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1.1 SmqussasAlumsldau Hugpasaarmnmdslifanai/didenceniash (Dengue Virus) 13
AN NYARTIaNT03 (Screening Test) wuusIns2 TnenmsastavueuRuefiade 16 uay IgM lng
yrnsiailidnvazlusdunaaou (Cassette)

1.2 padnwaizlumanaie

1.2.1 Jumsanalaeldnanmsduglulasniansivila (Immunochromatographic Assay)
Tnefeg1ensiadudsy (Serum), wanaun (Plasma) wawldanAsuaiu (Whole blood)
125 °q;ﬂm’mam1§w.i’mmme?-taﬁ’uaavﬁa Dengue Virus 31 1gG uay IgM eluasm
deatu Tnenamsnagauamunsalenwaudsenainiuegednau
1.2.6 gansagrunanmadeuaInn s vdvuuaunaaeulusszia ity 20 uil
1.2.5 gan1R8lkaunluA (Control line) L‘ﬁamuquﬂmmwmmumumﬂau
1.2.6 gomaiuinwildie lnafuinuniigaungl 2-30 ssrisadasuiisiununeng
1.2.7 gamsrasinwls (Sensitivity) lunisasiavnueufivadivils 1gM ua 1gG funnnis
Sopay 80 wazAIUT WY (Specificity) snnnindosay 95 lneuuanasiunu
1.2.8 sqmmwmmaﬂmwwwm?@L%@lﬁamaﬁléfﬁa 4 serotypes 9UsEnaUsiY Serotype
1,2,3 oz 4
1.3 Andnwnsily
1.3.1 YANAEDUABS 3’15@J@Fﬂ’a”llfﬁ“wﬁ“tﬁi@?ﬁ@3JﬁUWﬁ‘L‘W@E’iB‘UﬁL{J‘L‘i‘ﬁﬁﬂ Cassette LuwB3
WsouATaEEVAAaUNYad (1 Ynvadou/1 909) wanntulundosdsusenoudag
1.3.1.1 onansifunisldymn e
13.1.2 thenrwles (Assay diluent) (i)
1.3.2 ;ﬂuﬁmfﬁméﬂﬁﬂgﬂw%’aumé’wmaawﬁmiﬁm%Léﬁ’sn
2. fovluianns

2.1 ewmslion o fudwevfissylivumindeskidesndt 12 Weu

22 \HurdnAuralésusesamnin CE Mark (VD) Sudumnnsgiana

23 quaf'lugmi%mlﬁi”mmﬂgmwmwwﬁmm"ﬁ"aaﬁauwwé ISO 13485:2012 Faufusnesguana

2.4 wEnfadidnInreasununm tneilluatuauniandn (QC Lot) Min Lot NsKan

2.5 fimsauayumadinalasnmsenuaugunmasuenyesujiins (PT) ednlelay 2
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1. ANMANHRAISLIANS

1.1 Jmgussasalunisldau L,me‘ﬂﬁ]msmmahﬁamaﬂﬂ%Laa@aammﬂ (Dengue Virus) 139
ﬂumwmummwﬂim (Screening Test) WUTInse IAENSRIIAvILaUALIY NS Iﬂwm‘mm
snuaizilundunaasu (Cassette)

1.2 prudneniglunanaiia

1.2.1 unsesnlagldvdnnsduylulasinlanam@ia (mmunochromatographic Assay)
Taed9819n T 0uT5Y (Serum), wanaua (Plasma) wazidonasugiu (Whole blood)

1.2.2 ﬂmm’mmmmm'ﬂwmauﬁwwﬂmlﬁa Dengue Virus wiin NS1 16

1.2.3 ansasiunanisnaaauannsiiawauduuiaunaasuluszeziianliiiu 20 i

=4

1.2.4 gan3798kauAuAN (Control line) LBAIUANANAMNUBIUOUNAHDY

=

1.2.5 gnsrafivinuldig Tnafuinufigamgd 2-30 ssnwaiduauiviumnoy
1.2.6 gansaaiinily (Sensitivity) snnnirferag 80 wazATmdnwE (Specificity) 1NN
foway 95
1.2.7 ﬁg@mwmmﬁmm’aﬂmmaﬁm%@h%’aL@aﬁlﬁwzﬁ 4 serotypes F3Usenaume Serotype
1,2,3 uaz 4
1.3 nudnwuzialy
1.3.1 yompapudasiansgaamiuiivssgndonfundunadeuiilusiln Cassette Tuges
W39LAYANAARUNNTEN (1 YAVndau/1 189) venniulundasdasznousie
1.3.1.1 wwnansmiumsldyenia
1.3.1.2 hendulilos (Assay diluent) (6115)
1152 L‘T;Jm;@ﬁwmamf-:gtma:umaumaawum’lﬁnﬁ%ﬁm
2. Reuluanny
2.1 sl o Sudemeufiseyluumindedsidosndt 12 dou
22 HurBndnsildusosnmnin CE Mark (VD) Sadusnnsgiuana
23 Tsanugudslfifusosnaunmmsuanesesdeunnd ISO 13485:2012 Fadunmsgiuanna
2.4 wAndaeiinmaeaeununm Teedluatugunisndn (QC Lot) yn Lot NIkEn
2.5 fimsatiuayunadisulasimsmuguauannigueniesuJiains (PT) sdweslas 2
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