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PRODUCT NAME
wamran Hamg, BARE-GeY-2 Spike Pretein Teat Kil {Golloidal Gald

Ghromatographic Immunoassay)
Product hamg: fluerecan™

PACKING
I35 Tesstsbow

INTENDED USE

Tha FuoreRcRnel) SARS-Cov-3 Spika Fralein Tes! ¥E & applicanis 1o the
gualiiatve detection rovel Comomavirus {S8RS-001t2) Spie Proben in
population Oraopharygeal wwabs ar Masaphanmpeal swabs samples in
vilrs:

INTRODUCTION

The novel corgnaviyges beleng o the § gonus, COVID-19 is an amis
respirangry infectious dissaza, Poople are gersrally susoceplinle
Curderyly, M patants inficted by e nowel cormnavine are the main
Lowts of infection. Aspmolomeess mleclied psople can ako be an
irépotice s soorpe, Based on e coman| spdemiciogicsl Trestgeion. e
imcubation pericd i 1 o 14 days massl 3 W T days ThE mwin
manifasialions inclusda Tevar, faligua and dry cough. Nasal congesfion,
AU rEs, Bane Presl, myakgia and Savias sre found noa few cases

PRIMCIPLE

The rowed Corgnavirug [[BARS-CoACE] Spike Prolen & populaiion mnal
swal and nose swab samples 5§ quaiiathealy detected by coloidal goid
mezinod. After biending paoulation froal swahs and node swale. the
roeesl - Carernerus [SARS-Covhd) Soke Protein in the sample 12 ba
tesied s comained wih she novel coronavines (SARS-CeA-2} entbody
labeied with cofoid s goid on the Binding pad 0 o SARS-CoV-2 Spie
PFrotein-- SARS-Cov-2  anlibody-colloidal gold complex. Due o
chromaseagiy, T SARSCov-Z2  Spiks  Prolein-SARS-CovZ
ardbody-calicical goid complax diftuses along the Ailrooaiulose's
memibrang. Wihin fhe celediion lina ares, e SARS-Cov2 Spke
Protain-antbody comples Ginds (0 1he antbody encicesd wilhin the
dedection Ine ansa, showing o porpde-fed band. Colleidel gakl labaled
SARE-Cov-2 antibody diffused to the qualty control fing (G} region end is
caplurad by sheep anb-mause (g o fam red bangs. Wikan the deaciion
im e, the resulks can be judged by wisual observafon

MASOR COMPONENTS

Compoments Suantity Mapor Components
Emch el card w muicly composed of B
plEcib ghal| ared @ el glriz. The main g of
Tasl T - e met wnp e comad Wit SARS.Cove

[ inplding M siiExly, Gombired  wih  SARS-CoV-E

desiccar | Casmeti®t | sibouy cssted wih caRokisl gokl, and atheor
somponents nodale polypeier Wim,  bioog
Ll Ty B S L ST TR

Sarpl regimeni

sikiien 1 = - bprmal msling soldion S0mL per nibe.
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15 Parae {
geiaba
EalvRefiih [l 15 Paai #
Sropges id 2% Pmces ¥
MOTE: AshEssors raguifed but nol proced:
Timas:

® For spmgies from Vil Transport Meda, we wil sead plasse pranile

pipetie (O reyreabie sample oolecior | to collect the sarmgle dnd Brancker o
the exirachon ubes
YTkl Cam gonenil of derens BaTCh F rRPgEnIE CANNOL B Wbl SEThang A by
In orcer o avcid wieng resuliy.

STORAGE COMDITION AND EXFIRY DATE

Teat kH shars o 2-30°C it dey plase and arted From Gght
et kil w8 walid for 12 morae,

REQUIREMENTS OF SPECIMENS
1. Sample collsction
Oragharmgesl resb collecion method:

1, M tha gEtiant's Road aRgy,

2, Instrugs the patant 10 opse mouth Be vwide 88 poasbly o revesl the
phanygeal oreils on either side

X, Wipe the ooz of patiert's tongun with swai,

4. Slightty. it the pharmgeal lonsfs Dack and fordh on bath sides of e
coliaciod sty af feaal 3 lwe

5. Aub thi poShoredr pnaryrded] wal u and dawn & et 3 Uoea,

£ Teea! B KEMphe 35 5000 % possibile
Nasophanmpeal sweh poliection methot
1, Tp 1he pateril's haad beck &0 coled samphe from 5a nostrd thal bes mone
mucus {hend should be inclined from vartical for propor specmen codaction),

£ Ireert the Seal IFelgn B Asainl eniry and Hen sicedy moss alang the
o of he reasal caviny [Mowe genlly 1 aesid raumans blesding |

3. ¥'hen She-fig of the swab r=aches the pasteron wall of B nasopharymgpeal
civity, geanity-rolate & several $mes. (Cofect as much secretion 85 poasibio)

4, T pravant refex Goughing, stop for one minute.

5. Slowdy remove the swak.

6. Teal the s5mpls a5 s00n a5 poesile
2 Sample Faplrssn
2.1 Senl samplak

1, Acd J00UL samnka Maaimans Solucn 1 (NS warscion ube ard dip (ke
guah inte the sampka realmsen solution. (The aamplke ireaiment solulian
ahould Bily parneabs the swel

2, Rotate and squeeze the Faab 10 tmes. then remeve the swab and load
tha dropser far sarmpte tosting
2.2 COC Medaiviral Trerapor Mesdis:

1, Mhx e pacnén received invieal irdmsoont media by shaking e fubes
B sirge for § ascinds. then ssdd 100l sameés realment sohtion o the
CEHE- e b FRATE ]

2. Fill a cgibratad micrpioatia with 100Ul of galienl aamake Fem the vl
ranepor medka Than empny e oomends of (he misrapipelle =00 ks
p¥irachon tubes and load the coppee lid Tor g pla tasting

DETECTION METHOD

1. Before testing, nead the operadng instructions carafylly, And reshong trs
1e4ling ki and sampies: bo room lemperature (20- 25 ) befora using

2. Tear open the fol bag, take oot tha st cord, and usa |t 28 Soon as
possbie wifin 1 hoer

3, Menicaliy deop 1 drop (abowt 804l of the treated sample soiction ima tha
sarmpke hole of the test card.

4, The test card = kapl &t room Iempenesune for 15 minusas o obsare the
o remlie, bt e cheervation remuils comr 20 minsiss wens Freaiid.
MOTE: The semeriment shaukd be oone 81 20-35°C.
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INTERPRETATION OF RESULTS

- Positive: Two red sirpd, Bath the datection b |T line] and the
fuishity cxliod [l {C B cisplay oo

W Nasgasive: 3 red sirip, qualtty cominol bne [G Ine| colar

® Invalid: The posidon of ihe guably conlnol Bae [Line C] in Sha
phservation wndow coss fol Shdw &y Soloe rendeding, macating
that the iosl & imesiid, =0 {he ssvpls showld be e-samphed for
leshng.

LIMITATHON OF METHODOLOGY

1. This kit & 8 gQusliathee best and 15 only wed fof i WilRD BuNiieny
HREEY

. WHN e e Troem ihe method of Spiee Profen detscticn reagant. e
pririmLm Sataclion limik (sansitiviy andlyss) & genedally kear tian 1a
rucisc acid reapert. 5o, the ressancher ghoud pey BiDeniion 1o the
possibde cazes nf Ffase regalive. Researcher shauld eisa look Al
pympioms of palisrds. Furhar jasis incucing nudeic acd e an
recomrended for suspecied negative resLils 1o assist njudgment.

3. Unmeesoabls spmping iransoartetion, handing. and kW vines
comiant in-sampies mdy g 9 Teis nagaives.

4, Thi teal resuds of this reagent are for cimcal melerance onty ang
shaukd not e used /s the sole bass for cinical diagnosia and iresinent
Trea final ciagraeis of the dsease should be baseg o9 & comprahenshe
aEssaament of all dinkad siuations and fabaratory restuils. afer making

INDEX OF CHARACTERISTICE

1, Foskve referenoe coincioance rale; the posilive nefsienss COincaoanos
st al tha anlarprsd showd be 100%.

2. Negatve nefprence producl sokirmgy mabe) e Aegathve refarence
praduct canformity rats of 1h2 evlerries ehoud be 100%

4 Mrimum debeciion mil Uve efeemca products [L1-LE) of @a
grierprise shal be postive, whie (LE-LBIsngll e negaive.  Limet of
dedsction (LoD} | Tha LeD & delermined usng liming diuhans o
ingcivated SARS- Cov-2 in two separaie menoos. The inactvated vie
i Bpiosd inlo e ediracton bufar procassoc with & negative
rasophanmgaal swab sample or into a negathve WTH sxvpla b kave @
concaraation of TCIDs of 3.6 % 109mlL. Each sample & serialy 10
dhluted and by teshng in tipicate, @ tentative Lol showrg 1009 [&3)
porsitiva rane i6 catermined for esch. For confinretion LoD shady, 4
concaninatons bolow the bowes! concertmabon af 1he pra-Deat are leatad
in 20 rmpicates and & concentilion shewing sved 95% [1923) am
posiies, delermined a8 e LoD of the fuorecans® SARS-Cav-2 Soke
Protein Tast KB, Tres wes: 38 TCIDupfimL

&, Criwms-raaciivily. Vinstaciena liehed belcw are confrmed not 4o have
& fried- rlael vty sadth BARS-Co'Vv-2 Spie Proben Test Ki

Humsan comonaninds 228E (1 x 10° PRUmL L Human corgrersinge S 1
£ 104 PFUATL.|, Human canonayrus MLES {887 « 30¢ PFUmL), MERS
{7830 BFUmL), Adanovirus {eg. C1 Ad. TIH1 = 10° PFLMLL Humsn
Wetaonaumovings PV (T x 10 PRUImL |, Parainfluenza winas Type 1
1 % 10F PFUFNLL Parainluanzs «ires Type 2 (1 = 10° PFLUmL),
Pararfiosrzs winus Tyoe 3 11 & 109 PRUML], Pasinfuvenza vina. Typs
dg(1 ¥ 13 PFLYL Indisenza & H3MZ Wesconsm G705} (§E2 x 107
PFUImL], Irfuerea & HIN(T & 10° FFRLAmL), influenza B {3.24 = 40°
PFilmL], Ertaninz {1 ¢ 107 PRLUML )L Respiratory synoylial wris (1 x
!PFFL?M‘#_],HHIHWI‘IH -:3.951\! i PELUmLL Hoemopkidus inflluenza (1
x T0¥ CFLmnL)Sirepiococos  peapmonias (1 x 100 CFUmL),
Slreptocieius pyoganes {1 o 10° SFLvmL), Candida albicans{1 x 10*
CFUYmLL Pooled human nasal wash (15% wvlBorieieis partiseis {12
A0 CRUAmLY Rhycoplnama prstmenioe {1 5 100 LML) Chinmsysia
prevamerdas (1 x 107 CRUmLL Legicosla pracenophda (1 = 1D°
CFLmL] Mycobecterum fupanuiosis |1 x 107 CRUImL), Prsumocysis
jrovemch {1 2 107 CFUImL), Pasudamonag Sednasnesa |1« 100 CELImL),
Exaphyioooocus EpcemidislT 5 100 CFUmLYL Siregidsdcin Salvarss
i1 10F CRLNmLY

S Interfersnos

Sulpianpes THed belpw o cordrmed pot i Neve inlerference responsa

with BARS-Covh2 Soke Probein Towd K.

Benzocaine (150 maidL], Blood feman) (5%, Mucinis mgimb), Meso BEL
IMsibed) 5%y CVS Massl Drope phersdaphring)  (15%),  Afrn
i0wygiazolinel (18%) CWE - Masal Bpray {Cromokm] [15%], Zicemn Cald
Ramedy 15%), Homsapathic [Adikcakat] [10%}, Sore Throsl Phend Spray
178%]), Tobramyord23mgidl)l,  MuprocmiDiSmgiol)  Fhikssona
163081 MmgidL) Teenila {Osakamiir phosphete] (S00mgidh), Budenosids
1000083 mgiel), Bedin (DU3Smgiol], Meshancl (150mgidL), Acerdcalcyic
Acid {ragidl). Digharineearring (0.O774mgidL),  Coxirmmethorphan
{0091 SEmgiiL |, Dexemethasons (1.2 mp'dLL MucnenS5%)

§. Qinizal ascumcy

The cinical peformernce of the SARS-GoV-Z Sphe Prolain Tasl Kt
[Goloal Boid Chromategrapic Immuneassay) was suatilsd compenad
o BT-FCR posite cases. Posiive pament agreamer = 8824 5o .and
negatue parcert agresmert = 10000% I ikeSaRS-002 Soke Protein
Tast K.

RT-PLR P HFA ]

SARS-0oV2 | Pas 45 a E5 24% 1009

Protain | Heg n | qpq | ESWCLTEAR [(Eetkilsers

: 1 TS5 | %

=101 %]

7. Repaaiabiiy. Tha repegiabiity referance products of the enierpnse wers
testad. reppated for 10 imes, and The posithe cofncidence rabe s 1000,

ATTENTION

1. Tha kit & only used for in wirg diagrois; ©canndl Do used repaaiecly
Hits should be trevied =m infechious matanals.

2. During To time of Fepretation, no matier e ahade of the coler band, B
i be found 1o be posithvs os fong a8 e lines appeds of S qualily coninol
area ard e SEleCion alen, reapelivaly

1, Flesss acgie Tl ar pppropriate amount of sample is used for tasting,
tors ety O 160 1S o sampls amcun! will cass the resul devistion.

A, The final resull showld ba read in 15 mereses. Please do rdgl read The
recs ot aflar 200 minubes

INTERPRETATION OF 1ICONME |
. @ D il ne-sn /l/ | Tamperature limt
1 420 cRAgNOEIc Cormuft instructions
[ radicel devies EII:' for use
Cortains suffices L
T{E? for <r=tomis ‘T‘ ST
i Autharized
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. 2 Eurnpean Communiy
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