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NAVOD K POUZITI

Odbérova souprava pro transport vzorku a izolaci DNA/RNA
Bi-Micro®

Ucel pouziti:
Odbérova souprava slouZi k odbéru biologického materidlu z rdznych anatomickych lokaci (napf. Ustni nebo nosni dutiny) vhodnym tamponem a naslednému
transportu vzorku do laboratore za uc¢elem PCR diagnostiky. Souprava je vhodna i pro samoodbér.
V diagnostické laboratofi neni nutné provadét DNA/RNA izolaci, vzorek je jiz pfipraveny pro analyzu pfitomnosti viri a nékterych bakterii pomoci PCR.
Roztok v soupravé zabezpeduje postupnou dekompozici virovych partikuli a bakterialnich bunék, uvolnéni nukleovych kyselin (DNA/RNA) do roztoku a jejich
ochranu pred degradaci. V pfipadé potieby je mozné bakterie deaktivovat okam?Zité zahtatim podle standardnich postupt laboratore.

Baleni:

10 odbéru (katalogové ¢. BIO07-10) 25 odbérl (katalogové ¢. BI007-25L)
25 odbérd (katalogové ¢. BIO07-25)

50 odbérl (katalogové ¢. BI007-50)

Pro jeden odbér:
- 2ml plastovd ampulka (BI007-25L: 10-13 ml plastova zkumavka) s 1,0 ml odbérového/transportniho roztoku
- sterilizovany tampon pro odbér vzorku z riiznych anatomickych lokaci
SloZeni:
Pfesné sloZeni je soucdsti obchodniho tajemstvi. Koncentrace chemikdlii jsou tak nizké, Ze nesplnuji kritéria pro klasifikaci v souladu s nafizenim Evropského
parlamentu a Rady (ES) ¢. 1272/2008 v platném znéni (viz Harmonizovana klasifikace).

Navod pro manipulaci s odebranym vzorkem:
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0 Vzorek odeslete
do laboratore

Tampon vsurite do ampulky Zasroubujte
a zalomte plastovou ty&inku *

- Odbér provadét krouZivym pohybem tamponu z povrchu dané anatomické lokace.

- Tampon s odebranym materidlem vsunout do ampulky s roztokem, zalomit plastovou ty&inku.*V pfipadé potieby je mozno odebrany materidl z tycinky
vyplachnout krouzivym pohybem do odbérového roztoku po dobu minimalné 10 sekund. Tyéinku je poté mozno vytahnout a zahodit. Vicko pevné
zaSroubovat, resp. zasunout.

- Ampulku oznacit a odeslat.

- Odbér vzorku je nutné provést peclivé, aby byl reprezentativni a analyzovatelny (musi jit nabrat mikropipetou).

- VYSTRAHA: Pfimé potiisnéni odebiranym infekénim materidlem miize byt nebezpeéné. Pfi odbéru pouzivejte osobni ochranné pomdicky.

Skladovani a dalsi informace:

- Skladovat Ize pfi teploté 2—8 °C, mimo dosah pfimého slunec¢niho zéreni.
- Po otevieni ihned spotfebuijte.

- Prostfedek Ize pouzit, pokud neni obal poskozen.

- Pouze pro jednorazové poufZiti.

- Pouzity set zlikvidujte spole¢né s infekénim odpadem.

Instrukce pro pfipravu vzorku pro provedeni PCR testu:
- Po odebrani vzorku nasleduje transport do laboratore, ktera vzorek kvalitativné nebo kvantitativné vyhodnoti metodou PCR.
- Potfebné mnoZstvi vzorku je mozné odebrat bez nutnosti odstranéni tamponu.
- Pro zvyseni citlivosti PCR testu doporucujeme kratkou centrifugaci (10 000 —12 000 g, 3-5 minut).
- Pfipadné zdvazné nezadouci ptihody souvisejici s produktem (napf. zavazné zhorseni zdravotniho stavu), je nutno hlasit vyrobci a Statnimu Uradu
pro kontrolu léciv.
- Uchovavejte mimo dosah déti.

Vyrobce: Bioinova, a.s.
Videriska 1083
IVD ) 142 00 Praha 4 Kré
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INSTRUCTIONS FOR USE

Kit for specimen collection, transport, and DNA/RNA isolation
Bi-Micro®

Intended Use:
Bi-Micro® is a sampling kit used for a collection of biological material from different anatomical locations (e.g. oral or nasal cavity) using the suitable swab and
subsequent specimen transport to the laboratory for PCR diagnostics. The set is also suitable for self-sampling.
It is not necessary to perform DNA/RNA isolation in the diagnostic laboratory; the sample is already prepared for PCR analysis of viruses and some bacteria.
The solution in the kit ensures the gradual decomposition of viral particles and bacterial cells, the release of nucleic acids (DNA/RNA) into the solution and their
protection from degradation. If necessary, the bacteria can be inactivated immediately by heating according to standard laboratory procedures.
Packaging:
10 sets (Cat. No. BI007-10) 25 sets (Cat. No. BI0O07-25L)
25 sets (Cat. No. BI0O07-25)
50 sets (Cat. No. BI007-50)

For one sampling:
- 2 ml plastic vial (BI007-25L: 10-13 ml plastic test tube) with 1 ml of collection/transport solution
- sterilized swab for taking a sample from different anatomical location
Ingredients:
The exact composition is part of a trade secret. The concentrations of the chemicals are so low that they do not meet the criteria for classification in accordance
with the Regulation (EC) No 1272/2008 of the European Parliament and of the Council as amended (refer to the Harmonized Classification).
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@ Send the sample
to the laboratory

Instructions for handling the collected sample:

Insert the swab into Close the
thetube and break the cap tightly
plastic rod *

- Collect the sample by a circular movement of the swab on the surface of the anatomical location.

- Insert the swab with the collected biological material into the tube with the solution, break the plastic rod. * If necessary, the collected material on the swab
can be rinsed into the collection solution by a circular movement in the solution for at least 10 seconds. The swab can then be removed and discarded. Close
the cap tightly.

- Label the tube and send it to the diagnostic laboratory.

- The sampling must be performed carefully to obtain a representative and analysable material.

- CAUTION: Direct contact with the biological material can be dangerous. While collecting the sample, use personal protective equipment.

Storage and other information:

- Store at 2—8 °C, out of direct sunlight.

- For immediate use after opening.

- The product can be used as long as the packaging is not damaged.
- For single use only.

- Dispose of the used material as infectious waste.

Instructions for sample preparation for PCR test:
- After collection, the sample is transported to the laboratory for quantitative or qualitative evaluation by PCR.
- The required amount of sample can be taken without having to remove the swab.
- To increase the sensitivity of the PCR test, a short centrifugation is recommended (10,000-12,000 g, 3-5 minutes).
- Serious events potentially related to the product (e.g. serious deterioration of health) must be reported to the manufacturer and national competent
authority (if required locally).
- Keep out of reach of children.

Manufacturer: Bioinova, a.s.
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