
MACHEREY-NAGEL GmbH & Co. KG · Neumann-Neander-Str. 6–8 · 52355 Düren · Deutschland

www.mn-net.com

www.mn-net.com
DE / International:
Tel.: +49 24 21 969-0
Fax: +49 24 21 969-199 
E-Mail: info@mn-net.com

CH:
Tel.: +41 62 388 55 00 
Fax: +41 62 388 55 05 
E-Mail: sales-ch@mn-net.com

FR:
Tel.: +33 388 68 22 68 
Fax: +33 388 51 76 88 
E-Mail: sales-fr@mn-net.com

ISO 9001
ZERTIFIZIERT

MACHEREY-NAGEL GmbH & Co. KG · Neumann-Neander-Str. 6–8 · 52355 Düren · Deutschland

www.mn-net.com

www.mn-net.com
DE / International:
Tel.: +49 24 21 969-0
Fax: +49 24 21 969-199 
E-Mail: info@mn-net.com

CH:
Tel.: +41 62 388 55 00 
Fax: +41 62 388 55 05 
E-Mail: sales-ch@mn-net.com

FR:
Tel.: +33 388 68 22 68 
Fax: +33 388 51 76 88 
E-Mail: sales-fr@mn-net.com

ISO 9001
ZERTIFIZIERT

M
ed

i-T
es

t
MACHEREY‑NAGEL

Urine analysis

nn Quick – Reads 400 strips per hour

nn Easy – Touch screen operation

nn Hygienic – Automatic strip detection

URYXXON® 500
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High performance urine analysis
The URYXXON® 500 is an automatic reader for URYXXON® Stick 10 urine test strips. 
With a capacity of 400 strips per hour, it is ideal for use in hospitals and practices. The 
“easy-to-use-features” allow hygienic operation with hardly any training.

The URYXXON® 500 provides dependable urine status results to detect early stages of 
many diseases such as urinary tract infections, kidney diseases or diabetes. The device 
eliminates the subjectivity of visual strip evaluation and minimizes risks associated with 
manual result transcription.

The URYXXON® 500 makes urine analysis quicker, easier and more reliable.

Technical specifications

Instrument memory 500 patient test results including name or patient ID

Sediment 30 user defined sediment parameters

Interface User: 	� Touchscreen display, alphanumeric input, password 
protection

Computer:	� 1 x USB (type B) and 2 x RS232 interfaces for 
connection to PC

	 PS/2 interface for keyboard / ​barcode reader

Power requirements 110–240 V AC, automatic

Dimensions / ​Weight 240 x 280 mm x 150 mm (D x W x H)

3.9 kg (10.5 lb)

Operation Temperature range: 	5–40 °C (41–104 °F)

Humidity range: 	 20–80 % relative humidity, non condensing

Calibration: 	 automatic, self calibrating

Capacity 400 strips per hour

CE CE labeling according to IVDD 98/79/EC
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Field of application
The URYXXON® 500 is intended for the automatic evaluation of URYXXON® Stick 10 
urine test strips. It provides reliable results for the semi-quantitative detection of the 
following parameters in urine: blood, urobilinogen, bilirubin, protein, nitrite, ketones, 
glucose, pH, specific gravity and leukocytes. URYXXON® 500 and URYXXON® Stick 10 
are CE marked according to the IVD-directive 98/79/EC.

Improvements for your lab

Easy and intuitive
Operating the URYXXON® 500 is easy. Access all functions using the easy-to-follow 
menu on the touch screen. It nearly eliminates the need for training and makes urine 
analysis more reliable.

Informative and unique
Add microscopic evidence to the urine chemistry results using the sediment options. 
Powerful user defined filter functions only admit those samples to sediment analysis 
that need further diagnostic.

Clean and hygienic
Start the measurement without touching the instrument. Simply place the strip on the 
transport tray, the detector will recognize it and automatically start the measurement.

Fast and efficient
Once turned on, the URYXXON® 500 is immediately ready for use. It reads up to 400 
strips per hour ensuring fast urine chemistry results.

Accurate and convenient
Use a barcode reader to enter patient IDs. Set up lists of samples with ease and 
convenience and quickly add urine chemistry results to the patient file in your 
laboratory information system. 

Reliable and safe
Use the QC menu to maintain clinical reporting standards with ease and convenience. 
Medi-Test Control solutions are ideal to ensure correct results at any time.

Small and practical
Free up space with the smallest instrument in its class. With a size of only 28 x 24 cm 
(11 x 9,4 in) the URYXXON® 500 fits onto every bench. The clear design allows 
access to all parts and makes cleaning easy. 
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Medi-Test ordering information

REF REF Type with test fields for determination of

50 
strips 
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pack
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93001 930 24 Glucose 1) nn  

93025 930 20 Glucose / ​Ketone 1) nn  nn  

93004 930 27 Protein 2 1) nn  nn  

93005 93028 Ketone 1) nn  

93006 93029 Nitrite 1) nn  

93012 – Urbi nn  nn  

93015 93037 Combi 2 1) nn  nn  

93007 93030 Combi 3 A® nn  nn  nn  nn  

93009 93032 Combi 5 nn  nn  nn  nn  nn  

93035 93036 Combi 5 N® nn  nn  nn  nn  nn  nn  

93055 – Combi 5 S nn  nn  nn  nn  nn  

93018 93078 Combi 6 nn  nn  nn  nn  nn  nn  

93013 93034 Combi 6 A nn  nn  nn  nn  nn  nn  nn  

93010 93022 Combi 7 nn  nn  nn  nn  nn  nn  nn  

– 93021 Combi 8 L nn  nn  nn  nn  nn  nn  nn  nn  

93011 93023 Combi 9® nn  nn  nn  nn  nn  nn  nn  nn  nn  

– 93056 Combi 10® nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  

93079 93058 Combi 10® L nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  

– 93060 Combi 11 nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  

93077 93067 Combi 10® SGL nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  

– 93068 URYXXON® Stick 10 2) 3) nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  

930874 – Microalbumin 3) 5) nn  nn  

Further Medi-Test urine test strips

Test strips for veterinary applications

– 930870 Combi 10® VET 4) nn  nn  nn  nn  nn  nn  nn  nn  nn  nn  

Test strips for detection of urine adulteration

93019 – Medi-Test Adulteration Stick 4) for the detection of urine adulteration prior to drugs-of-abuse tests 
with test fields for Creatinine, Glutaraldehyde, Nitrite, pH, Oxidants and Density

All products (except 4) are CE-marked according to the directive 98/79/EC 
1) suitable for patient self-testing 2) for evaluation with reflectometer URYXXON® 500 3) for evaluation with reflectometer URYXXON® Relax 4) not an IVD product (no CE-mark) 5) pack of 24 test strips

Instruments for evaluation of urine test strips URYXXON® Stick 10

93088 URYXXON® Relax, suitable for the evaluation of MT URYXXON® Stick 10

930080 URYXXON® 500, suitable for the evaluation of MT URYXXON® Stick 10

Accessories and spare parts

93038 Medi-Test Control, solution to check Medi-Test urine test strips and URYXXON® instruments

93071 Printer paper for URYXXON® 300 and URYXXON® 500, pack of 5 rolls

93074 Barcode scanner for URYXXON® instruments
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Medi-Test urine analysis

	n Urine analysis with test strips 

	n �URYXXON® Relax  
Automated urine analysis at the point of care�

	n �URYXXON® 500 
High performance urine analysis
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Easy urine analysis
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The company

Welcome to MACHEREY-NAGEL
We are pleased that you are interested in our high-quality medical test strips. This 
brochure gives you an overview over our different products and applications in the field 
of urine analysis. 

Since its foundation in 1911, the roots of MACHEREY-NAGEL are the production of 
high-quality filter papers. Since the fifties, we have developed filter papers into top 
quality test papers for laboratory use. Today, we offer the world’s largest selection of 
different test papers. Additionally, we offer a versatile program of special products for 
analytical chemistry including Chromatography, Water Analysis and Bioanalysis.

The production facilities of our test strips, as well as our company headquarter, are 
located in Düren (Germany). Local sales offices for test strips are found in Switzerland, 
France and the US.

Medical test strips
In the late seventies, MACHEREY-NAGEL started producing high-quality test strips 
for urine analysis. At that time, we were one of the first manufacturers of such test 
strips world-wide. Since then we have continuously developed the chemistry of our 
test strips. We are proud that today customers in more than 70 countries trust the 
outstanding quality of our medical test strips.

In addition, many pharmaceutical companies rely on MACHEREY-NAGEL. pH test 
strips manufactured by MN are used to monitor the dosing of different medications. 
They are CE-marked according to the IVD Directive 98/79/EC.

Certified quality
Already since 1996, MACHEREY-NAGEL is certified according to ISO 9001. Obviously, 
we are also certified according to EN ISO 13485 and fulfill the requirements of the Euro-
pean Medical Device and IVD Directives. Today, we are among the few manufacturers 
who can offer urine test strips with CE certification not only for professionals, but also 
for patient self-testing.

MACHEREY-NAGEL meets your needs
If you have any questions concerning the Medi-Test products in this catalog please 
feel free to contact us:

Technical support and customer service:

+49 24 21 969-332

Please visit our Medi-Test pages: www.mn-net.com

Germany

MACHEREY-NAGEL GmbH & Co. KG 
Valencienner Str. 11 · 52355 Düren · Germany
Tel.: +49 24 21 969-0
info@mn-net.com

Switzerland

MACHEREY-NAGEL AG
Hirsackerstr. 7 · 4702 Oensingen · Switzerland
Tel.: +41 62 388 55 00
sales-ch@mn-net.com

USA

MACHEREY-NAGEL Inc.
924 Marcon Blvd., Suite 102 · Allentown, PA 18109 · USA
Tel.: +1 888 321 62 24
sales-us@mn-net.com

France

MACHEREY-NAGEL SAS
1, rue Gutenberg – BP135 · 67720 Hoerdt Cedex · France
Tél. : +33 388 68 22 68
sales-fr@mn-net.com

	n �Urine analysis for more than 
40 years

	n �Special pH papers for the pharmaceutical 
industry

Good to know  

Certified

 We have 
been certified 
according to 
the international 

standards ISO 9001 and EN ISO 13485 
since 1996.
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Urine analysis

Urine analysis with test strips 
The use of urine test strips is acknowledged as a modern screening method in medical 
practice. With these non-invasive tests important information on the health status of 
patients is rapidly obtained. The urine sample is easily drawn and can be investigated 
immediately with a test strip. Thus one obtains results within minutes, which facilitates 
the decision on further diagnostic and therapeutic action.  

This saves considerable costs for the healthcare system and avoids unnecessary  
examinations for the patient.

Urine test strips from MACHEREY-NAGEL are especially user-friendly. Due to the high 
resistance towards ascorbic acid interferences a second testing for sensitive para
meters such as blood or glucose is unnecessary in most cases. The optimized, flexible 
shape of the test strips also allows the examination of very small amounts of urine. This 
makes urine analysis reliable and easy.

Best available vitamin C protection
The test pads for glucose and blood have the best available protection against interfer-
ences caused by vitamin C (ascorbic acid). This ensures correct results even when fruit 
juice or vitamin tablets are consumed. Eating restrictions do not apply. 

The excretion of vitamin C is harmless in itself. However, vitamin C interferes with im-
portant oxidation reactions. With many test strips this leads to false negative readings 
for blood and glucose.

The Medi-Test technology overcomes the influence of vitamin C. This ensures optimal 
and safe results for all important urine parameters.

DR S

ASC (mg/dL)

0

50

40
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YMN

Blood
(10 mg/dL)

DR S
0

400

300

200

100

YMN

Glucose
(100 mg/dL)

ASC (mg/dL)

�Concentration of vitamin C in the sample, with no effect on the results for blood and glucose in urine (mg/dL)

Safe and easy quality control – Medi-Test Control
In professional use it is recommended to confirm the performance of test strips by use 
of positive and negative control solutions. Positive and negative controls should be 
analyzed whenever a new lot of strips is started, and every 30 days to check storage 
conditions. Each laboratory should establish its own goals for adequate standards of 
performance, and should question handling and testing procedures if these standards 
are not met. Medi-Test Control are specially formulated control reagents to ensure 
optimal and convenient quality control for Medi-Test urine test strips and URYXXON® 
strip readers. 

The reagents can be used immediately without any further preparation and the large 
reagent tubes make working with Medi-Test Control particularly easy.

	n �Urine test strips offer a rapid 
survey of a patient’s health status

	n Urine chemistry – rapid and reliable

	n �Flexible strip design for small volume 
urine samples

Medi-Test Control
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URYXXON® Relax

Automated urine analysis at the point of care
The URYXXON® Relax device provides dependable urine status results to detect early 
stages of many diseases such as diabetes, kidney disease and urinary tract infections. 
Instrument-read results have long proven to be advantageous for both busy health 
care professionals and patients. URYXXON® Relax readings eliminate the subjectivity 
of visual color interpretation. The comprehensive interface options and the optimized 
printouts minimize risks associated with manual transcriptions. Reliable results can be 
obtained immediately at the point of care.

The URYXXON® Relax makes urine analysis easier and more reliable.

Technical specifications

Instrument memory 200 patient test results including name or patient ID

Interface �User: 	� Touchscreen display, alphanumeric input, password 
protection

Computer:	� USB interface for connection to PC alternatively 
RS232 interface for connection to PC 

	� USB A interface for connection of keyboard and / or 
barcode reader

Power requirements 110–240 V AC, automatic 

Battery powered operation (optional) with 6 AA batteries

Dimensions / Weight Depth: 20 cm (7.9 inches)

Width: 16 cm (6.3 inches)

Height: 7.5 cm (3.0 inches)

�Weight: 710 g (1.90 lb) (without batteries and power supply)

Operation Temperature range:	�10—40 °C (50–104 °F)

Humidity range:	� 20–80 % relative humidity, non condensing

Calibration:	� automatic, self calibrating

Capacity 50 strips per hour

CE CE labeling according to Conformity with the European IVD Regulation 
2017/746

 

	n �50 measurements/h

	n Autostart

	n High precision optics

Medi-Test URYXXON® Stick 10

Good to know  

For advanced 
connection options 
please contact 
MACHEREY-NAGEL. 
We keep you 
informed about our 
URYXXON® Relax 
Connect.
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URYXXON® Relax  (Connect)
Connected urinalysis

 n Positive patient identification (PPID) 

 n User lockout

 n QC lockout

 n Comments
* LAN / WLAN-Connectivity options require additional software provided by third parties.

Easy connection to electronic patient record *

Patient sample Data management system

User
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URYXXON® 500

High performance urine analysis
The URYXXON® 500 is an automatic reader for URYXXON® Stick 10 urine test strips. 
With a capacity of 400 strips per hour, it is ideal for use in hospitals and practices. The 
“easy-to-use-features” allow hygienic operation with hardly any training. 

The URYXXON® 500 provides dependable urine status results to detect early stages of 
many diseases such as urinary tract infection, kidney diseases or diabetes. The device 
eliminates the subjectivity of visual strip evaluation and minimizes risks associated with 
manual result transcription. 

The URYXXON® 500 makes urine analysis quicker, easier and more reliable.

Technical specifications

Instrument memory 500 patient test results including name or patient ID

Sediment 30 user defined sediment parameters

Interface User: 	� Touchscreen display, alphanumeric input, password 
protection

Computer:	� 1 x USB (type B) and 2 x RS232 interfaces for 
connection to PC

	 PS/2 interface for keyboard / ​barcode reader

Power requirements 110–250 V AC, automatic

Dimensions / ​Weight 240 x 280 mm x 150 mm (D x W x H)

3.9 kg (10.5 lb)

Operation Temperature range: 4–30 °C (39.2–86 °F)

Humidity range: 	 max. 80 % relative humidity, non condensing

Calibration: 	 automatic, self calibrating

Capacity 360 strips per hour

CE CE labeling according to Conformity with the European IVD Regulation 
2017/746

�Perfect workflow usability
	n 400 measurements/h

	n Easy to use

	n Compact design

Medi-Test URYXXON® Stick 10
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Significance of the parameters

The medical context of urine parameters
Urine test strips are indispensable tools in medical diagnostics to gain a rapid survey of 
the state of health of a patient.

Leukocytes: Symptomatic of inflammatory renal and 
urinary tract diseases

Nitrite: Bacterial infection of kidneys or urinary tract 

Blood: Serious infections of the kidneys and urinary 
tract, urolithiasis, suspected renal or bladder neoplasms

Creatinine: To supplement the albumin factor and to 
create the albumin/creatinine ratio

Urobilinogen: Acute and chronic liver parenchyma 
damage, hemolytic jaundice, pathological state of the 
intestinal tract

Bilirubin: Liver parenchyma damage, obstructive 
jaundice also for indicating biliary obstructions)

Albumin: microalbuminuria or proteinuria, positive 
results indicate incipient kidney diseases or 
cardiovascular diseases with increased mortality

Protein: Symptomatic of renal and urinary tract 
diseases

Ketones: Metabolic abnormalities, indication of 
ketoacidosis

Glucose: Early detection and supervision
of diabetes mellitus

Density: Concentration ability of kidneys, supplement 
for other parameters

pH: Useful in relation to other parameters

Urine test strips for animals – Combi 10® VET
The examination of the urine of small animals (dogs, cats, rabbits, guinea pigs etc.) 
provides valuable information for the diagnosis of urinary tract disorders and diseases. 
Ideally, a urine sample should be obtained through cystocentesis. However, the ex-
amination of spontaneous urine is often adequate for an initial diagnosis. First, all urine 
samples undergo a macroscopic examination. The urine volume, color, transparency 
and smell are evaluated.

Using Medi-Test Combi 10® VET the urine status can easily be evaluated. The leaflet de-
scribes characteristics of the individual tests for the different species. This makes urine 
analysis of small animals safe and easy. Medi-Test Reflection photometer URYXXON® 
Relax is suitable for the instrumental evaluation of Medi-Test Combi 10® VET urine 
test strips.

Medi-Test strips Mikroalbumin
Medi-Test Mikroalbumin urine test strips are for the rapid and reliable screening for early 
stages of microalbuminuria. Consequently, they allow for early intervention with the 
goal to prevent or delay nephropathy. Tests for microalbuminuria are regularly used for 
risk group patients like diabetics or patients with hypertension.

The easy test strips have two different test pads. One test pad is for creatinine and 
gives a measure of how concentrated the urine is, the other test detects albumin. The 
combination of both test pads allows the conclusion whether the results are normal or 
pathologic. The tests can easily be read using the evaluation chart in the picture that 
is also on the tube. Alternatively these test strips can be evaluated with the reflection 
photometer URYXXON® Relax.

Urine test for animals: rapid and easy

Medi-Test Mikroalbumin
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Medical parameters – Principle, evaluation, sources of error, diagnosis 

Mikroalbumin:
Principle: The test is based on the principle of the “protein error” of indicators, i. e. at 
a constantly buffered pH, albumin reacts with a tetrabromophenol sulphonephthalein 
derivative resulting in a color change from yellow-green to green-blue.

Evaluation: The color fields correspond to the following concentrations of Albumin:

10, 30, 80 and 150 mg/L albumin

Diagnosis: In combination with the test for creatinine, this test allows the calculation of 
the albumin / creatinine ratio using the interpretation table printed on the container. The 
albumin / creatinine ratios classified in the table are based on the following value ranges 
(mg albumin/g creatinine):1)

Normal:	 < 30 mg/g

Abnormal:	 30–299 mg/g (microalbuminuria)

High abnormal:	 ≥ 300 mg/g (macroalbuminuria or proteinuria)
1) Position Statement: Diabetic Nephropathy. Diabetes Care. 27. S 79-S 83 (Supplement 1), 2004

Creatinine: 
Principle: The detection is based on the reaction of creatinine with dinitrobenzoic acid. 
The resulting coloration ranges, depending on concentration, from yellow-brown to 
blue-black. 

Evaluation: The color fields correspond to the following concentrations of Creatinine:

10–50–100–200–300 mg/dL Creatinine

Diagnosis: In combination with the test for creatinine, this test allows the calculation of 
the albumin / creatinine ratio using the interpretation table printed on the container. The 
albumin / creatinine ratios classified in the table are based on the following value ranges 
(mg albumin/g creatinine):1)

Normal:	 < 30 mg/g

Abnormal:	 30–299 mg/g (microalbuminuria)

High abnormal:	 ≥ 300 mg/g (macroalbuminuria or proteinuria)
1) Position Statement: Diabetic Nephropathy. Diabetes Care. 27. S 79-S 83 (Supplement 1), 2004

Blood
Principle: The detection is based on the pseudoperoxidative activity of hemoglobin and 
myoglobin, which catalyze the oxidation of an indicator by an organic hydroperoxide, 
producing a green color.

Evaluation: The minimum sensitivity of the test strip is 4 erythrocytes/μL urine corre-
sponding to approx. 0.012 mg hemoglobin or myoglobin/dL urine. Intact erythrocytes 
are indicated by flecked discolourations of the test field. The color fields correspond to 
the following values:

0 (negative), ca. 5–10, ca. 50, ca. 250 Ery/μL, or  
a hemoglobin concentration out of ca. 10, ca. 50, ca. 250 Ery/μL.

The blood test on Medi-Test urine test strips is optimally protected against interferences 
by ascorbic acid. Normal concentrations of vitamin C (< 40 mg/dL) do not influence 
the test result. However gentisic acid still shows an inhibitory effect. Falsely positive 
reactions can be produced by a residue of peroxide-containing cleansing agents.

Diagnosis: Every positive reaction should be taken as a pathological finding requiring 
further diagnostic examinations. Hematuria (hemolysis of intact erythrocytes occurs on 
the test field), hemoglobinuria or myoglobinuria are frequently caused by:

Serious infections of the kidneys and urinary tract, kidney and bladder calculi, serious 
poisonings (e.g. benzene and aniline derivatives, chlorate, bacteria toxins, poisonous 
mushrooms and snake poison), heart attack, hemolysis after transfusion incident, cold 
hemoglobinuria or march hemoglobinuria (after strong physical exertion), different par-
oxysmal hemoglobinurias and serious hemolytic anemias.

Creatinine  mg/dL

10

30

80

150

Albumin
mg/L

*

10 50 100 200 300

Abnorm
al

Norm
al

High
abnorm

al

xx
xx

xx
	n Indicator for several serious diseases
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Medical parameters – Principle, evaluation, sources of error, diagnosis

Urobilinogen
Principle: The test paper contains a stable diazonium salt producing a reddish azo 
compound with urobilinogen.

Evaluation: Depending on the urine color concentrations from 1 mg urobilinogen/dL 
urine are indicated. 1  mg/dL is considered to be the normal excretion rate. Higher 
values are pathological. A complete absence of urobilinogen in the urine, which is like-
wise pathological, cannot be detected with the strips. The color fields correspond to 
the following urobilinogen concentrations:

normal (0–1), 2, 4, 8, 12 mg/dL or  
normal (0–17), 34, 70, 140, 200 μmol/L.

The test is inhibited by higher concentrations of formaldehyde. Longer exposure of 
the urine to light leads to lowered or falsely negative results. Higher, or falsely positive 
results, can be caused by the presence of diagnostic or therapeutic dyes in the urine. 
Larger amounts of bilirubin produce a yellow coloration.

Diagnosis: An increased urobilinogen concentration in urine is a sensitive index of liver 
dysfunction or hemolytic diseases. Urobilinogen uria is caused by e.g. virus hepatitis, 
chronic hepatitis, liver cirrhosis, infections, poisonings, congestion or carcinoma of 
liver, hemolytic, and pernicious anemina, polycythemia and pathological state of the 
intestinal tract with an increased resorbence.

Bilirubin
Principle: A red azo compound is obtained in the presence of acid by the coupling of 
bilirubin with a diazonium salt.

Evaluation: Values starting at 1.0 mg bilirubin/dL urine are indicated and should be 
interpreted as a positive finding. The color fields correspond to the following values:

0 (negative), 1 (+), 2 (++), 4 (+++) mg/dL or 
0 (negative), 17 (+), 35 (++), 70 (+++) μmol/L.

Some urine components can produce a yellow coloration of the test strip. Ascorbic 
acid and nitrite in higher concentrations inhibit the test. Longer exposure of the urine to 
light leads to lowered, or falsely negative results. Higher, or falsely positive results can 
be caused by the presence of diagnostic or therapeutic dyes in the urine.

Diagnosis: Only conjugated (water soluble) bilirubin is excreted by the kidneys. Nor-
mally bilirubin is undetectable in urine. Bilirubinuria generally indicates liver parenchyma 
damage (e.g. acute virus hepatitis and other forms of hepatitis, liver cirrhosis, toxic liver 
cell damage) or biliary obstructions (e.g. cholangitis, obstructive jaundice).

Unconjugated bilirubin, which is detectable in serum, indicating hemolytic jaundice is 
not excreted by the kidneys and is absent from urine.

Protein
Principle: The test is based on the “protein error” principle of indicators. The test zone is 
buffered to a constant pH value and changes color from yellow to greenish blue in the 
presence of albumin. Other proteins are indicated with less sensitivity.

Evaluation: The test strip detects values above 10 mg protein/dL urine. The color fields 
correspond to the following ranges of albumin concentrations:

negative, 30, 100 and 500 mg/dL or negative, 0.3, 1.0, and 5.0 g/L.

Falsely positive results are possible in strongly alkaline urine samples (pH > 9), after 
infusions with polyvinylpyrrolidone (blood substitute), after intake of medicaments con-
taining quinine, and also by disinfectant residues in the urine sampling vessel. The 
protein coloration may be masked by the presence of medical dyes (e.g. methylene 
blue) or beetroot pigments.

Diagnosis: The limit of a physiological proteinuria lies between 10 and 30 mg/dL. It 
differentiates between:

1) �Benign proteinuria is observed after physical strain, orthostatic proteinuria, with fever 
and during pregnancy. In such cases the protein excretion rate is usually normal in 
the first morning urine, however in the course of the day values can vary greatly.

2) �Extrarenal proteinuria frequently appears with acute diseases like heart insufficiency, 
colics, liver cirrhosis, plasmocytoma, and carcinomas.

xx
xx

xx

	n Detection of liver diseases

	n �In combination with bilirubin differentia-
tion between different forms of jaundice

xx
xx

xx

	n Detection of liver diseases

	n �In combination with urobilinogen 
differentiation between different forms of 
jaundice

xx
xx

xx

	n �Symptomatic of renal and urinary tract 
diseases
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3) �Renal proteinuria is caused by increased permeability of the glomerular filter and may 
indicate pyelonephritis, glomerulonephritis, tuberculosis of the kidneys, kidneys par-
ticipation at infections and poisonings, cystic kidneys, gouty kidney. Every positive 
test reaction requires further diagnostic examinations.

Nitrite
Principle: Microorganisms, which are able to reduce nitrate to nitrite, are indicated in-
directly with this test, which is based on the principle of Griess reagent. The test paper 
contains an amine and a coupling component. Diazotization and subsequent coupling 
result in a red colored azo compound. Only nitrite can produce a diazonium salt for 
coupling reaction, therefore falsely positive results are virtually impossible in this case.

Evaluation: The test detects concentrations from 0.025 mg nitrite/dL urine. A pink color 
indicates a bacterial infection of the urinary tract. The color intensity only shows the 
nitrite concentration, and does therefore not provide information about the extent of the 
infection. A negative result does not preclude an infection of the urinary tract, if bacteria, 
which cannot produce nitrite are present. Falsely negative results can be produced by 
high doses of ascorbic acid, by antibiotics therapy, and by very low nitrate concentra-
tions in urine as the result of low nitrate diet or strong dilution (diuresis). Falsely positive 
results can be caused by the presence of diagnostic or therapeutic dyes in the urine.

Diagnosis: Bacteria, which cause infections, and can produce nitrite in the urine are 
e.g. E. coli (bacteria which causes most frequently infections), Aerobic Bacteria, Citro-
bacteria, Klebsiella, Proteus, Salmonellae and in part Enterococci, Pseudomonas and 
Staphylococci. If the test is positive a microscopic examination and determination of 
susceptibility of pathogenic bacteria to chemotherapeutic agents should follow.

Ketones
Principle: The test is based on the principle of Legal’s test. Acetoacetic acid and ace-
tone form a violet colored complex with sodium nitroprusside in alkaline medium.

Evaluation: Acetoacetic acid reacts more sensitively than acetone. Values of 4 mg/dL 
of acetoacetic acid or 50 mg/dL acetone are indicated. The color fields correspond to 
the following acetoacetic acid values:

0 (negative), 25 (+), 100 (++), and 300 (+++) mg/dL or 
0 (negative), 2.5 (+), 10 (++), and 30 (+++) mmol/L.

Phenylketones in higher concentrations interfere with the test, and will produce devi-
ating colors. ß-hydroxybutyric acid (not a ketone) is not detected. Phthalein compounds 
interfere by producing a red coloration.

Diagnosis: Ketone bodies including acetoacetic acid, acetone, and ß-hydroxybutyric 
acid are only produced in the liver. Ketones in the urine are caused by an abnormal 
carbohydrate metabolism. Frequently, ketonuria is a sign of diabetic ketosis, which 
in connection with other metabolic abnormalities may cause diabetic coma. Keton-
uria may also be noted in case of insulin overdoses, starvation (e.g. slimming diet, 
calorie free diet), dangerous metabolic abnormalities during pregnancy (hyperemesis 
gravidarum), acetonemic vomiting of infants and fever caused especially by infections.

Glucose
Principle: The detection is based on the glucose oxidase-peroxidase-chromogen reac-
tion. The oxidation of glucose by atmospheric oxygen is catalyzed by glucose oxidase 
to form gluconic acid lactone and hydrogen peroxide. Peroxidase catalyzes the reaction 
of hydrogen peroxide with the chromogen. Apart from glucose, no other compound in 
urine is known to give a positive reaction.

Evaluation: Pathological glucose concentrations are indicated by a color change from 
green to bluish green. Yellow or greenish test fields should be considered negative or 
normal. All test fields which have an intensity greater than the greenish negative color 
field must be considered positive. The color fields correspond to the following ranges 
of glucose concentrations:

negative (yellow), neg. or normal (greenish), 50, 150, 500, and ≥ 1000 mg/dL or 
negative (yellow), neg. or normal (greenish), 2.8, 8.3, 27.8, and ≥ 55.5 mmol/L. 

xx
xx

xx

	n �Bacterial infection of the kidneys or 
urinary tract

xx
xx

xx

	n Early detection of ketosis /acidosis

	n Control-parameter for diabetes mellitus

xx
xx

xx

	n �Early detection of diabetes mellitus

	n Supervision of type-II-diabetes
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An inhibitory effect is produced by gentisic acid. Falsely positive reactions can also 
be produced by a residue of peroxide-containing cleansing agents. The test is not 
influenced by vitamin C.

Diagnosis: Because of the clear distinction between physiological and pathological 
glucosuria, the test is especially suitable for the detection of diabetes mellitus and for 
supervising (and self-supervising) of diabetes. Apart from diabetes mellitus, renal glu-
cosuria with increased glucose concentrations may be noted during pregnancy, and 
after a meal with excessive carbohydrates. Every positive test reaction requires further 
diagnosis.

pH value 
Principle: The test paper contains indicators, which clearly change color between pH 5 
and pH 9 (from orange to green to turquoise).

Evaluation: The pH value of fresh urine from healthy people varies between pH 5 and 
pH 7. The color scale gives a clear distinction of pH value between pH 5 and pH 9. 
The pH should always be measured in fresh urine, since bacterial decomposition may 
increase the pH of the urine to values > 9.

Diagnosis: The pH value is only of significance in relation to other parameters. More 
acid urine (lower pH values) is found in case of an increased protein metabolism, high 
fever, serious diarrhoea and metabolic acidosis (serious form of diabetes mellitus). 
Alkalinity (increased pH value) may be noted in urinary tract infections, respiratory or 
metabolic alkalosis.

Density
Principle: The test indicates the ion concentration of urine with good correlation to 
the refractometric method. Increasing ion concentrations cause a color change from 
blue-green via green to yellow.

Evaluation: The test allows determination of the urine density between 1.000 and 1.030 
with the following values:

1.000, 1.005, 1,010, 1.015, 1.020, 1.025, 1.030. 

The normal value for adults with normal intake of food and liquid is from about 1.015 to 
1.025; however, it can vary between 1.000 after extreme liquid intake, and 1.040 after 
a longer period of thirst. The density measured with test strips can vary slightly from 
value determined with other methods, since density increases due to glucose concen-
trations > 1000 mg/dL (> 56 mmol/L) are not covered. Increased protein excretion can 
result in density values, which are too high. Alkaline urines, with high contents of buffer 
substances, often show results, which are too low.

Diagnosis: In kidney diagnostics determination of the urine concentration is important 
for checking the function of the kidney parenchyma. If high liquid intake is excluded, 
a very dilute urine can indicate a substantial insufficiency of the kidneys, and also a 
lowered ability of the kidneys to concentrate the urine, which may result from diabetes 
mellitus, diabetes insipidus, hyperaldosteronism or influence of diuretic drugs.

The density of the urine yields valuable supplementary information for the evaluation 
of other test strip parameters, and thus helps to avoid misinterpretations, especially:

	n During lysis of leukocytes and erythrocytes for interpreting possible differences with 
the sedimentation results

	n For evaluation of the test fields for nitrite, protein and glucose

Especially in the  intermediate  range, between physiological and pathological results, 
the urine density can have a decisive role.

xx
xx

xx

	n �Diseases of the urogenital tract

	n Supplement for other parameters

	n Backup for microscopic results

xx
xx

xx

	n Indication of the status of the kidney

	n Information about the state of hydration
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Leukocytes
Principle: The test is based on the esterase activity of granulocytes. This enzyme splits 
a carboxylic acid ester. The alcohol component formed during this step reacts with a 
diazonium salt to form a violet dye.

Evaluation: The test detects values from about 10 leukocytes/μL urine. Discolorations, 
which can no longer be correlated to the negative test field, and weakly violet discolor-
ations after 120 seconds are to be considered positive. The color fields correspond to 
the following leukocyte concentrations: 

negative (normal), 25, 75, 500 leukocytes/μL

A diminished reaction can result for protein excretion above 500 mg/dL, and a glucose 
concentration above 2 g/dL as well as during therapy with preparations containing 
cephalexin or gentamycin. Bacteria, trichomonades and erythrocytes do not give a 
positive reaction with this test. Formaldehyde (a preservative) can cause falsely positive 
reactions. 

Excretion of bilirubin, nitrofurantoin, or other strongly colored compounds can cover 
the reaction color. For samples from female patients vaginal secretion can simulate a 
falsely positive reaction. In order to avoid falsely positive results, the urine should only 
be sampled after thorough cleaning of the genitals.

Diagnosis: An increased excretion of leukocytes in urine (leukocyturia) is an important 
symptom for infectious diseases of the kidneys and/or urinary tract (incl. the prostate). 

Leukocyturia is especially important for diagnosis of chronic pyelonephritis. Often it 
is the only symptom between acute attacks. Other causes for leukocyturia may be: 
analgetic nephropathia, glomerulopathia and intoxications, cystitis, urethritis, kidney or 
urogenital tuberculosis, fungus and trichomonade infections, gonorrhoea, urolithiasis, 
tumors with obstructions.

Ascorbic acid (Vitamin C)
Modern Medi-Test urine test strips have the best available protection against influences 
of ascorbic acid (vitamin C) in the sample. For historic reasons, many test strips still 
feature a test pad for ascorbic acid.

Principle: The detection is based on the de-coloration of Tillman‘s reagent. The blue 
colored 2,6-dichlorophenol indophenol sodium salt is reduced to the colorless leuco 
form by ascorbic acid. In the presence of ascorbic acid a color change takes place 
from blue to red.

Evaluation: The color fields correspond to the following values:

0 (negative), 10 (+), and 20 (++) mg/dL or  
0 (negative), 0.6 (+), and 1.1 (++) mmol/L.

Diagnosis: The wide spread intake of ascorbic acid (e.g. in vitamin C therapy, as a 
therapeutical ingredient and stabilizer of numerous medicaments, oxidation inhibitors 
and preservatives in food industry) causes a rapid saturation of the organism, and a 
renal excretion of the excess. Interfering ascorbic acid concentrations may be reached 
after the ingestion of fruit juice or plenty of fruit. Therefore, the ascorbic acid test zone 
minimizes falsely negative results. As with glucose detection, blood detection is also 
disturbed by low concentrations of ascorbic acid, whereas high ascorbic acid concen-
trations interfere with the nitrite and bilirubin test zones.

xx
xx

xx	n �Symptomatic of renal and urinary tract 
diseases

xx
xx

xx

	n �High concentrations may disturb other 
test fields
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93001 93024 Glucose 	n  

93025 93020 Glucose / ​Ketone  	n  	n  

93004 93027 Protein 2  	n  	n  

93005 93028 Ketone 	n  

93006 93029 Nitrite 	n  

93015 93037 Combi 2 	n  	n  

93007 93030 Combi 3 A® 	n  	n  	n  	n  

93009 93032 Combi 5 	n  	n  	n  	n  	n  

93035 93036 Combi 5 N® 	n  	n  	n  	n  	n  	n  

93055 – Combi 5 S 	n  	n  	n  	n  	n  

93018 93078 Combi 6 	n  	n  	n  	n  	n  	n  

– 93034 Combi 6 A 	n  	n  	n  	n  	n  	n  	n  

– 93022 Combi 7 	n  	n  	n  	n  	n  	n  	n  

– 93021 Combi 8 L 	n  	n  	n  	n  	n  	n  	n  	n  

930879 93023 Combi 9® 	n  	n  	n  	n  	n  	n  	n  	n  	n  

93079 93058 Combi 10® L 	n  	n  	n  	n  	n  	n  	n  	n  	n  	n  

– 93067 Combi 10® SGL 	n  	n  	n  	n  	n  	n  	n  	n  	n  	n  

– 93068 URYXXON® Stick 10 1) 2) 	n  	n  	n  	n  	n  	n  	n  	n  	n  	n  

930874 – Microalbumin 2) 3) 	n  	n  

Further Medi-Test urine test strips

Test strips for veterinary applications

– 930870 Combi 10® VET 4) 	n  	n  	n  	n  	n  	n  	n  	n  	n  	n  

All products are CE-marked according to the directive 98/79/EC 
1) for evaluation with reflectometer URYXXON® 500 2) for evaluation with reflectometer URYXXON® Relax 3) pack of 24 test strips 4) not an IVD product (no CE-mark)

Instruments for evaluation of urine test strips URYXXON® Stick 10

93088 URYXXON® Relax, fast, standardized urine analysis

930080 URYXXON® 500, automated urine analysis for medium to large sample volumes

Accessories

93038 Medi-Test Control, solution to check Medi-Test urine test strips and URYXXON® instruments

93071 Printer paper for URYXXON® 500, pack of 5 rolls

93074 Barcode scanner for URYXXON® instruments
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EC Declaration of Conformity for In-vitro-diagnostics 

according to directive 98/79/EC 

The procedure for EC declaration established a quality assurance system according to EN ISO 
9001:2008 and EN ISO 13485:2003+AC:2009. 

 

 
 

We 

 Name of manufacturer: MACHEREY-NAGEL GmbH & Co. KG 

 Address: MACHEREY-NAGEL GmbH & Co. KG 
Neumann-Neander-Strasse 6-8 
D - 52355 Dueren 
Germany 

 

confirm that the following reflectometer for professional use 

 

 Name of product Reference numbers 
 URYXXON

®
 500 930 080 

 

 Type: URINE MULTI-CONSTITUENT TEST STRIPS 

  EDMS 11-70-02-02-00 

 Registration number: DE/CA21/MACHEREY/2003/11/IVD/0005 

 

 
is manufactured in compliance with the European Directive 98/79/EC. 

 
 
 

 
 Dueren, 2013-07-30 

 
 
 
  

 i.A. D. Czyron (QA Manager) 

 
 
 



        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Valencienner Str. 11 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, production and distribution of products  

for filtration, rapid tests, water analysis, service and administration 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

 2022-05-03 (Change) 

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  
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    No.  Location  Scope 
  H 
/01 c/o MACHEREY-NAGEL GmbH & Co. KG 

Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 

Design, development, production and 
distribution of products for filtration,  
rapid tests, water analysis, service  
and administration 

/02 c/o MACHEREY-NAGEL GmbH & Co. KG 
Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/03 c/o MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 

Waste disposal 

/04 c/o MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 

Storage 

/05 c/o MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 

Production 

 

 2022-05-03    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 
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Certificate .. ®
TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1038121-1

MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Design and development, manufacture and distribution of in vitro diagnostic
test strips including self-testing devices and reflectometers used in the field
of urine, gastric and vaginal fluid analysis, as well as in vitro diagnostic
products for bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are « gi€€„ .-
management system is subject to yearly surveillance.

Report No.:
Effective date:

Expiry date:
Issue date:

«pDAktzä...
Akkreditierungsstelle
D-ZM-14169-01—02

1094054 —20

2020-05-29
2023-05-28
2022-02-16 S „

__ __VI Dipl.-ing“.
TÜV f/ernland LGA Products GmbH

Tillystraße 2 - 90431 Nürnberg - Germany

1/2

\ß

1ÜVRhernlarfd

Hoffmann
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Certificate
Quality Management System
EN ISO 13485:2016

Registration No.:

Organization:

The scope of certification also covers the following:

No.

Report No.:
Effective date:
Expiry date:
issue date:

((DAkk5

/01

/02

/03

SX 1038121-1

Valencienner Str. 11
52355 Düren
Germany

Facüüy

CIO MACHEREY-NAGEL GmbH & Co.
KG
Valencienner Str. 11
52355 Düren
Germany

c/o MACHEREY-NAGEL GmbH & Co.
KG
Neumann-Neander-Str. 6—8

52355 Düren
Germany

c/o MACHEREY-NAGEL GmbH & Co.
KG
Bahnstr. 120
52355 Düren
Germany

1094054 -20
2020-05-29
2023—05-28
2022-02-16

Deutsche
Akkreditierungsstelle
D—ZM-14169-01-02

.. ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Scope

Design and development, manufacture and
distribution of in vitro diagnostic test strips
including self-testing devices and
reflectometers used in the field of urine‚
gastric and vaginal fluid analysis, as well as
in vitro diagnostic products for bioanalytical
sample preparation.

Design and development, manufacture and
quality control of in vitro diagnostic products
for bioanalytical sample preparation.

Warehousing and logistics

TÜV RÄnlaand LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

2/2

x°“.° LGA

UV
| RhEll'l16l'fd

DbL4ng Hofimann



 



10/020 h 04 oa @ TUV. TUEV and TUV eve registered trademarks‚ Ulihsanon and apphca\lon requires pnor apprnval

EC Certificate Tüvahei„.af?d

Full Quality Assurance System
Directive 98/79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Products: Products for self-testing
— Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex lV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design—examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025-05-26

Issue date: 2022-02-16 S»

.\°“d LGA

R
bein/anod

Dipl.-Ing.
7

TÜV einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

offmann

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of2
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EC Certificate Tüvahemraftd

Full Quality Assurance System
Directive 98I79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Düren
Germany

/02 MACHEREY—NAGEL GmbH & Co. KG Warehousing and Iogistics
Bahnstr. 120
52355 Düren
Germany

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025—05-26

Issue date: 2022-02-16

TÜV R einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98I79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.
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Medi-Test Control
Solutions de contr6le n69atif et positif pour bandelettes r6actives urinaires
Medi-Test

lLqtl zsoe4 IREFI e3o 3s E 2lrc-ol

Eil

((

(

G6n6ralit6s:
Les solutions de @nlr6le [,'ledl-Test Conlrot sont desilnees e la v6rilication du bon fonctionnement des bandele(es r6aclives urinaires [.4sdi.Test et des
rdflectomOtres pour l'analys€ d'urine URYXXONt paT omparaison avec les valeufs de rdf6fence (voir tableau).
Utllisatlon reseru6e au personnel comp6t€nt.
Reactlfs:
Chaque emballage contient :

- 1 dprouvelte contenant 15 ml de r6actil Medi.Test Control N
- 1 6prouvette contenant 15 ml de r6aciif Msdi.Test Control p
Les teaclifs sont 6tes e l'emploi de compositibn.purement:chliTlquo. La solution N simule ici rtn 6chanlillon d'urlne dont les
concenlretions so ative ou nomale, La solufioir P,_lnquit une r6action @loree positive (conenlr,ations pathologiques) avec les
bandelettes urinai Clres suivants I sang, urobilinogeiio, bilirubine, protdines, nitrite, @rps ciloniques, gluiose et liurccytes,
Conseruation et staUllt6 :

Les r6actifs Medl-Test Conuol N et P non entam6s doivent 6lre @nsery6s A I'abli de la lumiAre, enfe 2 et 8 "C. Ne les congeler en aucun cas
Dans la mesure oi Ies eonsignes 6nonc6es sont respgct6es, ils se conseryentjusqu'd la dale de poremption impfim6e sur l'emballage, Aprds ouverlure,
chaque r6actif est ulilisable pendarlt pour 20 conLr6les d6 bandelettes.
D'6venluelles preclpitations dans le! s le rdsultat des mesures. si les solulions ont etd contamlnAes de quelque manidre que ce soit,
ne plus les utiliser, L€s solutions p€u €nalisations en veillant a laissef couler beaucoup d'eau du robinet,

Mode d'€mDlol :

Retirer les dptouvetLes contensnt les solutions Medi-Test control P et N du refri!drateur et attendre qu'elles aient pds la lemp6rature de la pidce Les agiter
blen e obtenir un m6lange homogAne, en dvitant toutefois la lormalion de mou se.
Ot€r ensuite le bouchon des 6prouveftes. Ne versez pas les solutions dans un autre r6clplenl. Effectuer des mesures directement dans le eprouvelt€.Pr6levor le nombre de bandeletles r6aclives urinaires n6€ssalre de la boite, R;lermer la boite imm6diatemedt apros. Eviter a" r"".r'* ie. ."illlJjilrt
av€c les dolgts.
Plonger la baMelette r6active pendant env. 1 seconde dans la solution respective en veillant e ce que toutes les zones de test soient dans le liquide. Eliminer
I excedent de liquide en lamponnent bridvement la lranche de la bandelette r6active suf du papier absorbanl. Introduke la lenguette r6aclive dans I'apoarett
conformement au mode d'emplol des r€flectomdtr€s URYXXoNo 30oisoo et URYXXONt Relax. Attendre I'achavement de l,Evaluation et rimlres.iSii".
resultats

l€s leucocytes), Le
rtance,

Se ref6ref 6galement au mode d'emploi des r6flectomdtres URYXXONo. Ne pas avaler I Eviler lout contacl av6c la peau et tes yeux I
uonseNer hors de ta portea des enfants. Rev.2o.l4.Os
Symboles :

rLort I |BEij
Num6ro Date de
d6 lot p6rempion Keleten€

0vc
2'C I

Temperature de
conseruation(2AB"C)

@c(ttr
Declatation de cmfofmite (oroduit

Diagrcstic m villo confomo e la dieclive 98t9lcEe t'li]illll"
- dlspositifs de DIV) v c'rrPrvl

Valeurs de r6fdrence: ,

Les plages ligurant dils le lableau suivant ont 6td d6lemlnees avec plusleufs lots de bandeletles 16activ€s Medi-Test Combj 1Oo SGL et URYXXONo Slick
10, et avec diFfdrents 16nectomdtres URYXXONo ll est re@mmande A chaque.laboratoire de n'utillser les v€leurs foumies qu'a til16 indicatil et d'6tablir ses
propres pafamAtres de ptdcislon

Analyte Medl'Test combi 1d SGL, vlsuel URYXxoN'silck'10 avec
uRyxxol'P 300 / URyxxolP soo / uRyxxot'I. Retax

Control N Control P Control N Control P

Sang N6galif 10.250 h6matles/pl Negatil 1G250 Ery/pl

UrobilinogCne Normal
Nomal (0 2) - 12mgtdl')

(nom-2m !mol/li)

Normal

(0.2 ms/dL)

Normal (0,2) -12 mg/dL'r

(nom.200 pmol/L)

Bilirubine Ndgatif
'l-4 mg/dl

(1+.3+)
Negatil

1.6 mg/dL
(1+-3+)

ProtOines Negatif 100-500 mg/dL Negatjl 25-500 mg/dL

N rte N6gatif Pos f N6gatjf Pos f

Corps cilonlques 'N6garit 25.300 mg/dL
(1+.3+) (2,5.30 mmoVL)

N6gaIf
5-300 ms/dL
(1+.3+) (0,5-30 mmo/L)

Glucose N6gatif-normal
50+>1000 mgidL
(27;8155.5 mmoliL)

Negalil-nomal
50-1000 mg/dL

(2,8.60 mmoVL)

pn 6-9

Densit6 1 010-1 030 1 005.1 025 1.010.1,030 1.005-'t 025

Leucocytes Negatif 25-5o0 leucocytes/pl N6gatjf 15-500 leumcytes/pl

" La zone rdaclive corespondant A I'ufoblllnogdno vko plus au brun paf rspport A l'6chelle colorim6ldque

MAoHEREY.NAGEL GmbH & co KG Neumann.NeEndeFstr 6-8 52355 D0ren (Allenagne) TCI +49 (0) 24 21 96 90 Fry +49 (0) 24 21 96 91 sg
E-mailisales-de@mn-nel.com \W.mn.neloom



        
 
 

 

 
 

  

Certificate 
 

  Specialized Waste Management  Company 
 

Certificate Registration No.: 01 400 0114    (Certificate for Decoration) 

 

 

On 2022-03-11 TÜV Rheinland Cert GmbH carried out a voluntary inspection on the  

premises of 

 
MACHEREY-NAGEL  

GmbH & Co. KG 

Valencienner Straße 11 

D- 52355 Düren 

 

 
as part of a repeat audit with regard to the criteria contained in the Ordinance on Specialized  

Waste Management Companies (EfbV) on the basis of Art. 56 and 57 KrWG. 

 

 

This Certificate is valid for 

 

 

Site 

Papiermühle 50  D- 52349 Düren 

(Waste producer number: E35828749, waste management number: E35837000) 

 

and covers the storage, treatment and disposal of waste Code no. 16 05 06*, 16 05 07* and 16 05 08* 

as stated in annex 1 of the official certificate according to annex 3 of EfbV. 

 Evidence was provided in Audit Report No. 37189536 that the above conditions have been met. 

According to Art. 22 EfbV this Certificate is valid until 2023-08-31. The next audit (at least one 

audit per year as specified in Art. 22 EfbV) will be conducted until 2023-02-28. This Certificate 

is valid only in connection with the official certificate dated from 2022-07-13 according to 

annex 3 of EfbV. 

Cologne, 2022-07-13 

 

 

 
 

_______________________________ 

TÜV Rheinland Cert GmbH 

EfbV- Certification Body 

Christoph Schmieder 

_______________________________ 

EfbV- Expert 

Thomas Nitsche 

 

 

 

www.tuv.com 
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€13 tlsslar:ati*m o1' Con'l fo*'mrlty

EC Declaration of ln-vitro Diiagnostit;

Products

ThD procedure for EC declaration ol conformity was established on the basis of a full quality assulance system
according to El\ 1SO 9001t2008 and EN ISO 13485 2A1b-ACt2O12 according io the IVD directive 98i79iEC

for

An'rex lV, excElpt chapters 4 and 6.

1.E

MACHEREY-NAGEL, GmbH & Co.

MACHEREY-NAGEL GmbH & Co
Neumann-NeandeFSitf asse 6-6
D - 52355 Dueren
Germany

Name of manufacfurer

Address:

conf.rm tl"at th{) following test srrips for professiona use

Name of product Reference numbers

Medi-Test Glucose PN 93017i 930965
Medi-Test Glucose 93001i 93024
l\4edi-Test Glucose 3 93003i 93026
lvledi-Test Glucose/Keton 93020; 93025
l\4edi-Test Protein 2 93004; 93027
l\4edi-Test Keton 93005; 93028
NnediTest Nitrit 93006i 93029
MediTest Combi 2 93015; 93037
lvledi-Tesi Urbi 93012
l\.4edl-Test Combi 3 93050
lMedi-Test Combi 3A 93007; 93030
llledi-Test Combi 5 93009; 93032
lledi-Test Combi 5N 93035i 93036
lvledl-Test Combi 55 93055
lvledi-Test Combi 6 S3018; 93078
lvledi-Test Combi 64 93013; 93034
Medi-Test Combi 7 93010i 93022
Medi-Test Combi 7L S3031
Medi-Test Combi 8L 93021
Medi'Test Combi 9 93011 ; 93023
Medi-Test Cornbi 10 93056
Medi-Test Combi '10L 93058; 93079
Medi-Test Combi '10 SGL 93067; 93077
Medi-Test URY)qON Stick 10 93068; 930872
Medi-Test Combi '11 93060; 930871
Medi-Test Mikroalbumin 930874

DF/ nterralionalt CHr

T€1.: +aS 24 21 06S'0
FBX: +ag 24 21 S69-lgg
E.mali: ln joAlhn.net.com

Iel.r +41 62 388 55 00
Faxr +41 62 388 55 05
E-mailr saleo-ch@mn-net com

Tei : +33 388 68 22 68
Faxi +33 38861 76 88
E-mail: sales'ii@nlr]-net.conl

USI

Tel: +1 4€r 621 0984
Fax: +1 484 821 1272

E mailr soles-usornn-nei,con1





Reference number. REF 930 38

Qther. calibrators and standards (CC)
EDMS 1'1-50-03:90'00

12.02.2414



:rc ilscLARA1-;s;* sF 68 FCIR i'rv
ftxrof.rrfErn Anri x til ot tl0 lvD Dk€4iiv0 lStilllc

E:G i{onfo;'ntitiitsel'}ili*ratng
!4md; Anhrtlt iil(l[rlvo fiioirlltni! 9$/?3lEG

Vr/e hereby deElare

vice (lVD)

uRvxxottt" s(lo

RFF S30 080

and complies wiih the essential fequlrements

(Annex l) ofih() IVD Directive 98/79/EC,

Ifl additlon, i[ Ine€ts the requirements accordiog to the fol-
bwing directiv(,

equlp.ient (RoHS 2)

applied hafmonized sfandards

und die Grundlegend€n Anforderungen

(Anhang l) der lVo Rjchtlinie 98,/79/EG erfilllt.

Darilberhinaus ertrrllt e5 die Arforderungen
gemdf3 der{olgenden Richtl nie

Europiiisoho Richtlinie 2011/85/EU zur Bes(,h.dnktrng de.

Velwendung bestimmler geftihrjicher Stoffe j,l Eleklro- und

E ektronikgerAten (RoHS 2)

angewandte Harmon jsiOrie Normen

DII! EN ISO 15223-1:20'3
0|! EN 62366:2008

Dll{ EN 62304:2006

DIN EN 61326-'1:20'13

0lN EN ISO 9001i2008
trlN EN ISO 1i1485:2412 + AC:2O12

tllN EN ISO 14971:2012

DIN EN 61010-1:2010

DIN EN ISO'181 13:1i2010

DIN EN ISO 18113-3:2010

DtN EN 13612:2002

DIN EN 98012008

DIN EN 61010-2-101:2003-09

LJSI

Iel,: +r 48a 821 09in
Fax +1 4e482112:,t2
E mail sale3-rJs@mn.nel,con



$C ilEG{-ARA,Ti(;;'i 0i:: SOi'iF
ancDdlIt ro l{fnct lli o{ Lrrc IVD DkF(lv9 a6,'/ fiec

jiG Kc;rfo;*ni'tiltse rkl&run6
t.m,0 A(|lrn0lll dor rvl: Rlc'llllni.l!/TljlEG

ll/€ hereby derlare thal the in vitro diagnostic medical

vice (lVD)

URYXXoN" R(tax
REF 930 88

GMDN Cade: CT943 lnstrunBnuanalyser IVD9

EDMA lvD Classilicauon: 21 aE Urine Analysel

is dlassifled ae all olher IVD aocofd ng to Annex ll of th€

E!ropean dkective 08t9/EC on in vilfo diagnostic modrcal

devices (IVDD)

a.d comp ies v./ith the essenllal requl.ements

(l\nnex l) of tho IVD Directave 98t9/EC

In add tion, it fneets the requiremonts according to the fol-

cwing direciiver

Europesn dIrc(,UvB 2011/65/EU on ihe festdalian of the u6e

of cedain hazardous sub-gtances in electfical and electron c

equipnrent (RoHS 2)

applied harmonized standards

DIN EN ISO 9001i2008
CIN EN ISO 1a485t2012 + AC;2012

DIN EN ISO 12\97112012

GMDN Code: CTg43 lnstrunente/AnalysaLoren, IVD

EDMA lVD Kassifrzietung: 21 05 Uin Analysogerdt

gemdl'3 Anhang ll der Eufopdisoheh Richuinie sBtg/EG
Uber In-vitro-Diagnoslika als soarsl/ges /yD klassifizi€rt ist

und die Grund egenden Anforderufgen
(Anhang l) der IVD Richtlinie 98/7g/EG erfulli.

D6r0befiinaus ef[llt es die Anlodelungen
gemdB der folgenden R chUinie

EuropAische Richtlinie 20'1 1/65/EU zr.rf EeschrAnkLrng der
Verwendung beslmmter geftihrllcher Sloffe in Elekiro- und

Elektronikge.dten (RoHli 2)

angewandie Harmonlsierto Normen

0lN EN 610101i2010

DIN EN ISO 18'113-1:2010

DIN EN ISO 18113-312010

DtN EN 13612t2002
DIN EN 980:2008

olN EN 61010-2-101 :2003-09

DIN EN ISO 15223'1:2013

Dlll EN 62366:2008
011,1 EN 62304i2006

DIll EN 61326-1:2013

IJSi

Tel i +1 484 821 09€4
F3x. +1 4E4821 1272

E-ma ss€s-us@rrnr-nrn com
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