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mbbiotecnologia@gmail.com

A
Gerencia de Compras

VENDEDOR ENTREGA REQUISITANTE ENVIADO VIA VALIDADE PAGAMENTO
ANTECIPADO
MB Biotecnologia Conforme Proposta E-MAIL 10 Dias NO
PEDIDO
- CODIGO QUANTIDADE PRECO
ITEM DESCRICAO UNITARIO TOTAL
Kit IgM/IgG Diagnostic Kit for IgM/IgG | 20020 01 170,00 170,00

Antibody to Coronavirus (SARS-CoV-
2), 10 Test Sets/ Kit 20 Test Sets/Kit.

001
Prazo de Entrega: Imediato
Fabricante; LIVZON Diagnostic
Pagamento: Antecipado

SUBTOTAL 170,00

TOTAL DEVIDO 170,00

FATURAMENTO MINIMO: 50.000 Kits
FRETE FOB

Dados Bancarios:

BANCO DO BRASIL

AGENCIA: 1898-8

CONTA CORRENTE: 35856-8

MB Biotecnologia Comercio e Servicos

*CANCELAMENTO DE PEDIDO: SOMENTE SERA ACEITO ATE 48 HORAS APOS A CONFIRMACAO.

MB Biotecnologia Comercio e Servicos
(Evandra Regina dos Santos Ramos-ME)
RUA DR. LUIZ MIGLIANO, 2050 — SALA 44 — JD. CABORE
SAO PAULO/SP — CEP. 05711-001

TEL/FAX (11)97319-9656
CNPJ. 14.738.325/0001-80

INSCRICAO ESTADUAL 119.008.709.113

Equipamentos, Reagentes, Plasticos, Assisténcia Técnica
MERCADO NACIONAL / IMPORTACAO DIRETA







W IkES
LIVZON

Diagnostic Kit for IgM / 1gG Antibody
Coronavirus




& Y ﬁ . a0 7 . A rq.: | ‘ -"“' .‘\4
For Better Control the Pandemic Outbreak of Novel Co
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Diagnostic Kit for IgM/IgG Antibody to Coronavirus

(Lateral Flow)
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Rapid and Easy to Use, Auxiliary test for the diagnos

e |deal complement to coronavirus nucleic acid tests (RT-PCR etc.) to avoi

e Independent IgM and IgG results in one kit, capable for confirm

(according to the Diagnosis and Treatment Protocol for Novel Coronavirus Pneumonia 7th Edition by the National Health Com

e Much easier and faster way to test people on site
e Possible to find asymptomatic carriers and to confirm

One-Step Rapid Test for Diagnosing COVID-19

P P
'LiirDL:}f'" L lI-]l‘[oh (:
it il )
T I
0 @ g

Add Sample 2 Drops of Diluent Buffer Wait and View Result

Abundant Clinical Validation Shows Excellent Diagnostic Performance

Clinical Diagnosis Criteria
Tests
259 3

Positive
IgM/IgG
Negative 27 355

Total 286 358



Diagnostic Performance Evaluation and Clinical Validation Data

Diagnostic Kit for IgM/IgG Antibody to Coronavirus (SARS-CoV-2) (Late

Livzon Diagnostics Inc. March 2020

IgM Antibody to Coronavirus (SARS-CoV/-2)

Test description The product is intended for qualitative detection of Coroné
lgM antibody in human serum, plasma or whole blood sar.
/s an auxiliary diagnosis method for early infection of Coror
2)

Sample type . serum, plasma or whole blood samples
Pack Size: 20T&40T

Storage Condiition: 2C°~ 30 C°

Material Provided:

20T

1.20 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

2.Ppette . 20pcs

Sample diluent | 1*3 mL

40T:

1.40 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

Z.Pipette . 40pcs

Sample diluent . 2*3 mL

Analytical 1. Sensitivity and Specificity

performance Sensitivity: 78.7% (95%CI: 73.6% ~ 83.0%)

Specificity: 99.7% (95%CI: 98.4% ~ 100.0%)

Total agreement: 90.4% (95%CI: 87.8% ~ 92.4%)

2. limit of detection (LOD)

We used the dilution matrix to dilute a specific titer positive
different series. The results show that when the antibody cc
2019-ncov novel coronavirus in the samples was =1.256, t

| detection rate of the reaacent was =95% So the lowest limi



Enterovirus ,Respiratory syncytial virus and Varicella-zoste

antibodies positive sample.
4. Interferences

The test result of the kit do not be interfered with the subsi

following concentration:

Substance Concentration
Bilirubin 50mg/dl
Hemoglobin 50mg/mL
Triglyceride 500mg/dlL
Cholesterol 500mg/dlL
Rheumatoid factors 920 IU/mL
Antinuclear antibody (ANA) titer 1:1600

Total IgM 80mg/mL
Total IgG 55mg/mL

5. Precision
1). Within run precision: The negative agreement rate and i

agreement rate should be 100% all the time.

2). Between run precision: The negative agreement rate ant

agreement rate should be 100% all the time.
6. KReference assay

The reference method used during our clinical study is bas

diagnosed positive patient that a combination of clinical sy

test was given.

Clinical
performance

.

A total of 648 serum/plasma samples from 644 patient
coronavirus pneumonia were tested, including homolo
and continuous monitoring samples. After removing 4
A total of 644 samples were included for statistics, Th
follows:

Compared with the clinical reference standard, the clini
78.7% (95% CI:73.6% ~ 83.0%). The clinical specificity was
Cl:98.4% ~ 100.0%), and the total coincidence rate was 9
92.4%).

The combined statistical analysis of the combined dete
kit and IgG gold standard kit showed that the combine
90.2%, (95% CI.86.2% ~ 93.1%). The combined specificity |
97.6% ~ 99. 7%), and the overall coincidence rate was 95.
96 6%)



Test description

The product is intended for qualitative detection of Corona
IgG antibody in human serum, plasma or whole blood sam
an auxiliary diagnosis method for early infection of Corona
Sample type . serum, plasma or whole blood samples.
Pack Size: 20T&40T

Storage Condition: 2C°~ 30 C°

Material Provided:

20T:

1.20 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

2. Pipette . 20pcs

Sample diluent . 1*3 mL

40T

1.40 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

2.Pipette . 40pcs

Sample diluent . 23 mL

Analytical
performance

1. Sensitivity and Specificity

Sensitivity: 83.6% (95% Cl: 78.8% ~ 87.4%)

Specificity: 99.4% (95% CI: 98.0% ~ 99.8%)

Total agreement: 92.4% (95% CI:90.1% ~ 94.2%)

2. limit of detection (LOD)

We used the dilution matrix to dilute a specific titer positive
different series. The results show that when the antibody cc
2019-ncov novel coronavirus in the samples was =1:128,
detection rate of the reagent was =95%. So the lowest limi
kit is determined as no less than 1.:128.

3. Cross-reactivity

Specimens which tested positive with following various age
were investigated with the kit. The results showed no cross
Endemic human coronaviruses (HKU1, OC43, NL63 and 22!
Influenza B, Nasal virus, EB virus, Mumps virus, Measles virt
Mycoplasma pneumoniae, Chlamydia pneumonia, Adenovi

Enterovirus ,Respiratory syncytial virus and Varicella-zoster
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2. limit of detection (LOD)

We used the dilution matrix to dilute a specific titer positive
different series. The results show that when the antibody cc
2019-ncov novel coronavirus in the samples was =1:128,
detection rate of the reagent was =95%. So the lowest limi
kit is determined as no less than 1.:128.
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IgM/1gG

Diagnostic Kit for IgM/IgG Antibody to
Coronavirus (SARS-CoV-2)

(Lateral Flow)

Model:10 Test Sets/Kit 20 Test Sets/Kit

[Product Name]
Generic Name: Diagnostic Kit for IgM/1gG Antibody to Coronavirus
(SARS-CoV-2) (Lateral Flow)

[Intended Use]
This product is used for in vitro qualitative detection of Coronavirus
(SARS-CoV-2) IgM/IgG antibody in human serum, plasma and whole
blood samples.

[Test Principle]

This product contains one IgM test cassette and one IgG test cassette.
The IgM test uses colloidal gold immunochromatography technology
to detect the Coronavirus (SARS-CoV-2) IgM antibody. The anti-human
IgM antibody labeled by colloidal gold is coated on the conjugate pad.
Meanwhile, on the cellulose nitrate membrane, the antigens of Coronavirus
(SARS-CoV-2) are coated in the test area, and goat anti-mouse antibody
is coated in the control area. While testing, the IgM antibody in the test
sample (the specific IgM antibody to Coronavirus (SARS-CoV-2) and
non-specific IgM antibody) binds with the colloidal gold labeled anti-human
IgM antibody and forms an immune complex. The immune complex
moves along the membrane through chromatography. If there is specific
IgM antibody to Coronavirus (SARS-CoV-2) in the test sample, it will
be captured by the antigens coated in the test area, forming a visible
band (test line); The free colloidal gold conjugate orimmune complex
continues to move forward, and binds specifically with the goat anti-mouse
antibody coated in the control area, forming a visible band (control
line). If the test sample doesn’ t contain any Coronavirus (SARS-CoV-2)
IgM antibody, only a control line will appear. The IgG test uses colloidal
gold immunochromatography technology to detect the Coronavirus
(SARS-CoV-2) IgG antibody. The anti-human 1gG antibody labeled by
colloidal gold is coated on the conjugate pad. Meanwhile, on the cellulose
nitrate membrane, the antigens of Coronavirus (SARS-CoV-2) are coated
in the test area, and goat anti-mouse antibody is coated in the control
area. While testing, the IgG antibody in the test sample (the specific
IgG antibody to Coronavirus (SARS-CoV-2) and non-specific IgG antibody)
binds with the colloidal gold labeled anti-human IgG antibody and
forms an immune complex. The immune complex moves along the
membrane through chromatography. If there is specific IgG antibody
to Coronavirus (SARS-CoV-2) in the test sample, it will be captured by

+hoa anticanc roated in the tact area farmino a vicihle band (tact linal -

[Components]

No. Components

IgM test cassette

0On the cellulose nitrate membrane, the test area i
precoated with recombinant antigens of the Coronavin
2 | (SARS-CoV-2), while the control area is precoated

with the goat anti- mouse antibody. The fiberglas:
is precoated with the mouse anti-human IgM antibod
labeled by colloidal gold

IgG test cassette

On the cellulose nitrate membrane, the test area i
2 precoated with recombinant antigen of the Coronavirus
(SARS-CoV-2), while the control area is precoated

with the goat anti- mouse antibody. The fiberglas:
is precoated with the mouse anti-human IgG antibod
labeled by colleidal gold

3 Pipette

Sample diluent
buffer solution containing sodium chloride

4

Note: Components from the different b

[Materials required but not provid
1. Timer
2. Container for collecting samples

[Storage and shelf life]
1. Store at 2~30°C. The shelf life is t
2. Keep dry and keep in dark place.
3. The test should be finished withir
foil bag is unsealed. In case of the am!
the humidity above 70%, it should b
4. The manufacture date and expiry
the kit.

[Sample Collection, handling and -
1. The product can be used for testir
samples.
2. The plasma or whole blood sample
with sodium citrate, EDTA-K, or hepa
3. Samples with hemolysis, high visc
contamination are not suitable for tf
4, Serum or plasma samples can be s
term storage, the samples should be
freezing and thawing. The whole bloc
tested within 5days and stored at 2-¢

[Test Procedures]
1. Preparation
a) Take out the tested samples and |
condition and allow them to reach tt



into the sample well (S) of IgM test cassette and 1gG test cassette, and
add vertically 2 drops (about 100uL) of sample diluent.

For whole blood sample: add 20uL of whole blood sample into
the sample well (S) of IgM test card and IgG test card, and add vertically
2 drops (about 100uL) of sample diluent.

b) Within 1-15 minutes after sample addition, the result can be interpreted
as positive while both the control line and test line appear. If only the
control line appears and the test line does not appear in 15 minutes,
the result can be interpreted as negative. It is invalid to read result after
15 minutes.

[Interpretation of Test Result]

Control Line (C) c c Cc
TestLine (T) e T T T
Positive  Negative Invalid

1. Positive result:

a) IgM positive, IgG positive: IgM test cassette appears both control
line (C) and test line (T); IgG test cassette appears both control line (C)
and test line (T).

b) IgM positive, IgG negative: IgM test cassette appears both control
line (C) and test line (T); IgG test cassette appears only control line(C),
but no test line (T).

c) IgM negative, IgG positive: IgM test cassette appears only control
line(C), but no test line (T); IgG test cassette appears both control line
(C) and test line (T).

2. Negative result: IgM test cassette appears only control line(C), but
no test line (T); IgG test cassette appears only control line(C), but no
test line (T).

3. Invalid result: If IgM and/or IgG test cassette appears no control line(C),
no matter whether the test line (T) appears or not, the test result is invalid.
A repeat test should be done in case of invalid result appears.

[Limitations of the Test Procedures]

1. The product can only be used for in vitro test of individual’ s serum,
plasma or whole blood samples.

2. A Coronavirus (SARS-CoV-2) infection may not be excluded if the test
result is negative.

3. The test result is only for clinical reference and should not be regarded
as the only reference for clinical diagnosis and treatment. The clinical
management of patients should be considered in combination with their
symptoms, physical signs, medical history, other laboratory tests (especially
etiology test), treatment response and epidemiological information.

4. In patients with impaired immune function or receivingimmunosuppressive
therapy, the value of serological antibody test is limited.

5. IgM antibody positive not only occurs in primary infection, but also
in secondary infection.

6. The IgM and IgG antibody of Coronavirus (SARS-CoV-2) which this
product targets does not directly reflect the presence of Coronavirus

3. The product is intended for qualitative te
result.

4. The kit should be used within the sl

5. The test cassettes and pipettes are for

6. Because of the difference in titers o
show different color intensity, all of whic
color intensity of the test line cannot b
determining the antibody titer in the s:

7. Before testing, the samples stored ;
to reach the room temperature and be

8. An inactivation of 56°C incubation fo
the test result.

9. Samples and wastes must be handles
and the desiccant in the aluminum foil

[Manufacturer]

Name: Zhuhai Livzon Diagnostics Inc.

Address: No. 266 Tongchang Road, Xiat
Guangdong, P. R. China

Contact: Tel: +86-0756-8919728 Fax:+

[EU Representative]

Name: Shanghai International Holding
Address: Eiffestrasse 80, 20537 Hambu
Contact: Tel: +49-40-2513175 Fax: +4

Glossary of Symbols

d Manufacturer

Authorized Representative
In Vitro diagnostic medical devic

Lot| Batch Code/Lot Number

Date of Manufacture
Temperature limit

Contains sufficient for <n> Tests
Use By/Expiry Date

CE marking according to IVD Me
Consult instructions for Use

Sample Diluent

e Band=}

Biological risks
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KBIBHKANRGERAT

ZHUHAI LIVZON DIAGNOSTICS INC.

Declaration of Conformit

according to the In Vitro
Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Zhuhai Livzon Diagnostics Inc.
Address: No.266,Tongchang Road, Xiangzhou District, 519060 Z

EU Representative: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

We declare under our sole responsibility that

the IVD Medical e _ Diagnostic Kit for IgM/IgG #
Device " Coronavirus (SARS-CoV-2) (
Type/model,
batch/serial number,
possib'y sources and . Model: 10 Test Sets/Kit 20T

number of items
(Where applicable)

according to directive . Other device ,not in Annex
of class 98/79/EC " testing ,hot for performanc

meets all the provisions of the directive 98/79/EC which apply to it.

Applied harmonised EN ISO15223-1:2016 EN ISO 13485:2016

standards, national EN 13612:2002 EN 23640:2015

standards or other EN 13641:2002 EN 13975:2003

normative documents £\ 149712012 ENISO 18113-1:22011
EN ISO 18113-2:2011 1272/2008 EC

Conformity

assessment Annex [II: EC Declaration of Conformity

procedure
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ZHUHAI LIVZON DIAGNOSTICS INC.
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AR RICHIE
PEOPLE’S REPUBLIC OF CHINA

By 2 B8™ B it 0 S BHIERH
CERTIFICATE FOR EXPORTATION OF MI

PRODUCTS

EF4S: ER/ZEMRE 20200244 5
Certificate NO.: EAZHITARH 20200244 5

FRAK: FARRKE (2019-nCoV) IgM/Ig6 HAAIRA & (ks *
Product (s) ;: Diagnostic Kit for IgM/IgG Antibody to Coronavirus (SARS-

Flow)

PR E: 10 \4/E, 20 A&
Model: 10 Test Sets/Kit 20 Test Sets/Kit

PR MR A R EE S EAREE 20203400240
Registration certificate(s): REIBRHEAE 20203400240

A7k 3R¥EREABRE A RAE

Manufacturer: Zhuhai Livzon Diagnostics Inc.

AEFEAVER: kiETEMNXFEE B 266 5 14k
Address of manufacturer: Building 1, No.266, Tongchang Road, Xiangzhou D

PEOPLE’S REPUBLIC OF CHINA

EFEHEARERERIES: /2 EMAEHF 20020579 5
Manufacturing License (s): H&25 WA 4 ¥ 20020579 5

BUER LR RERFEFEESFHE.
This is to certify that the above products have been registered to

manufactured and sold in China.

ERAZERE: 2021403 H 13 H
This certification valid until: 13/03/2021

£iE: /

Remark: /
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ICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Q5 098773 0003 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Zhuhai Livzon Diagnostics In¢
No.266,Tongchang Road, Xiangzhou District
519060 Zhuhai

PEOPLE'S REPUBLIC OF CHINA

Zhuhai Livzon Diagnostics Inc.
No.266,Tongchang Road, Xiangzhou Distric
PEOPLE'S REPUBLIC OF CHINA

EM IS0 13445

tuv-sud.com/ps-cert

Design and Development,

Production and Distribution of

ELISA Diagnostic Kit,

Colloidal Gold Diagnostic Kit,

Clinical Chemistry Diagnostic Kit,
Microbiology Identification Kit and Me
Instruments for Clinical Laboratory an

EN ISO 13485:2016

Medical devices - Quality management syste
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the con
above has established and is maintaining a quality management system, which |
requirements of the listed standard(s). See also notes overleaf.

Report No.:

SH1829511



08/05/2020 E-mail de Universidade Federal de Sao Paulo - cotagdo kit COVID19

UNIFESP

q A VANIA SIMOES LOPES <vania.simoes@unifesp.br>
25 ANOS

cotacao kit COVID19

1 mensagem

WR Research Products <wr@wrresearch.com> 4 de maio de 2020 18:30

Para: compras@lge.ibi.unicamp.com.br, compras.csp@unifesp.br, compras.heverton@santamarcelina.org,

comprasbertioga@ints.org.br, "Compras - Hospital Dr. Fajardo" <compras.fajardo@saude.am.gov.br>, Setor de Compras

<compras@igen.org.br>, anamsilva@hcrp.usp.br, ana.requejo@unisantos.br, ANGELOFRANCA@ints.com.br,
silvialima@ints.org.br, GRACIELLEOLIVEIRA@)ints.org.br, patricia.uchima@santacasasp.org.br,
sildelanhesi@gmail.com, silvanadelanhesi@hsav.com.br, Renato Ferreira De Alencar
<renato.alencar@uhgbrasil.com.br>, Thalita Camargo <camargo.thalita@huhsp.org.br>, Thais Monteiro
<thais.monteiro@idor.org>, ctapenna@yvalinhos.sp.gov.br, fabio.martins@msenior.com.br,
hosp_fajardo@saude.am.gov.br, anderson20a@hotmail.com, compra.28agosto@saude.am.gov.br,
leticia.costa@santacasasorocaba.com.br, compras.chid@spdm-pais.org.br

Segue cotacao kit COVID19, entrega imediata, com registro ANVISA.

Atenciosamente,

QY

N

MB. '
BIOTECNOLOGLA
Evandra Ramos
MB Biotecnologia Comercio e Servicos
CNPJ. 14.738.325/0001-80
Rua Dr. Luiz Migliano, 2050 - Sl. 78 — Morumbi

Séao Paulo/SP - Cep. 05711-001 — Fone (11)973199656 e (11)99970-0017
WhatsApp: 11-99970-0017 - E-mail: Evandra@wrresearch.com

*Por gentileza Confirmar o recebimento desta mensagem!

2 anexos

@ PR-072-2020 - COMPRAS.doc
101K

4 COVID.pdf
9152K

https://mail.google.com/mail/u/0?ik=4747ec4185&view=pt&search=all&permthid=thread-f%3A1665797323695252286 &simpl=msg-f%3A1665797 ...

171



