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518M159 @ UBIMENEIWWUS Dengue VUM &o tests/kit

Tnguszasdnislden :
o o & .
wialdlunsmauenaneiugueatie Dengue virus serotype 1, 2, 3 uag 4

AMANYUTLANE :
®. Lﬂuﬁéwmefwf’umuﬁﬁﬂé'ﬂLﬁmwnawﬁ’uﬁ‘mau?}u@ Dengue virus serotype 1, 2, 3 uag 4
PENANNNT Real-time PCR mmsammmLﬁzjaluiaW'ﬁauﬂu”medngﬂimLﬂmﬂu
o. 49t Internal control iitensaa@ey PCR inhibitor luujnsen
o. anansansdludedansaafiiudsu uaewanein
< gnendidndsznau il
.o e MIUBIEL Master mix lunsvinujisen PCR
&lv Negative control %38 Blank control
&.en Positive control
& yoheldsumstusenmmspulildfununsviadenisnsumms (CE Mark VD) Lagauns
SusenndnauAMENTIUN1TEMTUATET (BY.) NIENTIENTISAUERY
o. ‘zjmmmmmsﬂﬁmumimmeﬂimmmswumﬁwmumwuﬂmnummuhﬂw © 391in
#wnjlan diag (CFX96™ Real time PCR, Bio-Rad)

Wouluie :

o. mmammauuauuwL%'Jmmmmwﬂuﬂium{ﬂﬂausmﬂﬂsmaaumwawgummi‘uawmmua
ﬂum']mwmmuﬂmuﬁaqnummﬂiﬂ‘w b Yeninfvalan wUfuRnuld wisueenluuszniatiy
nstneusy

[%
&

. funedadsduinieluy mo Ty Tudnaniuawnuludygrdenns Tnoudalymedinaulety
muAulsail o waylan nvarwmthney o Ju

on. mammmmua‘ummammamﬂmwu’l,muaamw o 1oy fuanfudwautine

< TuﬂmwaumlﬂwmmLasnmasumwmwummalmimmmw NIUTENY 926 03sURnvaU
wWasumaunulilminely o wwaqmffl,m'ﬁmmﬁlﬂﬂmummﬁmnumumkw b Yaninfivalan
ImawmammmmwuaaaLL'«NEJusJaumisUmaauaumimlmmmiﬁumEflmf]

.................................................... Usgsunssunis
(wenaulyn alsfadledia)
Unlvnsansnsagudiung sy

G
J ....................... ATTUNNT e i, ﬂiﬁﬂJﬂWSLLaﬁLﬁ‘UTLéﬂ'ﬁ

(uwanaiﬂmg Bunyuszaiug) (UWanfisn Aasy)
unweflanswunddiungns uninadansunnguioims



-l -

& fruasfosiudsnien nidiiholnduunay (o iew) Tneduessdenimiideuistusen
m'ﬁ“‘uLﬂﬁﬂuﬁwﬂﬂalaiﬁmﬂ%dwsﬂm

o. fredewaiuayundedlegunsaisznoudug idutufeddlumsasivinset (Accessories)
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Wwehfufoaanu
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598N15% o Ureuena1enug Influenza virus YR aln test/kit

Wquszaeansldem :
o o 6 &J [ Y v i a . 13 o
wioldlunsnmauenaeiugiuehialdvinlvgvlin A (nfluenza A viruses) dhewmnaiia
Real-time RT-PCR

AMANYMULIANIE :
®. mubmmmmm'umﬂmmaa’i,umﬂmﬂ"nN (Qualitative in vitro diagnostic) m%awmumw
LLsJﬂawwuﬁLﬁua”l'ﬁa"lmmﬂiwmﬁnuﬂ A (Influenza A viruses) ldoenetias « subtypes ¢t Influenza A
(HIN1) pdm09 virus, Influenza A (H3N2) virus, Influenza A (H5N1) virus wag Influenza A (H7N9)
virus (Jusu
. ‘zjmfﬂsn'ls?j'wﬁ"ﬂmi Real-time RT-PCR
m. aunsansaalaluseesdsdsmmaiiiuanssuumadumela W throat/nasal swabs,
th&haen haslduve W
<. ‘qmmm Usznause dausenevesialey il
.0 enidnuamifung (Lyophilized) wisurouldmilasazaresethnduvde asazany
e iNoandeiianaiauavanssesiailunsiaien Master mix
& PCR grade water %30 Resuspension Buffer
. Negative controt
.« Positive control
& ythenfimmablumsnsranuide (Limit of detection (LOD)) Hosniviawindy
®0 copies/reaction
D. ‘umnmlmumﬁ‘usaammimulﬁ‘l%ﬂmmm'i:muﬁmamammwm (CE Mark-IVD)

o). sﬂmu’]ﬂ'}ﬂquqiﬂisﬁﬂﬂl,ﬂiENLWllﬂill']mﬂ']iWUﬁﬂﬁiﬂJVla’]uﬂ\‘nu{]aqﬂ‘Uﬂ'J‘UﬂﬂJI'iﬂ‘V] 5) ”ﬂQ‘Vnﬂ
fweylan 3 ii9g) (CFX96™ Real time PCR, Bio-Rad)
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& fugadosiudsuien nsdiiielndvaneny (m iiew) ) e veagdosvimisdouds
Busenmsiuiudsuwhelnghifaldsnglag

». fnefesatvayuedediogunsaiusnauug Adndudedslumnsviinmsy (Accessories)
TagliAneldanelae

6. LﬁaLﬁmﬁmmwé’WLwﬂﬁﬂmqﬁﬁmmzy%ﬁﬂmsﬁmameﬂ,u be Talus ndvlduudsann
g Ry
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MeMs# @ themsremaswugnasunalsafioiaian EV/EVT1/CoXA16 wuam &o tests/kit

WmQUszasAnslde ;
wisllunsasiemansitugnssudie EV/EVT1/CoxAL6 dewniia Multiplex Real-Time PCR

AMENUULLANE :
@. Lﬂuwmmmmmumammaa‘luwum NN (Qualitative in vitro diagnostic) w‘l*‘ummu
mwwﬂmswuﬁmsm% Enterovirus LLauG\'i’Jf\]LLEJﬂmewuﬁ Coxsackievirus Al16 Wag Enterovirus 71

o. Ansonsaaludsdinsaiiulithens (throat swab) wiegaaisy (stool)
on. MTVIATIZIIBMANNT Real time RT-PCR
<. ‘umfﬂm"Lf?fﬁ”Uﬂ15%5aqm'1mmuiﬁl%ﬁumum’sﬁﬁﬁmﬁﬂmqm'ﬁLLW‘VIET (CE Mark-IVD) uazsiu
mii‘usaamnammwuﬂmuﬂsmmimmiu.aum (98.) NIENTWAITITUEY
& szmmmumuﬂsunau el
&0 TedmIuIEN Master mix Tunsvihuisen PCR
& Negative control %38 Blank control
&. A Positive control
. Y9l Internal control iiens1aday PCR inhibitor Tuufisen
0. ‘mmmmmm‘hmmmmquﬂﬁmmmswuﬁniﬁwmuﬂmuﬂaqnumum‘liﬂw o 399179
#wajlan ilag (CFX96™ Real time PCR, Bio-Rad)

Roulufive :

®. w‘mamaaauuauumwmmwmqmmuﬂlummﬂamumsmaaumwanummiﬁuawmmm
unndmhiidninnuiesiuniuaulsai o Jandaiveilan avufuinuls wfeusenlulsenimniu
MINNBUTY
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P 2 s o a o a .
NN & u'IEI’WI‘i'JQVﬂﬁ'Iiwuﬁ‘ﬂiiulﬂiﬁ%ﬁﬂ/mﬂﬂ/‘llﬂ“l«!ﬂq‘uﬁﬂ YUIA e test/kit

WyUsadmsldey :
wieldlunisnsramansiugnssandelada Zika Dengue uay Chikungunya shewmaila Multiplex
Real-time PCR

AMANTSANE :
o. Lﬁuﬁqﬂ‘lfqmﬁ%’mmmvﬁyalﬁa Zika Dengue uaz Chikungunya \B9n NN (Qualitative in
vitro test)
0. gnnelFudnnis Multiplex Real-time PCR (Dual-labeled probe) ¥ilaunsonsranide
hfanauiulinglulfisenfeadu
on. LﬂwqmiywsnﬁmamammmmsﬁuqﬂﬁmmL%"a 12%a Zika Dengue uay Chikungunya
< awnsonsaludsdm s iiiudsu waswanaun
& giheniidusznou del
&0 tendignunefun (Lyophilized) wisurouldmilasazarssetndunioatsazans
e iNoandefinnainuavanszazianlunsmden Master mix
&.lo Negative control
ct o Positive control
. mmmu Internal control ilenTIad0Y PCR inhibitor TuufAzen
. ?iﬂuw’llﬂ‘iuﬂ”l'ii‘Ui’eNll’]mi%ﬂulﬂ%ﬂummﬂﬁi]’J‘lJﬁ]QEJVINﬂ’]iLLWVI&J (CE Mark-IVD)
. ﬂmmmmmsa’tﬁaﬂuLﬂsaqmmﬂimmmiwuqmsmmummﬂmﬂumuqmimﬁ o T9in
weylan flag (CFX96™ Real time PCR, Bio-Rad)
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wmindmihiidihnutesiunugulsail o Smiafvalan s ifould wieueenluusenmsiyg
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& fuwazdosiuidsuhen nsdithelnduunony (a iiew) Inedunsardosimiedouds
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o. fredowivayusdediegunsaiuszneudug idududeddlumssseiiameyt (Accessories)
TngliAneldd1elae
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5781159 & UgInsamasvugnIsunelsaiiawindin COXA6 vun &o tests/kit

WwnuszaeAnsldey :

wieldlunsnsramansiugnssudie Coxsackievirus A6 el Multiplex Real-time PCR

AMENYUZIANY :
o. \HugmihendmSunsnitadunieusnsianie (n Vitro diagnostic) Mddmiunsaavmans
UGN Coxsackievirus A6

0. annsansaludedenseiiulithens (throat swab) vioga9nse (stool)
. ATIVIATIEVIEUANANT real time RT-PCR
< gnheldFunissusonnesgulidfuruaeitedemamsunms (CE Mark-IVD) uagsinu
mi%’usaqmﬂﬁwﬁmmﬂm ¥NIINNTOMTUATEN (88.) NTTNTNAITI T
& mmmmmuﬂsvﬂau il
.o tendmsunien Master mix Tunsviufisen PCR
&b Negative control 5@ Blank control
é‘: o Positive control
. ‘mmmu Internal control tiensradeu PCR inhibitor Tuugisen
. smmmawm'm’bumJlmaqvwmJsmz:um5wuﬁﬂﬁwmummﬂamumumimw o 919
waglanilet] (CFX96™ Real time PCR, Bio-Rad)

Roulufiawy :
®. wmamaaauuauuw&mmmmLwﬂuﬂlum3?3ﬂaummsmaaummmﬂgumm?uawﬂmm
unddmmhiiddnnulesiunivaulsei b Jwinfivalan asufuRnuls wieusenluusenieeiny
NSENaUTY
. {Uednd@uani1ely mo Tu Wudnantuasmwiuluda vageue Tneudslimadndney
Josumunlsail o Jaminfivalan nswarmtiney o u
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siavimilsdoudiduseumsuasududnlaglinalddelag

& fupagfesiuivdsuien nadivetlnduuney (@ o) lnogvgagdosivmilsdouds
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o. §uredosaduayuins osilegunsaiusenoudug 4sudufeddlunsnsiaiingis
(Accessories) lnglifnaldaelne

o. Lﬁmﬁmﬁgymmaﬁmmﬂﬁm/mciLﬁﬁaa%wggﬂxﬁﬁﬂwsamfama‘Lu e 114 nalATuuseann
Bt iU TR
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5718M137 b UIPINTIINEITRUGNITNUNTYS Malaria YUIR mie tests/kit

quszasAnislden ;
wieldlunmsesauenaneiugive Malaria Mewmaila Multiplex Real-time PCR

AMANYULLANE :

®. Lﬂuﬁﬂﬁ‘;ﬁmmﬁi’fmmwnﬁa Plasmodium spp. LLﬁ&LLEJﬂﬁ’]EJWuS:‘UENL%’EJ Plasmodium spp.
W@ maﬁuﬁ 8w P. falciparum, P. vivax, P. ovale, P. malariae wae P. knowlesi

0. yaielimdnnns Multiplex Real-time PCR finseunguiumMLeE 185 rRNA 189

P. falciparum, P. vivax, P. ovale, P. malariae way P. knowlesi
o, annsaldfudsdamseiiudonnsudiu (Whole blood) wag Dried blood spot
< yingnUsznausne
.0 thendidnuamifun (Lyophilized) w3suneuldmmilauasaesethnduvieansazane
Urled ieandeRnnannuaranssesnailunsiwden Master mix
.o Negative control
<. sn Positive control
&. ‘um‘mmu Internal control 1lans79@8u PCR inhibitor Tuujfsen
. mmmlm*umﬁ‘usmmmsmu’tﬁ’lmumumamuqaavmmiLLWVIEJ (CE Mark-IVD)
. ‘qﬂmmmmmhﬂum'ﬁa«,wmﬂimmmswuqﬂsswmunmuﬁaaﬂummﬂiﬂw o 9%
Wweylan ey (CFX96™ Real time PCR, Bio-Rad)

Roulufie :
®. wmamaaﬂuuauum‘ummmmqmmuwﬂ,umiwnausumsmaaumwamgummsmawﬂmm
wnmihiddnaudesiuenugulsai o Sminfvalon azufoRould ndeusenluysenieriy
nslneusy
. fuiedndsdudinisly mo u Tudaaniuasuludyandevs Tnsuddimadtneu
Josfumunulsadl o Wwaglan nywarmtiney o u
. m&mmwamaummmumamﬂﬂzmuimuaamq b e Tuaniudweuthen
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(wenaulya yalafidadng)
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Inofueagiovihmilsdeutabuseuntssuildeuduinlaglsiandldanglan

& gueaziesiudsuneg nsdifitheilnduuneny (o Wou) lnsfaneazdesihmilsdouss

a U d g LY 1 1
Busaunsiudsuhelagbifarldanalag

) Y ) o A ¢ = do & v a ¢ .
o. frenvadvayuinsodiogunsaluszneudug nuludeddlunisnsiaiesest (Accessories)

TagliiAaAlganglae

o. Wafadgmimedunaianefid samgavviinsiadenislu o $2lus ndaldTuuds

PR MEMEU TR

<. §01edeaduayunIsTANINISAIUANAMAINAIEUEN WU N15USERUANAINAITNTIT

(Proficiency testing) #3an1siSeuiitunasenineesufjiinig (interlaboratory comparison)
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518159 o Weaing1sRugnIsulise vuin o= test/kit

WnguszasAnisldiew ;
wneldlunsadnansiugnssulada

AMENUULIANE :
o. Wuymhendiegudwiunsatnasiusnssumashia anfaegne Serum, plasma uazans
Favdsnnnsenedeidosanasnlusii
b. @unsaanaansiugnIsulagafenannisveseynAktivan
on. @unsaldldufieens Serum, plasma (fldansiudanuds EDTA uag/v3e citrate) 5
asfandsaninene 1wy hanTnssaueaslvdunds Yaans Wudy
< gnherdudagy o rannsaldataiethldethaion m foths
& ymhesznaudy
- Reagent Cartridge
(wiay Reagent cartridge Usenausieiaulesl Proteinase K, lysis buffer &, binding
buffer @, Magnetic Bead Solution, Washing buffer o, A gz B, RNase-free water
ey BL2B Buffer)

- Reaction Chamber
- Tip Holder
- Filter tip
- Piercing Pin (1{93137%)
- vaealdfl98 19U b mL
- vaand1u3u Elution Y10 .& mL
- RNA Carrier (& mg)
- nssewusldndmiudainisvhaureanies (barcode paper)
o. [URINnIiMeE19eg5ening eoo-coo L nazUTinnsvesnsitugnssuiifegseming

&o-moo UL

‘“'J - Uses1unIIUNIS
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ASIUNS 3 /
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o, ‘q{inz:’lmﬁ’iL%ﬁ]gﬂa’mﬁﬂLﬁUﬁQMMQmWﬁ’NiﬁJG?Wﬂ’j’] o& samwaldya Layligindn e aem
wadea auiaiununee

&. gheldsunssusesnmsgulildiununseitegommsinme (CE Mark-vD)

& ﬁﬂﬁ”lﬂ’]ﬁ’m’ﬁﬂi‘gﬁuLﬂ%‘ﬂﬂaﬁﬂﬂ’]iﬁuqﬂ53NﬁﬁﬁﬁﬂﬁﬁuﬁaﬁﬁUﬂ’w‘i’llliiﬂ‘ﬁl b Janinfiulan

1log) (MagPurix System Ju 12A Y080 Zinexts)

Roulvfere :

o. Nmamaﬂauuauuwlfum‘mﬁquwmuﬂlumsﬂﬂammmsmaaww‘maa‘dgummisuawmmw
%aummemwmum'xuﬂmﬂumumﬂ,sﬂm b Jeinivadan asUiRnuld nSousenluussnieeiiu
NSRNaUTY

o. fuedadsdudinisly mo fu dudaantuasunaludygndevie Taoudsldnedninemy
Jestuenuaalsad b fivalan neruamihiey o fu

n. maﬁwmﬁdmawvéf@aﬁmamﬂ%ﬁuhiﬁaaﬂdw o ifeu tuaniudaeurie

<. ’LuniﬁuwaumlmummLaamaswwmmwuaamdﬂﬂﬂmmw NNUTENY 920035 URAToU
Wasunaumildlvdnnely o "swaamﬂlmuLmﬁ]ﬁﬂmuﬂmuﬂmﬂummmkﬂm b Janiniivnylan
IﬂawmammaﬁmwmaaLmﬂuaaumﬁiuLUaauaumiﬂaluﬂﬂmhmﬂim

& fueadossuidsuie ﬂsmwmﬁlﬂﬂawmms (on 16iw) lnedansazdosihmlsdeuds
EJ‘L!EJEJﬁJﬂ'Ii‘j‘UL‘UaEJ‘LJU’]EJ’]I@EIl&JﬂG‘Iﬂﬂ‘U%’]EJIﬂ"”]

o. frwdosmivayuiniesiogunsaiussneudug isndusoddlunsnsiadinset (Accessories)
lngliAnlgarelag
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5180157 & 118195999 Influenza Ag A/ B/ A (HIN1) rapid test

Tnguszasdnisldien ;
wWieldlunsnrmnnsfiaeldvinlvadwmainmeiinnsianses (rapid screening test) WuUTIOS
Iagn156599m7 Influenza Ag A/B/A (HIN1) Tupsideiu

AMANYULIANIE :
o. \uyaveaeunsiaeldvinlug B maiinnsanses (rapid screening test) uuusIAE
130579 Influenza Ag A/B/A (HIN1) Tupsafienfiu wavanansawenduldegnadaan

. Lﬁuqﬂwﬂaﬂumﬁwé’ﬂmi Immunochromatographic Assay
o Yanaeauiinisld Gold conjugated dwsunisiiauaulunismaaey anunsngunaueniu
g wdaauhemuailutisresnm ec-e¢ u ldlifesedrsedelngdglunsulana
< YAnegsuluLauAIUANAMATNIIIAZEY (Control Line) Ahelun1snsivaeudssa@nsninues
YAVINFOU ULATAIUANANNINANTETUNS LLamﬁqmiLﬁmﬂﬁﬁ%swﬁawmﬁmaqmsmaﬁmﬁzﬁ
& am15019n 329829819 Nasal/ Throat/ Nasopharyngeal swab wag Nasal/ Nasopharyngeal
aspirate
o. ganraiidnuulundunaaou (Cassette) uag/vie waunaaau (Strip)
o). YANATBULYNUTIFLUTDINTOUALUU @ T09510 o NIVAABY waaummmmm%u
& Gurﬂvmaa‘uLﬂmwummﬂmmaauﬂiqmm (Single-use)
&. Guawsswﬂwmaawswa \Bauansd eve9n15MAdoU vsmmamuw Ni® (Lot.No.) uag
sw&wnanuwmma NUNasUUTeIRE19daaY
@o. UUpRUNAADY (Cassette) /uaunaaau 3vwa°ua<1mswaaavamwmﬁm
®o. ’lu‘wuaﬂaawsiaﬂmsnmaﬂﬂsmmmuam:}umﬁmnmu wionlday
alo. lunilsndesussqiasififmuauamameauin wazau (Control swab) I
ob.® é'f’m’mﬂumamﬂ Influenza A (Influenza A positive control swab)
ob.b é’hqumamﬂ Influenza B (Influenza B positive control swab)
®L.m ﬁ%ﬂ%uquwaau (Influenza negative control swab)
am. Yanageuiionansusznouthen (Leaflet) usigeglundesussysiue

J § UIe5UNTSUNS

(weneulyn Jdlvfidadna)
UnImNsans1saEuiugy ey
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oc. gansInivingldie lefiuinuigaumgilishnd o swiwades uarhigan
ISRNGRIE RTEEE R GRA I RRE

o yonheldiunissuseannsylild funuss9itedemansune (CE MarkIVD) wassiny
N135U589INETIRNUAMENTIINTTEMSUAZEN (98.) NSENTHAEITGY

oo, YaedeuTinanIsvedey Cross reactivity fuidshiauasuuaii3einelsassuumaiumela

oal. Yoanagouiinamsdnwiamula (Sensitivity) uazeauduwig (Specificity) Inadosinanis
naaeuiliinananisnaday @il n1madeu Influenza AHIND) fiAAulveaYAnIIe (Sensitivity)

lidasni we % LAEAIAIINAINTUNIZYDIYARTID (Specificity) Titfosndn «= %, n1svageu
Influenza A fFAulavegansIa (Sensitivity) laiffoandt vo % uazAAumMINTINIZYOARTIA
(Specificity) litiosnin &= % wazn1smAasy Influenza B firAulIvedyan s (Sensitivity) lidoe
1N @o % arAIAIINAMNTINIEYEIYARTID (Specificity) liitfoendn we %
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an. Iuﬂimwaumlmum’mLaam8i“m'mmsmuamsaluiﬂﬂmmw NNUSENY FzdesSuiinys
Lﬂaauwﬂl,mu’(,ﬁ“lwmwiu o awaqmnlm‘umenmunmuﬁmﬂumumﬂiﬂw b Janinfivalan
Imammﬂa“maamwmammauaaumsi‘uLﬂaauauﬂﬂmalwmm“l‘zjm'wlm
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