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WwenIIe CEA

(woyuifedun Slgumsiiasd)

1. U 2,100 Msvagau
2, WemsIe AFP U 2,700 NMINAEDU
3. 1eA399 CA 125 AU 2,400 MIveEs
4. renns99 CA 19-9 WU 1,500 NINaEDU
5, 11enn599 PSA WU 3,300 NINREDY
6. the 514 Feritin W 3,300 N1INAADU
7. dhewmsa9 TSH 41U 9,600 NSVIAADU
8. thenmsia FT3 1 6,000 NNSNREDU
9. Yhenpsa ET4 WU 8,400 NSeda
10. therms1a Beta HCG FW 1,500 MIneEay
11. thenmsa Cortisol MU 1,200 N1IVREaY
12. ﬁﬁﬂ’lﬁlﬂﬂ Parathyroid harmone (Intact) I 2,100 Msadau
13. V¥e1asae CRP MU 3,000 MINAADY
14. ¥hemsa hs CRP MU 1,200 MINedY
15. ¥ensa Syphitlis Antibody U 6,000 MINeFaU
16. ¥henms1a Ditantin (Phenytoin) MU 400 MINAEDU
17. 1hens7a Cyclosporine WL 600 ASVedaU
18. ﬁlﬂmm’iw Vancomycin U 700 MIvagau
19. 1hem579 UIBC 41U 2,300 NMInedas
20. 1hens79 Anti-HBs U 2,400 NMEVedaU
21. dhenmsan HBsAg U 6,300 NMINAEDY
22, thenesae HBeAg MUY 600 MIVAEDU
23. thenasa Anti-HBC (Total) WU 900 AMIVIAFDU
24, {enes1a Anti HIV (Automated) T 13,200 MIvedU
25. 1hems79 Anti-HCV (Total) W 3,000 ASVAADY
26. 1em579 Anti HAV ieG W 900 MsvIAEDU
27. 119393 Iron W 2,800 NMsuREaU
28, 18193279 Tacrolimus (Pro-graft) - U 800 ASVeEDU
29, WeaTa Rubella IeG fmwau 600 nsneaau
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30. 181M539 Procalcitonin UM 1,500 Hsvedeu
3L hemsaa FSH M 700 MINAEDUY
32, ﬁf’lmmi'sﬁ] Estradiol (Total) UM 700 ASvedsu
33, 11019539 LH FIIIU 700 arIvegau
34, 11529 Prolactin MY 700 MINAdBY
35, 1819579 NT-pro-BNP MU 800 MIVIAADUY
36. ﬁwmmaﬁl Vitamin D (Total) 17U 600 N1IveEay

1. grauUAnll
= S 0 =] e 2 as - = & ar afen @ ar o € g =t
1.1 Jugagrdusagunldduesewmsiaimsendaludfdmivimsieiviuiuan sl
=y ! S e ot -:?{ t & L= =f qr N
81 go5luy waURLY MTsusuRuoARalanalIntudanATU (Whole blood) Wialu@iumiowaizun
(serum/plasma)
H - Y s o @ 2 = '3
1.2 gmibenihewasgunssidnluasuyansenlilunsnsiniingiei
a !ol 2 34 1ed 3 b} o ' P
1.3 ihuheuuuwsealdnu (ready to use) lilitunsumawiensiagenigeenn
1.3 A99999 a5 1A e Asus SN sin T eauteseaura (Total duration of assay)
laitAu 30 ufiresie

2. AUANEUZANIZ
2.1 181n999 CEA 914U 2,100 Mavaday danudnvusanizaell
2.1.1 iiermavmuSina CEA (Carcinoembryonic antigen) udunionwarean
2.1.2 4wdnnIs Immunoassay filiarusumnzse CEA
213 aansonsindauding CEA fianadudi 0.5 ne/mL w%’ae‘fmdwlé’a&iwgﬂﬁa@ (Sensitivity
WounIaumsawiniu 0.5 ng/mL)
214 aunsansiniaiuim CEA Mflmnududu 1,000.0 ng/ml uiSegeniildenagniaalagly
. fipaidannedadmang (Linearity wnniwiawiifu 1,000.0 ne/mL)
2.1.5 i stabitity wasandaldawldtiosnty 15 U |
216 ludwidesitimudu (pemia) wilas (icteric) Wiaund (hemolysis) Ainund thenamnan
AR CEA laagnsgndas

ar

2.2 418MI79 AFP 917Y 2,700 nsvadau lnadnvasianizaail
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2.2.1 TWenT199 U310 AFP (Alpha /Alphal-fetoprotein) lufifuviawanaan
k2 LY e o ¥ ’

2.2.2 Tawdnms Immunoassay VAU nWIvaa AFP

223 @nnianTvindinim AFP fillanadidu 1.0 ng/ml wiamnhldeggnead (Sensitivity
Hesniysewiniu 1.0 ng/ml)

ar = o e L2 =] 1 o 1 24 12

224 awnsanaiauiunm AFP flanududu 1200 ng/ml. wiegsniildadnagniiadnalises
199919898m373 (Linearity 1nnndwawindu 1200 neg/ml)

2.2.5 1 stability wdaniUalaaulaidesnin 15 da
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22,6 luwewmiiaougu (lipemia) 1wias (icteric) W3aund (hemolysis) AnUn® Unenaansa
aAMUsinn AFP laegegnaes

2.3 the1ms99 CA 125 $72u 2,400 nsvasiou Sigaudnumziawizsel
231 Uftensrawisunm CA 125 (carbohydrate antigen 125) TuduvSawanasn
232 4wdnns Immunoassay Fiilrnusmizsia CA 125
233 awnsonTvinuiinm CA 125 fllanaududu 1.0 U/mL Seshninldegagndios
(Sensitivity tiaeniviaamiaiu 1 0 U/ml)
2.34 aﬁmmm’mﬂﬂimm CA 125 fiflaandiudu 5,000.0 U/mL vaegenitlaegagnasdlaglyl
Foudeanddadmian (Linearity snnninwialvifiu 5,000.0 U/ml)
235 I stability wasanUeldanulivesndn 15 e
236 luhwdesiiliarmy (ipemia) wilas (icteric) viiauns (hemolysis) fiaund tenaunsn
asawiUEnm CA 125 Tdadngneos

2.4 ten373 CA19-9 $12u 1,500 Manageu Tamdnunsianizdsil

24.1 ldflaas1avmuiinn CA 19-9 (carbohydrate antigen 19-9) Tu@SimSawanan

2.4.2 Tdwmdnns Immunoassay Aiflanusinagste CA 19-9

243 awnsonseialinm CA 19-9 darududy 2.0 U/mlvdasmnildediagnies
(Sensitivity Gasnimiiawminny 2. O U/mL)

244 awsonTviauiinn CA 19-9 fifendudu 1, 000.0 U/mi. wiaganhlsetgnesdlag
luifesdeansdsdingao (Linearity mnniwSauiriu 1,000.0 U/mL)

245 i stability wdandeldanulilesndn 15 dlam

2.4.6 Iuﬁ‘wmﬁmﬁﬁmwmju (lipemia) Widaa (icteric) #Tauns (hemolysis) AALAR Yhenamnse -
AR CA 199 ldagegniias

2.5 ¥878579 PSA $1uU 3,300 MIvasey Samdnvusawedsil

251 Mifensamiusinm total PSA (Prostate specific antigen) TudiSusonaiaan

252 wdnns Immunoassay fipINUSuIZHE PSA

253 awnsonsiedauiin PSA Aiflmnandiidiu 0.01 ng/ml viemniilfetagnies (Sensitivity
douniwimowiniu 0.01 ng/mL) viasninlethagnies

254 mmiamifmmﬂimm PSA fifiannandudi 100 ng/ml maadﬂ'nlmammnmaﬂmﬂlmm
maﬁmmaqmm {Linearity nIwssiiY 100 ng/mL)

2.5.5 il stability wdsannilaldnulddeanin 15 dawi

256 Tudhwassiilanusu (ipemia) widad (icteric) uiauad (hemolysis) Hauni Whenawnsa
ATRMIUTLN PSA lﬁasmgﬂéfm

{ s niouim ASendy )
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2.6 1BMTI9 Ferritin 31u7U 3,300 N1swaday ﬁ@mé’nwmzmwwﬁaﬁ
261 iilensammusine Feritin Tu@$imionanasn
262 Tdndnms Immunoassay Aifimuswngse Ferrtin
263 @wninesIaiauinn Ferrtin diteududu 0.5 ng/mL viiamminldethagnies
(Sensitivity Wpaniwiawindu 0.5 ng/mL)
264 @unsonnIviauing Feritin ifenudiudiu 2,000.0 ng/ml wiaganiilaednagndasiaglsl
Foaioadiadwsas (Linearity winndmdaimiafiu 2,000.0 ng/mb)
2.6.5 3 stability vdsenlnldalitosnin 15 dlam
266 Tuhwaesilaugy (iperia) wies (icteric) w3auad (hemolysis) Aintn thenansa
asavntUiunal Fenitin laegagniod
2.7 {81952 TSH $1u7u 9,600 Msvadeu Saudnunzanizdsil
2.7.1 Widensramyiune TSH (Thyroid stimulating hormone) Tu@3uvTawanamn
2.7.2 l¥wdnms Immunoassay mm's'mmt,wwyma TSH '
273 annsaasiaiauiina TSH fdarundudu 0,005 piu/mt wdsfniildogrsgndas
(Sensitivity tiaaniusatiaty 0.005 plu/mL)
274 wunsoanainuiine TSH Adpnududu 100.0 pu/ml wegendildegnagndadaglyl
Foada913deadin e (Linearity unadawiewiafiu 100.0 pit/mL)
275 stabsUty wa&mmﬂﬂmm‘lmuaamw 15 dua
2.7.6 1umma@mum”1mu (Upemla) Wwidad (icteric) wasuad (hemolysis) HaUné thenamnsn
a3 TSH leaghagndad

2.8 1181A579 FT3 3707w 6,000 N1sVIAEBU ﬁﬂmﬁnwmeQWWsﬁaﬁ

281 ionravmmBum FT3 (Free triiodothyronine) ludisiumSowanan

282 Twdnms Immunoassay filAMSwmIzse FT3

283 awnsoamaiauiuia FT3 diflannududu 0.6 pmol/L isshnitlsiediagnies (Sensitivity
Hnanrwseiiiu 0.6 pmol/L) '

284 awnsonsiviafina FT3 fflenadudu 50 pmol/L viegendnldednagndadlaglisos
\F919idms7q (Linearity snaniwiewiaiu 50 pmol/L)

285 i stability wasanlaldaulitdesnin 15 e

286 ‘tm:?’ﬁmﬁaaﬁﬁm'mﬂu (lipemia) wdes (icteric) wiauas (hemolysis) Rauni thendunso
asraniunn FT3 Idedragniad

2.9 thenmsae FT4 $7uau 8,400 nsvaday nndnuaziawisdel
291 TilansiamdSuin FTa (Free Thyroxine) TudSumSananaun
29.2 Wwdnms Immunoassay AifiANLduwIzsa F14
293 ansnsansiainuSina Fra Afamududu 0.5 pmolL w%'aﬁ?wndwlﬁaemgﬂﬁas (Sensitivity
tesniwdawiatu 0.5 pmol/l) '
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294 annsoeseiauin FTa afamududu 100 pmol/t viSageninldedregniodaghides
\Fe9198sd19 370 (Linearity snnniwisawiriu 100 prmol/L)

295 i stability wdannilaldavlidesndi 15 dUam ‘

29,6 Tudundasiiileniudu (ipemia) mites (icteric) w3ouma (hemotysis) BAUnf e1amnTo
asan i FTe laeghagneied

2.10 thenas1a Beta HCG $1u2u 1,500 Msvindou Slandnumsawiyisil

2.10.1 Mitenmaniiina beta -HCG (Beta-Human Chorionic Gonadotropin) Tu@ifuvde
GRGHY

2.10.2 Mwdnms Immunoassay filarusuwisss beta -HCG

2.10.3 gm50n59TaUSNM beta -HCG Aitanamdiudiu 0.20 miU/mL (Sensitivity Heeniw3e
WU 0.20 miU/ml) ﬁa@?ﬂnfiﬂé’asjmgﬂﬁm .

2.10.4 ansanT9iauiuin beta -HCG Aiflaamidindu 10,000 miU/mL wiaganilaegragnies
Tnehifaadasnsdedansa (Linearity unndwidewiiu 10,000 miu/mL)

2,105 # stability vdsan@aldenlddosnin 10 sk

2.106 Tuﬁwmﬁmﬁﬁmamju (lipemia) W@ey (icteric) M3auad (hemolysis) AauUni denannsn
ATIIUTINN beta -HCG ldpgnegnaes

2.11 18 m579 Cortisol $1uIu 1,200 ANSVIAEBU ﬁqmé’nwmxmwwﬁaﬂ
2111 Wileasramusuin cortisol (hydrocortisone) TugiSumiowaiaun
2112 wdnans Immunoassay fiflanaisaengsie cortisol
2113 awnsonnainuiine cortisol fislarundiiu 0.05 pe/dt videsninlganagndas
(Sensitivity Hoanimiawinfiu 0.054 pe/dl)
2114 @wnsansraiaviuim cortisol Aiflranudiudu 60 pg/dl w3egeninldedregnindadlife
1309148989959 (Linearity unnndnviiawiniu 60 ug/dl)
2115 i stabitity wdarndaldaubidesnin 10 e
2.11.6 Tudwiasiiliaanu (ipemia) mdos (icteric) wiouns (hemolysis) Raund thenamnin
51U cortisol lnegnsgnies
2.12 1h81m323 Parathyroid hormone (intact) 31Uy 2,100 MInagay TanAnuusawzaeil
2.12.1 Miiensmamu3une Parathyroid hormone (PTH) luiisuviowandun
2122 W immunoassay fifiaiudsnsse PTH
2123 awnsanedaniuna PTH ifienududu 1.5 pg/ml sdesninléegrsgndes
(Sensitivity Yasnivdaiiny 1.5 pe/ml)
2124 awnsansivinBua PTH fiflanududy 5,000.0 pe/mt vdagsniildadhegndadiagl -
FoaTeaanddinga (Linearity snnndmmdawiiu 5,000.0 pg/mL)

aq%xﬂi@ﬁw ....................... (Usz51UATIUNTS)
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2125 1l stability wdswnitialgnubitesndt 15 dawi
2.12.6  Tudnwvideashiianugu (ipemia) wiad (icteric) wiauna (hemolysis) fauni 1henauisn
asran S PTH deeegnies

2.13 ¥BM378 CRP 3791 3,000 nMsviaday Tandnuazianyacl

2131 iiensiavmfiuna CRP (C-Reactive Protein) Tud3uvdawanasn

2.13.2  T¥wanns Immunoassay ﬁﬁmmﬁ’n‘wwﬁ@ CRP

2133 ansansiiauiunm CRP Aiflenududy 0.5 mg/l viamntildaagnéas (Sensitivity
wegniwiewiniu 0.5 me/L)

2134  aunsansIviaudinn CRP Alianadutu 300 me/L vidaganildethagndadaglife
\Fea9iiedansa (Linearity unnndwdawifiu 300 me/L)

2.13.5 1 stability vdsniTaldmulidesndn 10 s

2136 Twiwndesiifiarumu (ipemia) ios (icteric) wiouns (hemolysis) fimund 1henannan
AU CRP langnsgndes

2.14 1em99 hs CRP #1494 1,200 n1svagou ﬂqmé’nwmmawmﬁaﬁ

2.14.1 TiiansramuSunm CRP (C-Reactive Protein) Tu@$umSowanaun

2.14.2 191dnn13 Immunoassay ﬁﬁmmﬁhm'}“ﬁia CRP wazilnnuligs (high sensitivity)

2143  gnsonsiviauiunm CRP fidaududu 0.15 me/L Mi@ﬁl’lﬂ’l’lLﬂE]EJ'Nﬂﬂmaﬂ (Sensitivity
Yaun1usaminny 0.15 me/L)

2164 @unsanneinuiina CRP idarududu 20 me/L vieganinldetagnipdaglideade
WEEIRTI9 (Linearity 1nndmieliniu 20 me/l)

2.14.5 1l stability ndsandaldanlaiteandt 25 e

2.14.6 1uﬁﬂgw§aaﬁﬁﬂa'1u6giu (lipernia) i (icteric) wiauat (hemolysis) Aauaf thenasa
aTIavnUiInm CRP datagndng

2

2,15 ¥emsaa Syphillis Antibody 911U 6,000 Msnagdeu lnuanumusawizal
2.15.1 Miilensaam Syphillis Antibody (Anti-Treponema paltidum, Anti TP) Tuf@iSu wazwanaun
\Tarmunw (Qualitative)
2152 1¥wdnnng Immunoassay fifianudimigsie Anti-Treponema pallidum
2.15.3 dimulalunsngaa (Sensitivity) wanndwiSewiniu 99 %
2.15.4  fesdnng (Specificity) snnndudaiiiiu 99 %
2.155 i stability ndaanniflaldaewlddesnin 15 e
12156 Tufundesiiiinusu (ipemia) wites (icteric) wiouas (hemolysis) Aaind thenamnsa

sTIavUTinal Syphillis Antibody lfagnagneies

NI W ﬁf«éﬂ*’( ....................... (Uszsmunsssuns)
{aswsauin @sende )
- y . o
13 110 OO (NS5UN15) L1 [T / AR {r3TunaT)

(wey e Flaumaiiesd ) (WNIWTAY TUWRIAR)



_7-
2,16 11879394 Dilantin (Phenytoin) $1uu 400 n1svadey Hnudnuusanizdsil
2.16.1 Wifisnsrsaniauiuna Dilantin (Phenytoin) Tuduwaswanen
2.16.2 Miwmdnns kinetic interaction of microparticles in a solution (KIMS) Aifiarmswizse
' Phenytoin '

2.163 @aunsensataviine phenytoin fianudidu 1.0 pe/ml w?aﬁ?ﬁﬂ'iﬂlﬁaeiwgﬂﬁaq
(Sensitivity Hosniwasiviadu 1.0 ple/mL) |

2.16.4 ausensIviaUsunas phenytoin fislaanuidiudu 40 plo/mi visgandtlaegnegnieslaglil
Faadoadem s (Linearity 1nnndwiewiniu 40 pe/mL)

2.16.5 1 stability wasanilaldanlitosnda 10 dUa

2.16.6 luthwdesitfinanu (ipemia) ias (icteric) wiauns (hemolysis) fimind thenanunsa
#5IanUTana phenytoin laagugndes

s
ar oy

2.17 189579 Cyclosporine 9734 600 nsnagau dnndnunzianigsiail
217.1 Tiflensaamuiinm cyclosporine Tulaan (whole blood)
2172 wdnnng Immunoassay Aifienusmizea cyclosporine
2173 annsansiaiaviinm cyclosporine Aiflrududiu 30 ne/mlL w‘%aﬁ'\ﬂ’iﬂﬁaéfmgﬂﬁm
7 (Sensitivity Ysaniwisawiniu 30 ng/mL) |
2174 annsansiaiauinm cyclosporine Aifiamuidadu 2,000 ng/mt winganildegngnees
Tnslispaiontedadmsn (Linearity innadwiewiniu 2,000 ng/mL)
2175 1 stability wdsandlaldeubidesnan 15 &lawi
217.6 Tuduwdesiifienugu (lipemia) indes (icteric) wdaums (hemolysis) Bnund thenansnan
a3 iunal cyclosporine hathagndiad |

2.18 ¥1e1a599 Vancomycin 27ua1 700 n1svadau ﬁﬂmﬁnvmsmwwﬁa'ﬁ
2181 ilensaamusunm vancomycin Tui#isuvsowataun
2.18.2 Tdwdnn1s kinetic interaction of micropartictes in a solution (KIMS) fifiennasnese
Vancomycm

2.18.3 gwrsonTniauTinm vancomycn fiflaaandudu 5.0 pe/ml w'%aﬁ‘?'}ﬂ'iﬂé’aﬁmgﬂﬁm
(Sensitivity Heaninwaawiniu 5.0 yg/mL)

2184  @unsans1oiauiann vancomycin fiiaandiudu 80 pe/ml viaganitaetagnaadag
Ligoadaansdsdmsin (Linearity winndwiewiiu 80 pe/ml)

2185 1 stability wasanllaldenlideandn 10 o

2186 Tuduvdesiiiiraeu (lipemia) indes (icteric) ¥iauns (hemolysis) Aatnd Yenauns

#57199UT0 vancomycin aeenagnaes

A, A S (UszarunsTums)
(@s.wiouin ASendy )
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2.19 w79 UIBC $1uau 2,300 msvasdeu Sandnunziawnsddl
2.19.1 Miflonsrawmuunns UIBC (Unsaturated-Binding Capacity) Tudisunsanaiaan
2.19.2  ldwdnnisesiadasiesiu3unad unbound excess iron
2193 awsonsaeiauiuac UIBC Aiffaundidy 20 perdL w%aﬁ?ﬂﬂdﬂlﬁaﬂwgné]’m (Sensitivity

tasnuiawingiu 20 pe/di)

Ly Sy ] L2 =4 1 24 1 b4 £ s
2194  @wnsanTivinuiine UIBC flamududy 700 pe/dl wiegeninldedrgniasdagliisa

2.195

\Je919dedans1a (Linearity unninnidewidu 700 pe/dL)
il stabitity vasmnilaldnuliidesnii 8 daw

2.19.6 Tudnmdesiiiaugu (ipemia) was (icteric) wiowad (hemolysis) inund 1henaiuisa

39911300 UIBC lieeinagndies

2.20 11BINTI0 Anti-HBs 997U 2,400 N1svngay HamanuuzawEaail

2.20.1
2.20.2
2.20.3

2.204

2.205
2.20.6

Thilansamusana Anti- HBS (human antibody %8 Hepatitis B surface antlgen)

Tdwannis fmmunoassay mm’mm’nm"’ﬂa Anti-HBs

3R IAUTINAL Anti-HBs TiliATadiu 2.0 1UAL viemndildegragndes (Detect

limit Yanmwssvindu 2.0 1U/L)

aansanTreiaUiinn Anti-HBs Afleanddu 1,000 UL iaganildenagndodaglal
Foudeansdsdansna (Linearity snnndmwiawiniu 1,000 1U/L)

il stability wasandeldnuylivennin 15 e

Tmfﬂmﬁmﬁﬁm%mju (lipernia) Wden (icteric) ¥5oUA3 (hemolysis) AnUNF thenannse
AT Anti-HBs Inaenagndes

o al i:’l’
2.21 U499 HBsAg 317U 6,300 nsvagau AAANYUSLRNIZANY

2211

221.2
2213
2.21.4
2,215
2216

THienTIavnUSuna HBsAg (Hepatitis B surface antigen/ludSuuagwandun LTI
{Qualitative)

Tdwdnnas Immunoassay fiia s iwiesa HBsAg

finaily Gensitivity) snnarwiawinfiu 99 %

HAudwie (Specificity) snanamuseiniu 99 %

i1 stability wasanlaldanubitesnia 15 #Alan

udhumdesiifinagu (lipemia) wias (icteric) w3euna (hemolysis) Ainund thenansnsa
A5 HBsAg lepenagnias |

2.22 11970919 HBeAg 21U 600 NINAFEY HAMANELLANIZAN

2221 Miiens19m HBeAq (Hepatitis B envetope antigen) TudSunTowanaun Hanmnm

(Qualitative)

2 L Ad [ 1
2.22.2 Tdudnn1s Immunoassay MmN WIzse HBeAg

2223

finliadinTuaveIn1Tin (cut-off sensitivity) 0.5 IU/mL wiateasnin

(Usgaunssunas)

(aswioudm esandy )

> .4
..................................... {N3suN13) ST OO AN (2 v 314 b

(W anlahod siaunaiesd ) (se@EmwTEY SUNRINNG)
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2.22.4  fenuduwis (Specificity) Innninwsaviniu 99 %

2.22.5 i stability vdmmUatdswlivesnit 15 dam

2226 luhwiesiifimnuu (lpemia) wies (icteric) wiaung (hemolysis) Antind thenanins
AFIIMIUTINNL HBeAg lnaggndas

2.23 111879573 Anti-HBc (Total) S9u2u 900 nsuasou Sqaudnuaziawizaell
2231 iilensram Anti-HBC (IgM wae 1gG sle hepatitis B virus core antigen) Taialudsn wie
‘ Wanetun Lisaanw (Quatitative)
2232 14wdnns Immunoassay 7iiiannsuwizse Anti-HBc
2233 fimiesiaduswenisia (detection limits) tasniudawidu 1.0 WHO IU/mL
2.23.4 Hanuduwg (Specificity) snrimmdewiniu 99 %
2.235 il stability vasanilisalgenladtesnin 15 duanni
2.23.6 ‘Luﬁﬂmﬁaaﬁﬁmmﬂu (lipemia) WAps (icteric) vaauas (hemolysis) AaUnd thandsnse
a3 Anti-HBc laaghagnsias

2.24 $he19579 Anti HIV (Automated) $1uau 13,200 n1nadey Sandnuasiansdsi
2281 idflens19m Anti HIV (antibody #le humam immunodeficiency virus) iiasie HIV-1 wa
| HIv-2 TuguvEanana wuudmanim (Qualitative)

2.24.2. l¥mdnms Immunoassay fitiausiwizse Antibodies #e HIV-1 4 eroup M wag o
uazsia HiV-2

2263 FWIONTINUMIAAEBIAS nEWaite 2-3 Fuawi Taen13nae HIV p24 anticen 1

2.24.4 il (sensitivity) ananinvsewindu 99 %

2.24.5 fianusiwg (Specificity) 1animsatyindu 99 %

2.20.6 i stabitity vdsandaldeulddennin 15 duamk

2.24.7 ludwdsaitiiaaumu (lpemia) wies (icteric) wiauns (hemolysis) Finun theensnsn
A3IIvIUTINa Anti HIV Laegnagneias |

2,25 118191599 Anti-HCV (Total) $1uau 3,000 AsnAgEY ﬁqmé’nwmmawwﬁ&ﬁ
2251 THifensiam Anti-HCV ( Total antibody 618 hepatitis C virus) lu@SumSewanau @
AN (qualitative)
2252 1dwdnn1s Immunoassay fidin1nusnzeae AntiHOV
2,253  fimslla (sensitivity) 1nAnIviSsviiy 95 %
2.254 fprsiRuwng (Specificity) snadviewinfiu 99 %
2.255 i stability wasomniUaldaulivsenii t heu
2.25.6 ’Luﬁwmﬁaqﬁﬁmﬂmju (lipernia) Wwides (icteric) Wisums (hermnolysis) Rauni terdunsa
ATIUIINA Anti-HCV laeghagnsias

BITD. e e reeee e (Uszs1unssunis)
(msmiouldm adende )

o p .
ST TN DR (n53Un13) A iL NG At (N351N13)

(wiysnfashi sTaumaiesd ) (WNEATIWIEY SunRRa)
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2.26 118791599 Anti HAV IgG 3152y 900 nsnasou Siaadnuasianizsal
2.26.1 Miienm9mU5un Anti HAV IeG (Antibody %fia 16G #ie Hepatitis A virus) Tu@isuvde
WaVEL) '
2.26.2 Wwdnns immunoassay filmssnzsia Anti HAV 1eG
2.263 a3anTIvIAUTIIM Anti HAV IgG Aiflennandutiu 5 1U/L viSesninldetnagndes
(Sensitivity Ueaniusaminiu 5 1U/L)
2.26.4. aunsonsIeiauiun Anti HAV 1gG Fiilmnudadu 60 1U/L siegeninlsioesgnitaalasli
Foudo91adedmsan (Linearity uinmiwiawiaiu 60 IU/L)
2.26.5 1§ Stability wasonlaldaulivesndi 8 e
2266 nwdesiiianudu (ipemia) dos (icteric) Wiaung (hemolysis) Aauni tenamnnsa
RTINS Anti HAV 1gG Tneenagneies
2.27 WwATI Iron $1U2Y 2,800 Manadey Hnadnuusiawzdil
2271 densmmu3unas iron (win) Tuduvdenanaun
2.27.2 iwdnn1s colorimetric assay. ATMdATwWRTAIRZNTIHa iron
2273  @nnianisiniauiina iron ﬁﬁm’;m‘ﬁuﬁu 5.0 Mg/dL u%as‘?miﬂﬁashagnﬁm (Sensitivity
WepndmEawirAu 5.0 He/dL) _
2.27.4 awnsopsredauiun iron Admmndidiu 1,000 Pe/dL wiegsnitldetrigniedinglises
\Feaneiedinsa (Linearity tnanivTeiridu 1,000 Me/dL)
2.27.5 1§ stability wassnialdaulidesniy 10 dUasi
2276 lurhudesiiiianuu (ipemia) wias (icteric) iouns (hemolysis) Anun@ venaan
“asrmUTinm iron ldegnagnsie
2.28 11870523 Tacrolimus (Pro-graft) $1u7u 800 n1svamay TRuANwMzIEWIEANL
2281 Wiilessiamuina Tacrolimus (Pro-graft) ludenasu (Whole blood)
2282 Uwdnn1s Immunoassay #ifleusmeste Tacrolimus
2283 auniansavinuiine Tacrolimus fifianududu 0.5 ng/mL w%a&il’ﬁﬂ'iﬂﬁaengnﬁm
(Sensitivity tegnimsewiniu 0.5 ng/mL)
2.28.4 aunsoesaiauiuing Tacrolimus Afleuidiudu 40 ng/mL viieganinlsetagnaailag
Lidfeadennsdedms (Linearity annndiviewiiiu 40 ng/ml) '
2.28.5 1 stability wassnialdeulideanin 15 duas
2.28.6 ’wa’smﬁaaﬁﬁmwmju (lipemia) Widas (icteric) wiauma (hemolysis) AnUnR thenananga
#5393 Tacrolimus ldaghegneias

BITD. e SO S (Uszaunssums)
(@rwioude @3eniy )

a4 §~/ o ‘
L3RI FOUURORVRRPRORPOUN 3 11> 1131 -9 K L2 SR %L .............. (Ny5u9)

(weudathm sdqunaniosi ) {WEMIWIEY SURAIRIGR)
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2.29 7677923 Rubella IgG $1uI 600 AsTAFEY Tandnunsaniziail
2.29.1 hilensravmin Rubella IgG (Antibody %iie IeG #a Rubella virus) Tudisumie
WaTEa '

2.29.2 1wdnn1s Immunoassay AAMUSINIZHE Rubella loG

2293 awnsasmaiauiuim Rubella 166 fifiarmidudu 0.2 1U/mL (Sensitivity toenivia
whitu 0.2 1U/mL) viesndlsiogagniias

2294 awnioanviauiunm Rubella 166 Afimmdidy 500 IW/mL wiegeniildadragndedas
hifpuderivdsdingan (Linearity inandndeihdu 500 1U/mL)

2295 § stabitity wdsamlalfanlidasnd 10 e

2.29.6 Tuﬁwmﬁaaﬁﬁmmﬁu (liperia) wdad (icteric) Wiauma (hemolysis) AnUnd 1henanunsa
ATIIMUTIIA Rubella IgG Iiaenagnsia

=

2.30 11819593 Procalcitonin $742u 1,500 nsnagau finadnvaizianizéieil

2.30.1 Miitensramudina Procalcitonin (PCT) Tudsimdawanaun

2.30.2 wanna3 Immunoassay ﬁﬁmm{ht,wwia Procalcitonin .

2303 annsansraiau3una Procalcitonin AdAnududy 0.02 ne/mlL wiemmﬂﬂamammaa
(Sensitivity Useninusaminiu 0.02 ng/mL)

2304 @wnsenTiainu3une Procalcitonin ilanududy 100 ng/mL vieganitlangregneies
Tnelaideaionvdsdsmsnn (Linearity unndwdawhiu 100 ng/mL)

2.30.5 il stability nasaniUaldaulddesndn 15 dawi

2.30.6 Tummaamummw (lipemia) Wda4 (icteric) Wiouns (hemolysis) mm}ﬂm tenaunio
A5 UTINA Procalcitonin Idaehagnéaa

2.31 themsaa FSH $1u9u 700 nsvesou ﬁamé’nwmzmwwﬁa‘ﬁ

2311 WiitensraiSuas FSH (Follicle-stimulating hormone ) TudiSumSananaun

2312 1wdnn1s Immunoassay AAmsuwIgse FSH

2313 awnsaemvinuiune FSH Aflarmdudy 0.10 mil/mL wissndrlfediagndas
(Sensitivity dagniwmiawindu 0.10 miU/mL)

2314 @unsonsIninUSuna FSH ileaududy 200 miv/mL vieganiildetnegniteday
Lifoadessdadmss Linearity snnnivdawihiu 200 miU/mL)

2.31.5 i stability ndsndaldauliddasnia 10 dUasi

2316 unwidesiifianuu (lipemia) i (icteric) vauns (hemolysis) finund therananse
AT FSH dsthagndias

2.32 47819579 Estradiol (Total) $1uay 700 Msviagey Tnnudnuaziavizddl

2321 Wiiessmmusinm Estradiol (Total) ludsuvidewaan

2.32.2 1wdnn"s Immunoassay filausionesie Estradiol (17B- estradiol)

Pt

3K OO S S A
(ns.nsoudn &3onne )

(UszarunIssnnig)

o o e
BITDee e (n3suny) AMD.enfes (N731N73)
(weyanfathun sTgunaifies ) ' ' (UNWATIWTFY SUWAAR)
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2323 @nnsarsIiauiinu Estradiol Alarndiu 20 pmol/L viSesninldetnsgnies
(Sensitivity Wounamsawindu 20 pmol/L)

2314 @nsansraiaUiina Estradiol fiiauadudu 10,000 pmol/tL vieganitldetng
gndias Tngliispadaavdsdsnsnn (Linearity snnndwSelviidu 10,000 pmol/t)

2.31.5 3 stability udeanndaldanlaiesnia 10 Fansd

2316 Tuthindesiiiiaonuiy (ipemia) wies (icteric) wiouns (hemolysis) Anund then
aunsansIamdIina Estradiol laagagneas

2.33 1870593 LH $7u7u 700 mavaday Saudnvnziawizdil
2331 Wiiessamiviinm LH ( Luteinizing hormone ) tud$usiananaun
2332 1¥wdnn1s Immunoassay fiiin1msuwese LH
2323 awnsanriniauTine LH Allannditu 0.10 miu/mL videsndnldednsgndias
(Sensitivity Ussndmiswiniu 0.10 miU/mL)
2314 aunseasvinSunn LH Afaymdiudu 200 miu/mL viageninleetagneadlaglsl
feadaandedings (Linearity ¥inniuiawindu 200 miu/mL)
231.5 i stability wdsanaltaulidesnit 10 da
231.6 1uﬁ?L%§aﬂﬁﬁﬂuﬁaJ°tju (lipemia) W&B4 (icteric) Wiaua (hemolysis) HaUni Wnet
- amnsaasemuiing LH I¥edsgndas |
y . o v X
2.34 11879579 Prolactin §7u3u 700 nsvadau pudnvasiawizal
2301 MWifleasmmuSung prolactin TudSuvdananan
2.30.2 wdnn1s Immunoassay fifleusinizia Prolactin
2343 @unsonsavintiina Prolactin Aifladudy 1.0 plu/mL viadindilsegisgnies
(Sensitivity Waanimusawiniu 1.0 plu/mL)
2364 sunsaasiatai3ing Prolactin Aflarwiduduy 10,000 pU/me wiognilaegn
gndies Taglideaiensdedensna (Linearity inndwSewindu 10,000 plu/ml)
2345 i stability wdsnnlaldenulideeniy 10 dUami
2306 Tuduwdesiifianagu (lipermia) ies (icteric) wisun (hemolysis) AnUnd then
anansonTamuTna LH ldatagnaad

2.35 11019379 NT- pro-BNP 41121 800 n1svasav dlaudnwnisanizaell

2.35.1 ifessiamudina NT- pro-BNP (N-terminal pro-B-type natriuretic peptide) Tu
FHmTowaau

2.35.2 Mudnms Immunoassay Afinudumizee NT- pro-BNP

2353  @unsanTainuiinn NT- pro-BNP fiarsidudu 5.0 pe/mL wiadindalgogn
QN#Ba (Sensitivity Uaaninviawindu 5.0 pg/mb)

2354  @unsars1ainuiinm NT- pro-BNP fifiaamandudu 35,000 pe/mi wsegendlaatng

.................................... ek e AUTEEUASTUNNS)
(@3 wiaudn @Sende )

R (n55un3) QD )7'/ ............... (55uN%)

(wyatatiud Tquwsiiivsd ) (WIETIWTEY TUWRISE)
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Qﬂﬁaaima"l,zjéfaaL%amﬁadamw (Linearity $nndwsaminy 35,000 pe/mL)
2355 1 stability udsamilaldauliddesnin 10 daw
2.35.6 Iuﬁ'&mﬁmﬁﬁmqmju (lipemia) Lw@ay (icteric) WSouAa (hemolysis) HAUNH e
ansansaeniinas NT- pro-BNP laegrsgnaias
2.36 11879579 Vitamin D (Total) $1uau 600 mavagey Taadnuusianizdil
2.36.1 iflensraviu3unm Vitamin D w38 25-hydroxyvitamin D (Total) lu@$umSawansn
2.36.2 lawdnang lmmunoassay ﬁﬁm’mﬁnwwﬁa 25-hydroxyvitamin D3 uag 25-
hydroxyvitamin D2
2363 awnsarsI93aUTnl Vitamin D fiilensidudi 3.0 ng/ml vissmninldedragndes
(Sensitivity Hpsnimwiaivinfiu 3.0 ng/mt)
2354 @unsonmvinyiing Vitamin D Admndudy 100 ng/ml vieganinlsegnsgnies
ToeligaaFearsdsdansan (Linearity innniwiewiidu 100 ng/ml) |
2355 & stability wasandaldanbitesnin 8 dUsm
2356 Turhindesitiinamigu (ipemia) wilas (icteric) wiouas (hemolysis) Ainunfl 1hen
aunsansIIiina Vitkamin D leedugndes

3, Jaulvanae |
3.1 Q’W@uﬁﬁm@?@Lﬂ‘%'mmmﬁmmsﬁé’miuﬁﬁ dmsun1snsiaiiasizinasnseaziand

I‘sawmmm Thomsadadurensitn narduifulinreunisingg n15Un5eine mwiamtfzm
sauvaaneslndnaun lnglsifnyad TnetedosnmiinseisalulAdainanilauaudi ¢ Fail

3.1.1 ummL‘s'ﬂ,um‘sm‘nﬂalﬁ‘mmluuaam‘s 300 nsMedny/ $111

3.1.2 fiszuue U Sample Barcode Wag Reagent Barcode

3.1.3 §in13la Disposable Carbon Tips Uasituniitiia Carry Over 581714618814
ATIALARETIE wasllszuu Clot detec'téon WAy Liquid level detection

3.1.4 Sszuvdseusiu (STAT Tnsanunsadaldluruefiiaiamsatinsgiings

UjjuReueg
3.1.5 fszuuda-Ta dehendaludfidlihensanmenu
3.2 grrsBuddantgunsailunsvihauldifsmedenisldiunasnengdyy laghida
yar lou
3.2.1 wdasdrsadlui (UPS) anansndisesiwldlivasndn 30 unil
3.2.2 \ndesiuming wiawhadanmiinfiusilinaennisldau
3.3 fueduffuiinveuarldiiensiadauazquaszuulni ssuvthfvasdidesiud
svuulihdrsesonederiiamevdalui Reliiadesannsahauldlasliassn
3.4 nsdiigeddihfuniesmsniiemsitasnsruiunsnsalingey visnasdanissuuh
Hiilgoun ey sciianisnsaaiinsiet Tufwanssnuvesguniidonansnadiinseiuas

1

*Uﬁﬂ‘uauml%mammmmaamm'ﬂm'}u

7\‘5@1{3

QD oo E , (Uszsmunssunis)
(as.wieudn ddense )

\
AITD e B, (nssung) A9ED e )7" .............. (NF5A19)
( weysndenudt sTqumsiiesi ) ( USETINTAY SUNANIA)
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3.5 fueBudsuiinteurldtefnfuasquaszuuliih ssuuduesihdesssuini
drnmeardorinmeisiluiRdeliaionienildlagliaznn Tnolidedldane

3.6 freBuiguaiuinveunisnsnanimiasnisiigeinuinissegainaue Teadosdl
Uszavsaw Touldfnasanan mnedssdiilnmdades fressdifiunsdonumliliaulinel
12 Frluandsnluudsnndld winliaunsodemados wiadgaludnuusdeaiuiu 4 ada Ty
spE8Ia1 30 U ﬁumﬂﬂmﬁm{]mumﬂ%mmﬂ"msjEuﬁﬁwm%ﬁmjy"xwﬁﬂu‘l,ﬁma’[u 30 Julaehian
alddnelas uazasiufiaweualdielumsdemmsludmihsanumeuen '

3.7 farsazviinngssytemianisfuudanadades Fagzdesannsafuudanglinniu
aaeaiantngnd 24 $3lua Taeld Tech line RCSC 1800019399

3.8 fuefinstigeinwiaiesednatios 4 afwdel wasdennvunsdiniesiriaiiolfinias
wislfunasanailaseliienomniuaruiuinreusesneies

3.9 inFesuaziheniunda S uniuseninesdmssmsiassUssmeEn fiousn

(FDA: Food and Drug Administration) i¥aavaiwglsy (CE Mark: Conformite European Mark) 31
anansmbhuldlunsesndinssiniadesu fudna st

3.10 flusunsunmsdanisnisiesisissruatvasamaiwnely (intermal QO lauuy
SWITA 1w M3 Six-sigma wagamnInLiey peer group 1RLUU real time TngluAaenldge

3.11 fugBudanuinauisuieunanismuaunmunmssniteies fuRnsilandls
A3V inswidnlugiisudeniy (Inter-laboratory comparison) lagliifngas

3.12 daneduddavhaiiensliiniesmmeirneiitunsive 1 guazdiioszsiaiemens
Aeseatunyidangudn 1 ge seuliunlsaneuta

3,13 feasimsiineusunsTiados mathgesnssdriu Wuidwiiiauaansold
mildFuaglifuneilunsldoueiommnainnsiuiimifvedsmeuaieldonuldier
e tneliifnyan

3.14 fueiuiindaniomsalinmgiiansadendefusruvasaumanaios fidnts
vodlsaneua (LIS) waziufinvavaldirelumadoudendommaiinmeivomuadinuiadai
LUV LIS vawinad§uRinig sauferdhgsshwssuvaisaumeamaiosufURnag (LIS) vaslsaweuia
prenszazIaMIiaNg tnglsiAnyad

3.15 fanefivdng ulaninuaulifeiestiony wivu. indasdlowwnd 2551

3.16 fuwBuifuRinvoudilddrelunis validate infasiloiilofinda wagAlddreluniaii
Correlation Ya4tATaINTITIATIERIMLA NN 12 U ANTZUIUNTVBITLULATATH

3.17 funeBuildnsatiuayufangunsaiuaviendu dldtuadomeaineed muium
filda1u93e Wy Calibrator wag Control wiauaiiuayurilddwnismuauamannieuen (EQA)
naaanslithen TnelsiReyas

=

3.18 Uhgmeandnnuivnguiaifsaduiuiaiomsiaiiasizsidaluldi w'%'mf]u@'mam
=

nmglauidmaniu enafigndes azainseanisarvguannin kaznisaeundu sufedinisde
Susewdadaaildunasguaina

T O ettt (UsEs1ungsunis)
(a5 wioudm @3endy )

A }-/ o ’
SR i1 SOOI (nsunng) SR R0 U A {N§51N13)
{weyanadum Haunaiiesd ) (WSHTINGEY SUNRIAR)
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3.19 hrenilaunin wasiiorgnisldnudlediiofocfimnmshitesndt 6 iiou lneseyld
Tuludwes mndunedaheiifiengnisldautosndt 6 wou duefuisuanveualdeedhed
Bawgmunaldamnsaldanléiiu Taoinholmisnudeutaglifagas

3.20 uneBufifulseiununimensditienfinndesanin TasBufiandeulagll
Anyan

3.21 fangaphmseuaunisashetliifiauiinsnaaiie (Lot number) vaatheniflély
MIRTINTATIZALAYASAIVANARAIYN (control materials) #aslsiiiu 3 waitnisudniensed

3.22 dueBufinansienansiuuiierssyaiuasdaaesien Tasdsuiledeldauly
wisanIviinnsiudifedddidmuanmnzaniusuuilinsmesdulsmeiuia wniinns
nusegnaufvefaslildsuiulngliadlddne

3.23 fuwdudiduasmumdyasnfiudusadesensnagay (price/test) lagsian
Mhieuedusiagns fuedufivnhenulilumsindueienienisldoniaglbifayad

- 3.24 infpsmmaiansinsanmndenldon uanilonsudyaravaeuedsanduiuldile
theldmmudaindu '

3.25 Ismeunaanudvs bidewethsmnmensageudenudnnuiismualinnsems
Tneaunsadnadstuldinelnsduussnailsznmeasadidonseing

3.26 vnlsmenafimseruiudiuenniesiualsanaiivimanmad amsetindld
ReBufgudusianfu

3.27 ﬂﬂ'i{l)ﬂ5‘1'\‘11}:7aﬂiﬂﬂﬂﬂiﬁ’lﬁ'ﬂ}um'ﬁ]%‘%}’aﬁlzﬂﬁﬂLiUUiWﬂWﬂﬂﬁlﬁﬁﬂﬁﬂﬁ%ﬂﬂm %s‘ii"’at,ﬂuﬂine]
Tuanelu 1 U wavdweosnely 7 ’?uﬁﬁﬂ’]'ﬁ“v‘iﬁﬂ"i]"lﬂI’NWEJ'kUWﬁENIUE%%@iﬁ%‘EﬂEJ

3.28 fueBuiiiuiadesiiavdedsuniasdioffidnanmgeiulyimulsmeualunsdi
lswawrafufinaaudinunndy wiobifemetunisldon uisndosiineeylifvssangam
iiveanarenslgnu Teglidnaldanelag

3.29 TswmeunaasdniieiulinuduouidWerasfuresiuudasnds wasaaenssunis
asnniuianlansniugnissrsudiuBeuioouds

3.30 lsenunaszdedionudununsnadey wagsensmuausnilumsidon s
WSNMsATITSnwiT ﬁqé’mm:ﬂzjL%aﬂ%'@aﬁaﬁmﬁiﬂ%'ﬁhmﬁulﬁ'imifﬁlﬂ6‘] g

3.31 winlsampiuiaiinsdoiswfadnuenniieradvaudszuaiivszninsian
dlinnselind fuedusituiuieuiu

3.32 funeduiignuszifiuguamangldemedwieelas 2 as winlikunisusediu
Tsamenuraidvdondndunn IpgmausemasliGenioswndonislag anlsmeuia

3.33 fueliidudsningldnulssiiuannmuinawdiliiunne lussosian 2 Sk
u '

3.34 dunedudlilsawenuasnidndyailénasaiiat mndiemieiaismsiadiassy
Falulfd ynntansuinslifulumasimus wasiilovenidndynudrlsaweviaiindizenios
Audenguele

AU S A (Usgsmunssunns)
(asnwdeuin Adendy )

4 2
(KL TR OO (n53uA79) (K152 ),?J ............. (n333n19)
(wayudadun Figunadind ) (WNATINTEY SRR
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& 4 = Qs 14 1a 1 21 - a o
3.35 gueauesmlaaiansounguananUiynde leslifealdiradinfuinnaen
SEEBIATYNN _
3.36 nsdifslidmiununiedwausliasufuanysalifunindvuanudyan dama

hY

@

Wisameruragydsnaazidinu Aaauulusieluses 0.02% geaT1eWanfidaladlazy
uavlusindy wedeoddaisiniy 100 vn

(ms.wioudn @Sede )

NI R (n33M13) GRRTC IO 7/ ............. (n33uM3)
(waaladun sTaumsifiash ) (UEINTET SUNRIRTE)



