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The principle.

The COVID-19 Antigen Rapid Test Device detects SARS-CoV-2 viral antigens through visual interpretation of colour
development. Anti-SARS-CoV-2 antibodies are immobilised on the test region of the nitrocellulose membrane.

A sample is added to the extraction buffer which is optimised to release the SARS-CoV-2 antigens from specimen.
During testing, the extracted antigens bind to anti-SARS-CoV-2 antibodies conjugated to coloured particles.

As the specimen migrates along the strip by capillary action and interacts with reagents on the membrane, the complex will
be captured by the anti-SARS-CoV-2 antibodies at the test region.

Excess coloured particles are captured at the internal control zone.

The presence of a coloured band in the test region indicates a positive result for the SARS-CoV-2 viral antigens, while its
absence indicates a negative result.

A coloured band at the control region serves as a procedural control, indicating that the proper volume of specimen has been
added and membrane wicking is working.
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SARS-CoV-2-Antigen Rapid Qualitative Test Kit Clinical Report

Blind data analysis was used in this clinical study, Use Xiamen Biotime Biotechnology Co., Ltd. Manufacture SARS-CoV-2-Antigen
Rapid Qualitative Test Kit (Colloidal Gold).

The detection results of the samples were compared with PCR method for comparative study. After the end of the test, the blinding
was uncovered, the cause of the inconsistencies was analysed, and all the inconsistencies in the test should be fully analysed in
combination with the patient's epidemiological background, clinical symptoms, disease outcome and other information.

1.2 Test Methods
(1) The nasal swabs of 75 patients with novel Coronavirus nucleic acid positive and 220 subjects with novel Coronavirus nucleic

acid negative were tested simultaneously using the product and PCR method to evaluate the sensitivity, specificity and accuracy of
the product,
(2) Homologous pharyngeal swab samples were collected from the above samples: 25 positive samples, 20 weakly positive

samples, and 25 negative samples were required to evaluate the consistency of nasal swabs and pharyngeal swabs,

1.3 Test sample requirements
1.3.1 Sample type

The samples were nasal swabs and pharyngeal swabs,

1.3.2 Inclusion criteria for clinical trial samples
(1) Confirmed cases of pneumonia infected by novel Coronavirus: patients with positive nucleic acid from novel Coronavirus were

selected,
(2) Confirmed cases of pneumonia infected with pneumonia other than novel Coronavirus: patients with nucleic acid negative of
Novel Coronavirus were selected,
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Performance Characteristics

Analytical Sensitivity (Limit of Detection): The limit of detection was determined with a quantified SARS-CoV-2 virus and has been evaluated at
5x103 pfu/mL. The limit of detection was also determined with recombinant SARS-CoV-2 nucleoprotein and has been evaluated at 0.4 ng/ml.

Clinical Evaluation: Clinical evaluation was performed to compare the results obtained by COVID-19 Antigen Rapid Test and RT-PCR.

Relative Sensitivity: 72/75 96.00% (88.75% ~99.17%)
Relative Specificity: 220/220 100.00% (98.34% ~100.00%)

Accuracy : 292/295 98.98% (97.06% ~99.79%)
positive negative Total
(2 0 (2

positive 3

negative /5 220 295
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INNOVA

Innova Medical Group Inc.

SARS-CoV-2 Antigen Rapid Qualitative Test

Instructions for Use
For prescription only
For in vitro diagnestic use only

Please read these insfructions completely before beginning testing of
specimens,

INTENDED USE

The SARS.CoV2) Antigen Rapd Qualtave Test 1 a  colloadal gold
immunochromatography mtended for the qualitatve detection of macieocapsid antigens
from SARS-CcV-2 in buman nasal swabs or throat swabs from ndividuals who are
sspected of COUTD-1G hy their heslthears provider wathin the first five days of the onset

of symptoms.

Results zre Zor the idertiication of SARS.Coll) mucleocapsid antigen Anhgen is

generally detectable ;n ugc: respiratary samples or lower ttspuntorf samples during the
acute phase of infecticn. Positive rasalts indicare the presence of viral antigens, tut clirical
correlation with patient histary and ofher diaznostic information = neressary ro determine

infecicn status. Positive results do not rule cwr bacterial infection or co-infestion with
othar viruses. The agent detecied mzy not be the definite cause o: disease.

Negahive results co not rule out SARS-CoV-2 mfection and shou'd not be used as the sale

basts for freatment or pahen: managencent decisions. inclnding mfection cortrol decisions.
Negahve results shenld he cnnsidered m tha eontext of 2 patient's recent expoaies, isfory

and the presence of clinical signs and symptems comsistent with COVID-19, and
confimmed with a molacular assay, if nacessary for patient managament.

The SARS-CoV-2 Autigen Rapud Qualilative Test & intended fu use by tained clivical
laboratory persornel specifically mstucied and tramed m the techmques of mn wvitro
dagnosbc procadures, and proper infaction control procedures and mdividuals stmilarly
trained in point of cars settings.

SUNMNMLARY

SARS-Ca\l? Felong: o the hroad family of vimizes kmowr 33 coronaumsss tis a
poative-cense zingle-stranded ENA (—23sRNA) vinaa. Other coroneviruacs arc capeble of
causing illnesses ranging from the commcen cold to more severe diseases such as Middle
Fast 'e? mgthnnr(MF 'ES) Tt 1= the sevenh knowm ~oronavims to wfect people.

J0E. OCA3, HKUIL, MERS CoV, and the onmnal SAES CoV. ctein
wodeling expenments ou the bPIlC (S) protera of e virus suggest el 1t s sullicent

aﬁntyto the otensin oonvenmg_ enzvme 2 (ACE2) receptors of human calks to use
them as ¢mecﬁma§l1mcfcellen 7. Studies have shown that SARS.CoV.2 has a higher

allzuty 0 Luwen ACE2 (e e uu,uul SARS vuus stuain.

SARS CoV 2 mfecaons cauce COVID 19 diceaze. People who have confimred COVID
15 have a range of symptoms, from people with Little 1o no symptoms tc peopie being

saverely sick and dying. Symptoms can mclude: ‘ever, tiredness. ard dry couzh.. Some
patent: may have zchec and pans, nassl congection, nmny ncee, sore threat or dizrrhea.

These symploms uz usualy puld and begio gadully. Some peopke beooose wlected bat

don "t develop any S','mptoms and don't feel unwell. Most people (about 3072) 1ecover from
the disease without special traatment. Arownc 1 ouf of every § people who gets

COVID-19 becomes seriously ill anc develops dificulty treathing. OMer people, and

those with underiyinz medical l2ms Lke hizh blcod sure, heart problems or
diahetes_are more likely o develop serions illness Abont 2% of people wath fhe disease

have dicd People with fover, cough and difficulty breathing should seck medical atention.

Human to human trancmiceion of the virue hae beer confirmed and occur: pni ) via
respiratory droplets from coughs and sneezes within a range of abow: € feet (1.3m)

KNA has alsc been found 1n stool specimens fom miectad patients. It 1s possitle that the
uirus can be mnfectiovs even during the incubation penied, buf this has no: been proven,
and the WIIO stated on 1 I'ebruary 2020 that "transnussion from asymptonmtc cases is
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dkely nol a mejor deives of G oussion” af s G
Thke median incubation time 13 cstimeted to be appraximately 5 day: wiath symptoms
estimated to b2 present within 12 dzys of infection 3 The synptoms of COVID-19 are
stmilar to other viral respiratory diseases and include fever, ¢ shortaess of breath.

PRINCIPLES OF THE PROCEDURE
TLis reagent 1s bused ou colloidal pold umunocluomatography wsay.
Suring the test, specimen exTact are applicd to the test cartndges. If there were SARS-
Co\-2 znfiger m the extract, tae annfm will bind ‘o the SARS-CoV-2 mcnoclonal
antibody. During lateral flow, the complex will move along the mitrocellulose membrane
toward the end of the absorbent paper Wacn pesarg the test line (hne T coated wath
another SARS-CoV-2 monoclonal antibody) the complex is capaured by SARS-CoV-2
anhbody cn test line rasulang 1r colonng or hn= 1 when passing the line C. colloadal
zold labaled goat anfi rabbit IgG ie captured by cantrel hna (line C, coated with rabbit I3G)
;csulli;ng w colonug v Loe C.

REACENTS

Tke following conponerts are included 1 the SARS Co\Z] Anagen Papid Qualitative
Test for rapid detection of SARS-CoV-2 Int

Materials Provided:

5 Test Kt

L. SARS-CoV-2 Antigen Test Cartridge (25): Monoclonal anti-SARS antibodies

2 Extraction Tubes (25)

3 Lxtraction soluion: 2 bottleskat (enough for 25 test)

{.Inctructione for use 1 copykat

Y QC Card (ocated on kit hox)

Optional Matzrials:

L. Tkrcat Swabs (23)

2 Nasal Swabs (25)

Materials Required but not provided:

I Tmer

2 Tube rack for specmmens

3_Any necassary personal protective equipment

4 Cxternal control set (mclnding Inegative controls and 1 positive controls).
WARNINGS AND PRECAUTIONS

L. For m witro diagnostic use.

2. Ts tast has been authonzed cnly for the defection of proteins from SARS-Co\-2

Zor any other wirnsas or pathogens.
3 Do not nse this kit heyond the expirafion date printed on the ctside carton

4. Do not use the kit to evalnae patiert spacimens 1f either the positive control swab o
negztive control swad fail o mve expected results.

5 Test rendls we meant 0 Le visually detes nnmad.

6 To avaid croncous rcsults, specimens must be processed as ndicated m the assay
procedure saction

7 Do not reuse any kit components.

8 When collecting a nasal swabd cample, use the nscal ewab supphed ix the lat. Use of
alterrabive swals way resull in false pepatve resulls

9 Proper specmmen collecaon, storage and transport are cntical to the parformance of this
test

1). Soecilic Lauung o 15 recoruended 1 uperalors e wol expeneaced wil
specimen collection andiz.nd]ug procequres. .\'a. protective clothing such as laboratory
coafs, cisposd)le gov‘s, and ey= protection when 3 are collacted and evalnated.
I‘nuoganc nucroorgamisms, mcludmg hepatiis virnses and Thumar Imnumodeficiency

Viras, may be Ere;em in clinical specimens. Stancard precaitions and mstitutional
gmdehnﬁ shon'd always he followed i handling, stormg, and dispnsing of all spacimens

and all :tens contarminated with blood or other b)dy flmds.

11. The SARS_CoV.2 external pos:tive control have been prepared from recombinant viral
protems and co not canfam mfectious material

12. Dispoee of nsad teet kat: as biohazardouc waet2 in accordance with federal, etate and
local tequueisents.

13. For adational information on hazard symbols, safcty, and dispocal of the
comporents within this kit, please refer to the Safety Data Shzet (SDS) located at bd.com.

14. Wear sutable protective clothing, gloves, and eye/face protection whea handhing the
contents of thus kat.

STORAGE CONDITIONS & PERIOD OF VALIDITY
1 Sterc cxtaction solution at 2-30°C, the shelf bifc 13 24 morths tentetively.
2 Stere the test cartndge at 2-30°C, the shelf Lfe 15 J4months tantatively.
3 Tes: Cartndge should be used nigh: after opening the pouch.
KReagen's and devices must be at room temperature (15-30 “C) when used for testnz.
SPECIMEN COLLECTION AND HANDING
Specimen Collecticn and Preparation
Throat Swab Specimen Ccllection:
Tet the patient’s head fil* shizhtly, mouth oper, and make "ah" sonck, exposrg the

paaryngeal tonsils cn both eidee. Held tae ewab and wipe the pharyngeal tonsis on both
sides of the patiart with moderae force back anc forth fer at least 3 tmes.

Nasal Swab Spedmen Collection:

1 Inscrt the swab in‘o onc nosml of the padend. The swab tip should >c maerted up to 2.5
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cm (1 ixch) from the edze of the nostnl

2 Roll the ewzb 5 timee along the mucoea inside the nostnl to ensure that both nucus and
cells e collected

3. Usiug e sanie swab, repeat Qus process fon (e ol postil 0 enswe Ghal an sdequats
sanplz s ccllacted from both nasal cavities. Withdraw the swad from the rasal cavty.

®
Specimen Transport and Storage:

Sawples should be t=stel as sooa as possible afler collection. Based oa daa peuersted wils

%umza varus, throat swabs are stable for up tc 24-howurs @t room texperahure cr 2* to

TEST METHODS
The test chould be cperated at rocr: temperatara (15-30C) .

1. Place the extraction tube wath oparing facing up Press the extraction soluzon bottle to
drip 6 drops of extract sclution to the extractor ube without fouching the edze of the
ube.

2. The exTacticn of imen: Put the swab had collected specimen into the extraction
tube, hold and press the swab bead agamst the wall of tube with forze while mtating tha

swab [u: dbout 10 secomds W 1ekese (e aulipen wio Ge extactou sulution Gom Oxe swab
head.

3. Removinz swab: Syueezz the swab beac winle remowving th2 swab mn order to remove
ac omich liqud as poesible from the swab. Dispose of ewsbe aceording to biohazeard waste

dispusal regulativas.
4. Install the rozzie cap oato the extracticn tube.

5. Loadmg: dnp 2 drops of extraction solution mto the sample well of the test cartridge,
and start the tiwer

5. Read the results at 20~30 muinutes. Strong positve results can be reportad at 20 minues,
however, negztive resulis nmst be reporied zfter 30 mmutes. IS positive signal appears after

3C minutes, 1t shoald not be reported as poative.
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Dinp extract solfion Removing  swak
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20-20mins

Install the rozzie Readmg

INITERPRETATION OF TEST RESULIS
Line C must be colored to have a valid test result.
Valid results:

Negative resultc There 5 colonation oa lise C ouly showmz o ollowig picdue,
snggesting that there 12 no SARS-CalZ7 anfigen in tha specimen

Positive result: L'here are coloration cn both hne U and lime ‘| saowing as follow picturss,
suggcsting that there 13 SARS-CoV-2 artizen in the specimen

Invalid result: There 12 no colcrstion en lme C, as chown in the following pictures. The
test is invalid or an eror in operation occurred. Repeat the assay with a new cartidge.

i

Negative Pnsitive Invalid

REPORTING OF RESULTS
Positive Tast:

Poriive for -he presence of SARS-CoVl2 anfigen Positue rean'ts indicate fhe presence of
viral aatigens, but clinical correlaton with patmt hustory and other diagnostic information
15 necessary to determune 1nf=ction status. Pesiiiveresults donot rule ont bactenzl miechon
or co mfection with other viruses. The arent celected may nct be the defimte cause of
disease. Labusatonies willin (e Uniled Shaies and its tenitones ae requited W repocd all
positive resultz n the appoprate public health athontes

Negative lest:

Negative results are presaumptive. Negative test rasults do not preclnde infection and
ehould not be used z¢ the zole bame for traatmeat o cther patient manapement dacisione,
includng infecton conmol decisions. ly in tae presence cf chinical sigas and
symptoms consistent with COV.L-19, or m those whe have beea m contact with the virus.
It i3 recommended that these results be confirmed by a molecular testing method, if
necessary, for patisnt managemen: Conmrcl

Invalid:

Du po. 1epuil 1esulls. Reped (e (st

QUALITY CONTROL

Tha SARS CoV 2 Anfipen Conol Set (catalog mumber: 1339) 2 availzble to

sepaalely Gom Niaen Bioline Biolecuology Co., Lid a5 ealernal watol. The wnliol
sat can he ardered thrmgh wehsite (wurw hiofrme cn) talephana (+R6-597-6883154) and
conil (bactas@bictime.cn). One acgetive and ome positive centrel arc inchuded mn the
control set Returming expected test rasults for each control in the control set indicates
approprate performance of SAP.S CoV.2 Antigen Rapid Qualitahve Tast. If any control
of the control set fail to provide the expect=d result, reasons that have led to failure

mcluding tae test kit. the operaror, the enironment, the tes: procedurs and any other canses
whch may affact the tect result chould be anzlyzad and cormrective action taken. Climcal

5 s can be tun i (e Buotue SARS-CoV-2 ﬁ.uLﬁcu Rapud Qualitative Test I all
f mnrnl set resnlfs ohserved are the expected remiits Please refer to the Tnstnrfions For
Us: of Biotime SARS-CoV-2 Artizen Cortrol Sct far expected test results as well az other
information. It is recormmended ‘hat the conrals are tested when:

A_Anew cperator uses the kit;

B. Anew lot of tast kits is used;

C. Apew sluprsent e kils 15 usel,

D. The temperaare used dunng storage of the kit falls outside of the reconmendsd
conditions;

E. The temperzture of th2 test arza falls ovtside of 15-3(°C:

F. To verify a Ligher than expectzd frequency of positive or negative results,
G. To investigzte the cause cf repeated invalid resalts; o

H. Anew t2st environment is used (e.g., natural light vs. araficial light).

I As 1equu exleal qualily conliol procedwies and 1n accudasce will local, state
mlianons or ao:redltmon Tequirements.

NOLE: 2 kit control swabs and t2st usmgz the same procedure as used for panent
SpecImenc. ailure of the extemal)procedurs] controle will penerate an mvalic taet recult.

I the kit conrele do aot performas ed, do not repcrt patient recults. Contact Niamen
Bivtine Biterlwology Co., Lid Tedumical Services ul (+86-592-6883577) wud euwail

(2aotaigbioame cnl

LINOTATIONS OF THE PROCEDURE

1.Clinizal performance was evaluated with frozzn samples. and test performence may de
different wath fre<h samples

2.Usars should test specimens as quuckly s posable after specimen collection.
3 Foativa rest remlts donot mile ont en-imfectons with ather pathngens

4 Kesults from SAXS-CoV-Z Anhgen Rzpud Qualitanive lest should be corelated with the
clinical hastary, cpidemiological data, and other data available fo the clinician cvaluating
the patent.

J.A false-peganve test result may occur if the leval of viral aatigzn in a sample is delcw
the detectior. Imut of he test or if the sample was collected or transported improperly;
therefore, & regaave test result docs not climimate the possibality of SARS-CoV-2 infoction.

6.Ths amount of snfigen In a cample may decreace ac the duraton of illnece mcrezsee.
Specimens collected after day 5 of1lness zre more likely to be n2gative comperedto aRT-
FCR assay

©2020 Pasaca Capital, Inc and Disruptive Nanotechnology Limited. All rights reserved.
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7 Failure to follow the test procedure may adversely affect t2st performance and/or
mvalicate the fest result.

3.The conteats of this kit are tc be used for the qualitative cetection cof SARS-CoV-2
anfigens from throat or masal swab specimens conly.

9 The s for rapic detection of SARS-Cov-2 czn detect both viable and non-viable SARS-
CoV-2 maccnal. Tac SARS-CoV-2 Anfigen Rapid Qualifative Test for rapid detection of
SARS-CoV-2 depends on artizen lcad and may no: cormelate with other
diagnestic methods performed on the same specimen.

1 C.Negative test results are not intended to mle in other non-SAFKS-CoV-2 viral or bacterial
miechons

|1 Positive and negative predictive values are lugl dependent on prevalence rates.
Pceitive test resulis are mora ikely to reprecent falce poaitive raeulte duning peniods of
Litlle/1sr SARS-CoV-2 aclivily wien disease prevalence 15 low. False uegalive les! 1esulls
are mcre likely when prevalence of disease caused by SARS-CoV-2 15 lngh.

1 2. This device has baen 2valuated for use with human spec:men material orly.

13 Museclomal antibodies wey Gl o dewct, on detect wilh less seasiliaty, SARS-CoV-2
vinases that have uncergons mimner amine acid changes m the target epifope region.

14. The performance o tis ‘est has not been evaluated for use in patients without signs
and symptoms of respiratory infectiom and perfaormance may differ i asyrptomatic
mdividuals.

15.Sersiivity of the tect after the first five daye of the oncet ol cymptoms has been
demonstrated fo decrease as compared to a RT-PCR. SARS-CoV-2 assay.

1 €. The Int was vakdated with the assorted swebz. Uze of alternative swabs may rezult m
Zalse negative results.

17.5pecimen stability recommendations are based upon stalility data from fluenza
testing and performance may be different with SARS-CoV-2. Users should test specimens
as quckly zc possible after specimar collecton, and within one hour after specimen
collecian.

18.The vahaty of SARS CoV 2 Antigen Fapid Qualitative Test has not een proven for
dentification’confirmaticn of tissue culnure isolates and should not be usad ix this capacity.

CLINICAL PERFORMANCE

The performance of the Bioame SARS Co\' 1 Anhgen Rapid Quzliative Test for repid
detecton of SARS-CoV-2 was established wili 295 duect pasal swab or Quoal swzb
prospectivaly collectec and enrolled from ndiadnal symptormahe patents (wathin ° davs
of oncet) who were epected of COVID 19. Az with all arfizen tests, performarce msy
decizase as days siuce synolow ousel maeases. For eachi lype, fow kiuds of sanples fow
the same prerscn were tested by Company s Kit. We selected 25 positive and 23 negaive
sample. P1-P2S of samples are from mfected people, and NLN2S are from unenfected
people. P21-P25 we waekly pusiave.

Method

Biotime Results

©2020 Pasaca Capital, Inc and Disruptive Nanotechnology Limited. All rights reserved.

Eelafive Senatwity: 72775 05.00% (38.75%~09.17%)

Ke.ative Speaficity: 200220 100, 00%% (U8.34%~100.00%)

Accuracy: 292/295 93.98% (97.06% - 99.79%)

Total Reculte 75 220

* U5% Confidence Irterval

ANAINTICAL PLRTORMANCE
LIMIT OF DET=ZCTION (ANALYTICAL SENSITIVITY)
LOD of human sputum matrix

The T.ND for the SARS-Cal-2 Anfiger Rapid Qhahitative Test for rapid detecion of SARS-
CoV-2 was catablizhed waing lnmting dilutions of heat-mnactiveted SARS-CoV-2 antigen (b
Resourcas NR-32285) The material was supplied frozer at a concentration of TCIDS(0 of
3 40x1(° per ml.

In tins study. deaigned to estimate the 1OD of the assay when wsing a direct throat swab, the
starting matenial was spiked mio a volume of pooled human sputum obtamed from

donors and co aegative for SARS-CoV-2. An mtial range finding study was
performed testirg devices in triplicate using 2 10-fold dilution serizs of 3 replicates per
concentration. At each dilution, 30 pl sanples were addad to swabs and then tested in the
assay uang the procedure appropnate for paticent throat swab specimens. A concentration
was chosen between the [ast dilution to give 3 positive rasialts ard the Arsttogive 3 negative
results. Using this concentraicn. the LOD was farher refined with a 2-fold dilnion senes
of 3 rephcates per conzentraicn. The last diluton demonstrating 100%% poativity was taen
tested m an additional 20 replicazes t2sted in the same way.

Stardeg Marerial Estmared o
Coggeglt;aﬁon LOD No. Positive/Total

s IFTCD0nL | il 19,20

LOD of human nasal swab specimen mamrix

Tle LOD [0: (e SARS-CoV-2 Ausi apid Quatlitative Test for 1apid detecion of SARS-
CoV-2 was established usmg hmzﬁ;g utions of heat-mactivated SARS-UoV-Z (be
Resources NR-52285) The matenial was supphied frozer at a concentration of TCIDS(0 of
340 x1C° pes wi

[n this study. deagned to cstimate the TOD of the assay when wirg a dircet throat swab, the
starting material was spixed inco a volume of pooled mman nasal swab specimen obtained
from hezlthy domors and ~enfirmed nagative for SARS-CoVU.) Animital ranze finding study
was performed tecang devicee in tnplicate uang a 10 fold dilution senies of 3 replicatec per
concentration. At each dilution, 30 uL sanples were addad to swabs and then tested in the
aszay nangz the prrahmaﬂ'lprqﬁate for patient nasal swah sperimens A concenfration was
choecen berween the last dilution to mve 3 pocitive recul:e and the first to mve 3 negative
results. Using (s concentialion. e TOD was Cudeer refined will a 2-fold didulios seues
of 3 rephicatas per concentraden. The last dilution demonstraiing 100% positivity was then
tested m an addifional 20 replicates tasted m the same way.

Startinz Material .
Concentration Eztimared LOD

No. Poative/Total

340 x 10 340x102
TCIDSO'L TCDS50/mL

19720

CROSS REACTIVITY (ANATY TICAT.SPELC

Human sputum marrix

Cross-reactivity of the SARS-CoV-2 Antigen Rapid Qualitadve Test for rapid detection cf
SARS.CaV.? was pvalnated by testing a panel of hig
that could potentially cross-rcect with the SARS-Co -g Aatigen Eapid
1s and virus spiked o negative throzt
specmen was wet-fested in mipleate The fimal concentration of each crgamsm =

for rapid dztecticn of SARS-CoV-2. Each o
ocumented n the following tabla

FICTTY)

evalence re:pi

Poteadal Cross-Reactant

Concenmradon Testzd

Human coronavirus 229E

20x 10° TCID30'mL

1Tuman coronavi-us OC43

20 x 10° TCIDSO'mL

Himan coronarmiz NT.63

20 x 10° TCTDSOmT.

SARS-coranavirus

2.0x 10° TCID30/mL

MERS coronavirae

20z (P TCIDSO'mL

Human cororavins HKUIL

20x 10° TCIDSOmL

Adenovims C1

20 x 10° TCIDSO'mL

Adenovimus 71

20x 10° TCIDSOmL

Hueam Met
GMPY

20x 10° TCIDSOmL

Faramntluenza virus 1-4

20z 16 1CID0mL

Influenza A

20z 10° TCIDSOmL

Influenza B

20x 10° TCIDSOmL

Entsrowviras

20 x 10° TCIDS0/mL

Eespiratory syncytal virus

20x 10° TCIDSOmL

Rhmowirus

20 x 10° TCIDSOmL

Haemoph:lus influenzae

20x 10° TCIDI0OmL

Streptococcus pneumonise

20z 10° TCIDSOmL
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INNOVA

Innova Medical Group Inc.

Strcptocectus pyogencs 2.0 x 10° TCID50/mL

Candida albicans 2.0x 10° 1CIDY0/mL

Poetential Cross-Reactant Caoncentration Tested

- fatrve nf norma - 70 x 10° TCTDSO/mI .

re:plntor}' mirrobizl Jors

Bardetella pertussis 2.0 x 10° TCID30/mL

Myrcoplaama preumoniac 2.0 x 10° TCID50/mL

Adenowvirus C1

Adenovaras 71

2.0 x 10° TCIDS0/ml_

2.0 x 10° TCID50/mL

Fiman Metaprenmoving

(hMPY)

2.0 x 10° TCID30/mL

Parminfluenza vimis 14

20 x 10° TCTDSOVmi .

Inflnenza A

2.0 x 10° TCIDSO/miL

Inflnenza B

2.0 x 10° TCID30/mL

The microbzal interference ctudies for the SARS CoV 2 Anty
for capid detection of SARS-CoV-2 war esfablished usiug
machvated SARS-CoV-2 (be1 Resources NE-)2286).

The material was suppli=d fozen at a conzentration of TCID30 o 3.40 x10° per mL. the
starting material was spiked into a volnme of pooled human sputum (the most challenging
respirstory matrix) cbtamed from 7 donor: snd confirmed negatve for SARS Co V.
2. Based cu (be LOD studies, a low (3x LoD) SARS-CoV-2 wacerliation of 1275 107
TCD)OmI_ was :hosen The speciren was confinred posiave for SARS-CcV-2 with

) Ina on Line T. Fathermora, the above-mentionad 1 was dividec mio
30 Fusmlly. the ruciouganiyn indicated below was respectivel spuked o (e divided
specmentocbtamnnuobnlmteﬁe:ence"pecnneu.mts CoV-2 is present in a

spacimen with one microorgamen:.

Each microtial interference specimen was tested individuzlly. At each test, 50 uL samples
were added fo swah The reanlts shows that the specimer wis confirmed pesrive for

SARS-CoV-2 with fanatly line on Line T. Dased on the study, no aporeciable mierference
was observed for the following substances at the spiked levels indicated balow I sputum
matnx

Rapid Qualitative Tect
poiing dilutious of heat-

Chlamycia pneumomaz 2.0x 10 1CIDY/mL

Legionslla puewscplula 2.0 2 10° TCID50/ul

Mycobactenimm toherenlosis 20 x 10° TCTD S0m .

Premmocystis jirovecii
Of},ml v 2.0 x 108 TCIDS0/mL

Note .1 TCID50V il ~0.7CF Uil

Raced on the data genemated hy thiz study, the snhsfances tested SARSCa V.Y Anfizen
Repid Quelitative Test do nct croas-react.

Human nasal swab specimen matrix

Crozs-reactiaity of the SARS-CoV-2 Anagen Rapad Qualifative Test for rapid detection of
SARS-CoV-2 was evaluated by testinz a pnel of high prevalence respiratary pathogers
that could potartially cross-react with the SARS. CoV.2 Antigen lzz‘fu: Quahtative Test
for 1apic defection of SARS-CoV-2 Lach argamsm and virus spiked mtc negaave nasal
specimen was wet-tested in trplicaze. Tte final concentrstion of each Crganism is
documented i the following table.

SN Potertial Cros: Reactant Concentration Tected

Human coromavirus 229E 2.0 = 10° TCID50/ml

Human coronavims OC43 2.0 x 10° TCIDSD/mL

Fuman cororavinas NLG63 2.0 % 10° TCIWS0/mL

SARS-coronavirus 2.0 x 10° TCID50/mL

MERS-caronavirus 2.0 x 10° TCID50/mL

Humsn coronavarae EKU1 2.0 x 10° TCIDS0/mL

©2020 Pasaca Capital, Inc and Disruptive Nanotechnology Limited. All rights reserved.

Enterovimas 2.0 x 10° TCIDS0/ml

Respiratory svncytial virvs 2.0 x 10° TCIDSO/ml

Rhnevirus 2.0 % 10° TCIDYVml

Potantial Crose Reactant

Concentration Tested

Hzemophilus influenzae 2.0 x 10° TCIDSO/mL

Human cororavinus 229E

2.0x 10° TCID50/mL

Steptococcus peumoniac 2.0 x 10¢ TCIDS0/ml.

Bumzn coronavirus OC43

2.0x 10° TCIDS0/mlL

Streptococcus pyogenes 2.0 x 10¢ TCIDSO/ml

Human coronavirus NL63

2Ux 10° 1AQDOYY/mL

Cancida albirans 20 x 10° TCTDYYVm .

SARS-coronavinus

2.0x 10° TCID50/mL

Poo’ed human nasal wash—
represenahve of normal
respiratory microbial flon

2.0 x 10° TCIDSO/ml

Bordetells pertuesie 2.0 x 10° TCIDS0/ml

MERS-coronsvirus

2.0x 105 TCIDS0/mL

Himman ceronavims EKUL

2.0x 10° TCID50/mL

Adenovirus C1

2.0x 10° TCIDS0/mL

Mycoplasma pneumoniae 2.0 x 10° TCIDS0/mL

Adenovirus 71

2.0x 10° TCID50/mL

Chlamydia pneumonize 2.0 % 10° TCIDS0/mLL

_egionela pncumophila 2.0 x 10° TCID50/mlL

TTunan va

2.0x 10° TCIDS0/mL

Mycobacterum tuberculocis 2.0 x 109 TCIDS0/ml.

Prermoryshs imoveen (PIP] 2 0% 10° TCTDS0/ml .

Paanfluena vaus 1-4

flucn=a A

2.0 x 10° TCID50/:ul

2.0x 105 TCIDS0/mL

Note :1 TCID50'mL=0.7CFU/ml

Bescd on the dsts ted by this stady, the substances tested SARS-CoV-2 Antizen
Rapd Quializative Test do aul cross-1eact.

MICRODIAL INTERTLRENCE STUDIES

Humman sputum matrix

nfluenza B

2.0x 10° TCIDS0/ml

=nterovins

20x 10°° 1CIDYYmL

Resoualony syucytal vitus

2.0 x 10° TCID50/:ul

Rhmovirus

2.0x 10° TCID50/ml
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INNOVA

Innova Medical Group Inc.

Haemophi'us infuenzas 2.0x 10°TCID50/mL

Streprococens pnenmmoniae 2 0 x 105 TCTDSO/mT.

Sueplocuccw pyogenes 2.0 x 105 TCID50/wL

Candida albicans 2.0x 10°TCID50/mL

Ponlad hnma_n nasal wash —
represeatative of normal
respratary microbial flora

2.0x 105 TCIDSO/mL

Bordatella perfussis 2.0x 108 TCIDSO/mL

Mycoplasma pneumoniae 2.0x 105 TCID50/mL

Chlamydia preumoniae 2.0x 105 TCIDSO/mL

Legionella pneumophila 2.0x 105 TCIDSO/mL

Mycobac:erium tuberculesis 2.0x 105 TCID50/mL

Pneumocysts jrrovect: (PJP) 2.0x 105 TCIDS0/mL

Human nasal swab specimen matrix

The microlal interference shidies for the SARS-CoUl) Anfigen Rapid Qualitative Test
for mpid detecticn of SARS-CoV-2 was established using imutng diluhons of hea:-
mactivated SARS-CoV-2 (be1 Resources NR-52286).

The material was suppliad Tozen at a concantration of TCID30 of 340 x10° per mL. the
sluting waleisal was spiked e a voluue of pooled asal swab mu (e wost
challanmng recpiratory matnix) obtamned from heslthy doncrs and co negative for
SARS-CaV.? Razed on the TOD studies, 2 low (3x ToD) SARSLCoV.) concentmatien of
1.02x 1(° TCID5(/mL was chesen. The speciren was confirmed positive for SARS-Co\l-
2 with famly hine on Line T. Furthermore, the above-mer_tionegos;ecim was divided
mto 30 Fmally, the mucroo mdicated below was respectively spiked mto the
divided specimen to obtain microbial inlerfzrence specimens that SARS-CcV-2 is present
In a specimen with one microorganism.

Fach mirromal interference spacimen was tested mdnndnal'y At each test, 30 pT.sanrples

were added to swab The results shows that the specimen was confimmed positive for
SARS-CoV-2 with fant'y Ime on Line T. Eased on the study, no appreciable mterfersnce
was observed for the following sabstances at the spiked levels mdicated below mn nasal

swab spacimer. matrix.

Potantial Cross-Reactant Concentraticn Tested

Human coronavirus 229E 2.0x 10° TCIDSO/mL

Human ccronavirus OC43 2.0x 10° TCID50/mL

©2020 Pasaca Capital, Inc and Disruptive Nanotechnology Limited. All rights reserved.

Human coroaawvirus NL63

2.0x 10° TCID5S0/mL

SARS-coromavirus

2.0x 105 TCID50/mL

MERS-coronavirus

2.0x 10° TCID50/mL

Human coronavmrus HEXU1

2.0x 105 TCID50/mL

Adenovins C1

2.0x 10° TCIDS0/mL

Adenouvirus 71

Human Metapnaumowvirus
(hMPY)

2.0x 10° TCID50/mL

2 0x 10° TCTDS0/mT.

Myrotacterium tubercalosis

2.0 x 10° TCIDSO/mL

Pncumocystis jirovecu (P7P)

2.0 x 106 TCIDS0/mL

Endogencus Interference Substances Studies:

Human sputam matrix

A study wasgc"orncd demanstrate that eighteen (18) potentially m:

that mzy be found :n the lower respiratory tract do not cross-react or in

ing substances
e with the

cetection of SARS-CoV-2 in the SARS-CoV-2 Antizen Rapic Qualitative Test.

Paramflierza vims 1-4

72 0x 10° TCTS0/mT .

Tnterfering Suhstance

Concentratinn

Cross-
Reactive

Results

Intzrference
Results=*

Influenza A

2.0x 10° TCID50/mL

Whole Biood

&%

Negative

Positive

Influenza B

2.0x 10° TCID50/mL

Enlewvaus

2.0x 10° TCID50/mL

Muem

Ricola (Meutlol)

0 0%

1.5 mge/ml

Negative

Negatve

Positive

Posilive

Respiratory syncytial virus

2.0x 10° TCID50/mL

Sucrets
(DvcloninMenthol)

15 mg/ml.

Negative

Positive

Rlunovous

2.0x 10° TCID50/ml

Chloraseptic
(Menthol/Benzocamme

1.5 mg/ml

Negative

Pocitive

Haemophilus influenzae

2.0x 10° TCID3S0/mL

Naso GEL (NeilMed)

Y% viv

Negative

Positive

Streptocozcus pacumaeniac

2.0x 105 TCID50/mL

CVS Nasal Drops
(Phenylephnne

15% wiv

Negatve

Positive

Streptococcus pyogenes

2.0x 10° TCID50/mL

Afrin (Oxymetazolire)

15% wiv

Negative

Pocitive

Candids albicens

2.0x 10% TCID50/mL

Pocled human nasa. wash -
representative of normal
respirztory mucrobsal flora

2.0x 109 ICIDY/mL

CVS Nasal y
(C‘-rom.olysngm )

15% wiv

Negative

Positive

Nasal Gel
(Oxymctazoline)

10% wiv

Negative

Positive

Rardetella perfissiz

Myconlasma pneumoniae

2 0x 10° TCTS0/mT .

2.0x 105 TCIDS0/mL

Zicam

Yevlv

Negative

Positive

Homeopathic [Alkalol)

1:10 diluhor

Negative

Positive

Chlamydia pneumoniae

2.0x 105 TCID50/mL

Ficherman’s Frend

1.5 mg/ml

Negative

Pocitive

Legionella puausophila

2.0x 10° TCID50/mL

ore Throat Phenol Spray

15% v

Negatve

Positive

Tcbramycin

4pg/ml

Negative

Positive
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INNOVA

16 Mupirocin 10 mg'ml. Negative Fos:tive 16 Mugirccin 10 mg/mlL Negative Positive

Innova Medical Group Inc.

17 Fluticacore Propicnate 5% viv Negative Fos:tive 17 Flaticason= Propionate % vv Negative Poeifive

Tamifiu (Oseltannvi , : : Tamifln (Dseltamyvir s -
18 amllﬁ;llll o(’%iglttel)mvlr Smg/mL Negative Tos:tive 18 Pho(sphate) Smg/ml Negative Pocitive

Based on the data ted by thus study, the substances 2stzd SARS-CoV-2 Antizen Based on the data generated by this sudy, the substances tested SARS-Co\-2 Antigen
Rapic Qualitative Test do not cross-react or nterfere Rapid Qualitative Test do nct cross-react or interfere.

Instructions for use -6 Human nasal swab specen matri

A study was mmd demonstrate that eighteen (18) potentially iter’erng subs:ances HIGH DOSE HOOK EFFECT

thzt may b2 in the upper respiratory tract do not cross-react or interfere with the

detection of SAKS-CcV-2 m the SARS-Co\-2 Anhgzn Rapid Qualitzive ‘fest. As part of the _oD study the hu concentration of heat-mactivatad SARS-Co\-2 stock
avalable (ICID20 of 5.4) x10° par ml) was tested. _here was ro Hook effect detected.

Cross-
Interference

Intcrfering Substance Concentradoa | Reactive el INDEX OF SYMBOLS
Results

Whole Blood Negative Fos:tive Description

: S0P \ - »
Mucin 050" Negative Fos:tive Invitro dizgnostc

Riccla (Menthol) 1.5 mg/mL Negative Fos:tive medical dewice

o - -
(DycloninMeathol) Lomgfml. | Nemtive |  Fostive Fixpiry date

Chloraseptic ' -
(Menthol'Benzocans 1.5 mg/ml. Negative Wamung, pleass refer
to the mstuction

Naszo GEL (NeilMcd) 5% viv Necgative

&n Nﬁ:}m 15% viv

Afrin (Oxymetazoline) 1% viv Negative o, Keep away from
sunlight

Store at 2-30°C

Necgative

Keep duy

CVS Naszl / . aliv
(Cram ol}%)n} 15% vin Negalive

, . Don’tus: the product
Neasal Ged pesn Ao ben th package i
a " . \Q W is
(Oxymctazoline) 10% viv Negative reprezentative »

Zicam 5% viv Negative
Date of mamifachire Riclogical nsks

Homeopathic (Alkalcl) 1:10 dilution Negative

Fisherman’ < Frisnd 15 mg/ml. Negative For Prescniption Oaly CE mark

ore Throat Phenol Spray 15% viv Negative Sterilized using
etaylene oxice

Tobranrycm 41 gml Negative
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CE Certificate

€ Declaration of Conformity

Manufacturer

Xiamen Biotime Biotechnology Co., Ltd.

3F/4F, No.188, Pingcheng South Foad, Haicang Street, Haicang District, Xiamen,
Pujian 361026, P, R, China

Declaration of Conformity

We, YXiamen Bioime Biotechnology Co,, Ltd,, hereby declare that the below men-
tioned mecical device meets the provisions of Directive 98/79/EC which apply t
them. The declaration of conformity is exclusively under the responsibility of
Xiamen Biotime Biotechnolagy Co,, Ltd.

(A) Particulars of medical device

Product name: SARS-CoV-2 Antigen Rapid Qualitative Test

Manufacturing Site: 3F/4F, No.188, Pingcheng Souh Road, Haicang Streer, Haicang
Distract, Xiarnen, Fujian 361226, F. R. China

Risk-based classification: Other

Route to comphance: Annex 111 of Ihrective S/ 79/ EC

(B) Quality Management System

QMS certificate: ISO 13485 certificate

Certificate number: CN 17/42021

lesiance date: 7 December 2017

Expiry date: 6 December 2020

Conformity Asscssment Body: SGS Unied Kingdom Lid

(C) Authworizesd Represenitalives
Logcon East GmbH.
Address: Esslingar Hauptstrasse 188/D A-1220 Vienna Austria, Europe

(Authorized Signature|
Name: ZHANG Guofeng
Title: General Manager
Place Xiamen

Date of Issue: July 11,2020

A A
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