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WE PRACTICE WHAT WE PROMISE

The struggle against the SARS-CoV-2 virus and its consequences 
places high demands on all parties involved. Therefore, as a certified 
manufacturer of high quality diagnostic products, we see our mission in 
constantly adapting our products to the latest state of technology and 
the very highest quality standards in order to be able to provide the au-
thorities, doctors and laboratories with the best possible product. 

MEXACARE GmbH is an ISO 13485 certified manufacturer for medical 
rapid tests.

WE PRACTICE WHAT WE PROMISE
As a partner company of a raw material manufacturer for the diag-
nostics industry, we were able to draw on first-hand patient material, 
among other things. To ensure the quality, reliability and efficacy of our 
test in the future, additional quality controls are carried out on every pro-
duct and every batch, and our product is subject to continuous further 
development. This enables our customers to offer their patients the hig-
hest possible level of safety in the current dynamic pandemic situation. 
In addition, all our products (incl. COVID-19!) are regularly checked by 
independent interlaboratory tests.

WE CAN DO EVEN MORE FOR YOU
Our team will support you with comprehensive know-how, reliable qua-
lity management and the experience from many successfully completed 
projects. 

Test with us!

INFECTIOUS DISEASE DIAGNOSTICS:  
Reliability and precision through  
extensive quality controls
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WHEN YOU NEED TO KNOW QUICKLY

infected patients remain symptomless, some have only mild disease 
progressions; however, up to severe pneumonia, which usually occurs in 
the second week of illness, anything is possible. Approximately 81% of 
patients who test positive have a mild course. 14 % show a more severe 
course and around 5 % a critical course. Other symptoms recorded are 
sore throat, headache and aching limbs, shortness of breath, nausea, 
vomiting, diarrhea, loss of appetite and swelling of the lymph nodes. Since 
COVID-19 is still a very new clinical picture, it is not yet possible to make 
any reliable statements about consequential damages or diseases caused 
by the treatment (e.g. by artificial respiration in intensive care).

In severe cases, hospitalization (in Germany) takes place on average 4 
days after the onset of symptoms. If it is necessary to admit the patient 
to an intensive care unit, this usually takes place 9 days after the onset of 
symptoms. 

WHEN IS A PERSON INFECTED WITH SARS-COV-2 
CONTAGIOUS?
Exactly when the risk of infection with SARS-CoV-2 begins has not yet 
been researched. However, it is now considered certain that the highest 
risk of infection is around the time of onset of symptoms. If the course of 
the disease is mild or moderate, a patient is usually contagious up to 10 
days after the onset of symptoms. In case of more severe courses of the 
disease, there is still a risk of infection beyond this period.

HOW CAN PATIENTS WITH SUSPECTED COVID-19 
INFECTIONS BE TESTED?  
Basically, an infection with SARS-CoV-2 can be tested in two different 
ways. Firstly, the virus particles themselves can be detected in a nasal/
throat swab, and secondly, the body's immune response to the corona 
viruses can be tested in blood samples.

WHAT IS SARS-COV-2?
In late December 2019, an outbreak of a novel coronavirus disease 
(COVID-19; formerly known as 2019-nCoV) was reported in Wuhan, 
China, which subsequently spread worldwide. In early 2020, SARS-
CoV-2 (Severe acute respiratory syndrome coronavirus type 2), a novel 
coronavirus from the group of beta-coronaviruses, was identified as the 
cause. In general, COVID-19 is a mild cold disease, but it can also cause 
severe pneumonia, which can be fatal. The case fatality rate (CSR) is 
strongly age-dependent. For patients up to 50 years of age, it is very 
low, at less than 0.1 %. From this age on, however, it rises increasingly 
and often exceeds 10 % in patients over 80 years of age. The new 
coronavirus epidemic in 2019 has been declared an international health 
emergency by the World Health Organization, which has developed into 
a pandemic with significant morbidity and mortality.

HOW DOES SARS-COV-2 SPREAD?
The main mode of transmission is the absorption of virus-containing 
particles that are produced when breathing, coughing, speaking and 
sneezing. A distinction is made between larger (droplets) and smaller 
particles (aerosols). While the larger droplet particles sink to the ground 
quickly, aerosols remain in the air for a longer period of time and thus 
spread in closed rooms. However, in addition to the size of the particles, 
this depends on other factors, e.g. temperature and humidity.

HOW DOES AN INFECTION WITH COVID-19 
PROGRESS?
The most common symptoms include cough, fever, rhinitis and loss of 
smell and taste. However, the course of the disease varies greatly. Some 

KEY FACTS ABOUT COVID-19

Who is particularly at 
risk? 
In general, severe pro-
gressions can occur in all 
age groups, as well as in 
patients with no known 
previous illness. However, 
some groups of people are 
particularly at risk

elderly people [86% of CO-
VID-19 patients who died 
in Germany were 70 years 
or older]

severely overweight people

patients who suffer from 
the following pre-existing 
conditions:

cardiovascular diseases  
 
chronic lung diseases 
 
chronic kidney and liver 
diseases 
 
Diabetes 
 
weakened immune 
system

These categories of people 
are particularly in need of 
protection. It is therefore 
particularly important to 
test people who come 
into contact with high-
risk groups (e.g. geriatric 
nurses) carefully and 
frequently.  



76

WHEN YOU NEED TO KNOW QUICKLY

RT-PCR
The so-called real-time reverse transcriptase polymerase chain reaction 
is a laboratory procedure in which the viral genome of the virus is repli-
cated in several cycles with the aid of a machine. By using fluorescent 
substances, it is then possible to see whether the gene sequence of the 
virus is present in the sample.

Although this method is very accurate, it is comparatively complex and 
expensive. Special laboratory instruments are required and the patient 
has to wait 1-2 days for the result, depending on the workload of the 
laboratory. However, the greatest weakness of RT-PCR is the samp-
le collection! For example, a too cautious swab will introduce sample 
material into the RT-PCR, which naturally contains no - or only very few 
- virus particles at all. The stage of the disease at which the throat swab 
also plays a decisive role.

MEXACARE COVID-19 ANTIGEN RAPID TESTS
This rapid test detects the virus through so-called viral antigens (pro-
teins on the virus envelope). Compared to RT-PCR, the test is very 
inexpensive, can be performed directly at the point of care and requi-
res no additional instruments. A reliable result is available after only 
15 minutes if the test is performed correctly.

Since the presence of the virus itself in the nasal/pharyngeal cavity is also 
checked here, this test can detect the presence of the virus very early in 
the course of the infection. Antigen rapid tests can also play an important 
role if there is a suspicion that the PCR test has been falsely negative (e.g. 

if symptoms persist). Here, further detection of SARS-CoV-2 virus particles 
in the neck/throat of the patient can be performed quickly and reliably for 
confirmation.

MEXACARE COVID-19 IGG/IGM  
ANTIBODY RAPID TESTS
These types of tests differ from the above mentioned ones in that 
they do not detect the virus itself, but the body's immune response (in 
the form of antibodies) to the virus infection.

In addition, an infection is also detected in a longer period after reco-
very (via IgG antibodies), even if PCR tests can no longer give a positi-
ve result. This can be extremely helpful in tracing infection chains and 
determining the immunization of a patient. From 7 days after onset of 
symptoms, antibody tests even exceed the sensitivity of RNA detection. 

IgM antibodies are frequently the body's first reaction to infection. They 
are usually easily detectable in whole blood, serum and plasma samples 
shortly after the onset of symptoms. A reliable test result with IgM 
antibodies is achieved in most patients within 7 days after the onset of 
symptoms.

IgG antibodies are produced during the regeneration process. They 
often remain in the body of the recovered patient for a long time and can 
play an important role in the determination of immunity (e.g. also in the 
development of vaccines). It can also be helpful in the tracing of infec-
tions, as this antibody can also be used to detect undiscovered infec-
tions that occurred some time ago.

COVID-19 Diagnosis

Detection of virus

Detection of immune 
reaction Specific antibodies

[e.g. MEXACARE
COVID-19 IgG/IgM 
Rapid Test]

Viral antigen
[e.g. MEXACARE
COVID-19 Antigen 
Rapid Test]

Viral RNA
[e.g. RT-PCR]

In addition to the acute 
diagnosis by IgM antibo-

dies, this test is particularly 
helpful in differentiating 

COVID-19 from other res-
piratory infections such as 

influenza or RSV, as well as 
in tracking the course of the 

disease. 

Fig 1 
Testing methods
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TEST METHODS
CLINICAL STAGE OF THE PATIENT

RT-PCR ANTIGEN IGM AK IGG AK

+ + - - Patient is in the incubation period.

+ + + - Patient is in an early stage of infection

+ + + + Patient has symptoms/is sick.

+ + - + Patient is at a later stage of infection or in reco-
very

- + + - Patient is in the early phase of infection and/or 
PCR is suspected false negative

- - - + Patient possibly had an infection, but has reco-
vered

- + + + Patient is in recovery and/or the PCR is probably 
false negative

Fig. 2  
Typical course of antibody 

concentration in blood

Tage ab Infektion

Fig. 3  
Summary of the different 

test methods and when their 
application is recommended

Abb. 4 
Die Genauigkeit des Tests 

beträgt damit 99,28 %

WHAT IS THE COVID-19 IGG/IGM RAPID TEST?
The COVID-19 IgG/IgM Rapid Test is a rapid, qualitative immunochro-
matographic in vitro test for the differential detection of IgM & IgG 
antibodies against the SARS CoV-2 virus in human serum, plasma or 
whole blood samples. The test is intended for the determination of a 
current or past infection with the SARS-CoV-2 virus and for monito-
ring the disease status after SARS-CoV-2 virus infection. 

To evaluate the performance of the MEXACARE COVID-19 IgG/IgM Rapid 
Test, a total of 1,615 patient samples were tested in several clinical studies 
in the USA, Canada, China and Germany. The MEXACARE COVID-19 IgG/
IgM Rapid Test shows a sensitivity of 99.03 % and a specificity of 99.53 % 
only 7 days after the onset of symptoms.

WHEN SHOULD I TEST WITH THE COVID-19 IGG/
IGM RAPID TEST? 
The COVID-19 IgG/IgM Rapid Test is intended to complement the RT-
PCR tests, which are currently performed in large numbers by doctors, 
laboratories and public health authorities throughout the world in the 
fight against the novel Corona-Virus SARS-CoV-2. 

COVID-19 IGG/IGM RAPID TEST

RT-PCR
MEXACARE COVID-19 IGG/IGM RAPID TEST

POSITIVE NEGATIVE TOTAL

POSITIVE 307 3 310

NEGATIVE 19 1297 1305

TOTAL 325 1290 1615

CONTAGION WINDOW

no  
symptoms

onset of 
symptoms

Detection of viral RNA 
and antigen in swabs

IgM in 
blood

IgG 
in blood

IgM no longer 
detectable

IgG remains in the blood and  
provides long-term immunity

RECOVERY

0 75 14 21 28 35



1110

WHEN YOU NEED TO KNOW QUICKLY

>99%
[HIGH SENSITIVITY] 
as early as 7 days after 
the onset of symptoms.

>99%
[HIGH SPECIFICITY]
enables rapid detection of 
infected persons.

15-20

During the earliest stages of the disease - in the incubation period (ac-
cording to WHO around 5-6 days on average) and on the first 2-3 days 
after the onset of symptoms - only RT-PCR can give you satisfactory test 
results as the body has not produced antibodies in detectable quantities.

After this period of approx. 7 days, we recommend testing with the CO-
VID-19 IgG/IgM rapid test, as positive results can now be obtained with a 
high degree of certainty. IgG antibodies are later produced by the immune 
system and can be detected in the body long after recovery. In this way, 
undetected infections (e.g. infections without symptoms) or the serological 
protection of the test subject can be determined. 
 
 
 
WHY ARE ANTIBODY TESTS USEFUL?
Antibody tests can fill a diagnostic gap. In the earlier phases of the 
disease - several days after the onset of symptoms - the IgM antibody 
test can be used to screen for active infections with SARS-CoV-2 and 
help to distinguish between COVID-19 and other respiratory diseases 
such as influenza or RSV. 

In the later stages, the IgG antibody test can help to detect previously 
undetected infections and screen the serological immunity of large num-
bers of the population. In addition, the IgG antibodies remain in the body 
for a long time after the patient has recovered. Therefore, the result is a 
marker for successful convalescence  in ONLY IgG-positive patients.

Since antibody tests are much faster and easier to perform, the exten-
ded use of these tests could relieve the laboratories and help to keep 
capacity at the same level. 

4-7 days after the onset 
of the disease symptoms 
(cough, slight fever, sore 

throat) IgM antibodies can 
already be detected in the 

blood.. 

ADVANTAGES OF THE COVID-19 IGG/IGM RAPID TEST: 

[MINUTES TO RESULT]
safe point of care test  
result within minutes
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Package contents

25 test cassettes  
25 capillary tubes  
1 bottle of 
extraction buffer 
1 package insert

Storage

2 – 30°C [room temp.]

WHAT IS THE MEXACARE COVID-19 ANTIGEN 
RAPID TEST?
The MEXACARE Coronavirus Antigen Rapid Test is a rapid chromato-
graphic immunoassay for the qualitative detection of SARS-CoV-2 
antigens present in the human nasopharynx. One antigen (protein of 
COVID-19) is usually detectable in upper respiratory tract samples du-
ring the acute phase of infection. Positive results indicate the presence 
of viral antigens. 

 
WHEN SHOULD I TEST WITH THE MEXACARE 
COVID-19 ANTIGEN RAPID TEST
Like the RT-PCR test. which is currently the gold standard, an antigen 
test is able to detect infection with the novel coronavirus SARS-CoV 2 
very early after infection.

In the earliest stages of the disease - during the incubation period (ac-
cording to the WHO an average of 5-6 days) and in the first 2-3 days 
after the onset of symptoms. a test with the MEXACARE COVID-19 
Antigen Rapid Test is therefore recommended.

100 % SENSITIVITY – IN THE PARTICULARLY 
IMPORTANT CT-RANGE OF 20-30
All samples confirmed positive by RT-PCR were detected as positive in 
this study. 
Most positive patient samples are found in this area and the viral load 
in the patients is rather high. Various studies suggest that among these 
patients, infectivity is probably also particularly high.

THE BENEFITS OF THE COVID-19 IGG/IGM RAPID 
TEST:

Test device for qualitative and selective detection

Fast, easy, inexpensive  - No lab equipment needed

Safe point of care test with result within 15-20 minutes

High sensitivity (>99%) as early as 7 days after the onset of 
symptoms

High specificity (>99%) enables rapid detection of infected persons

Detection of antibodies even in patients without symptoms

Complements MEXACARE Corona Antigen Rapid Test and RT-
PCR as a powerful tool for comprehensive assessment of virus 
distribution

Approved reliability through extensive clinical studies [more than 
1600 subjects from 4 countries]

Important diagnostic gap for the detection of an earlier immune 
reaction is closed

Offers the possibility of effective screening of large parts of the 
population

 

10 µl SERUM/PLASMA OR 20 µl WHOLE BLOOD

WAIT 15-20 MINUTES READ RESULT

2 DROPS OF BUFFER

  POSITIVE                                  NEGATIVE                                      NON-VALID

1

3 4

2

PLASMA

WHOLE 
BLOOD

SERUM

15-20 MIN.

FAST AND EASY TEST PROCEDURE:

COVID-19 ANTIGEN RAPID TEST

RELATIVE SENSIVITITY 95.65 % [95 % CI*: 91.9 %-99.4 %]

RELATIVE SPECIFICITY 99.38 % [95 % CI*: 98.5 %->99.9 %]

ACCURACY 98.39 % [95 % CI*: 97.2 %-99.57 %]

RT-PCR CT-VALUES 20-30 20-31 20-32 20-33 20-34

SENSITIVITY OF THE MEXACARE  
COVID-19 ANTIGEN RAPID TEST 100 %  96.2 % 96.3 % 90.0 % 90.3 %

Since the test detects protein 
components of the actual 

virus (so-called antigens) and 
not antibodies (the immune 
reaction of the human body 

against the virus). acute 
infections with SARS-CoV-2 
can be detected at this early 

stage.

. 

Compared to competitive 
products, the COVID-19 

IgG/IgM Antibody Test has 
clearer bands, which makes 

it easier to read

IgG&IgM IgGIgM
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FLU A+B

INFLUENZA A+B ANTIGEN RAPID TEST 
Infectious disease marker 
The MEXACARE Influenza A+B Antigen Rapid Test is a rapid chro-
matographic immunoassay for the selective and qualitative detection of 
Influenza A and Influenza B virus antigens in the human nasopharynx.

COVID-19 & INFLUENZA A+B AG COMBO-TEST 
Infectious disease marker 
The MEXACARE COVID-19 & Influenza A+B Antigen Combo Rapid Test 
greatly facilitates the diagnosis of conspicuous respiratory symptoms. A 
single smear is sufficient to test patients for both COVID-19 and influ-
enza A+B. Due to the similarity of symptoms of both infections (cough, 
rhinitis, neck scratching, fever) it is recommended to perform the test for 
both infections.

ALL BENEFITS OF THE MEXACARE COVID-19  
ANTIGEN RAPID TEST: 

Very high sensitivity [>95 %] and specificity [>99 %]

Rapid availability of test results [ca. 15 Minuten]

In the particularly important Ct range of 20-30 100% sensitivity!

No expensive laboratory equipment needed

No additional reagents required

All materials for direct on-site testing included  
[Point-of-Care]

No need to transport samples to the laboratory

Package contents

20 sealed pouches  
containing 1 test cassette 
and 1 desiccant  
20 sterile swabs 
20 extraction tubes  
1 bottle with  
extraction buffer 
1 workstation 
1 package insert

Storage

2 – 30°C [room temp.]

15 MIN. 15 MIN.

15 MIN.

Package contents

20 sealed pouches 
containing one test cas-
sette and desiccant  
20 sterile swabs  
20 extraction tubes with 
buffer 
1 package insert

Storage

2 – 30°C [room temp.]

Package contents

20 sealed pouches  
containing 1 test cassette 
and 1 desiccant  
20 sterile swabs 
20 extraction tubes with 
buffer 
1 package insert

Storage

2 – 30°C [room temp.]

FAST AND EASY TEST PROCEDURE:

SWAB SWAB

SWAB

3 DROPS OF EXTRACTED SPECIMEN
READ RESULT3

 POSITIVE       NEGATIVE    NON-VALID

 COVID-19                  

PO
SI

TI
V

E 
                

N
EG

AT
IV

E 
                

N
O

N
-V

A
LI

D
                 

FLU A+B                 

ADDITIONAL FACTS: Due to the similarity of the symptoms with influenza, it is obvious to additional-
ly carry out an influenza A+B rapid test in the case of a suspected COVID-19. On the one hand, this 
allows us to rule out the possibility of a double infection [COVID-19 and influenza], and on the other 
hand, to rule out viral influenza in the case of cold symptoms. With its high sensitivity and specificity, 
the MEXACARE Influenza A+B Rapid Test is a reliable tool for the diagnosis of respiratory infections..

3 DROPS OF SPECIMEN                POSITIVE                  NEGATIVE                                   

NON-VALID                                    

INFLUENZA A

SENSITIVITY 94.1 %

SPECIFICITY 98.4 %

ACCURACY 97.5 %

INFLUENZA B

SENSITIVITY 91.7 %

SPECIFICITY >99.9 %

ACCURACY 98.8 %

OPEN SMALL 
CAP

3 DROPS OF  
SPECIMEN1 2

100 %
[MAX. SENSITIVITY]  
In the particularly import-
ant Ct range of 20 to 30.

  15
[MINUTES TO RESULT]  
Rapid availability of test 
results.
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PATIENT-ORIENTED DIAGNOSTICS
In the field of Rapid Tests we offer you a wide range of products, where 

you can put together your assortment to meet your individual needs: Sing-

le tests as cassettes and combination tests as panels with accessories. 

Contact us for further information!

No additional equipment is required

You get results within minutes

There are no maintenance or follow-up costs

Store at room temperature

Clean and hygienic application

Best quality at competitive prices

 
Contact us and receive an individual offer, specially tailored  
to the needs of your surgery or facility

Mo - Fr 9:00 a.m. – 4:00 p.m.  
phone +49 6221 - 90682-41 or kontakt@mexacare.com

PRODUCT INDEX  
FOR COVID-19 DIAGNOSTICS 

CATALOGUE NO. DESCRIPTION QTY/PU

3011027 MEXACARE COVID-19 IgG/IgM Rapid Test 25

3011030 MEXACARE COVID-19 Antigen Rapid Test 20

3011016 MEXACARE Influenza A+B Antigen Rapid Test 20

3011033 MEXACARE COVID-19 & Influenza A+B Ag Combo Rapid Test 20

All tests are CE certified

FOR PROFESSIONAL  
IN-VITRO DIAGNOSTICS 
ONLY  

With our rapid tests you will receive  
a wide range of point-of-care diagnostic systems.

SWABPLASMA

WHOLE 
BLOOD

SERUM

Specimens:

Certified quality:



MEXACARE GmbH | Hans-Bunte-Straße 6 | 69123 Heidelberg | Germany

phone +49 [0] 62 21- 90682 -41 | fax +49 [0] 62 21- 90682- 47www.mexacare.com


