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vauu1891u (TOR)
3 = d at 3 ot
Ugnsaedesigdmysinuaswugnssuvaadalada (HIV, HBV, HCV)

1. InUszeA

fndothumsniinssinunuasiugnssuvesdelafa (HIV, HBY, HCV) Tufedraben
fUhgadlsameruiadndu
2. AUABINTS

dhermsraiinsizinivsinuasiugnssuvaadalada (HIV, HBY, HCV) fianunsaldaufiu
Lﬂ'%:mm'aﬁLﬂiﬂzﬁwﬁa'\ﬁﬁ’uqnssu‘uaqL“f?'ah%'a (1r384 Cobas 6800) vaslsaneruradadu laeil

SUATLDYATIUNAITHALINUIU Fall

21  1hemsaa HIV viral load $au 7,000  test
2.2 1W1eIms23 HBV viral load MU 1,300  test
2.3 118579 HCV viral load MU 350 test

3. AUENBTIANTY
3.1 ﬁ’lﬂﬂmﬁﬁ] HIV viral load

311 duhelddmiunmamuiinumsiugnssuvesdshiaenle? (Human
Immunodeficiency Virus Ribonucleic acid; HIV RNA) Imﬁ%‘umamiﬁ'uqﬂ‘i‘mﬁ?EJLVlﬂﬁﬂ Real-time
Reverse Transcriptase Polymerase Chain Reaction (Real-time RT-PCR)

312 @wnsansravnuSineade HIV RNA lushegradeniiidu EDTA Plasma

313 awnsodsSinaasiugnssunazaTeumsugnssusuvis Conserved region 1t

314 gwsansranliia HIV-1 laasauagu Gr. M, O wae/v3e N d

315  aunsoasavnuSunadlada HIV RNA Tédaus 20 - 10,000,000 copies/ml fiar
Uideiie 95%C]

3.1.6 ﬂéﬂﬂﬂﬂ?u@ﬂﬂmﬂﬁ“ﬂﬂﬁiﬂﬂﬂau Usenausie MAruAunaau (Negative Control)
ﬁ’uﬂwﬂmamnﬁﬁw (Low positive Control) #3AUANKAUINAES (High positive Control) waw?
ﬂ’mﬂluma‘l‘u (Internal Quantitation Standard #S® DNA Quantitation Standard)

. ¥ 5ﬂaﬂmiaﬂ HBV viral load

321 Wuthelddmiunsemuinumsiugnssuveadelhiadusnaud (Hepatits B
Virus Deoxyribonucleic acid; HBV DNA) Ingigvenansiugnssusiemaila Real-time PCR

322 amnsoasievuSinandie HBY DNA lushegradeniiiiu Serum wie EDTA Plasma

323 ansansiavinhida HBV linsaumqu Genotype A-H Wag/v3e Pre-core mutant 1a

324  dunsansaamuSunalla¥a HBY DNA Téaust 10 - 1,000,000,000 1U/mL fiaaa
Undeiie 95%Cl

1l G -
GrD)! .........E).l.'l{p..m!@Jﬂ#..mm&{.............ﬂsxﬁwunﬁunﬁ
(weeTq Mlladug Nudd )
a bl - Q ._/
(89%9) ....... Sxing. . W .‘.‘.’7.'.‘?.‘1 ............... ASSUNTS  (@9%9) ... L3 AN e S AS5UN1S
(uedsdng way ) (wwedinm Aura )




325 ummmmmﬂmmwmsmaau Usznaumniey AIRIVALKAAU (Negative Control) A7
mmuwamnmm (Low positive Control) mmwuwamnmaa (High positive Control) LLﬁumﬂ’J'UﬂM
el (Internal Quantitation Standard %38 DNA Quantitation Standard)

3.3 mmmw HCV viral load

331 vi‘;luﬁw'l'l%'ﬁ'm%'ums’mmﬂ‘%mma’ﬁﬁ’uqnﬁmmLﬁyal'a%’aﬁué’mau% (Hepatitis C
Virus Ribonucleic acid; HCV RNA) IﬂEFJ“S‘UEJ’IEJ&Wiﬁuﬁqﬂﬁuﬁ’lﬂl,ﬂﬂﬁﬂ Real-time RT-PCR

332 anunsanTaUiunante HOV RNA Tudhedradoniidy Serum vse EDTA Plasma

333 aunsansiamnlifa HCV dasaumau Genotype 1-6

334 amnseasiavSinalaa HOV RNA Tédaud 15-100,000,000 1U/mL finang
Undedie 95%Cl

3.35 nmmmmmmmwmwmﬁau Usznausme fMIAUANKEAY (Negative Control) §
mUﬂmamnmm (Low positive Control) mmmmamﬂmm (High positive Control) uag@ariuau
ety (Internal Quantitation Standard %58 DNA Quantitation Standard)

4. qmﬂnumm‘lﬂ

4.1 mmmmmm'mnLﬂmuwmﬂimmmiwuﬁﬂﬁmaawa‘l:;iﬁmm‘mmwmmiwuﬁnﬁm
DNA #38 RNA 'lumaaNLaamiﬂEJ'L?JLﬂsmmqmmﬁvwawhm

42 hendewiums validate mnmmamLLavmm'm’lwrmmﬁaqmamLﬂ'zﬂvw (1A383 Cobas 6800)

43 maﬂmummiﬁmﬂﬁwammn US FDA %58 CE Mark

4.4 uw"ﬂ,ﬂi‘uluautg"lmm'imLﬁmLLaswﬁrmmaﬂwnmunmuﬂmznisumimmiu,asawaq
Uszwelve (pw.)

4.5 mmmum'ﬁwsaﬂwmmmlﬂumi'suwamawmﬂguwms (In Vitro Diagnostic)

4.6 mmwmmmiﬂ’lfunumiaamammswmam’lumwu Barcode Reader %38 RFID reader
‘VN Sample LLavmma’um'mmqalmmn primary tube %5 sample cup

4.7 mmmmumams'l,‘mulmuaamw 3 |feutfuaniuiidweu

4.8 ma'fl‘dmmwmmamﬂmamswamm Fluorescent (Fluorescent dye-labeled
oligonucleotide probes) LLavmmimi’amﬂmmmmmammmimﬂLﬂsaa Real-time PCR

4.9 dummmmuwﬂmnumsmmsﬂuLﬂau (Contamination) Tnedidulesi Uracil N-
Glycosylase %58 AmpErase mmaulemumaw] ulumuﬂsznawaemm

4.10 Wuhedusegundenlday uazanansaiiufigamandl 2-8 asrivadus
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5. Reuluianiz

51 fuebuituussiugaunmentheinaonengmsldau winfimsidennunmnouiy
vusegnislinuriedendomsiniosindes wthengalmiivdeuliniely 3 Su duanléduuds
NG

5.2 guedufaivayuasdmiumuaupunniduiufedilumsanaliessinasns
Menuraliifigamedon s iRuniuninsgiu wu Calibrator, Control Material #1499 Wuduly
Weanenasnogdgyan

53 msdweuihewazian Wdaunng sumudeimseedsmenia dungly 7 5
wsnfunilsdedade

54 5ﬁaﬂnnﬁﬁamia'}miﬂﬁaLaﬁeJé’msw’l,ii’aﬂuﬁulﬁmm‘hmuﬁﬂwﬁﬁﬁa (nnalunaiuvesdygy)

55 fuefivinsdafuihelilaslifealdeiulsmetna

56 fualimseusinmsldouedemmviinmsiudidmiiivesufjifing edrafostas 1 ade

v s

57 geeaduayulusunsuuimsdanisunen
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