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HIV/HCV/HBV (NAT) (Single Unit Testing) 97u7u 27,000 tests
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4.

AMANBZIANL

4.1

4.2

4.3

4.4

4.5

4.6

L“waf”ume‘fﬁagﬂﬁmmmmni’mL%a@mmmﬁamﬁ;@ HIV-1 RNA, HIV-2 RNA, HCV
RNA uag HBV DNA Ing3 Nucleic Acid Testing (NAT) wuusaagnadien (individual

sample ’lﬂvﬂmmmmsammmvwamhmamwmsmaﬁ]n'saa‘[awmusmﬂmammmﬂ

0¥ty Tumeehadiidunanaun

g)j < 1 4 v % Il :.’/ Ll 'ﬂ'
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431 Tafasudniau G (HBV Virus)

432  Sadudniau & (HCV Virus)

433 Tda ey 1o 71 ngu M (HIV-1 Group M)

434  Ta ey le T 1 ngu O (HIV-1 Group O)

435 la¥awyled 2 (HV-2)
Lﬂuﬁwménﬁﬂgﬂﬁ‘lﬁwﬁnmwmaaummiﬁuqﬂismaaLféyah%“aé'wmnﬁuﬂ%mmmi
WUFNTTUWUU Real Time PCR LLasﬁmmsmzqL%@ﬁmsaawulﬁﬁu’aLwimsmaf\m%\iLL'iﬂ

VNWURAUIN
U1g1 1 e @1150A5I9MIATRUGNITIUYBUTD HIV/HCV/HBY Teluvaemiiieaiu
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4.51  Wedmsuannaswugnssy (DNA Extraction)
452  WgnRLUSINIMEITRUGNITURAEATIINANTIUGNITU (DNA Detection)

453 131&]’1?1’3U@1memaau (Negative control, Positive coptcot uay internal
control) L TR ey
4.5.4 mmaqummu 19U washing solution
Yhendesiininula (Analytical sensitivity) Iﬂamswmaammu md;vudual mu
4.6.1  HIV-1group M &I limit of detection (LOD) 25. 7 !U/ml L‘Uuamwaa 31

seiuaudesiuliidesndn 95% detection rate S
4.6.2  HIV-1 group O & limit of detection (LOD) 8.2 copie‘_é"/h“\ilﬁi‘LfJﬁ!.ﬂﬁﬁ#ﬁé\éJ i
sesumudesivliesnin 95% detection rate
463  HIV-2 1 limit of detection (LOD) 4.0 IU/mlHusgnaties Aszfuaaiy

Wosulidasnin 95% detection rate
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464  HBV il limit of detection (LOD) 1.4 1U/ml \fustnstioy fiszduandesiy
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5.4 furefosinwsey accessory Ainadldlunsnsialinssvinail

5.4.1 MPX Control Kit 4 runs Juaulaitieenin 20 packs
5.4.2 NHP Negative Control Kit 16 runs 91uaulaitiesnin 45 packs
5.4.3 Specimen Diluent Twauliivounin 25 packs
5.4.4 Lysis Reagent Snubidesnin 60 packs
5.4.5 MPG Reagent cassette Srnulidosnin 140 packs
5.4.6 Wash Reagent T1unuliitesnin 250 packs
5.4.7 Amplification Plate J1uuldtiesnin 25 packs
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oty 3 aduied Wemuauauammaaeulfiulun LRSI

5.6 frefesiuingeudldinslunisnmadenduioalainiiinavaniiuinsiediiadiny
Serology uavdaluana swﬁmmaaué‘u‘] awgluseninavanluaiulidiy 200,000
UM

5.7 ffiFemgrandusinausunsldouliiuynainsauamseldnuldnsounquiassun
Tusunsulaitiosndn 1 ads Tnefionansvielulseniadodasiuses

5.8 dnsnsreaeuaunimaiesinfouldauuazvinsasuiisunsefiununisungednw
wsesloifuuszdmn 3 Wou lasAldaslunistisednm Aeglvd Ausafuvesdune

NABABILHLYRY
5.9 Tunsdhpsoadtymnisldan N‘U’]HWSQHG‘U’NNL‘UEJT’U’}ZUL‘U’]ﬁJ’]IﬁUiﬂ’]i‘UEJiJLL‘d%Jﬂ’IFJIU 24

g Mmmnwlmmmmm L
5.10 m’mmawamLL%uLﬂiaﬁmLmLaiﬂmaﬂu 7 T u‘ummwimmm ‘Lummmmadsa

aglvaanNmeuseine mawnmwauLmumiaﬂmauamma‘tu 14 ’Ju uummuw‘lmu
mil,mmmLmamwammuuu I ' e
511 Tuszninmsgenusy mnw‘mawmwmiaa‘msmunwsaaawmﬂlummia%ume
uilalsinduunldonldlasdude ggmamaarﬂaau“luu’[wmﬂmzu,wwamqﬂ?,nwlu 90 Tu
ﬁ’wﬂni’uﬁsgmawuﬁaLﬁw%aﬁ’aﬂdn‘[ﬂamﬁﬂm’l*ﬁdwaLﬁuLﬁm
512 nsdnsesdados u3ewa dosfulinreulddisuasdndunisdensialuds

WoaUfURN1TBLAlF UNTTUTRIIATIINAING 1S015189:2012 WD 1SO15189:2022

Page 5 of 7



nelu 24 Flus neldiesidamedty iWweldanusuiaisdsn a1unsnanedante iy

LANMAIIUA Lﬁammﬂaaﬂﬁmmﬁﬂw

6. MAUALIRIEIUDUNES)
1 L2 dl o QI/ A’ J
meluszeznandaweu 360 u munaimvualilulud@eusiazasn

7. NANLNUNIUNITNAISUIAALRBNTBLEUD
LTSRN

8. 'Nl:ﬂu@U‘Uiﬁﬁ@J']m/’J\iLg\aumg{%lﬂﬁlﬂﬁﬁi
a a v v < & W % 1Y
NSUIUUTENIN 15,311,700.-u7m (Buiéuanusauniamiiunidsiudadaeumdon)

9. 1IATULALNITINELIU
muUSIanivuslulud@ousiazasikarmusiadeniienssybiludyan

10. 8m51A1USU
9m31508a% 0.20 vass1anAassandalilasunausaiu

Page 6 of 7



