~
suandunauinvuzvasgsdmiuaTIImmsAndelussiuTuanauuuneyaaa
(individual NAT) v8s la3send lhsadudniaueiind ladudniaueiind
Tsswgunasssnandussasn Saminguasusiil
Uszdnteuuszanu 2562

1.9nqUszeed
= &‘ a/ o/ e o/ o . g e L =
psamsiaaliFaend (HIV-1) Thiasudniaud (Hepatitis B Virus) lisasiusniau &
(Hepatitis C Virus) sesiuluanawvunsvageuseyana ludsuvienanauveuinnaladin

2. audnwusluwazANFDINTs

2.1 Wuheldlumsnsainquaimilen HIV-1 RNA HCV RNA uag HBY DNA daevénnis
Transcription Mediated Amplification %39 Real time-Polymerase Chain Reaction
(PCR) Tuidenvefu3nin wisugunsnldnlulia

22 anwsoldfethmaaouldis Plasma uay Serum Tagld Sample lsithiu 1 ml.

23 aunsavinmaageuuunmmeasuseyana lnglidnlusdesdinig pool Metns
vaaeuLeannsansIvegsliiuitazaiariuiumsdeladingian Tnsianelutag
lanaunau

2.4 § Internal Control aglluienafiauen DNA waz RNA tielilumsmmsasunisiauyn
Fupou uEYNAOAVIAFDY

2.5 Primer #l4luns Amplified Target DNA ua RNA thunaindauiidu Conserved region
vemnidle ielannsonsadunisnaneiugveadeld

26 ymhewessgnausuenalion
2.6.1 thendwiuafaansiugnssy
2.6.2 theniuuSinuasiugnssuLagnsIamansiugn s
2.6.3 5ﬂﬂﬂﬂ?Uﬂuﬂ15wﬁaaU (negative calibrator, positive calibrator %38 internal

control)
2.6.4 ﬁwm%‘uq A udui washing solution
2.7 U 16,000 N15VIAEBU
3. AuANEMzIANIE |

3.1 thumsiusesnuasalunsngisen US-FDA Tneilseasden dil

3.2 flenuannsalun1snsaadn WHO International Standard for HIV-1RNA #1 33,3 IU/ml. #
seiumandesiulsivesnit 95%

3.3 fimuanansalun13nsain WHO International Standard for HCV RNA 1 7 1U/ml seéfu
mnudesiulsidesnin 95%

Ohvd - B

woy.olWT  qIvnd WAINYIMNT WAV uadeiensl waluu
UBWANETIUIYNTS Unmatiansuunddiuignig uninalianMsuwnguunnis



3.4 HAuaunsalun1snsIin WHO International Standard for HBV DNA 7175 1U/ml il
sefuaudeivlitosnin 95%

3.5 NMveEaunsIadn HIV-1RNA, HCV RNA way HBV DNA lunasaidoavadouinsaniulaely
wann1s Nucleic Amplification LazasanTINLENTnestefinTanuld
(Discriminatory assay)

4. doulvdu

1.1 ophelitesnda 6 Wou

4.2 Uitndesihnsiasaedesdieileusenounsldruhendindn uaznsandeuindodioli
niouldnulanasanan

4.3 § Certificate of Analysis 9n Lot en

4.4 Wuthorddeglasulususeannsguetidlaegail 1y snnguussmaglay (CE-
Marks) WageIAnseImsiasen Ussmaansgowsni (US-FDA)
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