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Edinburgh Genetics ActivXpress+ COVID-19 Antigen Complete Testing Kit Performance of the compiete - A RESULTS

PCR comparator Negaive results: One colored line (C) appears in the control area. No e appears in the testarea (T)
+ .
Complete test kit Edinburgh Genetics ActivXpress + COVID-19 Antigen Complete Edinburgh test Positive result: Two colored lines appear. One colored line appears in the contrl e area (C) and another adjacent ine appears n the test area (7).
kit Total
Genetics ActvXpress+ Posiive Negatve Invalid result The most lkely reason o
COVID-18 Antigen o = T ‘Gheck the procedure and repeat the testwith a new test.fthe problem persist, siop using the test kit mmedately and contact your localdistrbutor.
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NAVE ACCORDING T0 GHON Posiive % s o : Bl
‘SARS-CoV-2 antigen VD, kit immunochromatographic test (CT),rapid Negaive o 252 210
Total % 5 254 aar =g o
INTENDED USE ‘Sensitiy by value 100% 8494,05% 3300%
' . coronavirus acute c
(SARS-CoV-2) antigens i a cinical specimen Overal sensitiy 9563% (@55 15: 9157-98.09 06)
Apositve test J professional Specitity 99.24% (95515: 97.29-90.91 %)
A ————— ncaracy o0 s osoz-snge ) s | () ( 0
appa value 09535
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The new coronaviruses belong o the genus §. COVID-19 s an acule respiraory infectious disease. Currenty, the main source ofifection i patlents nfected with the new coronavirus:
the complete + Antigen test st for PCR comparator
ted people can infection. Based on investigation, the incubation period is 110 14 days, most ofien 3 to 7 days. The main
) o there is astuty nose, runny nose, sore throat, myalgia and diarthea. Standard recommendations for preventing the spread PCR comparator
ofnfecton include req covering the mouth q as (Complete Edinburgh test roul
i ol
coughing and sneezing i WARNING
Genetics ActvXpress+ positve Negative
. This is a single-use, i viro dlagnostc reagen, do not reuse, an use products afer the expirati
CoVID-19 Antigen oe = = his s a single-use, n ito diagnosiic reagent, do notreuse, and do not use products after the expiration date.
PRICILE OF THE TEST 2 2530 30 X
‘Subsequent molecular diagnostic testing should be considered.
s Act - [ i ag cal devi itisin for i Positve % 50 o f 78 .
et " edical device, The i s intende or the detecton of Antigen testing not nosing or excluding SARS-CoV-2 nfection o for nforming abou the tatus of the infection.
SARSCov-2 in oral and pharyngeal et e of being posilve for COVID-1, The SARS-CoV-2 antigens present n Negatve o [l i 262 269
i The and o 5 .
e e ot . } v e il . . Jotol % = ELS 4 Negative restis do notrule out SARS-CoV-2 nfection, especially n those who have been in contact wih th virus.
applied n the test e area. If the sample coniains SARS-Co\-2 anigens, a colored line wil appear in the test area. I contain 3
ool i o PP Sensiviy by value 100% 95.24% 00% . Posive restls suggest the presence of viral antigens, but a cinical is requied
appear in the test area, ndicaling a negative result. To check the correctness o the procedure, a .
10 determine the satus of the infecton.
has been added and the membrane has leaked. .
Sensivuy %.17% (950 15: 92.26-96.45 %) Posive resuls 60 not rue outbacterial infection or co-fection withother viuses,
Specitcity 99.24% (5% 15: 67.20-9991 %) . i test must be performed by a physician.
‘Accuracy o7.99% (©5%15: 96.21-99.08 %) : Use fresh samples for tesing, do notuse samples that have been repeatedlyfrozen and thawe.
STORAGE INSTRUCTIONS Kappa value 09582 : Work atroom Test cartic a room 10 prevent
. Store th kit at room temperature o reffigerated (2:30 ) molsture absorptor
. Do notreeze. . Do not swallow the desiccant.
. mpre i ing can lead o faise Ise positve resul
. The shel e ofthe ki s 18 months. SAMPLE REQUIREMENTS Improper samping or processing can fead to false negative o alse posiive results.
i the higt e the onset of symptoms are more ikely 0 have negatve results i this ki, please contact
INTERNAL QUALITY CONTROL RT-PCR test « @/ or ransport may theretore, sampling e . Use th 2 mix diferent ot of test
Internal contro ofthe test. i and sample qualit for
. be considered and eci mixing of samples
covtents and testing, Therefore, take pr da mask. Dispose of allwaste as px
-
EGCVO101: 1xtest cassette, 1x terized nasopharyngeal swab, 1x reagen i a dropper boile SAMPLING
EGCVO101A: 10x test cassette, 10x terlzed nasopharyngeal swab, 10x reagent n a ropper botte Nasophatyngeal swiab sarlin test test /o invald product resuls.
EGCV01018: 20x test cassette, 20x terlzed nasopharyngeal swab, 20x reagent n a ropper botte B it the patients head 70 t0 straighten the passage rom the front of the nose.
EGcvoloim . and pharyn, 1x reagent n a dropper botte 2 Inserta swab with a  the nasopharynx parallel o he palate . “The Edinburgh Genetics ActiXpress:+ COVID-19 Antigen Complete Assay Kit s notintended o detect non-nfectious virus during the ater stages of vius
. swabbing pharynx, 10x reagent i a dropper botle 3 CAUTION: Use a nasopharyngeal swab for sampling. shedding, which can sil be detected by PCR molecular assays.
. swabbing pharynx, 20x reagent i a dropper botle “ the Opening of the ear and must come into contact with the nasopharyx. . fer than 15 dlatr than 20 o incorrectresuls
EGCVOL01N: I est cassette, 1 seriized swab for nasal swab, 1x reagent i dropper botte . Sallva.and /or mucus contamination can cause false posiive results.
EGCVO101NA: 10x test cassete, 10 sterlzed swab for nasal swab, 10x reagent in a dropper boflle ° CAUTION: if nasal orobs in . o col le from the . Using an insufficient o excessive amount of reagen can lead 0 an ncorrect result
EGCVO101NB: 20x test cassete, 20 sterlzed swab for nasal swab, 20x reagent in a dropper boflle: other nosti.
2 arefuly wipe the swab and turm t 34 imes. Leave the swab n place or afew seconds 10 absorb the secreton.
7 ‘Slowly pullout the swab while rotating i, then immerse it n the reagent botte
ampling with a swab for swabs from phanyny
Materials that are needed but not included: Gloves, imer 2 CATALOG NUMBER MQUE PRODUCTIDENTFICATION NUMEER (U101
Note: Insert the tampon into the back of the pharyn and fonsis. 2 Eocvoror arratmory
1 The aluminum foi bag ‘GAUTION: Use a swab for oral and pharyngeal swabs for sampiing, Eccvotoa socoTraseosed
2 s Wipe the swab over both nasal onsils and the back of the pharynx in he mouth, but do noi touch the tongue and feeth. eecvolois sosoTraseoeal
EccvoLom sosorrasearor
Nasal swab sampiin Eccvotoma socoTrase0rL
Part Main components L patients head 70 * the nose. EccvoLome sosoraseor21
2 ‘GAUTION: Use a nasal swab for samping, Eccvotow Sosor7aseose:
2019.0Cov oy and EccvoLomA sosor7assi00n
Test cartidge 106 B inserting i no frther palate unl you feel resistance from the nasal shll Eecvotome Socorraseose:
‘Sample dient 005 M Tis Hel . .
5

Pull out the swab, insert it nto the ather nostril and repeat the procedure.

FUNCTIONAL PARAMETERS. SAMPLE PREPARATION PR
Limit of Detection (LoD)
The detection imit (LoD) of the complete: 1 102 pfu /.

Analyical specifcity
1

Storage temperature range (2-30§)

i reagent s sored inthe efrigerator, allow to warm to room temperature (15-30 ),
L Open the cap of the tbe containing the buffer solton,

vial, invert the: times against the wallof the vial, Perform this procedure for one minute.

Cross-reactivity Bateh number Read the insiructions.
There is OCA2. NLE3, HINI, seasonal HINL, HaNZ, 3 Close the cap of the extraction tube with the cap i use.

HBN1, H7NG); nfluenza B Victoria; respi hi B.C) 1.5, 7, 55); entrovirus. “ Remove the cap and cap with the cropper cap before se.

(group A, B, C, D); Epstein-Barr i measles virus rotavirus; norovius; mumps virus; varicella zoster vius; parainfiuenza Do not reuse:

virus; mycopt

Producer

SAMPLE TRANSPORT AND STORAGE

Gl e

2 Interfering substances

Interfering substs Freshiy taken sampies should be prepared as so0n as possible, but no later than one pling. be stored 2.8 for a maximum of 8 1o viro dagnoss

The folowing he resuls of the i: Oxymetazaol furisolde, s, Kim Anh, b Zaneni, hours. 1t needs to be stored longer, stor i at 70, and avcid re-thawing VD

mupirocin, tobramyein, aspirin ). bruprofen (granul medical devics EC representaiie
3 Prozone effect (hook effect)

INSTRUCTIONS FOR USE
‘This it does not have a prozone effect Alow the est, sample, or reagent o reach room temperature (15-30) for 30 mines before testing. ¥
1

from the foil

Place the cartidge on a clean and level surface.

the complte -+ A 155 PR comparator. N [ . :
PCR comparator
(Complete Edinburgh test 4 Wait for the colored line (s) to appear. Read the results in 15 minutes. Do after 20 be after 20 minutes are.
L Total invalid.
Geneties Actuxpress+ posiive Negative
CoVID-19 Antigen Cem G20 ER Edinburgh Geneis Limied
2 4a Cumberiand Sireet, Ediburgh, Uited Kingdom E43 6RE
Fomte = % f ) info@eggenetcs.com
Eggenetics.com
Toul % ) S ) aar 3x8 oo
Sensitivity by value 100% 97.62% 00%
o £6 Geneies Limited
Overall sensitivity 97,27 % (95% IS: 9374-99.11 %) 54 Bloomfield Avenue, Belfast, Northern Ireland, BTS 5AD
Spectioty 99,629 (95% 15 97919999 %) -
nccuracy 98,660 (95% 5: 97.10-99:51 %) w (;J v
Kappa value oor21




