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YBUUI89U (TOR)
‘c’ a g ar c? o
WM UATIEIIIINUEIR UGN SSuveudalaFa (HIV, HBV, HCV)

1. 9Ag inﬁ\iﬂ
ﬂm%mmmmmmswmmmmmmfiwuﬁnﬁmamahia (HIV, HBV, HCV) Tusheagruden
Hhevadlsimerunaidndy
2. ﬂ'a'mmmm's
u'lmmqmLﬂﬁwuwm‘ummmswuﬁnsimaawahia (HIV, HBV, HCV) fianunsaldeuiy
Lﬂiaéﬁ)i’m’)Lﬂi']“‘ﬁ‘lﬁ’]ﬁ"liﬂﬁﬁﬂ‘iiuﬂaé]L‘UEJl’J‘iﬂ (1384 Cobas 6800) vaslsaneuraidnduy Ines
swaumamwmmavmmu il

21 1hemsaa HIV viral load WU 7,000 test
2.2 1wn579 HBV viral load WU 1,300  test
23 W189533 HCV viral load UMW 350 test

3. AMANYMZIANTY
% | Jﬁfﬂﬁ]ﬂ’i} HIV viral load

311 Lﬂmf'lEn’[,%'ﬁw%’vmwmﬁmma'ﬁﬁuqmimaaL%ah%'am‘a‘la? (Human
Immunodeficiency Virus Ribonucleic acid: HIV RNA) Imﬁ%’wmamsﬁ’uqﬂﬁuﬁwmﬂﬁﬂ Real-time
Reverse Transcriptase Polymerase Chain Reaction (Real-time RT-PCR)

312 aunseasaamuTmaate HIV RNA Tushethadendiiy EDTA Plasma

3.13 mm'amﬁmﬁ‘mmaﬁﬁ’uqﬂﬁuLtascvmﬁ]aﬁ’uaﬁﬁuqnﬁw‘f'umﬁq Conserved region 1ot

314 awnsansaalafa HIV-1 Idasaungu Gr. M, O uay/vde N 1§

3.15  a@unsonsaamuSinalada HIV RNA 1dkaus 20 - 10,000,000 copies/ml fiAu
Undedie 95%C

3.1.6 uunmmmmmmwmwmaau Usgnaume fMauaunaau (Negative Control)
mmummamnmm (Low positive Control) mﬂ’mﬂuwamnmm (High positive Control) wagsia
muauma’lu (Internal Quantitation Standard #58 DNA Quantitation Standard)

5.2 ‘u'IEJ']WST\I HBV viral load

3.2.1 LUUN’IEJ’II‘U&’WIiUG]‘i?%ﬁ’]ﬂ‘ill’]ﬂJE’l’}iW‘UﬁﬂiiﬁJ‘Uﬂx‘iL‘UEﬂ?’iﬁﬁlUBﬂLE‘I‘U'U (Hepatitis B
Virus Deoxyribonucleic acid; HBV DNA) T.G]Enﬁ“uUﬁﬂaﬁﬁwuﬁﬂiiummwﬂuﬂ Real- trme PCR

322 a'lm‘snm?ﬁ]mﬂ%u'lm:ua HBV DNA lusheehadeniidiy Serum #58 EDTA Plasma

323 ansaavamlisa Hev Insaupg Genotype AH WaY/138 Pre-core mutant a

3.24  aunsansamiusunalisa HBY DNA Imm\‘nm 10 - 1,000,000,000 1U/mL i
vnidletie 95%C]
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225 ummmummmmwmsmmaau Usznausme fMMUALNAay (Negative Control) #7
muauwamnmm (Low positive Control) mmuamamnmm (High positive Control) LLavmmuﬂu
melu (Internal Quantitation Standard #$8 DNA Quantitation Standard)

3.3 u’iEJ’WI’i’J'ﬂ HCV viral load

33.1 Lﬂumm'lwa’msumqﬁmwsmma'rswuﬁn‘s'imamahsamuamaw (Hepatitis C
Virus Ribonucleic acid; HCV RNA) ImEJ'Jﬁ"UUﬁﬂﬂﬂiwuﬁniﬁuﬂwmﬂuﬂ Real-time RT-PCR

532 mmmmwmﬂsmmma HCV RNA ’Lumam&mamﬂu Serum %38 EDTA Plasma

333 @ansansiamlaa Hov 1mﬂsa‘uaqu Genotype 1-6

334 awnsamsiemuTinalada HOV RNA Teaust 15-100,000,000 1U/mL #agn
Undetie 95%C

3.3.5 ummmmmmmwmwmaan Usznaunig AIAMUANKAAY (Negative Control) 6
muauwamnmm (Low positive Control) mmmuwamﬂmaq (High positive Control) LLﬁuf‘l']ﬂ’J‘UﬂlJ
malu (Internal Quantitation Standard ¥38 DNA Quantitation Standard)

4. ﬂmauummqlﬂ

4.1 mmmmsamqmm‘ﬂ W'\UimmaﬁwumismaaL‘ual'a'iammmmi'swwmswuﬁnﬁu
DNA #38 RNA ’LumamaLaaﬂT.ﬂa‘bmﬂﬁaam'ammﬁvwam‘iuum

4.2 UeseIWIUNNT validate 'imﬂwmamua”mmidlwnumsaqmi’mmﬂﬂm (Lﬁiaﬁ Cobas 6800)

4.3 u’mﬁlmiummmuﬂﬁwammﬂ US FDA %58 CE Mark

4.4 maﬂmu’luaummmimmm ﬁ]mm‘wmEmnmumwuﬂmsnisumsmmmasawaa
Uszinalng (08))

4.5 ma'm'lumﬁmaﬂwmmsa’[,ﬂumﬁu%aamwmﬂgummi (In Vitro Diagnostic)

4.6 ‘mmmaaﬂm’ﬁﬂl‘ﬁnumsmmmaLﬂiﬂuwamiumwu Barcode Reader %38 RFID reader

Sample LLa“‘mEJ’l?f’m'ﬁﬂmaﬂmmﬂ primary tube %58 samp{e cup

4.7 ‘lJ']EJ’]'Fl'E]\‘ﬁJEJ']EJﬂ’ﬁ'L‘N'vaJJUE)EJﬂ’J"I 3 Woutiuanniufidweu

4.8 mm‘lﬁma}ummﬂmﬂmaamimum Fluorescent (Fluorescent dye-labeled
oligonucleotide probes) LLaumm'sm'i'm'mﬂ’Jmnmwmasuzgmiﬂal,ﬂsaq Real-time PCR

4.9 wmmmmywﬂmnumimmmsﬂutﬂau (Contamination) Taedivdulas! Uracil N-
Glycosylase %58 AmpErase MiElL@Ul‘tﬁJ’UUﬂE]uﬂ LUH?I'JU‘LIS"ﬂE]U‘UEN‘mFJ’I

4.10 LUUH'IEJ'I&’]LER]SUWi@&JI‘N'Iu uay mmmmqumw{]u 2-8 parwaLdya
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5. Wauluiamne

5.1 Q’ma@uﬁ%’wisﬁ’uﬁgmmwsquwnmaaﬂmqmﬂ%’mu winfinisidesnuninteuty
minogmsldnuvieoiendunsznienindes winhegslysiudeutinngly 3 7y uanlasuuds
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52 rﬁmaL‘i"JuQ’aﬁ’uauumiﬁm%’umuﬂuqmmwﬁﬁuﬂuﬁaq‘lﬁumim'mﬁLﬂﬁsﬁuaxms
mamuwalﬁlﬁENWaﬁfanﬁﬂﬁﬁ’ﬁmumummgm \u Calibrator, Control Material sin9q (Huguls
W amenasneydngn

58 midqmuﬁ"]muasi’aﬂ Wealunag awewissnsvedsmenuna dennely 7 %
vasnnsuniidedsde

5.4 ﬁqmvgﬂ‘swmimmmfhwﬁUé’msw’L‘r}’muﬁ’ulﬁmmﬁmu@’ﬂaaﬁﬁﬁa (meluraRuvesdiyg)
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