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YaUY184U (TOR)
3 = o & v o
wemsadinsinidiinuasiugnssuvantialada (HIV, HBV, HCV)

1. dnqUszeen

ﬁ]m%ammmnﬁLﬂ's'lzﬁmﬂ%mmmiﬁuqn's'swuam.%}ah%’a (HIV, HBV, HCV) Tusiagaiden
Alrevaslsaneuadadu
2, ﬂ'nmﬁmms

u"IEJWmi’aﬁnLﬂsﬂuw']ﬂimmmiwuﬁﬂ'ﬁ'm‘umvuah'ia (HIV, HBV, HCV) #ansnsaldauiy
m‘saam’;mLﬂs’ummmswuﬁnsmmawuahsa (1r384 Cobas 6800) vaslssweruraidndy Tnei
TeasidnTensuazdy fil

2.1 1hems1a HIV viral load WU 7,000 test
2.2 1U18IM599 HBV viral load UL 1,300 test
2.3 1189915739 HCV viral load MU 350 test

3. AuENEUZIANIY
31 1he1as29 HIV viral load

oA K LﬂuﬁwEJ']‘L%'E?W%’Umsw‘miﬁmmaﬁﬁ’uqm‘smmﬁﬂh%’ﬁmﬂaﬁ (Human
Immunodeficiency Virus Ribonucleic acid; HIV RNA) Imﬁ%wmamsﬁ’uqnﬁuﬁwmﬂﬁﬂ Real-time
Reverse Transcriptase Polymerase Chain Reaction (Real-time RT-PCR)

312 @unsansiavuinnaade HIV RNA lughedhadeniiiiu EDTA Plasma

313 awmsadaSinaensiugnssuuaynTnTumsLgAssIs W Conserved region 1

3.1.4  awnsansianilada HIV-1 ldaseunqu Gr. M, O uag/vide N I

315  @nunsansaamviunadada HIV RNA Tékaus 20 - 10,000,000 copies/ml fiay
Uidefie 95%C]

3.1.6 ﬁﬁnawmuammmwmwmaau Usznause Mmunumaau (Negative Control)
AIATUANKNAUINAG i (Low positive Control) AINIVALNAUINAIG (High positive Control) uagsa
mUﬂumeﬂu (Internal Quantitation Standard %58 DNA Quantitation Standard)

5.2 ﬁw&nm’m HBV viral load

3.2.1 Lﬁuﬁwaﬂ%’ﬁw%’umwwﬂ%mmmiﬁuﬁ,nﬁmmL%ah%'aé‘fué’nmuﬁ (Hepatitis B
Virus Deoxyribonucleic acid; HBV DNA) Tagdguensansiugnssusnemaila Real-time PCR

322 awnsarmvUSnade HBY DNA ludhethadeniiiiu Serum vide EDTA Plasma

323 aunsoasianlida HBY leaseungu Genotype AH uag/3e Pre-core mutant o

324 @unseasyavuFinalada HBY DNA 1waust 10 - 1,000,000,000 1U/mL fens
u‘WL‘?jEmE 95%Cl
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225 ummmuammmwmimaau Usznaumaey mmmmwaau (Negative Control) @3
mmmamﬂmm (Low positive Control) mﬂ’mﬂuwamnmm (High positive Control) LLaa:mmUﬂu
ety ( Intemat Quantitation Standard %58 DNA Quantitation Standard)

33 mmmn HCV viral load

331 uJumEJ'r'lmmwwmsmmﬂ%mma'ﬁﬁ’uqns*smmw‘i‘?al‘r%’aﬁ’ué’mau%' (Hepatitis C
Virus Ribonucleic acid: HCV RNA) ImEﬁ%ﬂmamsﬁuqﬂimﬁ"mmﬂﬁﬂ Real-time RT-PCR

332  aunsnnTamuSinande HCV RNA Tusheghadeniiliu Serum wio EDTA Plasma

333 awnsansiamliia HOV lamsaungy Genotype 1-6

3.3.4  aansansamUSuinlasa HCOV RNA Iﬂmu,m 15-100,000,000 1U/mL fiau
mL‘aﬁJna 95%ClI

3.35 ummmummmmwmsmaau Usenause MIATUALNAAU (Negative Control) 67
ﬂ’mﬂuwamﬂmm (Low positive Control) mmmumamnmaa (High positive Control) I,Lﬁu@]'lﬂ’mﬂll
nelu (Internal Quantitation Standard %38 DNA Quantitation Standard)

4. ﬁmauumwﬂﬂ

4.1 mmmmsnms'mLﬂmvwmﬂsmmmiwuﬁnismmL'?ja"lr.lsammsnmwmmiwuﬁﬂﬁu
DNA %38 RNA 'Lumaeml,aaﬂiﬂﬂ‘fmmimmmmﬂmvwam‘[um

4.2 weewuns validate mnmwamLLavmmmTfUﬂuLﬂimm’ammiﬂm (Lﬂim Cobas 6800)

4.3 uwﬂmummsmuﬂ'\‘iwamm US FDA w38 CE Mark

4.4 mEJwlmu'l,uaummmimwml,avammwmamﬂmuﬂmuﬂmvnﬁumsmmmavawm

Uszndlne (aa )

4.5 m8'1mumiimaﬂwmmm“l%‘lunfliau%aammmﬂgumm‘s (In Vitro Diagnostic)

4.6 mmmaammiﬂlﬁﬂuLﬂ'smm'nmLﬂ'ﬂmamiuumwu Barcode Reader %38 RFID reader
B Sample LLavmmmmsﬂmqﬂmmn primary tube %38 sample cup

4.7 mEnmmumamﬂ‘wuluuaamw 3 ieutuanntuiidaeu

4.8 m&Jﬂ‘umwwmmmnmammmuaa Fluorescent (Fluorescent dye-labeled
oligonucleotide probes) LLaumm'smmmmm'mL?Jmmaﬁyfmm‘[mmﬂsaﬁ Real-time PCR

4.9 summmmuwﬂaanumsmmmsﬂuaﬂau (Contamination) Tnedidulasl Uracil N-
Glycosylase %38 AmpErase mmau‘lﬂwmumauq LUumuUivﬂawmmm
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5.1
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5.2 vﬁ'maLTJuﬁaﬁUauumﬁﬁw%’ummmmﬂ1wﬁai’%ﬂuc%’aa’l%‘lumsmqmm'ﬂ shasng
'3'1aqnuwa’lmwmwamamsﬂgummummmmﬁ'}u \Y Calibrator, Control Material 719 uduler
Lwa:}wama@ﬂmaargm
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