QUICK AND SAFE TEST TO DIAGNOSE
Prevention of cardiovascular ACUTE CORONARY SYNDROME

Our objetive PRUEBA RAPIDA Y SEGURA PARA DIAGNOSTICAR
EL SINDROME CORONARIO AGUDO

ARGOW HEATHG P,

Cardiodiagnosis based on
H-FABP/Myoglobin/CKMB/cTnl Rapid Test

Nuestro objetivo Cardiodiagnéstico basado en
H-FABP/Myoglobin/CKMB/cTnl Rapid Test

Prevencion de las dolencias
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Responsibility

© We offer diagnostic solutions for the benefit of the patient

o Solution with a diagnosis that help patients quickly and safely

© We lower the cost structure, hospitalization time and emergency care.

© We expand the application areas in the field of rapid diagnosis.

© We cooperate with manufacturers and laboratories with innovative products.

Responsabilidad

© Ofrecemos soluciones de diagnéstico en beneficio del paciente
© Solucién con un diagnéstico que ayudan a los pacientes de forma répida y segura

O Rebajamos la estructura de costes, el tiempo de hospitalizacién y la atencién de emergencias.

© Ampliamos las dreas de aplicacién en el campo del diagnéstico rapido.
© Cooperamos con fabricantes y laboratorios con productos innovadores.

Technology

° The most modern research technology

° Developed and manufactured in China

° 4 Markers that confidently offer diagnosis in minutes
° Simple and practical use

° Quickly detects cardiovascular problems

° Can be used in whole blood, plasma or serum

° Quantifiable diagnosis with different reading systems
° Development of POCT for sanitary applications

Tecnologia

° La mas moderna tecnologia de investigacién

° Desarrollado y manufacturado en China

° 4 Marcadores que ofrecen con seguridad el diagnéstico en minutos
° Uso sencillo y practico

° Detecta con rapidez los problemas cardiovasculares

° Puede ser utilizado en sangre total, plasma o suero

° Diagnostico cuantificable con diferentes sistemas de lectura

° Desarrollo de POCT para aplicaciones sanitarias




Situation -Situacion
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'Ask:

How to know if it's really a heart attack or a heart attack?

Pregunta:
¢, Como saber si realmente un ataque cardiaco o un infarto?

Not diagnosing in time is very dangerous and can cause damage
irreversible heart muscle

No diagnosticar a tiempo es muy peligroso puede causar danos
irreversibles el musculo cardiaco
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Solution - Solucion

An effective diagnostic solution enables quick response in minutes
Our test identifies the ailment: "yes" or "no”

Una solucion de diagnéstico eficaz permite una respuesta rapida en
minutos
'Nuestro test identifica la dolencia: "si" o "no”

The rapid test prevents heart muscle damage by detecting
if positive early enough to be treated urgently

La prueba rapida evita que el musculo cardiaco se dane detectando
si es positivo con antelacion suficiente para ser tratado con urgencia

Time is the most critical factor in a heart attack
El tiempo es el factor mas critico en un ataque cardiaco

The right action must be taken quickly

La accion correcta debe tomarse rapidamente

| With our COMBO CARDIO TEST CASSETTE
P can detect whether or not there is a heart problem, to take the
appropriate measures to avoid irreversible consequences

Con nuestro COMBO CARDIO TEST CASSETTE
puede detectar si existe o no un problema Cardiaco, para tomar las
medidas adecuadas para evitar consecuencias irreversibles




Nuestro Test Cardiologico - Our Cardiological Test

Cat. N° Product Description Specimen Format Kit Size Cut-Off Status
CMA-445 H-FABP/Myoglobin/CKMB/cTnl WB/S/P 10T H-FABP:8ng/mi CE
Combo Rapid Test Cassette Myoglobin:50ng/ml

CKMB: 5ng/ml
cTnl: 0.5ng/mi

Cardiac Combo

C
T1
T2
T3

T1: MYO
FABP T2: CKMB
T3: cTnl

H-FABP/Myoglobin/CKMB/cTnl
Combo Rapid Test Cassette
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Gdargola Healthcare H-FABP/Myoglobin/CKMB/cTnl, Combo Rapid Test
For Timely Screening of Myocardial Infarction

Recommendation

H-FABP is the recommended biomarker
right at the start of the heart attack for
up to 6 hours.

Correct diagnosis in the first
10 minutes after initiation.

Levels of cardiac markers in relation to time.
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Time after symptoms

6 hours after the heart attack,
Troponin is the best option.
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Ordering Information

Product Description Specimen Format

Kit Size Cut-Off Status

Cat. N°
CMA-445

Combo Rapid Test Cassette

i

H-FABP/Myoglobin/CKMB/cTnl WB/S/P

But it depends on the first hour after of the
heart attack, this is where the damage begins

10T H-FABP:8ng/ml CE
Myoglobin:50ng/ml
CKMB: 5ng/ml

cTnl: 0.5ng/ml
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Damage to the heart muscle is
life threatening and must

active to the heart muscle. prevent.
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"  Get in touch with our team, . International presence and support ( o We take care of your Health
» .. you will get the best support v | i
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\ High Accuracy

h-FABP: 90.7% Simple operation
Myoglobin: 97.5% ~ No equipment required
CK-MB: 99.1% \ Fast results in 10 minutes
Troponin I: 98.4%  Easy visually interpretation

Differents Cardiac Markers have different time
lengths form increase in theis levels, reaching the
peak concentration level and subsequent fall
withing the body, allowing them to be used not only
to track the progress of a Myocardial infarction but
to estimate when it began and to monitor for
recurrence.

From earliestBiomarker H-FABP to most popular
cTnl, Our Test Gdrgola Healthcare, has test for all
five biomarkers - H-FABR Myoglobin, CK.MB,
cTnl,cTnT.

When timing of Onset of Chest pain is not clear,
testing all five cartainly helps.

"
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\ Alta precisién
h-FABP: 90,7%

Mioglobina: 97,5% \ No se requiere equipo
CK-MB: 99,1%
Troponina I: 98,4% < Facil interpretacion visual

\ Operacién simple

\ Resultados rapidos en 10 minutos

Los diferentes marcadores cardiacos tienen
diferentes duraciones de tiempo desde el aumento
de sus niveles, alcanzando el nivel médximo de
concentracién y la posterior caida dentro del
cuerpo, lo que les permite usarse no solo para
rastrear el progreso de un infarto de miocardio,
sino también para estimar cudndo comenzd y para
monitorear reaparicion.

Desde el biomarcador H-FABP mas antiguo hasta el
cTnl mds popular, nuestra prueba Gdrgola
Healthcare tiene pruebas para los cinco
biomarcadores: H-FABE mioglobina, CK.MB,
cTnl,cTnT.

Cuando el momento del inicio del dolor tordcico no
estd claro, probar los cinco definitivamente ayuda.



Cardiac Combo

H-FABP/Myoglobin/CKMB/cTnl Rapid Test

Cardio Moncoyo

CARDIO COMBO QUICKTEST

We focus our health project on the rapid diagnosis of heart attacks.

We offer a test whose effectiveness in the rapid diagnosis of infarction is possible at any time and place.

Heart attacks occur unexpectedly at any time and place, our research has focused its efforts on finding an easy and fast solution
to detect a heart attack; typical symptoms, such as chest pain, may be indicative of a heart attack; so rapid detection is vitally
important; time is a very critical factor, early detection of heart attack symptoms can prevent serious consequences and save the
life of the individual.

Our medical team, made up of cardiologists and scientific specialists who dedicate their studies to finding solutions to provide
safety for patients, giving priority to the early detection of infarction in a safe way, which provides immediate results to treat the
ailment with the necessary useful time. .

Experience:

Professionals with a long history in the cardiology field, have dedicated their effort and experience to developing a solution for one
of the most serious ailments suffered by the human being, with effort and hours of research great progress has been made,
carrying out tests, studies, analysis , until obtaining a test capable of saving lives, finding an alternative for the prevention of one of
the main causes of human death.

Vision and motivation:

Our Vision is to offer solutions that save lives.

We are motivated to offer a product capable of simplifying the necessary processes to determine if a person has suffered a heart
attack or not, a product that, in addition to saving lives, saves time, saves on the economic cost of clinical tests and allows
treatment to be applied. immediately necessary to attend to the patient's ailment.

Heart attack is one of the ailments with a high percentage of patients worldwide, a heart attack can happen anywhere and at any
time, it is unpredictable; having the possibility of detecting the infarction early allows the necessary palliative care to be applied in
a shorter time, this benefits the patient because it can avoid irreversible consequences that can even mean loss of life.

Ourgoalis to focus on saving lives, and giving peace of mind to the patient and his family

We offer a practical, easy and fast solution to detect a heart attack.

The usual symptom such as chest pain, can be the sign of a heart attack (Myocardial Infarction); being able to detect it quickly is
vital and important; our test offers you the possibility to warn you that something is wrong; so that you act quickly and avoid a
greaterevil.

Cardiac Combo

H-FABP; Myoglobin/CKMB/<Tnl
Combo Ropid Test Cossette
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PRUEBA RAPIDA CARDIO COMBO

Centramos nuestro proyecto de salud en el diagnéstico rapido de infartos.

Ofrecemos un test cuya eficacia en el diagnostico rapido de infarto es posible en cualquier momento y lugar.

El infarto ocurren de forma inesperada en cualquier momento y lugar, nuestra investigacion ha centrado sus esfuerzos en
encontrar una solucion facil y rapida para detectar un infarto; los sintomas tipicos, como el dolor de pecho, pueden ser
indicativos de un infarto; por lo que la deteccién rapida es de vital importancia; el tiempo es un factor muy critico, la
deteccion temprana de los sintomas del infarto puede prevenir consecuencias graves y salvar la vida del individuo.
Nuestro equipo médico, formado por especialistas cardiélogos y cientificos que dedican sus estudios a buscar soluciones
para brindar seguridad a los pacientes, dando prioridad a la deteccion temprana del infarto de una forma segura, que
brinda resultados inmediatos para tratar la dolencia con el tiempo util necesario.

Experiencia:

Profesionales con larga trayectoria en el ambito cardiolégico, han dedicado su esfuerzo y experiencia a desarrollar una
solucion para una de las dolencias mas graves que sufre el ser humano, con esfuerzo y horas de investigacion se han
logrado grandes avances, realizando pruebas, estudios, analisis, hasta obtener un test capaz de salvar vidas,
encontrando una alternativa parala prevencion de una de las mayores causas de muerte humana.

Vision y motivacion:

Nuestra Vision es ofrecer soluciones que permitan salvar vidas.

Nos motiva ofrecer un producto capaz de simplificar los procesos necesarios para determinar si una persona ha sufrido un
infarto o no, un producto que ademas de salvar vidas, permite ahorrar tiempo, economizar en el coste econémico que
suponen las pruebas clinicas y permite aplicar el tratamiento inmediato necesario para atender la dolencia del paciente.

El infarto es una de las dolencias con un alto porcentaje de afeccion a pacientes en todo el mundo, un infarto puede
suceder en cualquier lugar y momento, es imprevisible; contar con la posibilidad de detectar de forma temprana el infarto,
permite aplicar los cuidados paliativos necesarios en un tiempo mas reducido, esto beneficia al paciente porque puede
evitar consecuencias irreversibles que pueden inclusive significar la pérdida de la vida.

Nuestro objetivo es centrarnos en salvar vidas, y dar tranquilidad al paciente y su familia

Ofrecemos una solucién practica, facil y rapida para detectar un infarto.

El sintoma habitual como el dolor de pecho, puede ser la sefal de un ataque al corazon (Infarto de Miocardio); poder
detectarlo rapidamente es vital e importante; nuestro test le ofrece la posibilidad de avisarle de que algo anda mal; para
que actuar con rapidez y evitar un mal mayor.



Interfering Substances

Bilirubin:
1,000mg/dL
Cholesterol:

800mg/dL

Caffeine:

20 mg/dL
Gentisic Acid:

20 mg/d L

Albumin:
10,500mg/dL
Hemoglobin
1,000 mg/dL

Acetaminophen:

20 mg/dL
Acetylsalicylic Acid:
20 mg/dL

Ascorbic Acid:
20mg/dL

Creatin:

200 mg/dL

600mg/dL

1,600mg/dL

Combo Rapid Test Cassette

Some application areas

Emergency rooms in hospitals, clinics, health centers, nursing homes, factories and industries, sports activity
centers, military barracks, universities, airports, markets.

Ambulances, relief and rescue vehicles, fire brigades, rescue corps, airlines with regular flights, shipping
companies with passenger transport services or tourist cruises, air or maritime freight transport companies,
fishing fleet companies.

It is the definitive and effective diagnostic solution to quickly detect a heart attack in people suffering from fainting
or unexpected attacks.

There is no need to wait 4-6 hours for regular troponin test results, or wait up to 8 hours for clinical tests.

The effective solution to detect a heart attack in patients undergoing regular treatment, or in people in extreme or
stressful situations.

COMBO RAPID TEST CASSETTE, allows to verify if the symptoms that appear after the chest pain, are really signs
of a heart attack; In 10 minutes and without the need for expensive and time-consuming laboratory tests, it is
possible to obtain a safe result.

Time is the most important factor when a heart attack occurs, by shortening diagnostic times, further damage to
the heart muscle can be avoided, including avoiding permanent or irreversible damage.

Oxalic Acid:

Triglycerides:

Combo Rapid Test Cassette

Algunas dreas de aplicacién

Salas de emergencia en hospitales, clinicas, centros de salud, residencias de ancianos, fabricas e industrias, centros
de actividades deportivas, cuarteles militares, universidades, aeropuertos, mercados.

Ambulancias, vehiculos de socorro y salvamento, cuerpos de bomberos, cuerpos de salvamento, companias aéreas
de vuelos regulares, navieras con servicios de transporte de pasajeros o cruceros turisticos, empresas de transporte
aéreo o maritimo de mercancias, empresas de flotas pesqueras.

Es la solucién diagnéstica definitiva y eficaz para detectar rapidamente un infarto en personas que sufren desmayos
o ataques imprevistos.

No es necesario esperar de 4 a 6 horas para obtener los resultados de la prueba de troponina regular, o esperar
hasta 8 horas por los andlisis clinicos.

La solucién eficaz para detectar un infarto en pacientes en tratamiento habitual, o en personas en situaciones
extremas o de estrés.

COMBO RAPID TEST CASSETTE, permite verificar si los sintomas que aparecen despues del dolor de pecho, son
realmente signos de un infarto; en 10 minutos y sin necesidad de costosas y lentas pruebas de laboratorio es
posible obtener un resultado seguro.

El tiempo es el factor mas importante cuando se produce un ataque cardiaco, acortando los tiempos de diagnéstico, se
puede evitar un dafio mayor en el musculo cardiaco, inclusive evitar un dafio permanente o irreversible.
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What if the patient does not have a heart attack, despite the typical symptoms?
Symptoms of a heart attack include back pain between the shoulder blades, pain in the chest and left arm, and
numbness in the palm of the left hand.

In this case, the patient is subjected to extreme siress, worried and anguished by the ignorance and insecurity of
knowing for sure what his ailment is; In these cases, the emergency service treats you preventively like a patient
a heart attack and therefore you must remain under observation in the emergency room for a maximum of 6-8
until the resulis of the analyzes are available.

Qué pasa si el paciente no tiene un ataque al corazén, a pesar de |

Los sintomas de un ataque cardiaco incluyen dolor de espalda ent

izquierdo y enfumecimiento en la palma de la mano izquierda.

En este caso, el paciente se encuentra sometido estrés extremo, p

ith inseguridad de no saber con certeza cudl es su do a; en estos caso.

urs preventiva como un paciente con un infarto y por tanto debes perma
maximo de 6-8 horas hasta que se disponga de los resultados de las analiticas.

Causas comunes * -
En adultos, estas son las causas mds comunes de doior enel pécho.
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common causes
In adults, these are the most common causes of chest pain:

i
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1. Gastrointestinal (42%)
2. Musculoskeletal (28%)
3. Pericarditis (4%)

Y

3 Pericarditis{4%)

3. Pulmonary embolism (2%). 3. Embolia pulfhonar (2%). Fi" |
5. Coronary artery disease (31%) 5. Enfermed@t de las arterias corongrmg 5‘) by ) |
. e L . II
Other less common causes include: pneumonia, lung cancer, and aortic aneurysms. : i fa, cd ulmény aneElleras aorti

Psychogenic causes of chest pain may include panic attacks; however, this is a diagnosis of exclusipn. ibargo, este es un diagnéstico de
In children, the most common causes of chest pain are musculoskeletal (76-89%), exercise-induged asthma (4-12%),
gastrointestinal disease (8%), and psychogenic causes (4%).

Chest pain in children can also have congenital causes.

6-89 %), el aSma inducida

Combo Rapid Test Cassette Analyzer

The Combo Rapid Test Cassette with 4 markers, allows immediate detection between gast
muscular diseases or a cardiovascular disorder.
If the result is negative, then gastrointestinal, skeletal, muscular and other disorders are is the foreground.
In this case, an acute vascular disorder can be ruled out.
If the result is positive, the cause of the chest pain is an acute vascular disordef and further cardiologigk
examinations should be performed immediately to prevent damage to the body's vascular system.

intestinal, skeletal and
inmedig#er™entiie enfermedades
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egativo, los trastornos gastrointestinales, esqueléticos, musculare Ds estdn en primer

En este caso, se puede descartar un trastorno vascular agudo. . -
fben realizar exémenes

Siel resultado es posmvo, la causa del dolor tordcico es un trastorno vascular agu doy.Se ¢

stoso porque nadie conoce las causas fundamentale
ra el resultado entre un trastorno cardiovascular o esquelé

en\el primer paso.
oy huscular en 10 minutos.

Our COMBO RAPID TEST CASSETTE gives a clear answer in 10 minutes, without the need for long waits, uncertainties, mpo en los servicios de urgencias.
allowing the necessary measures to be taken to apply the appropriate treatment to th - iE
of the health system. esfro COMBO RAPID TEST SETTE da una respuesta clara en 10 minutos, sin necesidad de largas esperas,

Combo Rapid Test Cassette in acute myocardial infarction (AMI), is the in vitro qualitati
the detection of specific cardiac H-FABP/Myoglobin/CKMB/cTn in humans, for blood, serum or plasma.

umbres, permitiendo tomar las medidas necesarias para aplicar el tratagiento ddecuado al paciente,
ndo el trabajo del sistema sanitario.
1 de diagnéstico cualitativo in
vitro Para la deteccién de H-FABP/Myoglobin/CKMB/cTn cardiaca especifica e manosjpara sangre, sUero o




SAMPLE PREPARATION

The COMBO RAPID TEST CASSETTE can be performed with whole blood through a fingertip venipuncture, or with serum and plasma.
WHOLE BLOOD

If whole blood is not applied to the test directly from the fingertip, it must be anticoagulated with citrate, EDTA, or heparin.

Whole blood samples from the vein should be stored between +2 and +8° C, if the test is performed within 2 days of collection of the sample.
Whole blood samples must not be frozen.

SERUM

Serum samples can be stored for up to three days at +2 to +8°C.

For longer storage, serum samples should be kept below -20° C.

Bring the samples to room temperature before starting the test.

PLASMA

Disconnect the plasma as soon as possible to avoid hemolysis.

Use only clear, non-hemolyzed sample material.

When using plasma samples, citrate, EDTA, and heparin can be used as anticoagulants.
Do not store samples for long periods or at room temperature.

Plasma samples can be stored for up to three days at +2to +8°C.

For longer storage, plasma samples should be kept below -20° C.

Bring samples to room temperature before starting the test, frozen samples must be completely thawed and mixed well before testing, samples must not be
frozen and thawed multiple times.

When samples are shipped, they must be packaged in accordance with all applicable regulations for the transport of etiologic agents.

Jaundice, lipemic, hemolyzed, heat-treated and contaminated samples may produce false results, there is a small possibility that some whole blood samples
with a very high viscosity or whole blood samples that have been stored for a long period of time will not are extracted in the field from the test sample.

Repeat the test with a serum or plasma sample from the same patient with a new test cassette.

NOTE: Always add anticoagulants to whole blood to avoid false results.

TEST PROCEDURE

Bring the COMBO RAPID TEST CASSETTE, material, and patient sample to room temperature (+ 15 to + 30 ° C) before testing.
This is important so that moisture does not condense on the membrane, which would lead to an incorrect result.

Do not open the seal until everything is ready to test.

ACTING WITH FINGERBERRY'S CAPILLARY BLOOD
Massage the patient's finger.

Fully twist the cap of a lancing device, press the fingertip against the side of the disinfected fingertip and press the release lever, point the patient's arm
downward and hold the supplied minivet towards the drop of blood from below .

Starting from the palm of your hand, press or rub your finger on the lower two segments to stimulate blood flow.

Wait until the Minivette has filled with blood to the white filter.

It is important not to push or pull the orange plunger of the Minivette.

Slowly empty the entire contents of the minivette (drop by drop) by pressing the plunger in the application area "S" of the test cassette.

Let the blood soak in, then add 1 drop of buffer.

Then start the stopwatch

MADE WITH WHOLE VENOUS BLOOD (MADE FROM EDTA, CITRATE OR HEPARIN TUBE), SERUM OR PLASMA

Add 2 drops of the anticoagulated whole blood sample or 1 drop (40 ul) of a serum or plasma sample slowly (dropwise) using the dropper to the application
area of the "S" test cassette.

Let the blood soak in, then add to each cubicle, add 1 drop of buffer, and start the stopwatch.
Important: Avoid the formation of air bubbles in the application area "S".

After about 15 seconds you can observe the chromatography.

A pink-red front forms and moves across the membrane.

Read the result exactly 10 minutes after applying the sample.

Under no circumstances should the results be read after 15 minutes.

PREPARACION DE LA MUESTRA

EI COMBO RAPID TEST CASSETTE se puede realizar con sangre entera a través de una venopuncién en la yema del dedo, o con suero y plasma.

SANGRE PURA

Si no se aplica sangre completa a la prueba directamente de la yema del dedo, debe anticoagularse con citrato, EDTA o heparina.

Las muestras de sangre entera de la vena deben almacenarse entre +2 y +8 ° C, si la prueba se realiza dentro de los 2 dias posteriores a la recoleccién de la
muestra.

Las muestras de sangre completa no deben congelarse.

SUERO

Las muestras de suero se pueden almacenar hasta tres dias entre +2y +8°C.

Para un almacenamiento mas prolongado, las muestras de suero deben mantenerse por debajo de -20 °C.
Lleve las muestras a temperatura ambiente antes de comenzar la prueba.

PLASMA

Desconecte el plasma lo antes posible para evitar la hemélisis.

Utilice tnicamente material de muestra transparente, no hemolizado.

Cuando se usan muestras de plasma, se pueden usar citrato, EDTA y heparina como anticoagulantes.

No guarde las muestras durante periodos prolongados ni a temperatura ambiente.

Las muestras de plasma se pueden almacenar hasta tres dias entre +2 y +8 °C.

Para un almacenamiento mas prolongado, las muestras de plasma deben mantenerse por debajo de -20 °C.
Lleve las muestras a temperatura ambiente antes de comenzar la prueba, las muestras congeladas deben descongelarse completamente y mezclarse blen
antes de la prueba, las muestras no deben congelarse y descongelarse varias veces.

Cuando se envian las muestras, se deben empaquetar de acuerdo con todas las reglamentaciones aplicables para el transporte de agentes etiolégicos.

Las muestras de ictericia, lipémicas, hemolizadas, tratadas térmicamente y contaminadas pueden producir resultados falsos, existe una pequena posibilidad
de que no se extraigan algunas muestras de sangre completa con una viscosidad muy alta o muestras de sangre completa que se han almacenado durante un
largo periodo de tiempo. en el campo de la muestra de prueba.

Repita la prueba con una muestra de suero o plasma del mismo paciente con un nuevo casete de prueba.

NOTA : Siempre agregue anticoagulantes a la sangre completa para evitar resultados falsos.

PROCEDIMIENTO DE PRUEBA
Lleve el casete de prueba COMBO RAPID TEST CASSETTE, el material y la muestra del paciente a temperatura ambiente (+15 a +30 °C) antes de realizar la
prueba.

Esto es importante para que la humedad no se condense en la membrana, lo que conduciria a un resultado incorrecto.

No abra el sello hasta que todo esté listo para probar.

ACTUANDO CON SANGRE CAPILAR DE FINGERBERRY

Masajee el dedo del paciente.

Gire completamente la tapa de un dispositivo de puncién, presione la yema del dedo contra el costado de la yema del dedo desinfectada y presione la palanca
de liberacién, apunte el brazo del paciente hacia abajo y sostenga el minivet suministrado hacia la gota de sangre desde abajo.

A partirde la palma de la mano, presione o frote con el dedo los dos segmentos inferiores para estimular el flujo sanguineo.

Espere hasta que la Minivette se haya llenado de sangre hasta el filtro blanco.

Es importante no empujar ni tirar del émbolo naranja de la Minivette.

Vacie lentamente todo el contenido de la minivette (gota a gota) presionando el émbolo en el drea de aplicacién "S" del casete de prueba.

Deje que la sangre penetre, luego agregue 1 gota de tampén.

Luego inicia el cronémetro

HECHO CON SANGRE VENOSA ENTERA (HECHO A PARTIR DE EDTA, CITRATO O TUBO DE HEPARINA), SUERO O PLASMA

Agregue 2 gotas de la muestra de sangre entera anticoagulada o 1 gota (40 ul) de una muestra de suero o plasma lentamente (gota) con el gotero en el area
de aplicacién del casete de prueba 'S".

Deje que la sangre penetre, luego agréguela a cada cubiculo, agregue 1 gota de tampén y ponga en marcha el cronémetro.
Importante: Evitar la formacién de burbujas de aire en la zona de aplicacién 'S".

Después de unos 15 segundos se puede observar la cromatografia.

Se forma un frente rosa-rojo y se mueve a través de la membrana.

Lea el resultado exactamente 10 minutos después de aplicar la muestra.

Bajo ninguna circunstancia se deben leer los resultados después de 15 minutos.




Usage Form - Forma de Uso

2 Drops of Venipuncture Whole Blood

2 Drops of Serum or Plasma

2 Gotas de Suero o Plasma

1 Drop Reagent in Buffer
1 Gota de Reactivo del Buffer
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DIRECTIONS FORUSE
Allow the test; specimen, buffer and/or controls to reach room temperature
(15-30°C) prior to testing.

2 Gotas de Venopuncion Sangre Entera

1 Drop Reagent in Buffer
1 Gota de Reactivo del Buffer
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2 Drops of Fingerstick Whole/Blood

2 Gotas de Sangre Entera por Puncion Dactilar

1 Drop Reagent in Buffer
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1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed pouch and use it as soon as possible.

2. Place the cassette on a clean and level surface. For Serum or Plasma specimen:

ogquio) Jeipied

=

=

- Hold the dropper vertically and transfer 2:drops of serum or plasma (approximately 50 mL) to the specimen area respectively, then add.1.drop.of buffer (approximately 40 mL) and start the timer. See illustration

below.

For Venipuncture Whole Blood specimen:

Hold the dropper vertically and transfer 2 drops ofwhole blood (approximately 50
mL)to the specimen area respectively, then-add 1 drop of buffer (approximately 40
mL) and start the timer. See illustration below. For Fingerstick Whole Blood specimen:

- To use a capillary tube: Fill the capillary tube and transfer approximately 50 mL of fingerstick whole blood specimen to the specimen area of test cassette respectively; then add 1 drop of buffer (approximately 40

mL) and start the timer. See illustration below.

- To use hanging drops: Allow 2 hanging drops of fingerstick whole blood specimen (approximately 50 mL) to fall into the specimen areaof test cassette respectively, then add 1 drop of buffer (approximately 40 mL)

and start the timer. See illustration’below.
3. Wait for the colored line(s) to appear. Read results at 10 minutes. Do notinterpret the result after 20 minutes.

C mm C == C mm
Myoglobin mm Myoglobin Myoglobin
CKMB CKMB = CKMB
cTnl cTnl cTnl
C mm C C C ==
Myoglobin msm  Myoglobin Myoglobin == Myoglobin ===
CKMB = CKMB === CKMB CKMB ===
— cTnl cTnl cTn| Hm cTnl
c Positive
Positivo Positive Positivo
T ==
C mm
Myoglobin
C B Negative CKMB
3 Negativo cTnl
Negative Negativo
C (o Cc Cc
Cc Invalid Myoglobin Myoglobin === ., Myoglobin Myoglobin
T = [nvalido CKMB CKMB CKMB - === CKMB
cTnl cTnl cTnl cTn| ==
C C C C
Myoglobin mm  Myoglobin Myoglobin B ~Myoglobin
CKMB mm CKMB == CKMB CKMB mm
cTnl cTnl == cTnl mem cTnl mmm
Invalid Invalido
INSTRUCCIONES DE USO

Permitir que la prueba, la muestra; el buffer y/o los controles alcancen la temperatura ambiente (15-30 °C) antes de la prueba!
1. Poner la bolsa a temperatura ambiente antes de abrirla. Retirar el casete de prueba de |a bolsa sellada y usarlo lo antes posible.
2. Colocar el casete en una superficie limpia y nivelada. Para muestra de Suero o Plasma:
-- Sostener el cuentagotas verticalmente,y transferir 2 gotas de suero o plasma (aproximadamente 50 mL) al area de la muestra, respectivamente, luego-agregar 1 gota de buffer (aproximadamente 40 mL )e iniciar
el temporizador. Ver la ilustracion-a continuacion,
Para muestra de Sangre Entera de Venopuncion;
- Sostener el cuentagotas verticalmente y transfiera 2 gotas de sangre entera (aproximadamente 50 mL) al area de la muestra, respectivamente, luego agregar 1 gota de buffer (aproximadamente 40 mL) e.inicie el
temporizador. Verla ilustracién a continuacion
Paramuestra de Sangre Entera de Puncion'en eldedo:
- |Para usaruntubo capilar: Llenar el tubo capilar y transferir aproximadamente 50 mL de la muestra de sangre entera con puncion en el dedo al area de la muestra del casete de prueba respectivamente, luego
agregar 1 gota de buffer (aproximadamente 40 mL.) e iniciar el temporizador. Ver la ilustraciéna continuacion.

Para usar gotas colgantes: permitir que 2 gotas colgantes de la muestra de sangre entera por-Puncion-en el dedo (aproximadamente 50 mL) caigan en el area de la muestra del casete de prueba
respectivamente, luego agregar 1 gota de buffer (aproximadamente 40 mL) y comenzar el temporizador. Ver la ilustracion a continuacion.
3. Esperara que aparezcan las lineas de color. Leer los resultados a los 10 minutos. No interpretar el resultado después de 20 minutos.
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EC Declaration of Conformity

Manufacturer:

Mame: HANGZHOU ALLTEST BIOTECH CQ., LTD.

Address: #550, Yinhai Street, Hangzhou Economic & Technological Development
Area, Hangzhou -310018, P.R. China

European Representative:
Name: MedNet GmbH
Address: Borkstrasse 10, 48163 Muenster, Germany

Product Name: H-FABP (Heart Type Fatty Acid-Binding protein) / Myoglobin/ CK-MB
(Creatine Kinase MB)/ cTnl (Cardiac Troponin I} Combo Rapid Test (Whole Blood
/Serum/Plasma)

Model: Cassette

Classification: Other Device of IVDD 98/79/EC

Conformity Assessment Route: |VDD 98/79/EC Annex Il {excluding point &)

EDMA Code: 12 70 13 70 00

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are
exclusively responsible for this declaration of conformity.We herewith declare that
the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 15013485:2016, EN 15S014571:2012, EN 13975:2003,- EN 1SO
18113-1:2011, EN ISO 18113-2:2011, EN 13612:2002/AC:2002, E§I$0 175

1_?_1:29@\
EN 1S023640:2015, EN 13641:2002, 150 15223-1:2016 / 2T N\

. nos hetp /f werw alftasts corm cn

Place, Date of Issue: in Hangzhou on 18/12/2019 \\ /
, AL
Signature: 11/05/2021
Name: GAO FEI (Position: General Manager) Date
Hangzhou AllTest Biotech Co. Lid. EeARERA R ERLE
w40 Vimhae Sower. Bz AAmEEErARE THL | « 0§71 S6206TH91 LS B SRR E
Hargahoy fcomorrie & Techaalogec s WEE EMAL - indodiadtests com.on B rtbodhalitests comen

B e alitests com o

f,yaLL
&= VUTEST

HANGZHOL ALITEST BIOTECH €0, LTD.

: 25 "{ﬂ:l"l"Ll.l A
AN NS TR R I TR
China Chamber of Commerce for Import & Export of Medicines & Health Products
Add: | |=12/F, Bldg3, Beifing INN, No.f Nanrhigan Hutong Dongcheng Dist, Beljing, Chins P.C. 100010

Tel: O0BG10 SR03627 1/ 77470

Faxy 0086 10 58038274 Website; www ccemhpie. orgen

H B %R
CERTIFICATE OF FREE SALE

2022YB0626
e WL
Product(s): SEE ATTACHMENT

MEEE: WM
Models SEE ATTACHMENT

WEER. HERAE

Export tor  Indonesia

HAM:  PREEYEARR G RAF

Exporters HANGZHOU ALLTEST BIOTECH CO.,LTD.

WP B F LT EATTRE B 4HERIEE 550 &

Address: 5504, Yinhai Street, Hangzhou E ic and Technological Devel

310018 Hangzhou, PEOPLE'S REPUBLIC OF CHINA

BLHER:  BIMRBAEMEAREERAR

MANUFACTURER: HANGZHOU ALLTEST BIOTECH CO,,LTD.

BIERALE: BN TSR RE M RN 550 2

ADDRESS: 5504, Yinhai Strect, Hangzhou Eq ic and Technological Development Area,
310018 Hangzhou, PEOPLE'S REPUBLIC OF CHINA

gg;;ﬁm#ﬂﬁ%m!ﬁAEﬂﬁﬁﬂ%&ﬁ& EFEREEN, EVFTEe, SRl
THIS IS TO CERTIFY THAT THE ABOVE PRODUCTS COMPLY WITH THE
RELEVANT STANDARDS OF PR.CHINA , HAVE BEEN REGISTERED AND ARE

ALLOWED TO BE SOLD IN CHINA , THE EXPORTATION OF THE PRODUCTS ARE
NOT RESTRICTED.

SEAE BB R RA RO 2 .
THIS CERTIFICATE IS VALID FOR TWO YEARS FROM THE DATE OF ISSUANCE,

Business License (copy)

Uriified Secial Credit Code: 91330101685342840v{1/1)

Name: Hangzhou Alitest Blotech Co., Ltd
Type: Cther joint stack Ca., Ltd |listed)
Legal representative: Gao Fei

Business scope: Production of Category Il and |1l medical device, Sale of
Category |1l medical device, Import and export of commaodity, Import and
export of technology [for projects subject to approval according w0 law,
business activities can be carried out only after the approval of relevant
departments, the business activitiss depends on actual approval); General
Item: hnalogy  servics; I

transfer and promotion; Production and sale of Category | medical device;
Sale of category Il medical device; Sale of experiment Instrument and
mechanical equipment; Whaolesale of electranic parts; Sale of electronic
praducts; Wholesale of computer software and hardware and auiliary
equipment; Sale of computer software and hardware and auxiliary
equipmentiexcept for projects subject to approval according to law, business
activities can be carried out independently according te business license}

fiegisterad capital:  5350.4145 RMB
Date of establishment: April 17th, 2009
Operating period: April 17th, 2008-long time

Address: 37 Building, 47 Building and 5h Building, No.550 Yinhai Street,
and  Tec i & firea, Zhejiang
Province. o

Registration Authority: Zhejiang Province Market
Supervision Administration

20210430

Medical Device Manufacturing License

Company Name: Hangzhou Alltest Bletech Co., Ltd

Legal Representative: Gao Fei

Company Responsible: Gao Fzl

Address: The Bullding 3, 4 and 5, 5508 Yinhal Street, Baiyang street, Economic
and Technol | Develoy Area, Hangzhou, Thejiang Province.

Valid to: Oct B, 2022

Certificate No.: 20140153

Manufacturing Address: The Building 1, 3 and 5, 5504 Yinhai Street, Baiyang
street, Economic and Tec o Ares, Zhefiang

Pravince,

Manufacture Scope: The cless 2, class 3 of 6840 In Vitra Disgnastic Tests

Issue Office: Zhejiang Province Foed and Dvug Administration

lssuing Date: Now. 24, 20120

Wade by State Food and Drug Administration
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ZERTIFIKAT & CERTIFICATE & :2:%

(( pAKKS

Deutsche
Akkrediderungsstella
D-204-11321-01-00

Certificate

No. Q5 095123 0007 Rev. 03

Product Service

Holder of Certificate: Hangzhou AllTest Biotech Co., Ltd.
550#, Yinhai Street
Hangzhou Economic and Technological Development Area
310018 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Hangzhou AllTest Biotech Co., Ltd.

5504, Yinhai Street, Hangzhou Economic and Technological
Development Area, 310018 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Facility(ies):

Certification Mark:

. Design and Development, Production and Distribution of In
Scope of Certificate: Vitro Diagnostic Kit for Obstetrics and Gynecology,
Infectious Disease, Drug of Abuse, Vitamin, Special Protein,
Oncology, Cardiology and Biochemistry, and Digital test for
pregnancy and ovulation. Home use, Clinical Laboratory use
and Near Patient In-vitro Diagnostic Devices and the related
POCT analyzer.

«  ENISO 13485:2016
App“ad Standard(s]. Medical devices - Quality management systems -

Requirements for regulatory purposes
{ISO 13485:2016)
DIN EN 150 13485:2016

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

Report No.: SH20106401
Valid from: 2020-08-25
Valid until: 2023-08-24

O

Christoph Dicks
Head of Certification/Motified Body

Date, 2020-08-05

Page 10f 1 TV
TUV SUD Product Service GmbH = Cerdificafion Body « Ridlarstralle 85 « 80338 Munich » Germany

Clinical Study Report - Estudio Clinico (5 pages/paginas)

SISTEM TIP

SISTEM TiP

Clinical Study Report of H-FABP and Myoglobin/CK-MB/Troponin |
Combo Rapid Test

Testing Company:  Sistem Tip Laboratuvari Atasehir
Applicant: ~ Hangzhou Alltest Biotech Co.,Ltd
Contact:  Kael Chen

Contact No.:  +86-571-56267897

. Page/Pagina 1

Clinical Study Report of H-FABP and Myoglobin/CK-MB/Troponin | Combo Rapid Test

1 .Purpose of the test
Through testing on certain quantity of representative specimens, and through scientific and reasonable statistic
analysis on the results, thus evaluate the consistency between test results of H-FABP and Myoglobin/CK-MB/Troponin

| Combo rapid test produced by Hangzhou AllTest Biotech Co., Ltd and the contrast test device, and evaluate its clinical
application ability.

2. Overall design of the test

Parallel-group test is adopted, and the already launched product with the same theory is taken as contrast device, The
H-FABP and Myoglobin/CK-MB/Troponin | Combo rapid test produced by our company (abbreviated as AllTest test
device in the following) and the contrast test device will do parallel test on the same clinical specimen. We'll record
the results respectively, and do hypothesis testing on the enumeration data by a 2x2 contingency table, thus evaluate
the consistency between AllTest test device and the contrast device.

3 .Study method

The H-FABP and Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) has been
evaluated with specimens obtained from a population of symptomatic and asymptomatic individuals,ELISA served as
the reference method for the H-FABP and Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma). The specimen was considered positive if ELISA results were positive. The specimen was also
considered negative if the ELISA results were negative. The lot of AllTest H-FABP and Myoglobin/CK-MB/Troponin |
Combo rapid test was CMA16100001-T. The lot of Getein Biotech for Diagnostic Kit for H-FABP (ELISA) is 201606021,
Exp.: 2017-06. The lot of Getein Biotech for Diagnostic Kit for Myoglobin (ELISA) is 201607011, Exp.: 2017-07. The lot
of Getein Biotech for Diagnostic Kit for Cardiac Troponin | (ELISA) is 201606012, Exp.: 2017-06. The lot of Getein
Biotech for Diagnostic Kit for CK-MB (ELISA} is 2016050102, Exp.: 2017-05.

4. Statistic analysis method of test result

This test will adopt statistic analysis on pair enumeration data, and will record analysis in the form of fourfold table,
see below:

Table: fourfold table for evaluating diagnostic test

Comparison device Total
positive nega-t_h‘."e-"
'Test dew‘cé positive a b rl
| __-ﬁegati\re C ‘ d r2 o
total | c1 ] C2 N

Positive conformity rate:[a}(a;c“)-]xmﬂ%

Negative conformity rate=[d/(b+d)] x100%

Total conformity rate=[(a+d)/(a+b+c+d)] x100%

We'll do Kappa consistency test on the result, and when the Kappa value is between 0-1, it means better consistency

between the test results of the two devices. It is normally considered consistent when the Kappa value bigger than
0.75.

‘Page/Pagina 2



SISTEM TIP

N(a +d)_(ylcl +7’1C?)

Kappa=
N - G’lC1 +72Cz)

5. Result of the clinical test

5.1 Result of all specimens

CMA-445: CMA16100001-T

Getein Biotech for Diagnostic Kit for H-FABP {ELISA) is 201606021, Exp.: 2017-06

H-FABP Result

SISTEM TIP

Kappa=0.96

Getein Biotech for Diagnostic Kit for CK-MB {ELISA) is 2016050102, Exp.: 2017-05

SISTEM TIP

Method ELISA
I — - Total Result
. Results Positive Negative
H-FABP Rapid Test Cassette (Whole P ) 19 o
itive
Blood/Serum/Plasma) - —
Negative 7 193 200
Total Result - 69 212 281
Relative sensitivity: 89.9% (95%Ci*: 80.2%~95.8%);
Relative specificity: 91.0% (95%CI*: 86.4%~94.5%);
Accuracy: 90.7% (95%CI*: 86.7%~93.9%). *Confidence Intervals
Kappa=0.76
Getein Biotech for Diagnostic Kit for Myoglobin (ELISA) is 201607011, Exp.: 2017-07
Myoglobin Result
Method ELISA o
T - - Total Result
) . | Results Positive Negative
Myoglobin Rapid Test Cassette -
Positive 77 12 89
(Whole Blood/Serum/Plasma) e —_——
Negative 1 424 425
Total Result 78 436 514

Relative sensitivity: 98.7% {95%CI*: 93.1%~99.9%);
Relative specificity: 97.2% (95%CI*: 95.2%~98.6%);
Accuracy: 97.5% (95%CI*: 95.7%~98.6%).
Kappa=0.91

*Confidence Intervals

Getein Biotech for Diagnostic Kit for Cardiac Troponin | (ELISA) is 201606012, Exp.: 2017-06

Cardiac Troponin | Result

Method \ ELISA
i - Total Result
Cardiac Troponin | Rapid Test Results Positive Negative
Cassette (Whole Positive 262 9 271
Blood/Serum/Plasma) Negative 5 611 616
Total Result 267 620 887

Relative sensitivity: 98.1% (95%CI*: 93.2%™98.2%);
Relative specificity: 98.5% {95%Cl*: 97.3%~99.3%);
Accuracy: 98.4% (95%Cl*: 96.7%~98.7%)

*Confidence Intervals

Page/Pagina 3

CK-MB Result
Method ELISA - Total Result
CK-MB Rapid Test Cassette {(Whole Results Positive Negative
Blood/Serum/Plasma) Positive 12 3 117
Negative 2 678 | 680
Total Result 114 683 797
Relative sensitivity: 98.2% (95%CI*: 98,2%~99.8%);
Relative specificity: 99.2% (95%CI*: 98.3%~99.8%);
Accuracy: 99.1% (95%CI*: 98.2%~99.6%) *Confidence Intervals
Kappa=0.97
Page/Pagina 4

5.2 Discussion and conclusion

Clinical test has been conducted on altogether 281 H-FABP specimens. The AllTest tests were parallel comparison
studied with the ELISA, and after consistency test on the Kappa value of the result, the total conformity rate of the test
result of AllTest test and the ELISA comparison is mare than 90.7%, the consistency test result of Kappa is 0.76, and
this indicate that the two has got high conformity in the respect of H-FABP Rapid test.

Clinical test has been conducted on altogether 514 Myoglobin specimens. The AllTest tests were parallel comparison
studied with the ELISA, and after consistency test on the Kappa value of the result, the total conformity rate of the test
result of AllTest test and the ELISA comparison is more than 97.5%, the consistency test result of Kappa is 0.91, and
this indicate that the two has got high conformity in the respect of Myoglobin Rapid test.

Clinical test has been conducted on altogether 887 Cardiac Troponin | specimens. The AllTest tests were parallel
comparison studied with the ELISA, and after consistency test on the Kappa value of the result, the total conformity
rate of the test result of AllTest test and the ELISA comparison is more than 98.4%, the consistency test result of Kappa
is 0.96, and this indicate that the two has got high conformity in the respect of Cardiac Troponin | Rapid test.

Clinical test has been conducted on altogether 797 CK-MB specimens. The AllTest tests were parallel comparison
studied with the ELISA, and after consistency test on the Kappa value of the result, the total conformity rate of the test
result of AllTest test and the ELISA comparison is more than 99.1%, the consistency test result of Kappa is 0.97, and
this indicate that the two has got high conformity in the respect of CK-MB Rapid test.

Confirmation of testing company:
Sistem Tip Laboratuvari Atagehir
KigUkbakkalkdy Isiklar Caddesi No: 5
Atagehir / ISTANBUL

Signature

s

Date: 32 /Df /QOf?

Confirmation of applying company:

[ e o
Hangzsi'rbéu Alltest Biotech Co, ‘I[td,
#5507 Yinhai Street, Hangziou
Econmic & Technolééf%alpa@h nent Area,
Hangzr‘&)ﬁ%iﬁﬁﬁ;&?&ﬁ.china

Date: %,7 -y ol
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Conclusions - Conclusiones

H-FABP is one of the promising new biomarkers for myocardial
tissue injury detection. H-FABP is a highly sensitive biomarker
for acute ischemia and infarction. Measurement of H-FABP in
patients with acute ischemic-type chest pain at the time of
admission will assistin the early diagnosis of AMI. For patients
presenting within 6 h of symptom onset, the sensitivity of H-
FABP is significantly higher than ¢Tnl and CK-MB. Cardiac
troponins are specific but rather late markers for detection of
AMI. H-FABP as early marker and cTnl as late marker would be
the ideal combination to cover the complete diagnostic
window for AMI. However, the specificity of H-FABP alone
for diagnosis of acute MI is poor. H-FABP elevation was also
found in patients with chest pain and significant stenosis on
CAG without myocardial infarction. This sensitive detection of
myocardial ischemia by H-FABP may also be applied in
patients with unstable angina though further studies are
required. H-FABP can also be used as a marker for early
detection of STEMI before the ECG changes become apparent.

Also available among other types of Test:
HIV 1.2 Rapid Test Cassette - Rapid Test to detect AIDS.
HBsAg Rapid Test Cassette - Rapid Test to detect Hepatitis

Tambien disponibles entre otros tipos de Test:
HIV 1.2 Rapid Test Cassette - Test Rapido para detectar el Sida.
HBsAg Rapid Test Cassette - Test Rapido para detectar la Hepatitis
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CONTACTOV
Avancemos: . : L
Si usted esta interesado en el desarrollo de nuestro negocio, actuando como distribuidor autorizado, J Y b :
contacte con nosotros y estaremos encantados de ampliar informacion. . A n ou m) Llnked m
General Administration
M !nfo.qarqolahealthcare@t!net.orq ¥

info.gargolanealthcare@tinet.cat @ https://webfacil.tinet.cat/gargolahealthcare
President A4 https://www.gargolahealthcare.com/

Dr. Pedro Serrano Aisa
M Corporate email: p.gargolahealthcare@tinet.org

Corporate email: p.gargolahealthcare@tinet.cat
General e-mail: telecardiologo@gmail.com

(% +34 654 69 00 84

H p291005

telecardiologo

International CEO / Export Department
Mr. Julio Suarez Rodriguez

International:
comercial.gargolahealthcare@tinet.cat

WhatsApp: +34 634 077 903

WeChat: +38 0631 890 840
wxid_vOn0oj6xrji822

Spain: +34 634 077 903

juliosuarezrodriguez
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