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Tr u'lrfr)i
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zo ndo{*too t*t
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2. amudour:

Z.t'4nrharn:ro Anti-HBs

2.2 lofrom:rn Anti-HCV

Z.a prrhurn:rn Anti-HlV

2.4 r{nd1ar:?n HBsAg

2.5 qndluln:?! FT4

z.e loJrurnmr Total, T3

2.7 qnfluln:?n TSH

A1I?lJ

{1U?U

Q',lu2u

druru

n'tu'2u

11U2lt

11U?U

20

26

40

26

36

18

37

ndon x 100 test

ndo{ x 100 test

ndo{ x 1oo test

nda{ x 100 test

ndsr x 100 test

na'o{ x 1oo test

n€io{ x 100 test

(2,000 test)

2,600 test)

(4,000 test)

(2,600 test)

(3,600 test)

(1,800 test)

(3,100 test)

r. qordnuar#rht

a.t '4nriru, uuunioultv ur'ufi (Ready to use) unurf,uriral originaL

s.z drarn:':oim:rnidouirunr:iu:a{{1fl oB. unu !rn:!1u tsol3485

t.a trorriT arfif,qd'nus,ritjdtfinriru tatdnr:nefl iurnrnorq qilx{fihrnr fiuinu'r
anrmlr ur uacfi uouu rilfrnd#o.rdrutila uo-nluie

a.+ prhu,fro.rfiorqnr:ldrrurlailrrnrtntrnodrfiou 28 r-u uavurnbrldrtnltdodorq
ertriuuloorqiruna

. l.s prrhu'rfiorqnr:1{.:trLirioun'i'r o r6ouiunsrucifild.i$rou unvu::11wrndtiofl
lrrnrirurlndraunorq raior,lunorqr,tiold.rrulrirhruisrirurfinr:rdouan'rn {truoueTolnJdaurtl
rirurlnt,rllfr latr tri6nrirltrira

0. d:csrun::unr:
(uruoiin rl::n)

uruuvuridrrrgnr:

uoLu#-....>V#t:.n:nrnlr
(uratniur idufiu)
norurnttrirnJfrthnr:

E{lto nt:}ln1t
(urwr:un"a :onrYtr)

fn urainnr:uryrdr.tfr rih nr:



4.

t1r1 2 fln4

. a.o uS$nr{trudo.:tfiElr#orirn:rcrio'nluih uavqrJn:niriorirr d.rralolfioncda{finr:},h
stat duvioS'r Inulf,idnnr: RsH (Robotic sampte Handter) uacfi:uuu ctot detection Iatil{
ra-nn't: Pressure Differentiat Technol.ogy

+.t qnriarldrldnnlr chemir.uminescent Microparticte rmmunoassay (cLrA) r,tio
chemituminescent Microparticte lmmunoassay (cmN r,rio En4yme tinked immunosorbent
assay (ELISA)

+.2 fifiurdlflual:!1n:$u
4.3 {trtrd'o.rfi nft dofi .r:omr:rtudr uyudrrarjr uornuisr{n6n

+.+ r4rrfi u'l irJ:s3rGnril1unr:n:to fr.rd

+.c.r lnrirtner:ro Anti-HBs

1) Sensitivity lririoun,ir gz.oo %

2) Specificity bifoun,ir 99.00 %

4.4.2 Anti-HCV

1) Sensitiv'rty birioun.h 99.00 %

2) Specificity lririoan'jr 99.00 %

+.+.1 prirarnmn Anti-HtV

1) Sensitivitytrifoan jr too.oo r
2) Specificityhirioorrjr 99.00 s6

4.+.4 lndrurn:ro HBs-Ag

1) Sensitivitybifoun'i.l 90.00 %

2) Specificity hirioan'ir ss.oO 96

+.+.s 1nrfi tnn:rr so5llulnoudtiia rr+
t) pdrurn:rnaur:niaGmu rr+ ltilurir.rotjrlrioa o.so-s.0o nyal

uisnir.rn'ir

2) cross reactivity lri6u 0.0040 %

4.4.6 r3
Totat r: ldlurirlotirflisa o.5o-5.001)

(uruoin d::a)

usuaTn?uqrqflnrnlrifioundr z :uo'u

a.rdo n::un1:^d{&....#.fk.n:mnr(urlarrr?ur idufiu)
rcruraitrtlrdfrthnr:

(urqvr:un-a :onrYu)

rinunianr:unrtirJfr tfi nrr



uu1 3 tln 4

ng/mLratonirrn'jr

2) Cross reactivitylrhfiu 0.20 %

c.+.2 prriT urn:roursoilrulffiosritOa rsH

t) prhurn:':m'ur:n':-nGurru rsu trilurir.rotjr{fiou o.oo4-100.000

ulu/ml ?EOm1{n?1

2) cross reactivity lri6u 20 %

s. rioultdul
5.1 l:uururanr*doprirarrflu test ratorflundor Inua'n:ra'ldonr::rslrura Inu

{trufiordqorirarnruludlio vi.riiuifyrrf,ownnodrarfililunr:fr tec, EeA, catibration unr

tn nuf,rulfr biti t'.,utr Test nrud:nfidr.ru::vYruri
s.z {rtrdo.rfi :vuuud.nhurdfilrn:gru
s.l n:ni{{o1{rhulbin'uriounnoq z r6ou mflr3{rwiurildauflurf, urdo:-urfi srbni

dfi orq nr:1{.rruu, ufulnsbiiorirltah u
s.+ {trudaflriEu#orirn:rvris'nlutiuarqrJn:niriorriz.r #o{cniri$:rcrincfro{fi:vuu

n1:n:?0 stat fi:cuu Cl,ot detection unufinr:riufinnanrfl?uQrqrunflnreilurtun:rr{td
s.s 1{narlunr:yrnaourio:rubifiu 3o urfi
-- y - g .t
5.6 6o$oft mSou:rsira:rurid'nlujih Rlu1u:yuur?fl eo iu r,td.rnr:vthftgrgr

s.z {trado.rrdourio:suuelr:6uryrrrvrr.rrio.nJfrthnr: (Lts) uauafiu6q!#o$orf,.lrfloi
drraiu:rulrunaniourniordr:oilr{ darrr:ordousiorfi:cuua1:6uufiro$:lnurJra
Gos xP) 1d

s.a {trudotflu{quaiufi ntoulunr:n:manrruaru'rldnurmiouruurn:gru rdobi
#osrur:orirlrul#otir.rfirJ:c?rGnrn Inafin,r:{rrrtrnr:rlna,ru"rlinurnaoaorqflrgqr

s.s n:d#o{fln{a.rfi Uqurbiarlr:nlft ruld dar{rrnh#oofr ru"hnr:1du{'.rrYu{tra

{trunvdo.rnhriunr:1#rirrarur:nr{rrrurl'tt1fi#osrur:01{rruldnrulu qB d2lrN riuornna,r
u{l urnlriarur:oriouutltfil{'rrutddo.rnjduu#a{ral1firTufi unsurnnJajuu#orudr #olu-.r
triarm:n na'uultrrutdotir.riqrun,ur vrt vta-t

{{B:JAYI6!AUnL6ndqql
s. to n:fi draCo.rtriarur:nn:,ln1d fl o{u1n?ou1nn:?n tua{n:?$u{!ru?u{1uR1uuon 6i,'ru

ovdoriuintou irrfi,r*r.r dlirrTu irn:roira:rrrid R!Uyt{?turl

a ?:rn1:

a.wo. N::TN1l

(uasiin rl::a)
lruunutidrurrgnr:

Ia{io nt:!fl"1:
(lr.rarrriur ir'ufiu)
nururaimtvrtlfrrihnr:

(u'xmun"a :oan"a)

fn ryniianr: unyrtir.t6rih nr:



uu1 4 01n 4

5.rr {truda$ufintourirltrirulunl:n?urlrqrunlT{rrnoldn:nruusn (Externat Quatity

Controt) luilurj:utl1ru 2563 utonaon:vusnarnrrdo-tru
s. tz {trufroliufi ntou'iaqdudrdur{oflunr:n:rrirn:rcilns{uun lnaLif, oXarir

s.t: {trudo.riuEntoudrldriraat:aflqilnulr{nralu (tnternat euatity ControL) uau

fram'nei.r controI materiaI nru,rn:grudlatrr:nu'rnr:nru4lqrun,rvrldlniudfinr:n:rrim:rcf
s. t+ {tT ud'ovl'rriiunrou:lnr:ldlruuavnr:u'rllinur#ou:rrim:rri bir{rrrirdfl{

lfiatn:oltrrutds dr.rn'ln trhihndrliciru

n1u't

5.15

-lttnruri:rariouar t oo

(urwr:urYa :oorn"u)

finuRinnr:unrtir.tfr uhnr:

UO

6.

(urusiin d::a)
urtrunvdtirurrgnr:

uodu Gfi ...ffi ....n::rn1? a{to
(uriarrriur i{uftu)

.n::un1:

n't:


