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vauu1eeu (TOR)
3 a o & o
Frenasadinssnuianuanswugnssuvaatalasa (HIV, HBY, HCV)

1. 'mmls...mﬂ

amammmsqmms'wwmﬂ'smma'ﬁwuﬁﬂismaamahia (HIV, HBV, HCV) Tusnetnsiien
AtaevetlsameunaEndy
2. ANUADINTS

muwmifsmLﬂ'i'ww'nJ'smfumswuﬁniswumwalﬁa HIV, HBY, HCV) fignansaldaudiu
mems'gmmiwvwmmswuﬁnﬁmaaL‘nahia 1383 Cobas 6800) vadlsaneruraidndu laodl
swazdenamenswasdau fail

21 temsaa HIV viral load $wnu 7,000 test
2.2 11e1m599 HBV viral load 377U 1,300  test
23 11819593 HCV viral load UL 350  test

3. AIANYAUTLANIZ
31 themsan HIV viral load

301 Wuthelddmiunnanusinamsiugnsseadelhiaele? (Human
Immunodeficiency Virus Ribonucleic acid; HIV RNA) ) Ine3venpansiugnIsumemaiia Real-time
Reverse Transcriptase Polymerase Chain Reactlon (Real-time RT-PCR)

3.1.2 mmsnmwmﬂimmwa HIV RNA Tusheghadendiu EDTA Plasma

3.1.3 mmiﬂmmﬁmmmswuﬁﬂﬁmmum'm%mswuﬁn'i'sumi,mua Conserved region 161

314  aunsansiavilada HIv-1 ldaseumas Gr. M, O uag/vie N 14

315 aunsanmamusinaliia HIV RNA 1§daus 20 - 10,000,000 copies/ml fia
Undetie 95%Cl

316  ifeimuauauaImmsvadey Usznauing fmunukaau (Negative Control)
ﬁamuquwamn@hﬁw (Low positive Control) #aaruRunauInA1ga (High positive Control) uagsn
mUﬂumEﬂu (Internal Quantitation Standard 158 DNA Quantitation Standard)

32 1hemsaa HBY viral load

3.2.1 LﬂuﬁﬂEJﬂiﬁﬁﬂw%’ummwwﬂ%mmmsﬁmﬂﬁmmL%@lﬁﬁﬁﬂé’ﬂtauﬁ (Hepatitis B
Virus Deoxyribonucleic acid; HBV DNA) IﬂEJ’JS‘UUﬂﬂa’l’iwuﬁn‘iimmﬂmﬂuvﬂ Real-time PCR

2.2:2 aﬂu'ﬁnmmwﬂﬁ%mmma HBV DNA 'lumam%aammﬁu Serum 58 EDTA Plasma

323 gunsaeasamisa HeY laasaungu Genotype A way/v3e Pre-core mutant 1]

324  gsansiavusunaliia HBV DNA ‘lﬂmum 10 - 1,000,000,000 1U/mL fiannu
yietie 95%Cl
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325  hemusuANATINIIRgeY Usgnausne femururaau (Negative Control) #
ﬂ’JUFguNaU’Jﬂﬁi’lﬁl’] (Low positive Control) ﬁ’m’mﬂmamﬂﬂ"@a (High positive Control) wagAIAIUAN
ety (Internal Quantitation Standard %38 DNA Quantitation Standard)

5.3 1?‘18’1615’3?\] HCV viral load

331 WuthelddmsusmamuSinuasiugnasuvesdel¥adusniaud (Hepatitis C
Virus Ribonucleic acid; HCV RNA) lngi5uenegensiugnssumemaiia Real-time RT-PCR

332 awnsansiavnUSunaaie HOV RNA lusheehadeniiiu Serum wia EDTA Plasma

333 anunsnnsamniiia HOV lanseungu Genotype 1-6

334 gansansramUsinadada HOV RNA Tidaud 15-100,000,000 1U/mL firny
Y¥eiie 95%Cl

335  fihemusuamunwsvegey Usenausie fMmusueaau (Negative Control) &
muauwamnﬂ'ﬂﬁw (Low positive Control) fmuaNKauINA1Es (High positive Control) uazfmiAuAm
nelu (Internal Quantitation Standard #38 DNA Quantitation Standard)

4. auatAnaly

4.1 13"1mamﬁamqﬂ"‘;Lﬂ'ﬁ'\sﬁmﬁmmmiﬁ’uqnsiumaaL%ala%’amm'mm'swmm'sﬁ‘uqﬂﬁu
DNA 938 RNA lushethadeslneldiriomsiaiinseidnluia

42 dendesiums validate mmliwﬁmLLazmmmﬁ’ﬁ’uLﬂ%amﬂaﬁmswﬁ (1383 Cobas 6800)

43 thel#suinasgiunsa@nain US FDA vde CE Mark

a4 shelisulveyganisiduasdasminsnndinanunmznssunsemnsuazees
Uszndlne (o8

a5  therunsiusesiaanseldlunidedemeiesujiing (in Vitro Diagnostic)

4.6 hedesunsoldiuniewmsniinszisnluiAfii Barcode Reader 3o RFID reader
V“?q Sample LLamfwmmm‘samwlﬁmn primary tube #38 sample cup

a7 dwedeafiogmsldnulidesnin 3 iweutiuantuiidwey

4.8  1henldisuiiinaaindeaisdeauss Fluorescent (Fluorescent dye-labeled
oligonucleotide probes) wazrimsasiainmnanduvesdyannlasiaios Real-time PCR

19  ynhenfiszuuiestumaianmsuuileu (Contamination) Tnesidulsl Uracil N-
Glycosylase w38 AmpErase niatoulusiufinduy Sudwseneuvesingn

2.10 \Huhendidegundonldnu uazanunsaifiuilgumgl 2-8 ssnwaldea
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5. Weuluawe

5.1 Q’maauﬁ%’uﬂssﬁuqmmw‘qmﬁ”ﬂmmaammqmﬂ%’mu wniinsdeuamnmnouiu
mnognildrieiedemrseiodaton ssimeelmivasdiangly 3 fu duanlifuuds
NGV

52 duedudaivayuasdmiveuauaunmiduiudedilunsnsielinssiuaznis
enuRaliiiismedenisufdRnuniuuinsgIu wu Calibrator, Control Material #1499 {Wusuly
ieawanaanagdyny

53 msdweuineuasian Wdalunag muanudemsvesdsmetuna denelu 7 u
n¥snfuniidedsio

5.4 ﬁ'lmv_]ﬂ'i']amimmmﬁuLaﬁaé’miﬂ%’muﬁ'ﬂﬁmuﬁﬂmué’ﬂ'saﬁﬂﬂ%a (melusduvesdaygn)

55 g’{maﬁu%mﬁmLﬁuﬁ'lm’h?ﬁmahjﬁﬂﬁiﬂ%wﬁ'ﬂsqwmma

56  fuelinseusinslinuedommsiissiundmihivesfifins egrafestias 1 ads
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