
,~ tT
"a1.:1':i1Vfl::LilVtl'Uil'UL'U\J!'Uil.:l.:l1'U'VI·hfl':i.:lmCS(Terms of Reference: TOR)

L"tI1LfI~ij.:l1LfI"a1::~1er\J!1'U~~....~mJ~~J1V1(;1"a1~~~n':iil.:Jm':i~~L~ij lfl~(;1'U'i~1f1 ~1V1ii Nucleic Acid

Amplification Testing (NAT) LL'U'U"a1m~V1(Individual NAT-ID NAT) ~1'U1'U COlct',OOO Test

1':i.:l....v1'U1flL..ij'1....':i::U1il.nV.fJL'Ufl':i~.:I",1~tl':i1~'U'4~

" ..I ... T
COl. "Uij~flLnV1n'U~fI"a.:Jm':i

COl.COl~ij LfI':i.:Jm':i

'lb:::m~"jlFl1 b'Illbfl~'¬ ll'lI'l"j"J"iJ1bfl"jl:::l1eJl'll 'lJmi'Y'l~mJ'1J~JltJ1I'l"jl"iJR~ m'¬ ll·ml"j~~ b~'¬ IIl~~I'l'U~"iJlfl~l (J1'5,
Nucleic Acid Amplification Testing (NAT)bb'Umlm~Vl (Individual NAT-IDNAT)~l'lJl'lJ <9lct,OOOTest

~lVl'5'lh:::fl1~"jlfll~b~nVl"j'¬ lliln~ (e-biddlng)

COl.1£J fl1111LtJU1I1

1"j·mtJl'Ulm..ijl'Y'l"j:::vl€lnVm 'U1'1"jijn1"j-r'U'U~"iJlfll~~1'1 L~mjl1~~1JlG11""'~'U LIJl~tJ1I1~n1~-rm;l~u"J CJ~ ~
l~vl~~IJl'U~"iJlfl~'¬ ll'lij n1~IJl~T'lmll1tl~€l~n V hlij L~'¬ ll~~~~'¬ llVll'lm"j1~L~'¬ ll~L~eJ~~ LIJl~v1I1~'VInt-J~I'lJi'w.,jijfl1111,

COl.GIl 1~qtl':i::~'1.:1~

<9l.m.<9l ~'¬ ll'lnl'~L'1ilbfl~'¬ ll'llLfl"jl:::l1eJI'11'lJlJ~'Y'l~'¬ llll~~""'l'1J~Jl tI1l'1~"J"iJR~m'¬ ll'ln1~~~ L~'¬ lll~~I'1'U~"iJlfl~ltJ,
15 Nucleic Acid Amplification Testing (NAT)LL'U'U'Slm~tJ"J (Individual NAT-IDNAT)~l'lJl'lJ <9l ~~

<9l.GIl.1v 1otll'1"jl"iJR~m€l'ln1~&i~b~eJ HIVlHCV/HBV1'lJ1G9~IJl'U'i"iJll'l~ltJ15 Nucleic Acid Amplification

Testing (NAT)LL'Umlm~tJ"J (Individual NAT-IDNAT)

... tl ... "'1"'" ...COl.<£' 1.:JL.:IU.:I'U"a::1I1ru/1.:1L.:IU'VI~"a'U~~~':i':i

L~'lJU1~'lhmtJ1'U1G9 tl"j:::~lt1 IvcttlgJ) ~1'lJ"J'lJ gJ),~oo,ooo.oo 'Ul'Vl (b~~~l'lJLLU~bL?I'lJ'Ul'Vlt;)"J'lJ),
Q,lQ 1/4 II

I£J. f!N~lI'UIJl'!Jij.:J~vu"Um~Uil

'lh:::mI'1Lt-JmL'Y'l~1u"j:::'U'ULI'l~'¬ ll'lhv?ll'S?lUL'VlI'1'll'¬ ll'lmllUqj'ilnG91'l

1
' ~I ..I .. 1~ ... ~ .. 1I.f 1" 1/'" .. 1" ~I 1I.f , OJI!>.ct lILu'lJ'4I'lI'lG9'11'l~m:::'4,!!eJ 1 bU'Uqj'l!~ltJ,!!eJ~Wl'll'lJLLG9::: ~LLIiI'lbltJ'lJ,!!eJ....,Lu'U~'Vl'l'll'lJ'(JeJ'l""''lJltJ'll'lJ'(J'¬ ll'l~~

1'lJ~:::'U'ULfl~'¬ ll~ltJ?ll"j?l'lJb'Vl1'1'(J'¬ II'lmlluf1I'ilnm'l ~'l~ll1~'lil~' Iflfl~~~~'l'll'lJ LtJ'lJ~'lJ~"J'lJ~~~m"j m"jllm"j~~~m~v~ .., 'U , 'U \J

~'U~""'1'S ~ijeh'lJlIi11 'lJn1"j~lb il'lJ·n'lJ 1'lJnlilm"j'(J'¬ II'lil~'UflflG9,r'lJ~ltJ~ ~ ,
"" OJ~ 1 ICII Q.I "",J "l IV JI " 1/ Clt. Q.II!>.tl lI~W?lll'UlJl LLG9::;1I11G9m;w::;I'1'¬ ll'l....,,1I1'1111'Vlflw::;m~1Irrnu btJ'Ulvm~IiI~'1I'¬ II1iI~1iI1'lLLG9:::m"j'U~....,l~'Y'l?l~Jl11'l

-r~nl""''lJ~ 1'lJ~l'1Jfilillill'lJb 'Umn~ ,
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1_ 1 I ~I "'.. tl 'i ( I IV IV II.. II d .J ... d IV L '" I 'i IV IV
IV.~ ~b u'U~~c.Jn 'S~ b~'Il'U'S1~fl'Un'U~~'U'lJmG'1'Um1~B'U'V1b'lJ1~'U'lJmG'1'UB nun b~-:t'V'm1'U1&Will'V'fj~tJ1BiW

JJ b'U1"l'Sru 1'Utl~~ml"ltl'S~mV1~lFl1~ b~n'V1'SBijn~'VI~B hJ bU'U~n'S~'Vhm'Se)'UL U'Um'S'lJV1'lJ11.:Jm'SLL~.:J'IJ'U~1Fl1B~1.:J
\J

~ 1 .....:
LiJ'Ui5'S'S~ 'Um'SLG'1'UB'SlFl1Fl-r~'U

lv.~ hlL u'Um~-r'U LBn~'V1~'VI~Bm1~R~n'U ~~m\ltlflLG'1i5hlEJB~~'U1"l1n 1 'V1tJbl'ULL~-r\)'U1n'lJ B~~~'U.vmG'1'UB l~ii
\J 1:"J ...."

I"hi~G'1n~LBn~'V1~bbn~m1~R~n'Ub-d'Ul1,r'U,
lid II dd II L tl CIt. I II II c;I IV~ 0.1 3

l!J.GlO c.JEJ'U'lJmG'1'UB'V1EJ'U'lJmG'1'UB'U'S LL'U'U'lJB~"n\lm'S~1~Fl1" I'lB~~FlruG'1~'UI'lV1~'U
\J \J •

~ I lI.Jd II II II I II II.. O.ICIt. 1/ .. '1 c:l 0 1!:'l
n\lm'S'S1~Fl1'V1~'U'lJmG1'UB ~ L'lJ1'S1~Fl1'Vlm1~\I~IJIB~~~ruG'1~'UlJlm'Um'UlJl1~ L~B'Ub'lJ'V1m'VI'UV11 b'U

LBnG'11'SL~ f\!'Il1'U Ll'U LLlJIl'Un'S run \Im'S~1~R1~ii.v BlJlfln~'S~'VI11~~ L.v1~1~R1 r11'V1'UV1L~~ L'lJ1~1~ R1'S1 ~LV1'Sl~'VI~~
\J \J

LtJ'U~L-rr1~1~R1'V1'" fl n\l fl1'S~1~R1,r'UG'11~1'SClL~c.Jn~1'U'lJB~~ L-rr1~1~R1'V1"'m1m~ tJ1 Lu'UnBG'1~1~'lJB~n\lfl1'S~"mR1~
" "d ...

tJ'U'lJmG'1'UB

n'S ruii'IJB(Jl nn~1~'VI11~ ~ L-rr1~1~R1 r11'V1'UV1L~~ L-rr1~1~R111 uLV1'S1EJ'VI~.:JLtJ'U~ L'lJ1~1~R1'V1'" n 'lJB(Jlnn~ ~~
" " "

n~11'v~I'i'B~iifl1'Sr1l'Vf'UV1?(V1~1'U'VI-U1~ LLn~m1~-r'U~V1'llB'U 1'Utl~mru~1'U ~~'lJB~ 'VI~m.!nfl11;n~?(qjf\!1 mnnl1~
II I II d

L'lJ111~Fl1'S1~B'U'V1m1~,
tid" II q,J,q II II II L " .K 0.1 II 0.1 II ~ d Q ~

lv.mm c.J~'U'lJBLG'1'UB(JlB.:Jn.:J'V1~L'U~'U'V1~'lJB~nCln(JlB.:Jfl'S'Um'U'U'S:::'U'U\lV1'llB\lV1\11.:JmFl'S\)m~BLnn'V1'SB'UnG'1
\f \I \I ....

(Electronic Government Procurement: e-GP) 'lJB~m~Uf\!:gnm~

6Tl.m.lv '1lV1J1~1(Jl'S1\1i9V1mB~m1~V1L~B1ni11J1'U~\l1Fl~1~15 Nucleic Acid Amplification Testing (NAT)

LL'Um1m~~1 (Individual NAT-IDNAT)
III .:- 1.1 '" !:m.1rI flWrtfl1eJW::'VI1 uLLrt::flWrtfl1eJW::LilVi1::'tIi).:t'tlfl1J1V1, , .

'" .:-1.1 !:m.IrI.1i> flWrtfl1eJW::'V11 u'tli)~'tIfl1J1V1, ,
6Tl.lv.m.m LU'U'1lV11'l'S1\1G'l1L~"il~tlLL'U'U~~B~1-rr~1'UhlI'i'B~b(Jl~CJwim.J1i~1'U (Ready to use) LYiBnV1

1Bfl1G'1fl1'Stl'UL~B'ULL":::G'11~1'Smii'U-rm~1~Bru.f1ii lv-~ c. "
6Tl.lv.m.lv 'llV1J1m1~-r'UL'U-r'U'SB-:t~1(Jl'S\)1'U"il1fl USFDA 'VI~B CEMark LL"~~1'Um'S\lV1'V1:::LU~'U1V1~. ~

~1,:r n~1'UFl ru~ m1~fl1'Sm'VI1'SLL"~~1'll~Ntl'S~ L'V11"l1'V1~(B~.)

6Tl.lv.m.6Tl '1lV1J1tJ1~l'Ufl11tl1~bii'U~rum~\l1fln'S~1'VlmI"l1G'1(Jl1n1'SLL~'V1~

6Tl.I!l.m.oc 0~L-d1 LtJ1J~1 LL'V1'U~1'V11.l1EJ1~tJI'l1~\l1n~c.J~1J11~tJii'VI"'fl~1'Ufl1'S LL~~~.:jLtJ'U~1bb 'Vl'U~1'V11.l1tJ

d tl ..~1bb"'V1~b~B 'S~nB'Ufl1'S~\l1'Sru1

6Tl.lv.m.<t" J1m~~~iim~m'S1~~1'Ul11-UBtJnl1 ~o 1'U ,r'U"il1n1'U~~~B'U,
m.IrI.1rI flruafl1eJru::LilVi1::'tIt!.:t"lflJ1E111Jl'a1\115 Nucleic Acid Amplification Testing (NAT) LL\J'U'a1E1

L~E11 (Individual NAT-ID NAT)
~ V I Q c:I d '" 'i Q,lQ,c::J Q ~ Q Jf lt1 t Q 16Tl.I!l.I!l.m c.Jb'VIb'll1EJ'Um1~bmB~1Jl11"ilB(Jl b'U~(Jl'V1G'11m'St11J1'S1"il1LFl11~'VIfl1'Sl'lflb'llB~'Vl~ 6Tl 'Il'U~ 'U'S~'U'U
"

L~tJ11~mtJ'Ubfl~B~~iiB1tJl11bn'U <t";j•
6Tl.l!:>.I!l.1!l '1l~J1mG'11~11t11~(Jl11"iln'U~1B~1~ plasma 'lJ€J~~'U~"il1Fl1ni1IJ1'V1~B~'U~\l1Fl€J1EJ1~ .jf~

Q.I I II Q ,JlQlq.q .., I II Q .:J CIiI ~Q II

(Jl1€Jm~1'l11"il"il1fl~'U'S"il1fl'Vl~'Il11J1 (Living donor specimen) bb":::\J11BtJ1~1'l'S1\1\11n~'U'S"il1fl'V1bG'1EJ'Il1I'lbLm

(cadaveric blood sample)

fcz---......................................................... ...................~ .. . ..

about:blank ('U1CJ'111'U1f1j lNFl~LLG'1'U)
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d Ii' d..l .., .. ..
Q'l.l!>.l!>.Q'lLiJ'lJ'lJ1~J1ri1L·r"~tJ·m'12J1·Hll'l~1~1~L'!I.:)~ruil1'Y'l L'Y'leJl11HIV-a>RNNHIV-I!7RNNHCV RNA

LLG1~HBV DNA 1~EJi5 NAT LLUUI'i'1tJ~1':)L~EJ1 (10 NAT) lIii'1'l12J2J1m~1'lJ"'1nG1...

t:l:;' "'CIllo v"Q'l.I!7.l!>.1fLiJ'lJ'lJ1EJ11'l~1~1~L'!I.:)~ruil1'Y'l1~EJ1'!1l1"nm~ Polymerase chain reaction (Real Time

) " .. "" "',. ."r'!!PCR ~1mfl~eJ':)2JeJl'l~"l~ LLUUeJl'l ~'lJ;J.J1'l
II

Q'l.l!>.l!>.b 'q~U1EJ1eJV1.:)umJlii'tJ.:)tJ~:mtluIii'1EJ

Q'l.l!>.l!>.b.a> J1EJ1ri1l1-rU"'ti'~"'1~~'lJqm~2J'1ltJ':) HIVlHCV IHBV

Ii' ~"~ '" '"Q'l.l!>.l!>.b.l!> 'lJ1EJ1L'Y'l2Ju~2J1ru"'1~'Y'l'lJqm~2JLL"~\Jl~1~l11"'1~'Y'l'lJqm~2J'1ltl.:) HIVIHCV IHBV

Q'l.l!>.l!>.b.Q'lJ1EJ1f11U~2Jn1~V1~"'tJU (negative control, positive control) l1~tJ

calibrator
Ii' .. ..1.:'1 I • •Q'l.l!>.l!>.b.<t'lJ1t11tl'lJ~ V1~1Lu'lJ L'1.l'lJwashing solution

Q'l.l!>.I!7.b.1fJ1t11~tJ.:)ijFl112Jb (analytical sensitivity) 1~tlm~VWI"'tlULLUU individual

Q'l.l!>.l!J.b.<t.a>HIV-a>group M ii limit of detection (LoD) l!>1f.1riIUlmL
:'1 I II ..I '" ..(.:, ~ III I
Lu'lJtJEJ1':)'lJtJEJVI~~~UFl112JL'1.ltJ2J'lJurunurm cilf% confidence intervals

Q'l.l!>.l!>.b.If.l!>HIV-a>group 0 ii limit of detection (LoD) ~.l!> copies/mL
~I I II .,J fLI ~ ~ ~ I 1/ t
Lu'lJtlCJ1':)'lJtltlm~~UFl112JL'!Itl2J'lJ urusurm cilf% confidence intervals

Q'l.l!>.l!>.b.If.Q'lHIV-l!> ii Limit of Detection (LoD) <t.o IU/mL LU'lJtJV1.:)Utltl

~~~~UFl112JL~mt'lJhJueJtln11 cilf% confidence intervals

Q'l.l!>.l!J.b.If.<tHBV ii Limit of Detection (LoD) (j).<t IU/mL LU'lJtJV1.:)UtlEJ
d QI" 4~'1111 I

V1~~~U~~~UFl112JL'1.ltl2J'lJ urusurm cilf% confidence intervals

Q'l.l!>.l!>.b.If.1fHCV ii Limit of Detection (LoD) Iri IU/mL LU'lJtl~1':)Utltl ~

~~~U~~~UFl112JL~eJ~'lJhJutltln11 cilf% confidence intervals
., ... '1~.r

m.m f!w"n't!tw::LLil::L~il1J L'U'U1J'W1J!11J

Q'l.Q'l.(j)U~,;''VleJl ~L"!h~'lJ~L U'lJ~~~l11'Y'l~tJ2J~':)~~~':)LFl~tl.:)er\Jl1 'lJml LLG1~~~UU~1':)~ tJ~~ntlu\P)"lEJ~~UUVtlEJ

., I ~"I~~':)\JltJnru

.. «(. )"1 "" .. (Q'l.Q'l.(j).a>~~UU\Jl~"l~"lLFl~1~l1 Analytical System u~~ntlUmmFl~tl':)\Jl~1~1LFl~1~l1 NAT
•• ~III I .. ..1:'1 tTesting ~1'lJ1'lJb2J'lJeJtln11 a>LFl~eJ':)'1J':)Lu'lJ~~UU Fully Automate 'Vl':)~~UU

Q'l.Q'l.(j).l!>~~UU"'1~"'1JL'VlP1'Vl1.:)~tl.:)tJn~m~ (LIS: Laboratory information System)

LU'lJ1tJ~LLm2J~~UUU~l11~':)1'U"'1~"''UL 'VlP1'Vl1.:)~tl.:)tJ~~m~ri1'V1-ru':)1'Ufi'~mtJ.:)m~~~L~eJ'1ltl.:) 1"~\JlU~~1Fl 1~ tlii

m~L~tl2J~tJfi'U~~UU"'1~"''UL'VlP1':)1'Uti'U1Fl1~L~tJ~ (Blood Bank Information System)

Q'l.Q'l.l!>~~LFl~tJ.:)iitl1\p)-rum~-rU1tl':)2J1\Jl~~1'lJ"'1nG1 L'IJ'UUS FDA l1~eJ CE Mark 1~EJ~~~l1Lil'Un1~~~~':)~~

LFl~tl':)I'l~1~1LFl~1~~ (Analytical System) LL"~~~UU LIS 1~LL~1L"'~"iJil1t11'U cio 1'Ul1~.:)vi'1~qJqJ1 LLi;u~1'lJ~1'U'1ltl.:)

LFl~tl':)LI'l1CJ2J~':)~':)1'l~1~(Pre-post analytic) ~~~~~.:)1~LL~"lL"'~~il1t11'U (j)~O 1'U l1~.:)'Vi1~qJqJ1LL"~U~,;''VleJl~L"!h

.. ":'1 "'" .. 1 "I'" "I ..I .. '" " I (.. "" t '" ItI'U~Lu'U~~U~~'1.ltlU 'Un11"u~uu~.:)"'m'U'VlL 'Y'lmtl':)~U'H~UU~ UmruLFl~tl':)2Jtl ~12J'Vl':)~~UU"''UU''''4'U L'!I'U~~uu

1'I'lVhG'i'1~tl.:)(U PS) LL,,~~~uuJ1~-J1L~tI 1~tI~~'Vl~"'tlU LFl~eN1~'Y'l~tl2Jl.u':)1'U1'l12J2J1{;l~~1'U':)1'ULVlFlUFlnl'iLL 'Y'lVl~...

...........................................................
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"" .. !.'III 111""1'" ~ 1 .m.sn.sn LFI'HNIW~T;)1Lfl~1~'VI~'ll~1'U~Wl 2JLn~1JqJ'VI1urnrmrru

~.~.<t m~t111~-rn~1LFI~~~1Jl~1~1LFI~1~~tl~~~1'r'Uri~'U1'1i~1'U ~~~1'1imn1~Ln'U (§).a-112J~

1• I cl..:: , ~cl ~I cl ... ~., ,~.tTl.cr u~LLn~2J'Y1IJl~IJl~~1'U2J11Jl~~1'U'Y11~msu V'l'Y1eJ'll~Lu'U'Y1eJ~2J~U~'U~~~U~1nrl L'll'U

ISO(§)~<t~cr:l!:>oOtTl1~eJ';)~\9\'1Lil'Um~~~~~1~LL~1L~~';).tl1tJ1'Usno l'U ,ru,;)1nm~~~~~LFI~eJ~IJl~1,;)1LFI~1~~

ellJll'U~~L~~~~2JU~n1 hardware ~~1L tJ'U~~~1m 'Um~~~~~~~uu L~eJ1~~~UU~12J1~twi1L il'Uf11~1~eJ~1~~2JU~n1v v

I'lrleJ~~'U-ru~~'lltlUi'h 1'Ii,j1 eJ1'Uf11~L~eJ2JIJlmLrI~i'ht11~~-r n~1~1 eJU'UeJ~~~uu•
""" II co • ... ,

m,ct' ~Nfl2JUIJI"1'UL'Y1f11'UfII'VI2J1"LfII'H)':!\JI~1~1LfII'n::'VI

tTl.<t.(§)LFI~eJ~m1~1Lm1~~'Vl1~ 12JLrlnrl (Molecular)•
tTl.<t.(§).(§)iJm12JL~11'Um~\JI~1~1Lf'l'S1~'VI1~,JeJvn11 ~~<t L'Y1~~(Tests) ~eJ ~ .rr112J~~1'U1'U'1.~

LeJn~1'Sel1~~~

m,d:' .umh'VI'UIJI~'UIr) (n1~'U~n1~'VI~.:!n1~'tI1V llJ1vl1ifllJlfi1'U~n1~LLi'I::flhL.u,j1V Lf12JL¥illn'U'Y11.:!1~.:!'V-IV1U1i'1

\lli'lvlJl~::V::L1i'11f11~Ll1L'Ih)
~ 1/ I oIIQ, ~ 0.., ell ClIo ~ '1 II 8J. II '1.'" ,~.cr.(§) ~ ~'VIL'll1eJ'U~1'l~1~~.tl1V'lLLrI~U1'S~'Sn~1LFl1eJ~\JI11~1LFl11~'VI\JI12J2J1\J1'S~1'U~'VI~1m'Srl ~'ll~1'U~eJeJ1~v • ...

iJtl~~~'VI5.tl1V'leJ~1~,JtWUrI~ <t F1~~LL"~/'VI~eJeJ~1~,JeJeJsn L~eJ'U~eJFI~~LL"~~eJULVieJuu,,~(§)f'l~\l

tTl.cr.l!:>~ ~L'lh£j'U~vi1f11'SL~2JLFI~~~1JI'S1~1LFI'S1~~'VI~eJupgrade Lf'l~eJ~1~'b~V'lV1U1r1 1'Umru~LFI~eJ~

l ' ".~ cl":A'l'"2J"'12J1~m~~~U1J12J1'IN1'U'Y1LV'l2J'U'U~

sn,cr.sn en~L'!h£j'U~:ij1Jl'VI11Ji'1~~1~Fl1UFl2JFlrufl1V'l'1(IJI\J1~1~(QC sample) G11'V1-rUf11~\JI'S1~1LFl11~~'UeJ~" ,. ~
f111\J1~11ijHIV/HBsAa/Anti-HCV L~~fl1Uf'l2JFlrumVitl~::~11'U;, ..

tTl.cr.<ten~L~1£j'U~:ij~1~iiJ1eJ1G11'V1-rUtl-rULVieJu (validate) 1~LFI~eJ~~12J1~rlvi1~1'U'1.~LL"~1~~"f11'Sv
cI 1/ 10144 QJ cl4~'VI~"eJ~'Yl~n\lleJ~LL2J'UV1 'U1L'lleJrleJ \JI12J'1rurl n~ru~'U eJ~LFI~eJ~2JeJ'U'U'1

tTl.cr.cr en~L~1£j'U~LtJ'U~-ru~IJI'll~u:ijIJl'VI1"'11Fl1ufl2JflrumV'ltl~::~11'U (Internal Quality Control)"" . .
~1~2J1\ll1~1'UG11'V1-rU"'~ULVivu(Calibrator) LL"~1"'1JI~'ULtl~eJ~'Yln'llil~mm'Uf11~'Y1~"'~U1~LLri filter tip, sterile.. . .
tube 1~LVlv~V'leJ~eJm'S1'1i~1'U1~v11ifl~i'h 1'1i,j1V\JImJ~~~eJ~L1m'UeJ~"'qJqJ1LL"~LVlV~Vi~G11'V1-rum~LnuIJi'1~~1~11
'VI1'U~eJUmruLFI~eJ~1JI111ij1LFI~1~~oU1~~L~eJ'VI1mL,,~ii~11'Ii~1tJIij1nf11~edeJ2Jt11~~en~ L~1£j'U~LtJ'U~-ru~~'lleJu~11'1i

, 'I \I 'U

~1eJ~~'VI2J~LL"~:ij~,,,~Vi2J~1~2J1\9\'1Lil'Uf11~1~LL~1L~~~mv1 'U l!:><t.a-112J~'VI"~~1n-ruLL~~uqJ'VI1'VI1mn'U l!:><ti112J\l

en~L~1ii'S~uUU~'VI11:ij1Jlf11'S1'Uf11'S,111Ji'1eJ~1~L~eJIJI1tllJl~1~~~'U 1~m1~fl~~11'1i~1eJ L~2JL~2JnU'Y11~1~~ViEJ1U1r1v
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brl.<f.~ ~:::\'rh~~lLihJm~~I'l~,:jLfil~tHlijmJ~~,:j1'U "'1~.J1~(l1~'U~n1~V11,:j~tl,:jU~~,:j1'U~~1'l1bfil~1~"v11~

brl.<f.~ ~~b·lhv'U~vi1m~~~1'l"'tl'Un1~1efi1.~"Utl,:j15m~V1I'l"'tl'UlI'lEJfl1~'Vh method validation, method

verification n'Ubfil~tl,:jij€J~~1'l1 bfil~1~,kl'lm1tJfl1~V1I'l"'tl'U~1:W?(fI!fI!11 'U\Ju'Udn€J'Ufl1~1-tl.:l1'U'l~.:I11'lEJbb"'I'l.:l"v1~n~l'U
II
IV ~. II Cl .. II ,,( I "'* 4 4

"U'U~€J'U15n1~"U€JlJ'lbb'l~1bm1~"v1"U€J:W'l~1:W"v1'lmntiJ"fllJ1~~~1'Ub"U'UCLiA "v1~€JBio Variation "v1~€JSMILE "v1~€J" " .,
RPCA "v1~eJCLSI1'Ufl1~vi1fl1~~~1'l"'tl'Un1~1m~"Utl,:j15V1I'l"'tl'Ubb'l~'U~';V1m~b'lhijfl1wT1 correlation ~:::WJ1.:1

"4 Cl tcl~ Q CIII V I II CII ~ * 4 CIII.J d
Lfil~tJ.:I~~1'l1 bfil~l:::"v1V1lJn1~V1I'l"'tJ'U'lf'UI'lb(1JtJ1mJ€JEJ1.:1'UtJEJU'l:::\!) fil~.:ILL'l:::V1n fil"l.:lb:W€JlJms bUG'ttJ'UuU'1.:1bm€J.:I~ ~1 '1,
1 bfil~l:::~ei\Jll 'U3J~1"v13.lLL'l:::~l'lvi1Lu'U~u b~lJb~€Jbu'UoUtllJ",-el1.:1U.:I

. " "
brl.<f.(9)O m~b'lhv'U~1''Uu~t n'UfiltiJilTVnl1EJ1"v11nij fl1~b~€J:w"'m~"v1~€J"v1lJl'l€J1u m~b~l V'U~'l11J1tJ1:W1" ., , "

bU~EJ'U1"v1:w"l~~'U~€Jfl1~1 oU,:j1'U

.. .,j.. d ""... .. 1-1 'I" .,j "1 .V"" ~" , "" .. ~I II... ""brl.<f.(9)(9) mtiJVllJfl1~ Upgra e Lfil~€J,:jlJtl"v1~tlusunsums ~'lfbfil~€J,:j\Jl~1v€J\Jl'U1J\Jl~ ~"v1b"U1EJ'Ul'lbu'U~~'U~1'l
" "

'lf€J'U~1bij'Un1~ 11'ltJ13.lfil'lFh1oU~1EJ11'l'1 b~lJL~:W~,:j~'Un'U1~.:I~tJ1'U1'l

.If!" , "" ..w '1. II "" "" '1"" 1/..1 'I " "" ~II ~I ,cObrl.<f.(9)\!) ~ ~"v1L'lf1tJ'UI'l'lI'l€JmlJn1~~'lf.:l1'ULfil~tl,:j\Jl~1'l1LI'l~1:::"v1"v1Lv1"v1'U1V1"'llJ1~(l~'lf.:l1'Ubl'l~€J.:I~I'lLu'UtJEJ1.:1(1J

'a11J~.:In1~€J'U~1J1~m11Ji'bbG'tt~I'lU~:::'lI1Jb~.:IU~~n1'a

brl.<f.(9)brl '1111n~G'tfl1~V1I'l"'€J'U€J~'1'U~1,:jfil~:Wbfil~€J"v1~€J13.lil'l bv'U"v1~€J"',:j'"EJ11LU'U~G't'U1mJG't€JlJ"v1~.:Iv1nvi1ms

\Jl~1v1bfil~1:::'t-1~lbb~1m~b~lm5m~\Jl~1~~tl "v1~tl~,:j~tl Lab ~'UL~tl1w.~oU€J"''5U''U€J,:j~G'tfl1~\Jl~1~1bfil~1:::~11'ltJ~" ~"
1~L~lV'U~1''U~I'l'lf€J'UFh1oU~lEJ1'Um~~lLij'Um~~,:j''v11J1'l

~" , .. cO": "" ... ... _ l.,j "".....1 cO.!( .3 1"'" 1 1 cj ""'"brl.<f.(9)ct ~ ~"v1L'lf1EJ'UI'lL~lJLm€J,:j1J€J"v1~muG'ttJ'ULfl~€J.:I1J€JVl1Jl"lntJm~~.:I"U'U"v1n'U~.:I~EJ1'U1'l 'UmruVl b~,:j

~ EJ1'U1G'tijU~1J1ruL~1J:W1n~'U"v1~€J13.lLVitJ.:I~tJn'Un1~1oU.:I1'U11'ltJ13.lfi(1JFh1i~ltJ 11'l'l mtJ 1'U€J1~"''lJty1
.. ,... '1".~ ~ ...

brl.<f.(9)<f 1J~1J€Jm~~'lf,:j1'UYI,:jm'I!J1~VlmLG't:::m'l;1€J,:jn~'I!J

cr. ~:m:L'Ja1n1'n,h

~:::tJ:::L1'l1 (9) tJ ,r'ULL~~L,h1~1''U1J€J'ULfl~€J,:j\Jl~1v1Lfl~1:::'t-1~~€J1J~1'l''v11'lfI'lJ1EJ1\Jl~1v~l'lmtl,:jm~~I'lL~€J1G't~\Jl" ,
'U~v1fl~~(1J~.:I~~€J1J1-U'.:I1'Uv1nm~L~l

"
~. ,:j191,:j1'ULLa:fl1'a\i1m~'U

Fi1b~1bfl~tJ,:j~'a1v1Lfl'a1:::,,;ei~1'U~~~€J1J~91"v11'lf9lJ1EJ1~~1V~1'lm€J.:Im~~91 b~€JlG't~~'U~v1fl 'li1'a:::LU'U'a1EJ,
... ..I ,
L(1JtJ'U~1lJ'a1EJ.:I1'UnT'JVII'l"'€J'UVI"'lJ\!~W

D. "v1~mnw"''Ufl1~;hl1~W1'''91Lg;ilnoijilLfl'Uil

1'Un1~~v1~ru1~1'l b~€Jn~'lf'U:::fl1~~'UoUtlLG'l'U€J1~.:I~EJ1'U161b~1~~:::tJ1tlntJil b'U1"1'a~~~v1~ru11K1'l~'Ul(1JtJ1i"v1~n
" ",

Lnru"fl'a1fl1
II .,,".!(

vi. ,mn1'H'U9IL1Jilfl'Uq9lt1qjqj1L,h
~ II I II 0 4 CIt. .. fU 1 ..,._II.., :s' CLI Q JI 1 "" ..~ ~"v1b'lf1~tl,:j'U1Lfil'atJ,:j~'a1~1Lfl'a1t"v1€J\Jl'UlJ~~'tJlJvl'l"v11'lf1'l'U1EJ1\Jl~1vfill'lmtJ.:Ifl1'a~l'lb'lftJ G't"v1~'U'a~1fltJtJn'UtJn" ,

~'U~"Utl.:ll'a.:l~EJ1'U1G'tLL~1u1''Uu'.:IG'lm'Um ~€J~"l'UG'lm~ b~lJ~1EJFi11oU~lEJ"U€J.:I~~L~lmEJ 1'U (9)<f 1'U
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