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Mexico INIA Analysis Report

Los resultados obtenidos fueron lg

Pacientes RT-PCR Inmunocromatografia
(Prueba rapida) AL AT
Paclente 1 Negativa Negativa l—i %ﬁ&*ﬁl)ﬂ“ﬁi
Paclente 2 Negativa Negativa %Uﬁﬂjbb ’ *\.‘L
Paclente 3 PDSJF?UI—J F’osttfua ;IJI\”%%EZK{%
Paciente 4 Positiva Positiva ]:i_ﬁ
No realizada Negativa = °

Paciente 5
Tabla 1. Com

*El paciente No. &

y0s y negativos en pacientes con realizacion de RT-PCR y Inmunocromatografia Compared with
the nucleic acid
test kit, the
detection
results were
basically

consistent.

INCORPUS
MEDICA

SALUD INTEGRAL

Con esta comparativa preliminar podemos inferir que los resultados obtenidos con las ®
pruebas rapidas de inmunocromatografia concuerdan y sustentan los resultados .
obtenidos con la prueba de RT-PCR en los pacientes evaluados.

Cabe senalar que en el paciente ndmero cinco, criterio de elegibilidad fue el no presentar
ninguna sintomatologia respiratoria actual ni en dias previas (7 dias) ni haber estado en
contacto en los dias anteriores (15 dias) con pacientes con sospecha de infeccion por
CovID-19.

Sin mas que agregar, reciba un cordial saludo.

Fraternalmente
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Spain INIA Analysis Report

SEeLsA i&MAEMRStE, AT RR

BUEIREI94.4%, 152 HXF92.4%.

Compared with ELISA, the sensitivity of our
RESULTADOS: products can up to 94.4% and specificity
canupto092.4% .

1. Resultados: Lote 2020033006*

1.1 Sensibilidad y especificidad:

Tomando el ELISA INgezim-COVID-DR como técnica de referencia, el lote del test rapido JOYSBIO
tiene para las muestras analizadas en este estudio:

- Sensibilidad: 94,4% (5 falsos negativos de 196 muestras analizadas).

- Especificidad (teniendo en cuenta los resultados de IgG e IgM): 92,4 % (8 falsos positivos de
196 muestras analizadas, de los que 1 es IgM+/1gG-).

1.2 Reproducibilidad:

El estudio de la reproduciblidad entre el ELISA INgezim-COVID-DR y el test rapido JOYSBIO se
evalu6 mediante el estadistico Kappa para el que se obtuvo el un valor de 0,87+0,04 (teniendo en
cuanta para el test rapido los resultados de IgG e IgM)

Este valor indica una coincidencia casi perfecta entre ambas técnicas (>0,81).
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Brazil ANVISA Analysis Report

Testing name: SENSIBILITY

Start date: 18/06/2020 End date: 18/06/2020

Reference
ANVISA Resolution RDC n® 379, of 30/04/2020

Reference value

As stated by the manufacturer in the Instructions for Use.

Method: Quantitative

RAFRR

Result:
Equals 96.0%. [DECLAREDJBY THE MANUFACTURER IN THE INSTRUCTIONS FOR USE (% Positive Conformity). 90.66%].
n 24 clinical samples positive for the marker in question (COVID-19 IgM and IgG), 01 False Negative result was found in the analyzed sample

Trial conclusion: SATISFATORY

BEILR
96.0%, 5%
X Z196.92%.
The sensitivity
of our products
can up to 96%
and specificity
can up to
96.92% .

Ministério da Saude

FIOCRUZ
Fundacdao Oswaldo Cruz
Instituto Nacional de Controle de Qualidade em Saude

Analysis report 1757.1P.0/2020

Testing name: SPECIFICITY

Start date: 18/06/2020 End date: 18/06/2020

Reference
ANVISA Resolution RDC n® 379, of 30/04/2020

Reference value

As stated by the manufacturer in the Instructions for Use.

Method: Quantitative

Result:
Equal to 96.92%. [DECLARER BY THE MANUFACTURER IN THE INSTRUCTION FOR USE (% Negative Compliance): 95.41%].
n uly negative samples for the marker in question (samples collected between the years 2013 and 2014), 02 false positive results were found in

the analyzed sample.
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Barcelona Analysis Report

Resultats Obtinguts:

e Anticossos IgG
o 17 mostres negatives per IgG (index <0.9 de les quals 16 han donat negatives
i 1 positiva
o 5 mostres amb index de la zona indeterminada o positiu debil, donant totes
elles resultats positius

o 27 mostres positives amb index superior a 3 que han donat 26 positives i 1
negativa.

CALCULS:

VP: Verdader positiu

FP: Fals positiu

VPP: Valor predictiu positiu

VPN: Valor predictiu negatiu

G
= = REEILEFI96.88%, %5
UN: 16 FN 1 KX E94.12%.

/ Sensitivity can up to
SENSIBILIDAD | VP/ VP+FN 96,88% 96.88% and specificity
ESPECIFICIDAD: | VN/VN+FP 94,12% can up t0 94.12% .
VPP: vp/vp+p 96,88%
VPN VN/VN+FN 94,12%

MOSTRES: 32PO 17N
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National Medical Products Administration Tianjin Medical Devices Quality Supervision and Testing Center Analysis Report

Tianjin Medical Devices Quality Supervision and Testing Center, China Food and Drug Administration

OV sSBIO

incubator
for 14 days.)

Appearance. The appeatance of the kit shall be
intact; The aluminum foil bag in the kit shall be
scaled without air leakage; The desiccant shall
be packed completely without leakage. Diluent
components should be clear and transparent
without  flocculent, granular  and  other
impurities; The detection reagent shall be flat
without flaw, and the material of it shall be
firmly attached with complete contents.

o

Conform o Requirements

The membrane strip shall not be less than 3mm.

6

3.003.013.02

Migration velocity: The migration velocity shall
not be less than 10mm/ min.

6

419841284528

Comcidence Rate of Negative Reference: The
negative coincidence rate was 20020 when
tested with 20 IgG negative reference products
from enterprise’s  reference products(internal
control plate).

The negative coincidence rate was 20/20 when
tested with 20 IgM negative reference products
from enterprise’s reference products{internal
control plate)

1gG: 2020
1gM: 2020

Coincidence Rate of Negative Reference: The
positive coincidence rate was 10/10 when tested
with 10 TgG positive reference products (P1 -
P10) from the enlerprise’s  reference
products(intermnal control plate);

The positive coincidence rate was 10/10 when
tested with 10 IgM positive reference products
(P11 - P20) from the emterprise’s reference
products(internal control plate).

TH

TzG: 1010
1gM: 1010

Min. Detection Limit: The L1-IgG and 1.2-IgG
shall be positive and the L3-IgG shall be
negative when tested with 3 IgG reference
products of min. detection limit from the
enterprise’s reference products(intemal control
plate),

The L1-IgM and 1.2-IgM shall be positive and
the L3-1gM shall be negative when tested with 3
IgM reference products of min. detection limit
from the enterprise’s reference products{internal
control plate)

84

L1-IgG: All positive
L2- IgG- All positive
1.3- 126 - All negative
L1- IgM: All positive
1.2- 1gM: All positive
L3- TgM: All neg

Precision: Ten detection reagents were tested in
paraliel with 1eGU1-IgG positive, J2 IgG
negative) and IgM(J1-1gM  positive, J2-1gM
negative) precision reference products from
enlerprise’s I e products, and the reaction
results were consistent and the color rendering

was uniform

94, 104

T1-1gG: All positive. Uniform
color rendering
121G All negative
J1-1gM: All positive. Uniform
color rendering
J2-1gM: All negative.

Conform

Tianjin Medical Devices Quality Supervision and Testing Center, China Food and Drug Administration
Contents of Test Report
Report No.: 2020-GJ-0375 Page 2 of 4 ( )
Serial | Tested liem | Adicle Requirements Sample Testing Conclusion Single
No. No. Conclusion
The appearance of the Kit shall be intact; The
aluminum foil bag in the kit shall be sealed
without air leakage; The desiccant shall be
packed completely without leakage. Diluent | 1# 11#
1 Appearance | 211 | components shall be clear and transparent | 21# Conform to Requirements Conform
without  flocculent,  granular  and  other
impurities; The detection reagent shall be flat
without flaw, and the material of it shall be
firmly attached with complete contents
2 Membrane 2.1.2 | The membrane steip shall not be less than 3mm, 1# 1% 3.00-3.02 Conform
Strip Width 21#
3 Migration 2.1.3 | The migration velocity shall not be less than | 1# 11# 40.70~50.00 Conform
Velocity 10mm/ min, 21#
The negative coincidence rate was 20020 when
tested with 20 TgG negative reference products
Coincidence from enterprise’s reference producis(inienal 1#; 1% 21#
Rate of control plate). L 11 TgG: 20020 20/20 2020 Conform
4 Negative 22 The negative coincidence rate was 20020 when 21# IgM: 20/20 20/20 20/20
Reference lested with 20 TgM negative reference products
from enterprise’s reference  products(internal
control plate).
The positive coincidence rate was 10/10 when
tested with 10 IeG positive reference products
Comcidence (P1 - P10} from the enterprise’s reference 28, 24, 124; 228
Rate of products{internal control plate); 128, IgG: 10710 10/10 10710
5 Positive 23 The positive coincidence rate was 10/10 when 224 IgM: 10/10 10710 10/10 Conform
Reference tested with 10 1gM positive reference products
(P11 - P20) from the enterprise’s reference
products{internal control plate);
The LI-1gG and L2-1gG shall be positive and
the 1.3-IgG shall be negative when tested with 3
IgG reference products of min. detection limit L1-IgG: All positive
Min from the enterprise’s reference products(internal | 3#; 1.2- 1aG- All positive
6 Detection 2.4 | control plate). 3#; L3- 1gG - All negative Conform
Limit The L1-IgM and L2-IgM shall be positive and 23# L1-IgM: All positive
the L3-TeM shall be negative when tested with 3 1.2- IgM: Al positive
IgM reference products of min. detection limit L3- [gM: All negative
from the enterprise’s reference products(intemal
control plate).
Ten detection reagents were tested in parallel J1-1gG: All positive. Uniform
with 1gG(J1-IgG positive, 12 1gG negative) and color rendering
7 25 | IeM(JI-E positive, J2-IgM  negalive) 12-18G: All negative. Conform
precision reference products from enterprise’s J1-IgM: All positive. Uniforim
reference products, and the reaction resulls were color rendering
consistent and the color rendering was J2-1gM: All negative.
uniform.
IgGI1-IeG positive, 12 IgG negative) and J1-IgG: All positive. Uniform
IeM(T1-IeM  positive, 124eM  negative) in color rendering
Inter-batch enterprise reference products were used 1o 12-1gG: All negative
8 Variation 26 detect 10 detection reagents in each batch of the 158, T1-IgM: All positive. Uniform Conform
Coefficient three batches of products, and the reaction |  24%; color rendering
resulls of 30 detection reagents were consistent, | 254, T2-TgM: All negative.
with uniform calor rendering.
\

i, FRITERIFES ez~
ERIREEK.
After testing, all the indexes of the products meet
the technical requirements of coVID-19 rapid test.




