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INTOLURANT

INSTRUCTIONS FOR USE all Food:

This sampling kit is a send-in kit for the
measurement of food specific IgG antibodies
in human capillary sample. The sample is
analysed in vitro in a specialized diagnostic
laboratory.

Content of sample sampling kit:
Material for sampling (sample sampling

pouch)

1 alcohol wipe Ce
1 band aid CE
1 swab CE

1 collection tube CE

1 transport tube

2 lancets CE

1 Strip with two Test ID / QR code labels
Written Material

1 Patient form

1 Instructions for use

Please note:

e Please read the Instructions carefully
before you begin.

o |f you have difficulties drawing sample
or if the kit is incomplete, you can contact
our customer service team with complete
confidence.

Warnings: A\

¢ Keep the kit out of reach of children.

e kit may only be used by adults over the
age of 18.

e |f you have a congenital or acquired
sample clotting disorder or take
anticoagulant medication, use the kit only
after consulting your doctor.

e The kit and especially the sterile lancets
are exclusively for your own use and may
only be used once.

e If you have problems regarding the sight
of or the taking of sample, take the sample
only in the presence of another person.

e Any serious incident that has occurred
in relation to the use of this kit shall be
reported to the manufacturer and the
competent authority of the State in which
you are living.

Do not use the kit, if you have a sample-
borne disease, e.g. Hepatitis or HIV!

Instructions:

1. [to be done: picture of patient form]
Before you start, you need to fill in the
patient for. Your test kit contains two stickers
with your unique test-ID and a QR code.
Place one sticker on the patient form.

2. If you have cold hands, wash your hands
in hot water for about a minute. Dry your
hands. Additionally, you may swing your
arm in circles for 10 times. Both actions will
increase sample circulation in your fingers.

B H‘"‘k
3. Wipe your middle or ring finger to be

punctured with the alcohol wipe. Wait a few
seconds until the finger is completely dry.

4. Remove the protective cover of the lancet
by rotating and pulling.

CAUTION: Do not use a lancet with a loose
or missing protective cover.
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5. Place your hand on a flat surface. Put the
lancet to the side of your finger tip and press
the lancet firmly against the finger, until the
lancet needle is released. CAUTION: the
lancet will only release once.
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6. We recommend that you stand up at this
stage to let the sample in your arm flow
downward. Help the sample drops come out
by massaging the finger toward the needle
puncture.
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7. Open the collection tube by removing the
cap. Transfer the sample drops into the test
tube until the sample reaches the marked

line. Standing up will help with sample flow.
Close the cap after finishing.
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8. It is very important that you fill up the
tube to the marked line, otherwise the lab
will not be able to complete the test. Use the
extra lancet if you need to puncture another
finger.
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9. Place the sticker with your unique test-ID
on the collection tube. Place the collection
tube inside the transport tube and close it.
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10. When the sample has dried for 2 hours,
put the paper in the plastic cover it arrived
in.
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11. Using a return envelope supplied by your
sales agency, the sample will be send to the
laboratory.

Icon explanation:
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Consult instructions for use.
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2°C

Storage between 2°C - 30°C.

d Manufacturer.

W Content sufficient for
<1> test.

In-vitro diagnostics.

CE ct Marking of

conformity.

E Use by.
! i} Caution.

Article number.
® Do not reuse

Batch.

GA Generic Assays GmbH,

Blankenfelde-Mahlow OT

Dahlewitz, Germany.
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Dangers
Hervorheben
Please change to "capillary blood samples"

Dangers
Hervorheben
see above, please insert picture attached

Dangers
Hervorheben
Please insert above

"CE Suppliers. Swap/band aid:  PAUL HARTMANN AG, Paul-Hartmann-Straße 12, 89522 Heidenheim, Germany; lancets: Becton, Dickinson and Company, Pottery Road, Dun Laoghaire, Co. Dublin Ireland; collection tube: SARSTEDT AG & Co. KG, Sarstedtstr. 1, 51588 Nümbrecht, Germany"


Dangers
Hervorheben
Please remove CE sign after alcohol wipe
do not change anything for band aid
Swab should be changed to "CE 0123"
do not change anything for collection tube
lancets should be cahnged to "CE 0050"


Dangers
Hervorheben
Please insert:
"• Properly dispose of used lancets and contaminated parts"


Dangers
Hervorheben
Please remove Medipan Logo and information

Dangers
Hervorheben
please change to "form"
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