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Antibody 2019-nCoV tests

On behalf of the Czech Minister of Health, let me ask you for delivery of rapid 2019-nCoV

antibody tests.

We need urgently 100.000 pieces.
Please specify conditions of payment, delivery and send us an invoice.

Best regards

Prof. MUDr. Roman Prymula, CSc., Ph.D.
Deputy Minister of Health
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MINISTERSTVO ZDRAVOTNICTVI
CESKE REPUBLIKY

Palackeého namesti 4, 128 01 Praha 2

tel.:
mob
e-m




e Invoice Number 10403-15
™m li ‘E E Issue Darte
EAGLET Mhue: Male
Settlement of invoice Bank transfer
43T E #:Shenzhen Ezglot Supply Chaln Managment Ce., Ltd
[ Inniwvita (Tangshan) Sialogical Technology Co, Ltd.designated foreign trade company)
% =) thbk:Room BB-1, 8/F., linfeng Bi

g Block A, Shang b lDUE $624 000
South Roed Ne.1001-1005, Futian District, Shenzhen.
ST HRIE 05551301010

il Too- Bank; SHANG HAI PUDONG DEVELOPMENT BAMNK
Ministry of Health of the Ceaca Repuabli SHENZHEN BRANGH

Palackého ndmésti 375/1 Address of bank: INT'L CHAMBER OF COMMERCE TOWER
128 0D Prang, Mové Méste FUTIAN DISTRICT SHENZHEN

Beneticiary s Name: SHENZHEMN EDY SUFPLY CHAIN
MANAGEMENT CO LTD.

IBAN.:T917 1455200000857

SWIFT CODE: SFDECN5HD3C

Hem Quantity Unite Price Amount
Mewel corcnavirus (20193-nCoV)
Antibody tost kit 120000 6,24 G24000

Produc] lechnaligy Mo, paes S000430017 7
Procuction banch 20200302

Total 5624 000

SAY FIVE HUNDEED AMD SEVEMTY-SIX THOUSANEY LIS DM LAES DN Y

Hotes :
The bank transfer fee shall be paid by the buyer. Signature
Supply time:After secelving the payment (the

payment is entered into the account), according

to the a2 v transport time, the fastest celivery

Earrae




Ce€ INNOVITA ®

Instructions for
2019-nCoV Ab Test
{Colloidal Gold)

INMOVITA (Tangshan) Biological Tecanology Co., Ltd.

Product Name
2018-nCov Al Test (Colloidal Gold)

Intendzad Use

The kil s inkenced for the gqualilaive deteciion of Igh! and IgGa
antbodies against 2018 Movel Ceronavirus {2018-nCoV) in
numan serumfplasmaivenous whale blood specimen end fer the
awlliary diagnesis of 2018-nCoV infection,

Summary

Ceronaviruses {CaV) are a large family of viruses that cause
limezs ranging frem the cemmon cold to more sevae o seases
snch sy Middle Fast Hespratory Synorcme (MERS-CoV) and
Severs Acte Respiratory Syndrome (SARI-CoV), A novel
eoronavinug (nCeV) iz 2 new strain thet hes not been praviously
identified in humans,

Comimnn gigng of infection include respiratory symptoms. fever,
cough, shortress of breath anc breathirg dificulies. In more
seve® cases, infedion can men picumonia, sewere acute
respiratory syndrome, kidney failire 2nd avad daath.

Stancard recemmendaticns o prevert Infection spread includz
regular hand weshing, covering meolls and mose when coughing
amd snaezing, thorougnly cooking meat and sggs. Avoid closa
contact wilh amyone showing symptems cf respiraloy ilness such
a5 colughlng and sneazing.

A newvel coronavirus (Cov) is a new strain of coronavirus that has
not been previously identified in humans. The rew, or ‘novel’
coronavirus. now called 2012-nCeV, had rot bzen proviously
delected betfore the outbreak was reported in Wuban, Chins in
Cecember 2018,

Curranl sstimales of the incubation period range from 1-12.5 deys
with median eslimales of 58 cays, These estimaie will be
refined os more data becomes availible, Rased on infomation
from cther coronavirus discases, such as MERS and SARS. the
Incubation periad of 2019-nCoV zould be up to 14 days. MHO
ecarmnends that the follew up of conlacks of canlimmed cases &
4 days,

To dala, there is no epeciiic medicine recemmienced 10 prevenl on
wezal e noel Cororavirs.

The kil telecls 2019-nCov Ight and 19 andibodise by immonn-
capture method. The ntreceliulose membranz s coated by
mougs-ant human moneclonal IgM  antibodies, mouse-arti
human monoglonal oG anfibodies, and goal-anti-mose oG
antizodies. The recombinant 2C18-nCaY antigen ard mouse 136G
antibodies are labeled with colloidal gole as 8 tracer. After
additlon of e specimens. if 2019-nCaoV IgM anfinedies are
presant, the sntibodies will bind o coBoidz) golo-coaled 2079-
nCaV anfigens 1o form compounds, which &re further captured by
pre-coaled mouse-andl humar g antizodies 1o form new
ecampounds, and gemerate purple ling (M. W 2012nCoV 195
anlibod’es are present in speeimen, The anlibodies will bind o
colloidal gold-labeked 2012050V artigens 1o form compEouncs,
ane futher form new compourds by binding to pre-costed
mouse-anli human monosional IgG anlibodics. which give dze o
pure e [G). The bindng of colloidal geld-labeled mouse g
anlibediag with geal-anti-mouse 1IgG anibedies will prasert purple
fing, which i3 wsed ag the contrel inelCh

1, &caled (ol poucdhes sachcontaning:
a. Une caseetle davice
b, One cesiccant

2 Specimen dluenl

A nediuclions Lo nse

Storage and Stability

1. Slors al 4°'C~ 30°C [39.2F~ 85°F) .

2. Use the test within 1 haur alter opening the paush under 60%
humidity.

3 See producion date and sepiraticn date on label.

Specimen Collection and Hancling

Consider any materials of human origin as infectious and
handle them using slandard hio-safety procedures.

1. The kitis imtended for t=at only in serumfplasmalivenous
whwle: blood specinens.

2, Specimens should be collected by sandard pratocol.

3. The venous whole blood spatimens could be stared at 2°C-




BT (35°F-£67) for up to 3 days, end it coulen’l be frozen.
Wenous whele blood specimens can be anti-coagulaed with
routine dosage of heparin (9.8-281U¢dmL), sadium citrate (3.8%
equivalent to 128mmell), ethylanadiaminatatraacatc acid
{ECTA) (4.55mmal/mLs 0.85 mmolimL).
The serum or plasma specimens could be stored al 27C- §C
[3EF~4E°F) for up lo 7 daye, and could ba frozen al 20T
t-4°F} for 6 months. The specimens are repeatedly frozen
and thavsed no more than & Gmes: it should ba the best tc test
tha sample after collection immediataly.
Prior Lo besling, bring hozen spacimens (o room lemperature
showdy and mix gently, Specimens conlaining visible mltar
should be clarified by cantrifugation befors testing.

Test Procedura

1

Allow tha test, specimen difuant anefor contrels 1o reach
room temperaturs 10°C-30°C (50F-85°F) orior to testing.
Remove the test device from the s2alee pouch and use it
BS 3000 83 possible.

Flace 1he lest device on a cean and level suiface.

Add Z0pL vanous whole blood or 10yl seumiplasma
spacimen Into the specimen well,

Then add &0yl or 2 drop3 of specimen diluent into the
specimen wall.

Wit for the colared e 0 appear. Hoad resulls within 15
minutes. Do not read the result after 15 minutes.

Al BOUL (or 2 drepsh
blood or 100k seorumvplsms: SREITEN Glusrt

Add 30Ul vervous wivole

Re!

ts Interpretation

IgM Positive: The presence of twa purple bands (M and C)
indicates positive for 2018-nCoY lght antibodias.
1gG Posktlve: Tha presenca of two purple bands G and C)
indicates pasilive for 2019-nCoV IgG antibodies.

Igi & IgG Pogitive: If the C line ard beth Y and G line
develop . it indicates pozitive for both 2015-nCaV IgM anc
lgG andibodics.

Negative. Only ane purpla band appearing st the control line
(C) irdicates negative result.

Imvalid: If contral line (€} fails lo appear, no matter whethsr
the GIW line is visibe or nat, thz lest i imealic. Insufficicnt
specimen volume or incorrect procedural lechnigues are e
most likely reasons for control line falure. Ravew the
procedurs 2nd repeal the 8zt with a new test device. If the
problan paasisls, you should immediately stop using the kit
with the same LOT Mo, and comact your local distributor.

BEEIHEHL

WG egatwe gwaln el bvasd  ivali

Pﬂsﬂlhe PEI!‘I‘h'E Pasisve

Perfarmance Characteristics

A

-~

Usze the naticnal or enlerprise reference controls for testing,
amd the resulls meet the deledion reguirements of nations] or
entarprisa raterarce controls

Test lhe samples with a fter of 1320 al the ariginal
eoncentraticns with the 20H9-nCoV' IgM antbedy and 2019-
nCoV IgG anfibady. Mo nook effect was cbservad,

ie based on the clear
diagnosis [ exclusion criteria of the disease identified in the
"Novel Ceronavirus Pnasumonia Diagnosis and  Treabmart
Progrem”. Clinical research was conducted In 5 Inslituions
and Lhe lolal cases were 4247, Using this kit, 110 cases out of
128 clhically conlinnead cases ae positive, with (ne sensilivity
of 87.3% (9% CI 80.40% to B2.0%): 62 cases of dinicaly
excluded cases are tolally nagatve with the specifisity of
100% (95% Cl: 34.20% to 100%).

The chniczl gl of lhis peodoct

. Avoid using specisl samples: red background may appear in

he hyperlipemia (iglycedde concenlatien higher Gan 25mg!
mily. icianic samplas (3ilinun cancaniration highas Than 0.2mgf
mL) and hamalytic specimen (hemoglokin concantration more
than £.0mafmL), which may affect the testrasult.

The 2019-nCoY Ighd test wes elso evaluated with samples ihat
zre Ighl positive for ofher diszases as listed in the Tollowing
1abile. Moo cross reachwly was ohearvad.
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The 2019-nCo\ g% 123t was also avaluated with samples thet
arc lgG pasitive Tor oler diseases as listed in the following
lable. No cross reactivity was obserwed.
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RF, ANa and AMAdon't axhibit cross reactvity with the test.
Corwron antivirals such ke Epistine hydrochleride {=d4mgfl),

Hibawirin  {£40mgfL),
(30mail), Abidol

Interfarom
(=40mg/Lj,

(S200mgiLy,  Csellamivie

Levofloxacin  (£200mgiL),

Azithremyzin (5 100mgiL). Ceftriaxane (3 400mgfL),
Meropenem {S200mgll) have no interference effect on the

delection of this kil




9. Eystemlz upus erythematasus has no Imerferencs effect on
It viebecdion ol this kit

1 Mon-specific 1gM antibody (=0.8mglwl) and non-speciic gl
anikody {s4mg/ml) have no Inferference effect on the
deleclion ol this kil

1. Heparin, sodium cilratz, EDTA and other anticoopulanis have
ne interference effect on the detection of this kit

12The pretislon expedimants wete carried out by differerd
experimenters, at differend times and 8l different places. and
tha resulls met e produci peconrance reguicncnks

13 Afer the specfic IgM positive sample was destroyed by B-
mercaptesthanal, the Igh! test rasult was negative.

14 Aler preliminary svaluation, it is basically cenfirmed thal the
chirical perfformance of the product can mee: the emergency
reeds of the epdemic. The product will further called clinical
qata w2 confirm t1e clinical pardarmance of the preduct after it
Is marketed.

1. Toe kit is for qualitative detection and aid diagnesis use orly.

2, Intnhe earty phes2 of Infection, ne 195 or lgh antisody will be
producad, or the Uter vill be very low, Ihus. negalive rezul will
cccur. Re-tazting will ba conducted in 7-14 days, and e
sample that is collecied lasl lime will se detectec in paralkel
during re-esting io confrm whether the serolegy tums
posilive or The Liler inciesses sigoiicantly.

A The relerence value of serclopizl anlibody  delection s
limited for the immuns-compremised palients or patents who
receive ‘mmuncsuppressive therany.

4 Positive IgM entibocy test will ceour nol only in primary

infection, but alsa in secondarny infection.

Postive lgls test indicates pravicus infaction or secondary

infection.

5. The comfimalion or excluslon of Infectlon will be comblned
with the paliends clinicel mandesiadions or futber ofher
meinods,

Pracaution |

1. Use fresh spedmens whenover pozsikle,
3, Hesulls ead e 15 minules aa considersd invsli,

o

N, BY99 Juzin Bues, High led lndushial Devslogmier| Zons,

I INNOMITA (TANGE AAN) SI0LO 3ITAL TECHNOLOGY CC., LTD.
Ciarfan. Haoei. 004430 Chna,

SUNGD Evigas BN,
T pisch Stadion 24, 107600 Amatsibm, Roatheands,
TEL +31 (0} 2021 <106
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