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Estimado cliente :

GIBEMED INTEGRAL SL distribuidora de BIOGEN DIAGNOSTICA SL, les
adjunto informacion sobre nuestros test diagndsticos:

A. TEST DE DETECCION DE ANTICUERPOS SARS-CoV-2(SANGRE/
PLASMA/SUERO)

Los test Leccurate, a través de la técnica de Inmunocromatina, nos detecta la
IgM y la IgG especifica del virus SARS-CoV-2.

- Una IgM positiva nos indicara exposicidén mas reciente que sera detectable
en sangre a partir del 6/12 dia post-infeccion. La IgM puede perdurar posi-
tiva en el organismo una vez superada la enfermedad sin necesidad de in-
dicar que el paciente es portador o contagioso.

- Una IgG positiva nos indicara que el paciente esta desarrollando proteccién
frente a la agresion virica. La IgG positiva se puede mantener mucho tiem-
po siendo un detector de inmunidad frente a un nuevo contagio.

Este producto esta destinado ESTRICTAMENTE para uso profesional. No es
para autodiagnostico.

Resultados: 15min. A partir de los 20 min se recomienda desechar el casete
porque puede dar lugar a falsos positivos.
Sensibilidad 98,9%, Especificidad 97.6%

Operation Steps

Step 1l Add 20ul of whole blood sample/
10ul of serum or plasma sample to well A. -

[
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Step 2 Add two drops ( about 80ul ) of y
detection line

sample dilution to well B, and start timing.

M C: quality
£ control line

Step 3 The test results should be read
within 10-20 mins. Do not read the results
after 20 mins.
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PRECAUCIONES:

1.

2.

3.
4.

5.

6.

Uso unicamente profesional para diagndstico in vitro. No utilizar una
vez sobrepasada la fecha de caducidad indicada en el envase.

No comer, beber o fuma en el area donde se manipulan las muestras o
los kits.

No usar el test si el embalaje esta dafiado.

Manipular y desechar todas las muestras como si contuvieran agentes in-
fecciosos, de riesgo biologico.

Manipular con la proteccion adecuada. Bata de laboratorio, guantes
desechables y proteccion ocular.

Asegurar que se utiliza el volumen adecuado de muestra.

ALMACENAMIENTO Y ESTABILIDAD:
El kit puede ser almacenado a temperatura ambiente o en refrigeracion
(2-30°C). NO CONGELAR. No utilizar tras su fecha de caducidad.

PRECIO VENTA:

1 11,9€ 238 €
5 11,6 € 236 €
10 11 € 220 €
25 10,5 € 210 €
50 10€ 200 €
>100 9,5 € 190 €

Los precios no incluyen IVA ni gastos de transporte.



F,NALL “  COVID-19 Antigen Rapid Test
TEST (Nasopharyngaal Swah) ce

COVID-19 Antigen Rapid Test is a rapid chromatographic immunoassay for the

qualitative detection of s SARS-CoV-2 antigens present in human nasopharynx.

For professionalin vitro diagnostic use only.

[INTENDED USE]

The COVID-19 Antigen Rapid Swab) isa

for the q of antigens in

swab specimens.

Results are for the detection of SARS-CoV-2 Antigens. An antigen is generally

detectable in upper respiratory specimens during the acute phase of infecto

of viral antigens, but ci

g diagnostic information is necessary to determine infecton status. Posiive

results do not rule out bacterial infection or co-infection with other viruses. The agent

detected may not be the definite cause of disease.

Negative results do not preclude SARS-CoV-2 infection and should not be used as the

sole basis for treatment or patient management decisions. Negative results should be

e s prosiengve arc conkimed wits s mclaccdar atay. i ecsanary for ptind
legati patient's recent

exposures, istory and the prosence of ciical igns and symptoms consistont with

CovID-1

The COVID-19 Antigen Rapid Test is intended for use by trained clinical laboratory

personnel.
[SUMMARY]

The novel coronaviruses belong to the B genus. COVID-19 is an acute respiratory
infectious disease. People are generally susceptible. Currently, the patients infected by

h
dry cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found

ina few cases.

[PRINCIPLE]

The COVID-9 Anlgen Rapid Test (Nasophayngeal Swb) is .s 2 aualtaive
in human

nasnpharyngezl swab specimen. ARG Cov2 almhody s cosed In tost e region.

pecimen reacts wih SARS-CV.-2 antbody-coated parices n he

e,
Wit the SARS-Cov-2 antbody I oot T region. If the specimen contains
SARS-CoV-2 Antigens, a colored line will appear in test line region s a result of ths. If
the specimen does not contain antigens to SARS-CoV-2, o colored line will appear in
the test line region, indicating a negative result. To serve as a procedural control, a
colored line will always appear in the control line region, indicating that the proper
volume of specimen has been added and membrane wicking has occurred.
[REAGENTS

The lsst contsine an-SARS.COV:2 sntbody s the capture reagent
ant-SARS-COV-2 antibody as the detection reagent. A goat anti-mouse IgG is
employed in the contral e system.

[PRECAUTIONS]
This package insert must be read completely before performing the test. Failure to
follow directions in package insert may yield inaccurate test results.

or professional in vitro diagnostic use only. Do not use after expiration date.

Do not eat, drink or smoke in the area where the specimens or kits are handled.

Do not use test if pouch is damaged.

Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout in the collection, handling,
storage, and disposal of patient samples and used kit conternt
Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
Wash hands thoroughly after handiing.

Please ensure that an appropriate amount of samples are used for testing. Too
much or too litle sample size may lead to devi ults.
9. The used test should be discarded according to local regulations.

10. Hunidity and temperature can adversely affect results.

[STORAGE AND STABILITY]
Store as packaged in the sealed pouch at room temperature or refrigerated (2-30°C).
The test is stable through the expiration date printed on the sealed pouch. The test
must remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration dat

EEE

LECTION AND 1

Specimen Collection

A-Imert & sacle swab ko the roel of the patiart, reacing the matsce of tha
posterior

2.Swab ovor he sface o the posterio nasopharyms.

Antibody Test

Relevant Antibody Level

Incubation

3. Withdraw the sterile swab from the nasal cavty.

*NOTE: Swabs samples should be tested as soon as possible after collection. If

swabs are not been processed immediately, it should be placed into a dy, sterile,

and tightly sealed plastic tube for storage, based on data generated from influenza
1 imen was stable for up to 8 hours at room temperature and 24

hours at 2-8°C.

pecimen Preparation

Unscrew the cap of the specimen collection tub

Insert the swab specimen into the specimen collection tube. Press against the inner

wall of the tube and stir the swab for approximately 10 seconds while pressing the

swab head against the inner wall of the tube to release the antigens in the collection

tube.

o0

from the

ube.
Remove the swab while squeezing the sides of the tube to extract the liq
b.

swal
7. Tighten the cap onto the specimen collection tube.
4 L T 6 l [ |
Unscrew
¢ thecap
|
It
> i

{NOTE: Tre strago ofthe pecimen shr extacton s isble fo 2 hours st room
temperature or 24 hours at
[MATERIALS]
Materials provided
« Test casset - Sterile Swabs
* Spacimen Gollction Tuben wits Exacton Eufer
laterials required but not provided

+ Package Insert

« Timer
[DIRECTIONS FOR USE]
Allow the test, lp'clmln extraction buffer to equilibrate to room temperature
(15:30°C) priortotest
1 Remove the tes cassets fom the ssled il pouh and uso i witin one hour.Best
results will be obtained if the test is performed immediately after opening the foil
ich.

pouct

2 nvert s spocknen cockr zbe ard edd 3 drop of the sxtcacied speciun
(approx.120u) to the specimen well(S) and then start th
Wak for the colored ine() 0 appear. Read the asult a 18 minutes. Do not nterpret
the result after 20 minutes.

@ oB)
3 drops of sample T H 7| ] pesitive

Open the

c]=)

—lgl~ B -
:
[INTERPRETATION OF RESULTS]

Please refer to the illustration above)

)
POSITIVE:* Two distinct colored lin r. One colored line should be in the

M | <«€— IgM+igG

Fever

v IgG Antibody

IgM : Antibody

control region (C) and another colored line should be in the Test region (T). Positive

resultinthe Test region ndicates etoction of GOVID.19 antigons in the sample
*NOTE: The intensity of the color in the test line region (T) wil var

amount of COVID-19 antigen prlun( in the sample. So any shade of color in the test

region (T) should be considered positive.

NEGATIVE: One colore appears in the control region (C). No apparent

colored line appears in the test line region (T).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect

procedural techniques are the most likely reasons for control line failure. Review the

procedure and repeat the test with a new test. If the problem persists, discontinue using

the test kit immediately and contact your local distributor.

[QUALITY CONTROL]

Internal Quality Control
Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is an internal positive procedural control. It confirms sufficient
specimen volume and correct procedural technique. A clear background s an internal
negative procedural control. If the test is working properly, the background in the result
area should be white to light pink and not interfere with the ability to read the test result.

onrols are not lncuded in ths i Howsver in complisnce with Good Laboratory
Practics (GLF) posiive/negalve contols re reccrmont
[LIMITATIONS ]

. The test Procedure and the Interpretation of test Resut must be followed closely
when testing for the presence of SARS-CO 2
nasopharyngeal specimens from suspected individuals. For optimal test
performance, proper sample collection is critical. Failure to follow the procedure
may give inaccurate results.

. The COVID-19 Antigen Rapid Test (Nasopharyngeal swab) i for in vitro diagnostic
use only. This test should be used for detection of SARS-CoV-2 Antigens in human
nasopharyngeal specimens as an ai diagnosis of patients with suspected
'SARS-CoV-2 infection in conjuncti liical presentation and the results of
oltr shoraoryfesn. Nalier the quariiatve vake northe s of ncroass n e

this qualitative test

The COVID-19 Antigen Rapid Tes1( asopharyngeal Swab) wil only ndicals the

presence of SARS-CoV-2 Antigens in the specimen and should not be used as the

sole criteia for the diagnosis of SARS-CoV-2 nfections.

The results obtained with the test should be considered with other diin

from other laboratory tests and evaluations.

If the test result is negative or non-reactive and clinical symptoms persist. It is

recommended to re-sample the patient a few days later and test again or test with a

molecular diagnostic device to rule out infection in these individuals.

. The test will show negative resuits under the following conditions: The titer of the
novel coronavirus antigens in the sample is lower than the minimum detection limit
of the test.

. Negative results do not rule out SARS-CoV-2 infection, particularly in those who

have been in contact with the virus. Follow-up testing with a molecular diagnostic

should be considered to rule out infection in these individuals.

Excess blood or mucin on the swab specimen may interfere with test performance

and may yield a alse poifve result

8. The sccirucy of the teet depance on the quardty of ¢ (he swab o, Falso

»
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10.Positive_results of COVID-19 may be due to ofocion. win non-SARS.Cov-2
coronavirus strains or other interference factors.

[EXPECTED VALUE
The COVID-19 Antigen Rapid Tes (Nasaphanyngeal Swab) nas been camparod with &
ial RT-PCR two systems is no less.
than 95%.

[PERFORMANCE CHARACTERISTICS
Sensitivity, Specificity and Accuracy
‘The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) has been evaluated with
specimens obtained from the patients. RT-PCR is used as the reference method for the
COVID-19 Antigen Rapid Test (Nasopharyngeal Swab). Specimens were considered
positive if RT-PCR indicated a positive result. Specimens were considered negative if
RT-PCR indicated a negative result

Swab Speci
COVID-19 Antigen Rapid Test —poer— RT'PCRN“ - Total
COVID-19 [ Positive 7 18
Antigen | Negative 3 62
Total 20 & 80
Relative Sensitt 85.0% (95%C1" 62.1%~06.8%)
Relative Specificit 8.3% (95%CI": 01.19->00.0%)
Acoura 95.0% (95%CI": 67.7%~08.6%)

“Confidence Intervals
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CURVA DE INTERACCION DE LA INMUNOGLOBULINA
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Solicitar toda la documentacion técnica de los test a su delegado para evitar
Su uso fraudulento.
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B. TEST DE DETECCION DE ANTIGENOS SARS-CoV-2(TORUNDA NA-
SOFARINGEA)

Los test All Test de Biogen Diagndstica SL es una técnica cromatografica ra-
pida disefiada para la deteccion cualitativa de antigenos especificos del
SARS-CoV-2 presentes en la nasofaringe Luana. Este test constituye una
ayuda para detectar el antigeno del SARS-CoV-2 en sujetos

sospechosos de padecer COVID-19. Este producto esta destinado ESTRIC-
TAMENTE para uso profesional. No es para autodiagndstico.

REF: ICOV-502

PRECAUCIONES:

1. Uso unicamente profesional para diagndstico in vitro. No utilizar una
vez sobrepasada la fecha de caducidad indicada en el envase.

2. No comer, beber o fuma en el area donde se manipulan las muestras o
los kits.

3. No usar el test si el embalaje esta dafado.

4. Manipular y desechar todas las muestras como si contuvieran agentes in-
fecciosos, de riesgo biologico.

5. Manipular con la proteccion adecuada. Bata de laboratorio, guantes
desechables y proteccion ocular.

6. Asegurar que se utiliza el volumen adecuado de muestra.

ALMACENAMIENTO Y ESTABILIDAD:
El kit puede ser almacenado a temperatura ambiente o en refrigeracion
(2-30°C). NO CONGELAR. No utilizar tras su fecha de caducidad.

REACTIVIDAD CRUZADA:
No existe reactivada cruzada con ningun organismo probado.

Solicitar toda la documentacion técnica de los test a su delegado para evitar
Su uso fraudulento.
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PRECIO VENTA:

Los precios no incluyen IVA ni gastos de transporte.

) GIBEMED INTEGRAL SL
U
#» gibemed  p_73990831

gibemed@gibemed.com

PRIVACIDAD: Este mail contiene informacion privilegiada y confidencial. Si usted no es el desti-
natario del mensaje, por favor elimine éste mail y cualquier archivo adjunto y notifique inmediata-
mente al remitente.

No use, copie ni divulgue el contenido del presente mail.



