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Instruction for use
Navod na pouzitie

[Intended Use]

NiTi Brush for peri-implantitis is intended for mechanical debridement and cleaning of titanium dental implant surface contaminated
by osseous defect of plague, calculus or any other foreign body materials resulted from peri-implantitis, and NiTi Brush for peri-
implantitis is designed for use in dental office by dentists, dental hygienists and trained dental assistants.

[ZamySFané pouzitie]

NiTi kefka na periimplantitidu je urena na mechanicky debridement a Cistenie titanového povrchu zubného implantatu
kontaminovaného kostnym defektom moru, zubného kamena alebo inych cudzich materialov spdsobenych periimplantitidou a NiTi
kefka na periimplantitidu je ur¢ena na pouzitie v zubnej ambulancie zubnymi lekarmi, dentalnymi hygienikmi a vySkolenymi zubnymi
asistentmi.

[Indication] : Peri-implantitis disease

A\ [Side Effects] : Redness, Discomfort, Swelling

A\ [Contraindications]

-. It is contraindicated in young patient with poor attention and it can’t be used in non-implant surgery patients.

-. Usage of the device for pregnant, pediatric or elder patient, there is no safety information, please consult to specialist

[Indikécia] : Ochorenie periimplantitidy

A [Vedrajsie u€inky] : Zacervenanie, nepohodlie, opuch

A\ [Kontraindikacie]

-. Je kontraindikovany u mladych pacientov so slabou pozornostou a nemozno ho pouzit u pacientov bez implantéacie.

-. Pouzitie zariadenia pre tehotné, detské alebo starSie pacientky, neexistuju ziadne bezpe¢nostné informacie, poradte sa s odbornikom

[Patient Population]

-. Ages : adult

-. Weight : Multiple

-. Patient condition : The NiTi Brush is used for patients who have dental implants.

[Populacia pacientov]

-. Vek: dospely

-. Hmotnost" Viacnasobna

-. Stav pacienta: Kefka NiTi sa pouziva pre pacientov, ktori maju zubné implantaty.

[Intended Operator]

-. Education : Expert trained who can use this medical device.

-. Knowledge : Medical Knowledge
a) Read and understand ‘westernized Arabic’ numerals when written in Calibri font
b) Can distinguish: left arm, right arm
c) Understand hygiene

-. Language : English or German (Languages offered in the instruction for use)

-. Experience : Use by dentists, dental hygienists and trained dental assistants

[ZamySFany operator]

-. Vzdelanie : VySkoleny odbornik, ktory méze pouzivat tuto zdravotnicku pomécku.
-. Vedomosti: Lekarske znalosti

a) Citajte a pochopte ,zapadné arabské* &islice, ked st napisané pismom Calibri
b) Dokaze rozlisit: lavu ruku, pravu ruku

c) Pochopit hygienu

-. Jazyk: angli¢tina alebo nem¢ina (jazyky uvedené v navode na pouZzitie)

-. Skusenosti : Pouzivaju zubari, dentalne hygienicky a vyskolené zubné asistentky

[Checklist before Use]

. Recommended temperature for operation room is 15°C~30°C.

-. The reactions of patient against or incompatibility with titanium or nickel.

. Visual inspection for breakage of package.

. Visually inspect the damage, breakage, deformation, pollution from any foreign material in NiTi Brush
. Sterilization the NiTi Brush according to the appointed sterilization method

. Preparing recommended handpiece for NiTi Brush.

-. Preparing sterile saline solution(NacCl) for irrigation and cooling.

. Preparing 3% hydrogen peroxide solution for the multiple use in one patient using one NiTi Brush

. Understanding of instruction for use.

[Kontrolny zoznam pred pouzitim]

-. Odportc¢ana teplota pre prevadzkovu miestnost je 15 C ~30 C.

. Reakcie pacienta proti titanu alebo niklu alebo ich nekompatibilita.

-. Vizualna kontrola poSkodenia obalu.

. Vizualne skontrolujte poskodenie, zlomenie, deformaciu, znecistenie akymkolvek cudzim materialom v kefke NiTi
. Sterilizujte NiTi kefku podla uréenej metédy sterilizacie

. Priprava odporu¢aného nasadca pre Stetec NiTi.

. Priprava sterilného solného roztoku (NaCl) na zavlaZzovanie a chladenie.

-. Priprava 3% roztoku peroxidu vodika na viacnasobné pouzitie u jedného pacienta pomocou jednej NiTi kefy
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-. Pochopenie navodu na pouzitie.

[How to Use]

-. Open the outer box and pick the inner plastic box up.

. Open the inner plastic box and pick the NiTi Brush up

. Inspect the NiTi Brush for defects

. Pack the NiTi brush into the sterilization pouch

. Sterilize the NiTi Brush using autoclave.

. Attach the NiTi Brush in sterilized handpiece.

. Position the NiTi Brush to clean the targeted dental implant then clean the dental implant.
. Rinse extensively with sterile saline solution throughout the whole brushing time.

-. In case of multiple use in one patient using one NiTi Brush, it is recommended to immerse the NiTi Brush in a 3% hydrogen peroxide
solution and rinse with sterile saline before clean or debride another implant.

[Ako pouzivat]

-. Otvorte vonkajsiu krabicu a vyberte vnatornu plastovu krabicu.

-. Otvorte vnutornu plastovu Skatufu a vyberte NiTi kefu

-. Skontrolujte, ¢i kefka NiTi nema chyby

-. Zabalte NiTi kefku do steriliza¢ného vrecka

-. Sterilizujte NiTi kefu pomocou autoklavu.

-. Nasadte NiTi kefu na sterilizovany nasadec.

-. Umiestnite kefku NiTi na Cistenie cielového zubného implantatu a potom vygistite zubny implantat.

-. Pocas celej doby cistenia dékladne oplachnite sterilnym fyziologickym roztokom.

-. 'V pripade viacnasobného pouzitia u jedného pacienta s pouzitim jednej NiTi kefky sa odporu¢a ponorit NiTi kefku do 3% roztoku
peroxidu vodika a oplachnut sterilnym fyziologickym roztokom pred €istenim alebo debridenim dalSieho implantatu.

[How to connect between NiTi brush and Dental Handpiece]

-. Recommended handpiece for NiTi Brush is the CE marked rotating implant motor(handpiece).
-. Any handpiece that has the deceleration rate of “20:1” is recommended.

-. Recommended RPM for operation is 600RPM ~ 1,200RPM.

[Ako pripojit’ kefku NiTi k zubnému nasadcu]

-. Odporuc¢any nasadec pre kefku NiTi je rotaény motor implantatu s ozna¢enim CE.
-. Odportca sa akykolvek nasadec, ktory ma rychlost spomalenia ,20:1“.

-. Odporuc¢ané otacky pre prevadzku su 600 ot./min ~ 1 200 ot./min.

Prepare NiTi Brush Open the outer box Pick up the inner box Open the inner box Pick up the ICT

Prepare the sterilization Sterilization Insert the NiTi Brush to Ready for use
handpiece

A\ [Caution]
-. Only use by dentist or dental hygienist and trained dental assistants

A\ [Pozor]

-. Pouzivat iba zubar alebo dentalna hygienicka a vySkoleni zubni asistenti

A\ [Warning]

-. NiTi Brush must not be used in patients reporting reactions against or incompatibility with titanium or nickel.
. Do not use the brush in the broken inner plastic box.

. In case of damage, breakage, deformation, pollution from any foreign material in NiTi Brush, do not use it.
. NiTi Brush is non-sterile product.

. NiTi Brush must be sterilized according to the sterilization method & condition of instruction for use.

. After sterilization, use the NiTi Brush immediately without re-packing or re-storage.

. Because of the risk for cross infection from patient to patient, NiTi Brush should be discarded after use.

. NiTi Brush is for single-use only. Do not re-use the NiTi Brush.

. Do not use if expiration date has been exceeded.

. NiTi Brush must be used in accordance with the instructions for use provided by the manufacturer.

A\ [Varovanie]

-. NiTi Brush sa nesmie pouzivat u pacientov, ktori hlasia reakcie proti titanu alebo niklu alebo nekompatibilitu s titanom alebo niklom.
-. Kefu nepouzivajte v rozbitom vnutornom plastovom boxe.

-. V pripade poskodenia, rozbitia, deformacie, znec€istenia akymkolvek cudzim materialom v NiTi kefke, ju nepouzivajte.



-. NiTi Brush je nesterilny produkt.
-. NiTi kefa sa musi sterilizovat podla spésobu sterilizacie a podmienok v navode na pouzitie.

-. Po sterilizacii kefku NiTi ihned pouzite bez opatovného balenia alebo skladovania.

-. Kvdli riziku krizovej infekcie z pacienta na pacienta by sa NiTi kefka mala po pouZziti zlikvidovat.
-. Stetec NiTi je len na jedno pouzitie. Kefku NiTi nepouZivajte znova.

-. Nepouzivajte, ak bol prekro€eny datum exspiracie.
-. NiTi Brush sa musi pouzivat v sulade s navodom na pouzitie poskytnutym vyrobcom.

[Sterilization Method & Condition]

- Preparing the sterilization of NiTi Brush and sterile the NiTi Brush in accordance with bellow condition.

- Autoclaving Procedure

- Keep the NiTi Brush in the sterilization pouch (or Sterilization Wrap) to keep it clean until you use it.

Sterilization Method Autoclave
Configuration Wrap
Temperature 134 C
Pressure 2.5 bar
Exposure Time 15 minutes
Dry Time 20 minutes

[Spbdsob a stav sterilizacie]
- Priprava sterilizacie NiTi kefky a sterilizacia NiTi kefky v sulade s nizSie uvedenymi podmienkami.

- Postup autoklavovania

- Kefu NiTi uchovavajte v sterilizacnom vrecku (alebo sterilizacnom obale), aby bola Cista, kym ju nepouzijete.

[How to Disposal]

-. Manage the NiTi Brush according to the rules and guidance of the disposal for disposable medical device.

[Ako likvidovat’]

-. S NiTi kefkou zaobchadzajte podla pravidiel a pokynov pre likvidaciu jednorazovych zdravotnickych pomécok.

[How to Storage]

Sposob sterilizacie Autoklav
Konfiguracia Zabalit
Teplota 134 C
Tlak 2,5 baru
Doba vystavenia 15 minat
Cas sucha 20 min(t

- Recommended temperature for storage is 15°C~30°C.
- Recommended humidity is 1% ~ 75%

- Keep away from the sunlight.

- Do not load or store any other materials on the NiTi Brush package.

[Ako skladovat]

- Odporucana teplota na skladovanie je 15°C~30C.
- Odporucana vihkost je 1% ~ 75%
- Chrénite pred slne¢nym Ziarenim.
- Na balenie NiTi Stetca nevkladajte ani neskladujte Ziadne iné materialy.

[Expiry date]: 5 years from manufactured date.

[Datum exspiréacie]: 5 rokov od datumu vyroby.
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DOVOZCA &‘Eﬁ DISTRIBUTOR
Manufacturer: EC Representative:
HANS KOREA CO., LTD. Eunitor GmbH
314Ho, 107 Garam-ro 116beon-gil, Paju-si, Gyeonggi-do, Kennedydamm 5 40476 Disseldorf Germany
Republic of Korea info@eunitor.de
info@nitibrush.com +49 (0)211 1587 2276

T: +82-31-977-2809, F: +82-31-976-2809
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Republic of Korea info@eunitor.de

info@nitibrush.com +49 (0)211 1587 2276
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