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'qmsfmmuauﬁwuwia'[saﬁm#ah%’a’tﬁlsm woac (COVID-ac) Antigen Rapid Test Device
(Nasopharyngeal)

1. ANABINTT

yrnsranwoudiaudelsadnideladalalsu 2019 (COVID-19) Antigen  Rapid Test Device

(Nasopharyngeal) dwiuypaninamsunvdilugnsin 911 elo,ooo YA
2. dmguszasAlunisldau

Juyarsransindielafa  SARS-Cov-2 wie COVID-19 iepmnmuiinnisastaitedaslunis
Iafouuunnd TasnsnavueuRaureatelaia SARS-CoV-2 (SARS-Cov-2 antigen) Tneyn
asavlianuazdunduneaasy (Cassette)
3. auanwuylunamaiia

3.1 Wumsenaviailiaansonsaldrenuies Fedididnmgviodmihiimamsunmdldnge
T¥ivindu (Professional use) Taldmdnnismaaeuuuy Immunochromatographic  assay 1me
fhogrslunsnsaadu Nasopharyngeal swab

3.2 yamsavsesumsldasasaninide (vital Transport Medium; VM) 16 Tasseyluionans
Afunisldeu waefiienansuansgunimusenauesureisly

33 gansvannsensamiiedlounuda wouliau veuiiolaia SARS-Cov-2 (SARS-CoV-2
nucleocapsid  antigen) tLﬁ:ﬂsaUﬂauaWUﬁuﬁﬁum‘sw 1AuA Alpha, Beta, Gamma, Kappa,
Lambda, Delta, Delta plus, Bengal variant, Mu, Epsilon, lota uwag Omicron

3.4 gruransvaaeuInnsiialaudvukaussaldmeaidal areluian 15-20 ui

3.5 gans79iuauAIuAN (Control line) Lﬁaﬂwﬂuﬂmmwmumumﬂw

3.6 yanafiuinnlfie nefuiniigumgil 2-30 swwadeauiiciunuaeng uavileny
msldnuannndn 6 ey u fuildwey

3.7 gansviA1ala (Sensitivity) Bitioundn 98.0% uasrrmTumg (Specificity) itioandn
99.5%
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38 fifpnumsdnviseavsnmussgansaiFumsusudunnlsadsumdsemalneiiyn
9329 F7 Sensitivity D819UBY 98.0% WazeAn Specificity aeuUBl 100.0%

3.9 yowsaaiien Limit of Detection (LoD) litfiu 1.2 x 10° TCIDsy/mL

3.10 @i (Extraction buffer) @nsa inactivate Wold uasinwanmivsiu

311 'qmm‘iwﬂ‘izﬂauﬁw SARS CoV-2 antigen Positive Waz Negative control swabs Fadnan
UEmideufuyemsnidiaueiulsmenuna wazussyegluvnndesansis laeiivesussgiosii
14la Positive Wway Negative control swabs ﬂzﬁaaﬁﬂmnﬁizuwwm‘u Lot MINam, Yuiindm, Tu
VAADIY WAYARINUBIYBIUSTY Control swab  FedlFdRuvesseaniiumndreiu taeliiedens
Funadadaaiummiu Swab WWnuiinyia

312 yannvhiiauiiseriungu (Crossreaction) fuiiarelsadu 1#un Human Coronavirus
(HKU1, 229E, OC43, NL63, MERS), Adenovirus, Influenza A, Influenza B, Parainfluenza virus, HSV,
HIV, HCMV, Echovirus, Coxsackie virus, Corona virus (FCV-3A2, FIP-2A4), Polio virus, RSV,
Norovirus, Rhinovirus, Mycoplasma pneumoniae Haemophilus influenzae, Legionella
pneumoephila, Streptococcus pneumoniae, Mycobacterium tuberculosis, Candida albicans,
Klebsiella pneumoniae Wa¢ Pooled human nasal wash

4. auinuuily
4.1 vunusTlNINNTT 20 NsvdeURBNEDY KARANYT 1 naBa Us¥neumiy

411 sduveday (U‘i'ﬁﬂuﬁ'ﬁdtwﬂ'ﬂﬂ%u}

412 wnastiumsliganse uasisldnuyeaseteieniinmuszneay

4.13 waenUTIYAnTann (Extraction buffer tube) Us3q Buffer wiauldau wuu 1 wase/
1 MSNREOU Lasnaonldsun1sUaddmiunenimaens (Nozzle cap) ui5uusas
w1 iieauagmnlunsldany

4.1.4 Nasopharyngeal swab d@wsuiiumoens

4.1.5 Positive control swab fMIUNIAIUANANAMYARTIA

4.1.6 Negative control swab dWIUNTAIVANANNNYARTT

4.1.7 Tube Rack dmiuUdsdmse
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AN
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W
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TUAHdIARMANYTIANIE
yansaavusufiaudelsaiaidala¥alalsun boee (COVID-ac) Antigen Rapid Test Device
(Nasal swab)

1. AWABINTT
'qmm'swmuauﬁwuﬁaTsaﬁmﬁa‘h%‘a‘iﬂIsm 2019 (COVID-19) Antigen Rapid Test Device
(Nasal swab) d1u2u 13,000 40
2. dngusvaeAlumsldan
Huyansaanisindielafa SARS-Cov-2 uip COVID-19 iBipmuameiinnisnsraiietaslunis
Faduuuuing laemsnsamueufiaureadioli¥a SARS-Cov-2 (SARS-CoV-2 antigen) Tatn
psaflanuasilunduneasy (Cassette)

3. Aauanwuzluniamaia

3.1 Wumsesariefiansonnaléfenues Mudnnmeasuuuy Immunochromatographic
assay lnefoglunsnsiadu Nasal swab

3.2 yamsavsasfumsidansasanimide (Vital Transport Medium; VIM) 16 Tnsszyluenans
mfumsldn wasfienansuangunmuseneueadungisly

33 yoaavavanunsoniavniaedlouaude woudlou veadelada SARS-Cov-2 (SARS-CoV-2
nucleocapsid  antigen) wazAsOUARNAIEWUESUATIE 1AUn Alpha, Beta, Gamma, Kappa,
Lambda, Delta, Delta plus, Bengal variant, Mu, Epsilon, lota wag Omicron

3.4 SruNan1sAaUINMSiaLaUAUULaURTITlamEaaT nelunan 15-20 uni

3.5 ganTaniluauAmuRy (Control line) LlaAIUANAMNHYBIAUYADY

3.6 yoamnfuinwilding Tnofuinuiigumgll 2-30 swwaluanuiviunaneny uasilony
msldauannnit 6 ey o uitdeweu

3.7 yansaadenrula (Sensitivity) lsifeend 98.0% uasAnAuume (Specificity) laivdeenin
99.5%
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38 dipnunsfinyseavsnmussansefildumsusuiiunnlsadouwmdUsamalneiige
M57AMAN Sensitivity at19tioY 98.0% uavA Specificity adwqﬁau 100.0%

39 'qﬂm‘a".ﬁmm Limit of Detection (LoD) laiifiu 1.2 x 10° TCIDgy/mL

3,10 thenafi (Extraction buffer) @13150 inactivate Weld wazdnwnanmiusiy

3.11 Y¥Ans39UTENBUAIY SARS CoV-2 antigen Positive iay Negative control swabs Fadnan
vigniietufuyanseidiaueiiulsmeiuna wazussyeglunndesyanine Tnefleesussgsingid
1414 Positive uag Negative control swabs ﬂzﬁaaﬁamnﬁ‘a‘zqwmﬂl,aﬂ Lot msudn, Tuilude,
Fumunony waraanuawatussy Control swab FadlidRuvesaaniiuansneiu daeliiusenis
Funalotlestunsvdu Swab lanuinvia

312 yansvhiiaufiferiangs (Crossreaction) fudierelsadu ¥ur Human Coronavirus
(HKU1, 229E, OC43, NL63, MERS), Adenovirus, Influenza A, Influenza B, Parainfluenza virus, HSV,
HIV, HCMV, Echovirus, Coxsackie virus, Corona virus (FCV-3A2, FIP-2A4), Polio virus, RSV,
Norovirus, Rhinovirus, Mycoplasma pneumoniae Haemophilus  influenzae, Legionella
pneumophila, Streptococcus pneumoniae, Mycobacterium tuberculosis, Candida albicans,
Klebsiella pneumoniae Wag Pooled human nasal wash

4. audnwuily
4.1 YuAUsIRLiINNNTT 20 MIvadeusendod windnel 1 ndoe Usznaume

411 aduvedey (UssqluzeaensETu)

012 wnasffunsliyansie uasislinugeaasiseisheiiiinmyszney

413 viaeauTIyasana (Extraction buffer tube) U35y Buffer wiauldu uuu 1 wass/
1 M@y wazwaaalasunsUaindmiunendiogns (Nozzle cap) uuseuiae
udn eanuazenlumslday

4.1.4 Nasopharyngeal swab dwiuiiusotis

4.1.5 Positive control swab dMSUNTAIUANANNTWYANTIA

4.1.6 Negative control swab ﬁw%’umiﬂwﬂuﬂmmm{ﬂmw

4.1.7 Tube Rack AM5UINAIAINTIY

ARIENIINNITINYINTIUALIDUARMANYLIANIEYDINANUALIVUATIAINAN
mumdImingsegint 1 enc/odod avTUl g Al beod

ri:‘“* ........................... UsEBIUNTIUMS
(uenTgBun AIHn)
WURNETIUIYNTS
/\3/1.) ¥ e
.................. VOO s TS s s TIPS
(weoenty wunia) (maaﬂqam auwum

uniadiansumgdugns unmaliansunngufians




5. Qeuluawiy (wuuienans)

5.1 Tsauiranlisusenaunmmandnieiasiounnd 15013485 Jadu

5.2 wanAnsildsumseyg e indauwasindiandinnuanenssunsemisuassusemeing

5.3 udndniiminsvasuaunw InedluaiuRunisuda (QC Lot) vn Lot N1Han

5.4 HAnAUAATUTBIRENIN CE Mark (VD) Bafuanmsguaina wie wmsguiivuvivnie
AN

5.5 fuvdansldnusrddulsmeuaidulsaSounmduar/vislsmeunanud sgalion 4
uia

5.6 feonasauayunsinnisiansaniuaeunuamiinsARu (Publication)  IWEUNS
a0y

5.7 visngurefiaueimaseadusunusimieyanaaey fienarsuanansladudu
FunumielaensnuIsnEREnYIATIT

ANIENTIUNTIAYINT LA BUAAMLANYNLIANILTBINANUATIINUATIAINGN
s v oW w ¢ e oo v e -
mumddmingiegionll 1 enc/odod a1IUN ba IUIAN béod

.................... ‘9/ L s UTEEIUNTIUNTS
(uarigiin Aivn)
s WBUANETIUIEYNIT \\O_“
\M“)") ................. ATINNNT e S NTTHANT
(weentey aunila) (Uwanngun duviln)

Uninatiamsuwngdnngnis vnmetiansunmguuEnig




