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Instruction for use
Instructiuni de utilizare

[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.

[Utilizarea prevazuta]

NiTi Brush pentru periimplantitd este destinatd pentru debridarea mecanica si curatarea suprafetei implantului dentar din titan
contaminate de defect osos de ciuma, tartru sau orice alte materiale de corp strain rezultate din periimplantita, iar NiTi Brush pentru
periimplantita este conceputa pentru utilizare in cabinet stomatologic de catre stomatologi, igienisti dentari si asistenti stomatologici
instruiti.

[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

[Indicatie] : Boala periimplantita

A\ [Efecte secundare]: roseat, disconfort, umflare

A\ [Contraindicatii]

-. Este contraindicat la pacientii tineri cu o atentie slaba si nu poate fi utilizat la pacientii fara interventii chirurgicale implantare.
-. Utilizarea dispozitivului pentru paciente gravide, pediatrice sau varstnice, nu exista informatii despre siguranta, va rugam sa consultati
un specialist

[Patient Population]

-. Ages : adult

-. Weight : Multiple

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

[Populatia de pacienti]

-. Varsta: adult

-. Greutate: Multiple

-. Starea pacientului: Peria NiTi este utilizata pentru pacientii care au implanturi dentare.

[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
¢) Understand hygiene

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

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

[Operatorul vizat]

-. Educatie: Expert instruit care poate folosi acest dispozitiv medical.

-. Cunostinte: Cunostinte medicale

a) Cititi si intelegeti cifrele ,arabe occidentalizate” atunci cand sunt scrise cu font Calibri
b) Poate distinge: bratul stang, bratul drept

c) Intelegeti igiena

-. Limba: engleza sau germana (limbi oferite Tn instructiunile de utilizare)

-. Experienta: Utilizare de catre stomatologi, igienisti dentari si asistenti dentari instruiti

[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.

[Lista de verificare Tnainte de utilizare]

. Temperatura recomandata pentru camera de operatie este de 15C ~30C.

-. Reactiile pacientului impotriva sau incompatibilitatii cu titanul sau nichelul.

-. Inspectie vizuala pentru spargerea pachetului.

-. Inspectati vizual deteriorarea, spargerea, deformarea, poluarea de la orice material strain in NiTi Brush
-. Sterilizarea periei NiTi conform metodei de sterilizare stabilite

-. Pregatirea piesei de mana recomandate pentru NiTi Brush.

-. Prepararea solutiei saline sterile (NaCl) pentru irigare si racire.
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. Prepararea solutiei de peroxid de hidrogen 3% pentru utilizare multipla la un singur pacient folosind o perie NiTi

[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.

[Cum se utilizeaza]

. Deschideti cutia exterioara si ridicati cutia interioara de plastic.

. Deschideti cutia interioara de plastic si ridicati NiTi Brush

. Inspectati peria NiTi pentru defecte

. Ambalati peria NiTi in punga de sterilizare

. Sterilizati peria NiTi folosind autoclava.

. Atasati peria NiTi in piesa de mana sterilizata.

. Pozitionati peria NiTi pentru a curata implantul dentar vizat, apoi curatati implantul dentar.

. Clatiti abundent cu solutie salina sterila pe tot parcursul periajului.

. In cazul utilizaérii multiple la un pacient folosind o perie NiTi, se recomanda scufundarea pensulei NiTi Tntr-o solutie de peroxid de

hidrogen 3% si clatirea cu solutie salina sterila inainte de curatarea sau debridarea altui implant.

[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.

[Cum se conecteaza intre peria NiTi si piesa de mana dentara]

. Piesa de mana recomandata pentru NiTi Brush este motorul rotativ al implantului (piesa de mana) marcat CE.
. Se recomanda orice piesa de mana care are o rata de decelerare de ,20:1”.
. RPM recomandat pentru functionare este de 600 RPM ~ 1.200 RPM.

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\ [Atentie]

Utilizati numai de catre stomatolog sau igienist dentar si asistenti dentari instruiti

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\ [Avertizare]

NiTi Brush nu trebuie utilizat la pacientii care raporteaza reactii impotriva sau incompatibilitati cu titanul sau nichelul.
Nu folositi peria in cutia interioara de plastic sparta.
In caz de deteriorare, spargere, deformare, poluare de la orice material strain din NiTi Brush, nu o utilizati.



-. NiTi Brush este un produs nesteril.
-. NiTi Brush trebuie sterilizat conform metodei de sterilizare si a conditiilor de utilizare.
-. Dupa sterilizare, utilizati imediat peria NiTi fara a reambala sau depozita.

-. Din cauza riscului de infectie incrucisata de la pacient la pacient, NiTi Brush trebuie aruncat dupa utilizare.
-. NiTi Brush este de unica folosinta. Nu reutilizati peria NiTi.

-. Nu utilizati daca data de expirare a fost depasita.
-. NiTi Brush trebuie utilizat in conformitate cu instructiunile de utilizare furnizate de producator.

[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

[Metoda si starea de sterilizare]
- Pregatirea sterilizarii NiTi Brush si sterilizati NiTi Brush in conformitate cu conditiile de mai jos.
- Procedura de autoclavare

- Pastrati peria NiTi in punga de sterilizare (sau folia de sterilizare) pentru a o mentine curata pana cand o utilizati.

[How to Disposal]

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

[Cum se arunca]

-. Gestionati peria NiTi conform regulilor si indrumarilor privind eliminarea dispozitivelor medicale de unica folosinta.

[How to Storage]

Sterilization Method Autoclava
Configuration Infasurati
Temperature 134 C
Pressure 2,5 bari
Exposure Time 15 minute
Dry Time 20 de minute

- 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.

[Cum se depoziteaza]

- Temperatura recomandata pentru depozitare este de 15C~30C.
- Umiditatea recomandata este de 1% ~ 75%
- A se pastra departe de lumina soarelui.

- Nu incarcati si nu depozitati alte materiale pe pachetul NiTi Brush.

[Expiry date]: 5 years from manufactured date.

[Data de expirare]: 5 ani de la data fabricatiei.
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Manufacturer:
HANS KOREA CO., LTD.

314Ho, 107 Garam-ro 116beon-gil, Paju-si, Gyeonggi-do,
Republic of Korea

info@nitibrush.com
T: +82-31-977-2809, F: +82-31-976-2809

Producator:
HANS KOREA CO., LTD.

314Ho, 107 Garam-ro 116beon-gil, Paju-si, Gyeonggi-do,
Republic of Korea

info@nitibrush.com
T: +82-31-977-2809, F: +82-31-976-2809
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EC Representative:
Eunitor GmbH
Kennedydamm 5 40476 Dusseldorf Germany

info@eunitor.de
+49 (0)211 1587 2276

Reprezentantul CE:
Eunitor GmbH
Kennedydamm 5 40476 Diisseldorf Germany

info@eunitor.de
+49 (0)211 1587 2276
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