Medi-Test Glucose

in vitro-diagnotics,
suitable for self-testing

Test strips for rapid detection of glucose in urine

Instructions for Use

Application

Screening test for early detection and monitoring of diabetes (diabetes
mellitus).

The test is also suitable for use

« in preventive diagnosis (screening)

« for monitoring progress or relapse during therapy

« for self-monitoring by the patient.

These urine test strips serve exclusively for detecting morbid (patho-
logical) changes in human urine.

Notes

Discuss any positive or any unclear results with your doctor. You
must also do this if this test does not give a positive result, but the
ailments persist.

If you suspect a false negative result, please repeat the test with a test
strip from an unopened container or ask your physician. Your doctor will
carry out further investigations with the usual methods in his laboratory.
In principle, individual test strip results enable definitive diagnosis and
targeted therapy only in combination with other medical findings.

Use only clean, well-rinsed containers to collect urine.

Test urine preferably immediately after collection.

Always remove only the required number of test strips. Do not touch
the test fields!

Tightly close container immediately after removal.

Do not remove the drying agent from the stopper, do not damage the
stopper.

Protect test strips from sunlight and moisture. Store the container in
a cool and dry place (do not refrigerate!) at a temperature between 4
... 30°C (39 ... 86°F). The test strips can be used up to the imprinted
expiry date if stored properly.

Always discard damaged test strips or containers.

The stopper of the test strip container contains a non-toxic drying
agent. If it is swallowed accidentally, drink plenty of water (if necessary
contact a physician).

Dispose used test strips with domestic waste (use test strips only
once!).

See below for an explanation of the symbols on box and container
label.

Store test strips out of reach of children!

Explanation of symbols

e
il

Statement of Conformity (Product corresponds
to the In-Vitro Diagnostic Medical Devices
Directive 98/79/EC of the European Union)

Please read instructions for use!
Permitted storage temperature range

{
E Use by
Batch identification
R Item number
u Manufacturer
@

Do not reuse

Information and additional notes
Principle:
Glucose: The detection is based on the glucoseoxidase-peroxi-

dase-chromogen reaction. Apart from glucose, no other compound in
urine is known to give a positive reaction.

Evaluation — Sources of error

Glucose: Pathological glucose concentrations are indicated by a
colour change from green to blue-green. Yellow to weakly green test
fields are to be considered as negative (or normal). The colour fields
correspond to the following glucose concentrations:

+ 0 (negative), 20 (normal), 50, 150, 500 and 1000 mg/dL or

+ 0 (negative), 1.1 (normal), 2.8, 8.3, 27.8 and 55.5 mmol/L.

Too low or false negative results are obtained as a result of in-
creased quantities of ascorbic acid, which occur in the urine after a
dose of vitamin C (e.g. vitamin pills, antibiotic preparations) as well
as after consumption of fruit juice. Gentisic acid also exhibits an in-
hibiting effect. False positive reactions can be caused by residues of
peroxide-containing or other cleansing agents.

Quality Control in professional use

The performance of the test strips should be confirmed by use of pos-
itive and negative control solutions. Positive and negative controls
should be analyzed once a day, whenever a new bottle of strips is
opened, 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.

Reacting substances
(Quantity resp. activity/cm? at time of impregnation)

Glucose:

Glucoseoxidase 7U
Peroxidase 1U
Tetramethylbenzidine 96 ug
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Notes

The effect of medications or their metabolites on the test is not known
in all cases. In case of doubt it is therefore recommended to consult
your physician.

Presentation: Packs of 50 and 100 test strips

Date of revision: 10/2014
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IEVEPYEIA TOU TEGT OUPWV Test procedure
MapakahoUpe va tpeite akpB®g TNV akolouBia: Follow this sequence exactly:

1. Epodlacteite pe €va poAoL e SeUTEPOAETITODEIKTEG. 1. Provide clock with second hand. Note date and time.
SNUELDOTE TNV NUEPOUNVia Katl TNV wpa. 2. Open container. Remove one test strip only. Do not touch reaction zone /test field!
2. Avoi&te To KouTi. MdpTe woéVO pia Tawvia Teot. Mnv eyyilete TG Lbveg 3. Close container tightly immediately after removing test strip.

avtidpaong / erupaveleg teot!
3. Apéowg PeTd TNV AP kAeiote §ava yepd 1o KouTi.

4. BuBiote v Tawia teot rep. 1 deutepoAerro ota oUpa. ‘OAeg oL eTudpAveleg 4. Immerse test strip in the urine for approximately 1 s. The test field must be
TOU TeOT TPEMEL va dlappaxouv pe oupa. submerged.

5. Metd ané 1o BydAaoipo tng Tawviag Tou TeoT and To deiypa oUpwv, oKourioTe 5. After removing the test strip from the urine sample, briefly dab the lateral edge on
yla Atyo v m\dyta mheupd enavw oe £va xapti. Mnv apnoete anod 1o XEpt paper. Do not put the test strip down.
vV Tawvia Tou TEOT. 6. Wait for 30 s.

6. Avapévete 30 deutepodAerta.

7. ZEKIWVHOTE TNV PETPNON: SNV ETIKETA TOU KOuTIoU Bpioketal pia oelpd 7. Start the evaluation: On the container label a color sequence for the test field can
XPWHATWV yia KaBe erudpdavela Tou TeoT. KaBe erupdavela Tou TEOT MPEMEL be found. Assign the test field to a color value of its sequence. Find a match or
va avTioTtolXel oe pia Xxpwpatikn T, Eav dev eupeBei talTion, mpémnet va select the color value that comes as close as possible to the test field.
ETUAEEETE TNV XPWHATLIKN TIUA, N oroia eival TAnolEoTepn g eTudavelag 8. Note the result and submit it to your physician at your next visit.

TOU TEOT. 9. Finish the evaluation within 60 s after immersion at the latest. Observe this time

8. INUELWOTE TO ATIOTEAETHA Kal de(ETeE TO OTOV YIATPO 0AG OTNV EMOUEVN limit, since the test field still changes its color intensity after this period.
erniokeyn.

9. Teppatiote TNV LETPNON TO ApyOTEPO 60 SEUTEPOAETTA HETA TNV EUPUOLON.

Mpoo£ETe auTOV TOV XPOVIKO TIEPLOPLOKO, SLOTL Blddopeg eTUPAVELEG TOU
Te0T AAAAZOUV KAl OTNV CUVEXELA TNV £VTAOT TOU XPWHATOG TOUG.
NetéEte TNV Taivia Tou TeoT META TRV péTpnon. Mnv Thv Xpnoiporoleite
TepIcob6TEPO and pia popd
Mnv aAN&ZeTe moTé TNV ARYn Twv Discard test strip after evaluation.
OUVIOTOHEVWV GaPHAKWV AOYw eVOg DO NOT use more than once!
AMOTEAEOUATOG AUTMV TWV TAVIDOV TEOT. Never change the intake of prescribed medication as a result of this test.






