~"'~~'iJtl~'ll~

Vl~<ltl1JU.<1~"1lJ1~mll'J~1U(Alert)llXeJloij~1uVl~11Jl.I.<1~LLI'JO'll~Vl~<ltl1.J~"Vl1JfI'lllJij~tJn9iriilu01~H~1UtltlO";)1001"m~"tl1JL~tl1jtl~nUfI'l1lJij~"Vlm~'iJtl~

~<1fl1~Vl~"tl1J~tl1";)Lii~~ul~

2.1 fl1~91"l1";)"tl1JLLe.iuVI~<ltl1Jritlu,111tJ1i~1U
ii = 10 f'l~LLUU

hiii = 0 f'l~LLUU

10.0%

2.2 CarryOver
ii = 10 f'l~LLUU

biii = 0 f'l~LLUU

10.0%

2.3 01~81U~<101~Vl~.,tl1J

ii = 5 f'l~LLUU

biii = 0 f'l::LLUU

5.0%

2.4 a1u"lh~Oil1J'iJil~J1E11

jj = 5 f'l~LLUU

biii = 0 f'l~LLUU

5.0%

2.5 fl1~~~1";).,tl1J01~m1'i1'iLm1~'"(QualitySystem)

ii = 5 f'l~LLUU

biii = 0 f'l::LLUU

5.0%

~~1.J1JlXtl~tJ~lliifl1"l~1Ui)U1f'l1"'1<1{;1~(i~~~1J1.J~L<lUil)~il~LtJ1J"'~1J1.JiiLf'l1'J1mU1~~"Vl1'J11J1<1'iJU1flbiUil!JO",j,500L~IJ~"'~ilh~L~I'JULL"VlVlciviulL~tliiil ",~tl

~uci1J~fl1~l<1{;191u.a~9i~~~H~1U";)~~hiUtlIJ01110 u.~~tJ1Jii~1U~UL<lUil~lf'11
2.6 Referance site

ii = 5 f'l~LLUU

biii = 0 f'I~LLUU

4 ~~'lJ1J01"l"'"l1'i11LfI"l1::\l(Analytical System: Fully Automate for Blood BankAnalysis)

5.0%

3.1 L1mmiilunT'j~U

ii = 5 f'I~LLUU

hiii = 0 f'I~LLUU

Lf'I~tl~'iLf'I~1~\l~il~"1lJl~mil~11J01~.r~~1ULL<1::1a~~a~91"l1'i1tl~1~.JtlL~tl~1~IJ~VJm~1J1J'iJtl~Lfl~tl~'iLfl~1M~Vh~1U8"~~LL!Jonu"Vl1tllJii~fYfY1~O"'ul

LL<I~~.,mu~Lfl~a~"Vl~illJli~1ul~IJ<lllJ1"l(1lJmLiiul~";)1m~lJ~loa
4.1 ~~1J1Jfl1"l~~L91~lJlJ~~a~m1";)LLa~~1JLi1

ii = 5 fl::LLUU

hiii = 0 I'I~LLUU

5.0%

<>:
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4.2 Analytical System LLa~l'Jw.rn~ru~n1''jt.,j'~l1.J'lJv~Lt)~v~(;I·n'iJ VI.rnm~m~(;I~1'iJ'iLt)~1~1.1m~"Y1(;1av\J'I1n'IJU~allJl~(le11~ii~ii~1Jl(;1~!11.J~LtJ\J~UV1Ji"UL~viivt1.J~::~\JalnaVl~v~::~\J\Jl1.Jl'IJ1~L'li1.JVI.rnm~ Column
'iLt)~l~1.1ti'(;Il1.J1Wi A~~lutination Technotogy Assay I'Jru.rn~ru::m~t"Ii'~1\JLtJ1.JLt)~v~m1'iJ'iLt)~1::1.1ti'(;Il1.J1WiLL\J\JRandom and continuous loading ih::\J\Jm1'iJavU~~
ii = 5 t)~LL1.J1.J a~(;I"i1'iJLL~1.J"Y1~avuriv1.JH~l1.Jal1Jl~(l m1'iJ'iLt)~1::Vl1~~~LI.\J\JSTAT,RoutineLl.a:: Profile l~t)~v\Jt)~1J~l\Jti1.Jlt)l~Liiv~ 1~ul~~"m~"Y1~av\JL~1Vi'1~ 5.0%
'Wii = 0 t)::Ll.1.J1.J (TAT) Ll.a::m\JI'J1Jl'Jruil1~m~(;I~1'iJ'iLt)~1::1.1

4.3 Post Analytical System ~::\J\JLLUnLl.~1.Jm~"Y1~av\JLLa::u\JVin~~a~(;I~1'iJ~"m~(;I~1'iJ LLa::n1~LLtla~a LVivn1~(;I~1'iJav\Jtl5ii~Ul(mru~i~L'iJ1.J) Ll.a::iITtI~LLn"j1J'li1ut\Jnl~Vll
ii = 5 fl::LL1.J1.J Ll.v1.J9i\Jv~i<;hL~1::11.JLiill~~tl1u 5.0%
'Wii = 0 fl~Ll.1.J1.J

4.4 ~"m"jtl"i::Lii1.JtI"j~~"Y1ilil1~'lJ1l~Lfl~1l~(;I"j1'iJ'iLfl~1::1.1L1.a:: iiLllnal"iLLa,,~uam"jtl~::Lii1.JtI"j::~"Y1ilS11~'lJ1l~Lfl~1l~(;I~1'iJ'iLfl~1::1.1L1.a::t)ruil1~'lJ1l~J1Ul(;1"j1'iJ'iLt)"jl::1.1~al1Jl~(l(;l"j1'iJ~\JLl.ll1.J~\J1l~'lJ1l~VlliLiiv~~ii. .
1'JruS11"''lJ1l~J1U1(;1~1'iJ1Lt)''i1::1.1 m11Ja1~'l!"Y11~t)§un (Antibody Screening) 'iJ1nVlu1u~11.J1li1l1t1;j

-ii 1~ 5 t)::Ll.1.J1.J ~1.J!l\J~m"j1a~(;ILI."'~'lJ1~.1~~~U1\J1a1JVl1'i"Y1U1.rU,1~~L~u\JLI.~"Y1!l'IJ1l~t)ru::LL~"Y1ut'11a(;li,1~~~Ul\J1"~1.J!l'IJ1.J1,,'W,j'JUn11500 L~U~
-'Wii l~0 fl::Ll.1.J1.J LVi1l1~ri'1.Jt'iJ11Lfl~1l~(;I~1'iJ1Lt)"j1~1.1L1.a::J1u1m1'iJ'iLt)~1::1.1al1J1~(l(;l~1'iJ~\JLLll1.J~\Jllfi'IJv~VI~Liiv~~iim11Ja1~'l!"Y11~t)§Un11.Jn1~"Y1~"v\Jriv1.Jm~i"\JLiiv~ 5.0%

'lJv~~tJ1U ( Pre Transfusion Testing) LL""~Lvna1"jVll\JVI.r~Vv1.JVI.r~'WLii1.J3 i)

5 n1~;nlTMi~nl'~lV

5.1 iim"i~~~1"j::\J\J LEAN 1~ti'\J~v~tl5U9im~ \J~';"Y1,iiVi1J~~~1~::\J\J LEAN LL,,::iiLLU1.J~11.Jn1"jvhLEAN ;~~11.Jn1"jU1LC11.JvLl.U1.J'~m~1V1,jlvi~v~tl5U9im~h~"'Ul\JlaL~h~"j::U1vJ1UJJL\JmLLa1 LViv
ii = 10 fl::LL1.J1.J l1flJ1.Jl~l1.Jl\Jv1.Jlfl"~~v1J~~ii Model ~1.JLL\J\J~~1~::\J\J;jalL~'iJLLa1 10.0%
'Wii = Ofl::LL1.J1.J

5.2 m"iau\Ja'll\Jivl;!"'i'IJ1n1"iLLa::~1.J1 t~ti'\Jh~"'Ul\Jl"LLa:: nl~a~lliv;;v1JaLii~l1flJ1.Jl~11.J~LL"~tJ1ULL"::~\J~'iJ1t)la~,,~~Lii~t)111J~LLa::tI"j::"\Jm"jru ~11Jii~nl"i~LL""i::\J\Jm"i~1~11.J~1~1\JLii~vi'iJ::l1flJ1.Jl~vLrtv~
" """ " "

'ljflalm
ii = 5 fl::LL1.J1.J 5.0%

'Wii = 0 fl::LL\J1.J

5.3 lt1"jLLmlJa11.J1Ufl11lJ"::~1nt~ti'\JL~lV1,jlvi ii lt1"iLLmlJVI~vApplication vi'li1ut1.Jm"iLL~~"llJ VI~v~~"llJ m"jl~\J~m"i'IJv~\J~';"Y1' ~~"Y11~~11.JU§"J1ru"LLa::Lfl~v~ti'"l1.J1WiL~v'li1ul~m"i\J~m"i
ii = 5 fl::LL1.J1.J 'lJv~~v~tl5U9im"il~vcil~llivLrtv~ 5.0%
'Wii = 0 fl::LL1.J1.J

5.4 "i::\J\Jm"i~~m~ ~~~m"j~v~tl5U9im"iVl~v~iiVl,jlvii"\J~~'lJv\J"1lJl~m-Ul~ua VI~vm"i~1~11.J'lJv~Lfl~v~I~'iJlm::\J\Jt)vlJ~1L\I1vi~::u::lna LVivL~lJtI~~1i"Y1ilil1."t1.Jm~. . .
ii = 5 fl::LL1.J1.J ~\J~m"i 5.0%
'Wii = 0 fl::LL\J1.J

5.5 ~::\J\J Remote ~::U::In" \J~';"Y1ii9i~~~~::\J\JL~lllJllivL-Ulti'\JLfl~v~ti'(;Il1.J1iii;~i1"i::\J\J'iJ::'li1U~""llJtI"i::~"Y1ilil1."m"i~1~1\J'lJv~Lfl~v~' LL,,::ti~allJl"i(lvi 'iJ::1Lt)~1::1.1tl'l!Vllvi1l1'iJ
ii = 5 t)::LL1.J1.J Lii~~1.Jl~LtJ1.Jm"ici1~VI,jl;i~'iJ::'li1Ul~"llJl~(lt;;~11.JLfl~1l~' l~llcil~"il\J~\JlJln~~t11.J iin~~V~"llJl"j(l,:!"ii;jm~vh~11.Jtiv1.JVI.r~I~~1U 5.0%
'Wii = 0 fl::LL1.J1.J

5.6 iiuam~"Y1~av\J EQA ~::~\J1.Jl\Jl'IJlii iiuam~"Y1~all\J EQA ~::~\J1.Jl1.Jl'IJ1~vi~lm'j"Y1f1"v\Jlf1mfl~1l~iWil\JlJ9iv~"l1.J~::~\JfiVv1.JVI.r~1 i)
-ii 1~ 5 t)::LL1.J\J 5.0%
-'Wii 1~0 fl::LL1.J1.J

.
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