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NAVOD K POUZITI

Odbérova souprava pro transport vzorku a izolaci RNA

Bi-CoV®

Ucel pouziti:
Odbérova souprava slouzi k neinvazivnimu odbéru biologického materidlu z predni ¢asti nosu nebo z Ustni dutiny vsaknutim slin do vloZzeného tamponu a
naslednému transportu vzorku do laboratofe za G¢elem PCR diagnostiky. Alternativné Ize biologicky material odebrat i vytérem z nosohltanu / orofaryngu. Souprava
je vhodnd i pro samoodbér. Odbérovy, resp. transportni roztok v soupravé zabezpecuje postupnou dekompozici virovych partikuli, uvolnéni nukleovych kyselin
(RNA) do roztoku a jejich ochranu pred degradaci. V diagnostické laboratofi neni nutné provadét RNA izolaci, vzorek je jiz pfipraveny pro analyzu pomoci PCR.

Baleni:
10 odbéru (katalogové ¢. BI001-10) 25 odbér (katalogové ¢. BI001-25L)
25 odbérl (katalogové ¢. BI001-25)
50 odbérd (katalogové ¢. BI001-50)

Pro jeden odbér:

2ml plastova ampulka (BI001-25L: 10-13 ml plastovéd zkumavka) s 1 ml odbérového / transportniho roztoku
tampon pro odbér vzorku z pfedni ¢asti nosu nebo z dutiny Ustni (nebo vytér z nosohltanu / orofaryngu)

Navod pro odbér z piedni ¢asti nosu a odbér slin vytérem z ustni dutiny*:

G \ /
Vzorek odeslete
— \ NEBO e — do laboratofe

Bi-CoV" Odeberte vzorek z Tampon vsufite Zalomte plastovou
pfedniho nosu nebo do ampulky ty¢inku a zasroubujte
vzorek slin

Odbér z predni ¢asti nosu: Odbér z dutiny ustni (slin):
1. Pred odbérem se testovand osoba vysmrka. 1.  Minimdlné 30 minut pfed odbérem testovana si osoba nesmi Cistit
2. Otevienim obalu (roztaZzenim folie a papiru na opacné strang, nez je zuby, vyplachovat Usta, pit, jist, Zvykat ani koufit.

odbérovy tampon) vyjméte plastovou ty¢inku s tamponem. 2. Pred odbérem si testovand osoba ,popotahne” z nosu a odkasle tak,
3. Plastovou ampulku s roztokem otevfit otocenim vicka. aby se do Ustni dutiny dostal materidl i z nosohltanu a krku.
4. Tampon vloZit do hloubky 2 cm a otfit vnitfni stény nosni dirky 3x 3. Otevienim obalu (roztaZzenim folie a papiru na opacné strané, nez je

v kazdém sméru. odbérovy tampon) vyjméte plastovou tycinku s tamponem.

4. Plastovou ampulku s roztokem otevfrit otocenim vicka.

5. Tampon vloZit do Ustni dutiny do mista nasbiranych slin (na jazyku, pod
jazykem v blizkosti molard apod.) a nechat material vsaknout (pfipadné
otfit kolem patrovych oblouk).

Tampon s odebranym materidlem vsunout do ampulky s roztokem, zalomit plastovou tyéinku.#V pfipadé potieby je mozno odebrany material z ty¢inky
vyplachnout krouzivym pohybem do odbérového roztoku po dobu minimalné 10 sekund. Tyéinku je poté mozno vytdhnout 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: P¥imé pottisnéni odebiranym infekénim materidlem mize byt nebezpecné. Pii odbéru pouzivejte osobni ochranné pomicky.

*0Odbér z nosohltanu nebo orofaryngu provadét krouzivym pohybem tamponu ze zadni stény nosohltanu nebo orofaryngu.

Skladovani a dalsi informace:

PFi pouZiti do dvou mésicl od dodani muZete skladovat pfi teploté mistnosti, v ostatnich pfipadech skladuje pfi 2—-8 °C, mimo dosah pfimého
slune¢niho zareni.

Po otevieni ihned spotrebujte.

Prostfedek Ize pouZit, pokud neni obal poskozen.

Pouze pro jednorazové poufZiti.

Pouzity set zlikvidujte spolecné s infekénim odpadem.

Instrukce pro pfipravu vzorku pro provedeni PCR testu:

Vzorek je pfi prebrani do laboratofe pfipraveny k testovani pomoci PCR.

Potifebné 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 zdvainé nezadouci pfihody souvisejici s produktem (napf. zavazné zhorseni zdravotniho stavu), je nutno hlasit vyrobci a Statnimu Uradu
pro kontrolu léciv.

Vzorek je uréen pro analyzu PCR kity pro stanoveni SARS-CoV-2

Vyrobce: Bioinova, a.s.,
Videriska 1083
142 00 Praha 4 — Kr¢
www.bioinova.cz
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INSTRUCTIONS FOR USE

Kit for specimen collection, transport, and RNA isolation
Bi-CoV®

Intended Use

Bi-CoV® is a sampling kit used for a non-invasive collection of biological material from the front nose or oral cavity by soaking saliva into the inserted swab and
subsequent specimen transport to the laboratory for PCR diagnostics. Alternatively, nasopharyngeal or oropharyngeal swab specimens can be used as biological
material. The set is suitable for self-sampling. The collection and transport solution ensures a gradual decomposition of the viral particles, release of the nucleic
acids (RNA) into the solution and their protection against degradation. The sample is ready for PCR analysis without the need to perform RNA isolation in the
diagnostic laboratory.

Packaging:

10 sets (Cat. No. BI001-10) 25 sets (Cat. No. BI001-25L)
25 sets (Cat. No. BI001-25)

50 sets (Cat. No. BI001-50)

For one sampling:
- 2 ml plastic vial (BI001-25L: 10-13 ml plastic test tube) with 1 ml of collection/transport solution

- swab for sampling saliva or from the nasal walls of the nostrils (or nasopharyngeal / oropharyngeal) sampling

Instructions for sampling from the front nose or saliva collection from the oral cavity*:

—
g
Send the sample
> \ OR > > to the laboratory
Bi-CoV"* Collect the "I°"' nose Insert the swab Break the rod and
Sa"_’p 5 into the tube close the cap tightly#
or the saliva sample
Collection from the front nose: Collection from the oral cavity (saliva):
1. Before sampling, the nose should be blown. 1. Tested person must not brush teeth, use mouthwash, drink, eat, use
2. Open the package (tear the foil and paper on the opposite side from chewing gum or smoke at least 30 minutes before the sample
the sampling swab) to remove the plastic rod with the swab. collection.
3. Open the plastic tube with the solution by turning the cap. 2. The tested person sniffs and clears the throat to get mucus and saliva
4. Insert the swab 2 cm deep while rubbing gently the nasal walls of the form the nasopharynx and throat gets to the oral cavity.
nostrils 3x in each direction. 3. Open the package (tear the foil and paper on the opposite side from

the swab) to remove the plastic rod with the swab.

4. Open the plastic tube with the solution by turning the cap.

5. Insert the swab into the oral cavity to the collected saliva place (on or
under the tongue, near the molars, etc.), wipe around the palatoglossal
arches).

- 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.

ATTENTION: Direct contact with the biological material can be dangerous. While collecting the sample, use personal protective equipment.
*From nasopharynx or oropharynx, the collection is performed by a circular movement of the swab on the posterior wall of the nasopharynx or oropharynx.

Storage and other information:
- Storage possible at room temperature if used up within 2 months, in other cases store at 2-8 °C. Avoid exposure to 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:
- The sample is ready for PCR testing upon receipt in the laboratory.
- 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 incidents possibly related to the product (e.g. serious deterioration of health) shall be reported to the manufacturer and national competent
authority.
- The sample is intended for detection of SARS-CoV-2 by PCR analysis.

Manufacturer: Bioinova, a.s.,
Videnska 1083
142 00 Prague 4, Czech Republic
www.bioinova.cz
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