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NAVOD K POUZITi

Odbérova sada pro analyzu DNA ze slin
Zdravotnicky prostredek je ve shodé s pozadavky
narizeni 2017/746 o diagnostickych zdravotnickych
prostredcich in vitro (IVDR).

Vyrobce:

DNAmeter s.r.o.

U Pergamenky 1522/2
170 00 Praha 7

Ceska republika

support@dnameter.com

» Odbérova sada je uréena pro (samo)odbér, zabaleni
a transport slin do laboratore za i¢elem analyzy
DNA.

» Odbérova sada je ur¢ena pro pouziti dospélymi
osobami.

» Vzorek slin ditéte mGze odebrat jeho zakonny
zastupce.

» Uzivatel odebere vzorek slin za pouziti dodanych
komponent v odbérove sade.

» Nejednd se o samostatné vySetreni nebo domaci
sebetestovani. Odbérova sada je ur¢ena ke sbéru
biologického materidlu pro dal$i zpracovani.

Hlaseni zavaznych nezadoucich prihod

Jakakoliv zavazna nezadouci prihoda, ke které doslo
v souvislosti se zdravotnickym prostfedkem, musi byt
hldSena vyrobcia prislusnému organu ¢lenského
statu (https:/www.sukl.cz).

Bezpecénostni opatreni

Pred (samo)odbérem slin si prosim pozorné prectéte

nize uvedena bezpecnostni opatreni:

» Nepouzivejte, pokud je baleni poskozeno, a &téte
navod k pouziti.

» Nepouzivejte po uplynuti doby pouzitelnosti.
Datum pouzitelnosti je uvedeno na obalu.

v

VSechny komponenty odbéroveé sady jsou
vyhradné pro jednorazoveé pouziti.

» Odbérovou sadu uchovavejte dlisledné mimo
dosah déti a zvifat.

v

Odbérovou sadu nepouzivejte, pokud se obsah
zkumavky vylije.

v

Nepouzitou odbérovou zkumavku zlikvidujte
v souladu s mistnimi nebo mezinarodnimi predpisy.

v

Odbeérova zkumavka obsahuje stabilizacni tekutinu
EDTA (CAS: 60-00-4).

Vyvarujte se michani obsahu zkumavky se silnymi
kyselinami, zadsadami a oxidacnimi €inidly.

NEPUTE, nedotykejte se ani neodstranujte ¢inidlo
z lahvicky.

Stabiliza¢ni tekutina v odbérové zkumavce mdze
byt skodlivd, pokud dojde k jejimu poziti.

Pri zasazeni kiize a o¢i mlze zpUsobit
podrazdéni.

Pokud se obsah zkumavky dostane do kontaktu
s kazi, omyjte zasazené misto mydlem a vodou.
PRI PODRAZDENI KUZE: Vyhledejte lékai'skou
pomoc/oSetreni.

PRI ZASAZENI OCI: N&kolik minut opatrné
vyplachujte vodou. Vyjméte kontaktni ¢ocky,
pokud jsou nasazeny a snadno vyjmutelné.
Pokud dojde k podrazdéni, pokracujte ve
vyplachovani.

PRI POZITI: Vyplachnéte Usta. Nevyvoldvejte
zvraceni.

Necitite-li se dobre, volejte TOXIKOLOGICKE
INFORMACNI STREDISKO/Iékarte. Je-li nutna
Iékarska pomoc, méjte po ruce obal nebo Stitek
vyrobku.

Bezpecnostni list odbérové zkumavky je spolu
s timto navodem k pouziti dostupny na adrese:
https://dnameter.com/bezpecnost

Varovani
@ Zkumavka obsahuije stabiliza&ni
drézdivou latku.

H319: ZpUsobuje vdzné podrazdéni o&i.
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INSTRUCTIONS FOR USE

Sample Collection Kit for DNA analysis from saliva
The medical device complies with the requirements
of Regulation 2017/746 on in vitro Diagnostic Medical
Devices (IVDR).

Manufacturer:

DNAmeter s.r.o.
U Pergamenky 1522/2
170 00 Prague 7
Czech Republic

support@dnameter.com

» The Sample Collection Kit is intended for
(self)withdrawal, packaging and transport of saliva
sample to the laboratory for analysis of DNA.

» The Sample Collection Kit is intended for use by
adults.

» A child’s saliva sample can be collected by their
legal representative.

» The user will collect the saliva sample by using the
components from the Sample Collection Kit.

» This is not a standalone examination or a home
self-test. The collection kit is intended for collecting
biological material for further processing.

Reporting of Serious Adverse Events

Any Serious Adverse Event that is related to the
Medical Device must be reported to Manufacturer
and to the competent Authority of the Member State
(https://www.sukl.cz).

Safety information

Please read carefully the Safety Information below

before the Sample (self)withdrawal:

» Do not use if the packaging is damaged and read
the Instructions for Use.

» Do not use after the Expiration Date. The Expiration
Date can be found on the packaging.

» All components of the Sample Collection Kit are
intended for single use only.

v

Always keep the Sample Collection Kit out of the
reach of children and animals.

v

Do not use the Sample Collection Kit if the content
of the tube spill out.

v

Dispose of contents/container in accordance with
local or international regulations.

v

Sample Collection Tube contains a stabilization
liquid EDTA (CAS: 60-00-4).

+ Do not mix the Sample Collection Tube reagent
with strong acids, bases, and oxidizing agents.

+ DO NOT DRINK, touch nor remove the reagent
from the Sample Collection Tube.

* The reagent present in the Sample Collection
Tube may be harmful if ingested.

May cause skin and eyes irritation.

If the content of the Sample Collection Tube
come into contact with the skin, wash the
affected area with soap and water.

EYES CONTAMINATION: Rinse carefully with
water for several minutes. Remove contact
lenses, if using, and if easily removable.

If irritated, continue rinsing.

IF SWALLOWED: Rinse your mouth. Do not
induce vomiting.

If you feel unwell calla POISON CENTER/Doctor.
If medical help is required have the product
packaging or label on hand.

The Safety Data Sheet, along with these Instructions
for Use, is available at:
https://dnameter.com/safety

Warning
< : > The Sample Collection Tube contains
a stabilizing irritant substance.

H319: Causes serious eye irritation.
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Obsah baleni

» odbérova zkumavka —1ks
» saCek —1ks

» obyCejna tuzka —1ks

» ndvod k pouziti —1ks

» obalka —1ks
V pfipadé odeslani vzorku transportni spole¢nosti.

Postup odbéru vzorku

Pied odbérem slin si diikladné vyplachnéte Gsta
vodou. Poté 15 minut nejezte, nepijte, nekurte ani
nezvykejte zvykacku. Dbejte zvysené hygieny po
celou dobu manipulace s odbérovou sadou.

1. Video instrukce popisujici odbér vzorku jsou
k dispozici na Portale, kde si vytvofrite svij
uzivatelsky ucet a po provedeni analyzy zde
naleznete své vysledky.

Navstivte adresu:
https://dnameter.com/start

Pred odebranim vzorku provedte prvni krok -
zaregistrujte se!

2. Krabi¢ku si uschovejte na pozdéji - obsahuje
identifika¢ni ¢islo Vaseho vzorku a poslouzi Vam
také pro jeho skladovani.

3. Prilozenou tuzkou si zaznamenejte datum odbéru
vzorku.

4. Odbér vzorku slin:

POZOR: odbérova zkumavka obsahuje
stabiliza¢ni kapalinu, dejte pozor, aby se nevylila!
Ctéte pozorné bezpeénostni informace uvedené
v tomto navodu!

Odsroubujte vicko zkumavky a nasroubovanim
upevneéte trychtyrek.

5. V Ustech nashromazdéte vétsi mnozstvi slin
a volné je vypustte do trychtyrku. Pokud sliny
neprotékaji do zkumavky, trychtyrek mirné
pootocte. Zavzdusnénim se odstrani podtlak.
Pri manipulaci dbejte zvySené opatrnosti,
aby nedoslo k vyliti kapalin.

Zkumavku naplfte slinami bez bublinek po
vyznac¢enou zénu. Neprekracujte horni rysku MAX

6. OdSroubujte trychtyrek a zaSroubujte zpét vicko
zkumavky.

7. Zkumavku se slinami protfepejte, aby se spojila
stabiliza¢ni kapalina se slinami.

8. Zkumavku se vzorkem vlozte do prilozeného
sacku a ulozte zpét do krabicky odbérové sady,
kterou uzavrete a skladujte v lednici pri teploté
2-8 °C. Nevkladejte vzorek do mrazaku!

9. Odevzdejte vzorek do 48 hodin - nasledujte
instrukce na Portalu
(https://dnameter.com/start).

Do DNAmeter sbéromatu se odevzdava pouze
vzorek zabaleny do sa¢ku. Papirovou krabi¢ku si
ponechte.

Posilate-li vzorek pfepravni spole¢nosti,
ulozte vzorek v sa¢ku do obalky a objednejte si
prfepravu.

Package contents:

» Sample Collection Tube —1pc
» Bag—-1pc

» Pencil —1pc

» Instructions for Use —1pc

» Envelope —1pc
In case of sending the Sample by the
shipping company.

Procedure for Sample Collection

Rinse your mouth thoroughly with water before
collecting saliva. Afterwards, do not eat, drink,
smoke or chew gum for at least 15 minutes.
Maintain good hygiene at all times while using the
Sample Collection Kit.

1. Video instructions describing the process of
Sample collection are available on the Portal,
where you create your User Account and find
your results after the analysis is completed.

Go to:
https://dnameter.com/start

Before collecting the Sample, complete the first
step — register yourself!

2. Keep the box for later — it contains the
identification number of your sample and will also
serve for its storage.

3. Use the provided pencil to record the Sample
Collection Date.

4. Saliva Sample Withdrawal:

WARNING: the Sample Collection Tube
contains the stabilising liquid, be careful not to
spill it! Read the Safety Information provided in
this Instructions for Use!

Unscrew the cap of the Sample Collection Tube
and attach the funnel by screwing it on.

5. Collect a larger amount of saliva in your mouth
and release it freely into the funnel. If the saliva
does not flow into the tube, turn the funnel slight-
ly. Aeration will remove the vacuum. Take extra
care when handling to avoid spilling liquids.

Fill the tube with saliva without bubbles up to the
marked zone. Do not exceed the upper MAX mark.

6. Unscrew the funnel and screw the Sample
Collection Tube cap back on.

7. Shake the Sample Collection Tube with saliva to
mix the stabilization liquid with the saliva.

8. Insert the Sample Collection Tube with the
Sample into the provided bag, then place the bag
back into the Sample Collection Kit’s box.

Close the box and store it in the refrigerator at
a temperature of 2—-8 °C. Do not store the
Sample in the freezer!

9. Hand over your Sample within 48 hours - follow
the Instructions on the Portal
(https://dnameter.com/start).

Return your Sample into the DNAmeter Kiosk
packaged in the plastic bag. You do not need the
paper box.

If you are sending the Sample via a shipping
company, place the sample in a plastic bag inside
an envelope and arrange the shipment.

vyplachnéte

si Usta vodou
rinse your mouth
with water
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provedou procesem odbéru vzorku.

Registrace a podrobné video navody, které Vas

Registration and detailed video tutorials to guide /

you through the process of Sample collection.
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Datum vydani Navodu k pouziti: 7. dubna 2025

Date of release of Instructions for Use: 7 April 2025
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