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NAVOD K POUZITI

Odbérova sada pro analyzu DNA z kapky krve
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 kapek
krve z prstu, zabalenia transport krve do
laboratore za i¢elem analyzy DNA.

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

» Vzorek krve z prstu ditéte mUze odebrat jeho
zékonny zastupce. POZOR: Lanceta je uréena pro
odbér krve u déti starSich 8 let!

» Uzivatel odebere vzorek krve z prstu za pouziti
dodanych komponent v odbérové sadé.

» Nejedna se o samostatné vySetfeni nebo domaci

sebetestovani. Odbérova sada je urcena ke sbéru
biologického materialu pro dalsi zpracovani.

Hlaseni zavaznych nezadoucich prihod

Jakakoliv zavazna nezadouci pfihoda, ke které doslo

v souvislosti se zdravotnickym prostfedkem, musi

byt hlaSena vyrobcia prislusnému organu ¢lenského

statu (https:/www.sukl.cz).

Bezpecénostni opatreni

Pred (samo)odbérem krve z prstu si prosim pozorné

prectéte nize uvedend bezpecnostni opatrent:

» Nepouzivejte, pokud je baleni poskozeno a Ctéte
névod k pouziti.

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

v

V8echny komponenty odbérové sady jsou
vyhradné pro jednordzové pouziti.

» Odbérovou sadu uchovavejte disledné mimo
dosah déti a zvirat.

v

Pouziti testu konzultujte se svym oSetfujicim
|ékarem, pokud trpite poruchou srazlivosti krve,
jste téhotna nebo kojite.

v

Nedotykejte se vyznaéenych kruhti pro umisténi
vzorku krve uvnitf odbérové karty.

» Odbérova karta neobsahuje smési klasifikované
jako nebezpecéné podle nafizeni (ES) ¢.1272/2008.

v

Pouzitou, nepouzitou nebo jinak nevyhovujici
odbérovou kartu Ize vyhodit do smésného odpadu.

v

Nepouzivejte lancetu, pokud ochranny uzavér
lancety nechrani jeji ostfi.

POZOR: LANCETA JE URCENA PRO
JEDNORAZOVE POUZITI! V pripadé potieby
pouzijte nahradni lancetu.

v

Lanceta je sterilizovdna ozafovanim.

v

v

Pri manipulaci s lancetou dejte pozor, abyste
neaktivovali ostfi stiskem horniho tlac¢itka lancety.

v

Ochranny kryt lancety, ktery chrani ostfi, sejméte
tahem nahoru.

v

Hrot lancety, ktery zpUsobi vpich a nésledné lehké
krvaceni v misté vpichu, se aktivuje zmacknutim
tla¢itka na horni strané lancety.

v

Pouzitou, nepouzitou nebo jinak nevyhovujici
lancetu zlikvidujte jako nebezpecny odpad,
koéd 18 0101 dle platné legislativy a predpisu.

v

Pokud po pouziti lancety zaznamenate neustavajici
krvaceni, otoky nebo znamky infekce, vyhledejte
|ékarskou pomoc.

v

Lancety jsou pfi spravném pouzivani obecné
bezpecné. Je dllezité dbat opatrnostia dodrzovat
pokyny k pouziti. Mate-li obavy nebo dotazy
tykajici se pouzivani lancety, poradte se se svym
Iékarem.

Tento navod k pouziti, spolus navodem k pouziti
lancety, je dostupny na adrese:
https:/dnameter.com/bezpecnost

RejstFik symboll

Ctéte navod k pouziti

Nepouzivat opétovné

Nepouzivat, jestlize je baleni poskozeno,
a C¢téte navod k pouziti.
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INSTRUCTIONS FOR USE

Sample Collection Kit for DNA analysis from
ablood drop

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 of blood drops from fingertip,
packaging and transport of blood sample to the
laboratory for analysis of DNA.

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

» A child’s blood sample from a fingertip can be
collected by their legal representative. WARNING:
The Lancet Device is intended for blood sample
collection from children aged 8 years and older!

» The user will collect the blood sample from
fingertip 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.

v

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

Consult your physician before using the test if you
have a blood clotting disorder, are pregnant, or
breastfeeding.

v

Do not touch the marked circles for blood sample
placement inside the Collection Card.

v

The Collection Card does not contain mixtures
classified as hazardous according to Regulation
(EC)No 1272/2008.

Used, unused, or otherwise unsuitable Collection
Card can be disposed of in mixed waste.

v

» Do not use the Lancet Device if the lancet’s
protective cap does not cover its tip.

» WARNING: LANCET DEVICE IS INTENDED FOR
SINGLE USE ONLY! Use a second, replacement
Lancet Device if needed.

» Lancet Device sterilized using irradiation.

» When handling the Lancet Device, be careful not
to activate the blade by pressing the top button of
the Lancet Device.

v

Remove the protective cap that covers the blade
by pulling it upwards.

v

The Lancet Device bottom tip, which causes

a puncture and subsequent slight bleeding at the
puncture site, is activated by pressing the button
on the top of the Lancet Device.

v

Dispose of used, unused, or otherwise unsuitable
Lancet Device as hazardous waste, under code
18 0101, according to applicable legislation and
regulations.

v

If you experience persistent bleeding, swelling,
or signs of infection after using the Lancet Device,
seek medical assistance.

v

Lancet Device is generally safe when used
correctly. It is important to exercise caution and
follow the Instructions for Use. If you have any
concerns or questions regarding the use of the
Lancet Device, consult with your doctor.

The Instructions for Use, along with the Instruction
for Use of Lancet Device, is available at:
https:/dnameter.com/safety
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Obsah baleni

» odbérova karta —1ks
» lanceta — 2 ks

» sacek —1ks

» obyCejna tuzka —1ks
» navod k pouziti —1ks
» obdlka —1ks

V pripadé odeslani vzorku transportni spole¢nosti.

Postup odbéru vzorku

Dbejte zvySené hygieny po celou dobu manipulace
s odbérovou sadou. Pied odbérem, i po odbéru,
si umyjte ruce mydlem a nechte prsty chvili prohrat

proudem teplé vody. K odbéru je vhodny prstenicek

nebo prostrednicek.

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

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

Pfed odebranim vzorku provedte prvni
krok - zaregistrujte se!

2. Krabic¢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. Pro lepsi stimulaci toku krve kratce zatrepejte
rukou nebo si masirujte prst pohybem smérem
k jeho $picce.

5. POZOR: LANCETA JE URCENA PRO
JEDNORAZOVE POUZITI! V pripadé potieby
pouzijte druhou, nahradni lancetu.

Nedotykejte se tlacitka na horni strané lancety,
které aplikuje vpich. Nejprve je nutno odstranit
krytku jehly na dolni strané lancety tim, Zze kryt
sejmete tahem nahoru.

Takto pfipravenou lancetu pfitisknéte na brisko
zvoleného prstua zmacknéte horni tlacitko.

Dojde k aktivaci lancety, jejiz ostfi perforuje kizi,

a nasledné se zacne tvorit kapka krve.

6. Kapku krve naneste na odbérovou karti¢ku tak,
ze krev nechéate volné nasakovat (nedotykejte se
primo odbérové karti¢ky). Krev je nutné nanaset

opakovanym pfiblizenim prstu s kapkou krve tak,

aby se naplnily oba vyznacené kruhy az po okraj.
Masirovani prstu napomaha tvorbé kapky krve.

POZOR: Nenaplnite-li oba vyznac¢ené kruhy,
muze se stat, Z2e nebudeme schopni Vas vzorek
vyhodnotit z divodu nedostatku poskytnutého
obsahu DNA.

7. Vzorek krve, umistény na odbérové karti¢ce,
nechte alespon 2 hodiny schnout volné& na

vzduchu pfi pokojoveé teploté. Neurychlujte suseni

vystavenim horku (nepouzivejte napfr. fén na

vlasy nebo nepokladejte na topeni). Nevystavujte

mrazu (nevkladejte do mrazaku).

8. Suchou odbérovou kartu vlozte do pfilozeného
sacku a ulozte zpét do krabi¢ky odbérové sady,
kterou uzavrete a skladujte pfi pokojové teploté
15-25C.

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 prepravni spole¢nosti,
ulozte vzorek v sacku do obalky a objednejte si
prepravu.

Package contents:

» Collection Card —1pc

» Lancet Device — 2 pcs

» Bag-1pc

» Pencil-1pc

Instructions for Use —1pc

v

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

v

Procedure for Sample Collection

Maintain increased hygiene throughout the using

of the Sample Collection Kit. Before and after the
Sample collection, wash your hands with soap and let
your fingers warm up under a stream of warm water
for a while. The ring finger or middle finger is suitable
for sampling.

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. For better blood flow stimulation, shortly shake
your hand or massage your finger by moving it
toward the fingertip.

5. WARNING: LANCET DEVICE IS INTENDED FOR
SINGLE USE ONLY! Use a second, replacement
Lancet Device if needed.

Do not touch the button on the top of the Lancet
Device which applies the puncture. First, you must
remove the protective cap on the bottom side of
the Lancet Device by pulling it upwards.

Press the Lancet Device onto the fingertip and
press the button to activate the Lancet Device to
puncture the skin to produce a blood drop.

6. Apply a drop of blood onto the Collection Card,
allowing the blood to soak freely (do not touch
the Collection Card with the finger). The blood
must be applied by repeatedly bringing the finger
with the blood drop close until both marked
circles are filled to the edge. Massaging the finger
helps in the formation of a blood drop.

WARNING: If you do not fill both marked circles,
we may not be able to analyze your sample due to
insufficient provided DNA content.

7. Let the blood Sample placed on the Collection
Card dry freely for at least 2 hours at room
temperature. Do not accelerate drying by
exposing it to heat (do not use, for example,

a hairdryer or place it on a heater). Do not expose
to freezing (do not place it in the freezer).

8. Insert the dry Collection Card into the provided
bag, then place the bag back into the Sample
Collection Kit’s box. Close the box and store it at
a room temperature of 15-25 °C.

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.
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https://dnameter.com/start

Registrace a podrobné video névody, které Vas
provedou procesem odbéru vzorku.

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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