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Instruction for use
LietoSanas instrukcija

[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.

[Paredzétais lietojums]

NiTi birste periimplantitam ir paredzéta titana zobu implantu virsmas mehaniskai attirisanai un tiriS8anai, kas piesarnota ar méra, akmenu
vai citu periimplantita izraisitu sveSkermenu defektu, savukart NiTi Brush periimplantitam ir paredzéta lietoSanai zobarstniecibas
kabineta zobarsti, zobu higiénisti un apmaciti zobarsta paligi.

[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

[Indikacija]: periimplantita slimiba

/\ [Blakusparadibas]: apsartums, diskomforts, pietikums

A\ [Kontrindikacijas]

-. Tas ir kontrindicéts jauniem pacientiem ar vaju uzmanibu, un to nevar lietot pacientiem bez implantacijas.

-. lerices lietoSana gratniecém, bérniem vai vecaka gadagajuma pacientém, nav droSibas informacijas, ldzam konsultéties ar
specialistu

[Patient Population]

-. Ages : adult

-. Weight : Multiple

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

[Pacientu populacija]

-. Vecums: pieaugusais

-. Svars: Vairaki

-. Pacienta stavoklis: NiTi Brush tiek izmantots pacientiem, kuriem ir zobu implanti.

[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

[Paredzétais operators]

-. Izglitiba : apmacits specialists, kurs var izmantot So medicinisko ierici.

-. ZinaSanas: Medicinas zinaSanas

a) Izlasiet un saprotiet arabu ciparus ar rietumiem, ja tie ir rakstiti Calibri fonta
b) Prot atSkirt: kreiso roku, labo roku

c) Izprast higiénu

-. Valoda: anglu vai vacu (lietoSanas instrukcija piedavatas valodas)

-. Pieredze: izmanto zobarsti, zobu higiénisti un apmaciti zobarsta paligi

[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.

[Parbaudes saraksts pirms lietoSanas]

-. leteicama temperatiira operaciju telpa ir 15C ~307C.

-. Pacienta reakcijas pret titanu vai nikeli vai nesaderiba ar tiem.

-. Vizuala parbaude attieciba uz iepakojuma [Gzumu.

-. Vizuali parbaudiet NiTi Brush bojajumus, lizumus, deformacijas, piesarnojumu no jebkadiem sveskermeniem

-. Steriliz&jiet NiTi Brush saskana ar noteikto sterilizacijas metodi

-. leteicama rokas instrumenta sagatavo$ana NiTi Brush.

-. Sterila sals skiduma (NaCl) sagatavosana aptdeno$anai un dzesésanai.

-. 3% udenraza peroksida Skiduma sagatavoS$ana vairakkartejai lietoSanai vienam pacientam, izmantojot vienu NiTi otu
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-. Izpratne par lietoSanas instrukciju.

[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.

[Ka lietot]

-. Atveriet aréjo karbu un paceliet iek$&jo plastmasas karbu.

. Atveriet iekS€jo plastmasas kastiti un paceliet NiTi suku

. Parbaudiet, vai NiTi birstei nav defektu

. lesainojiet NiTi otu sterilizacijas maisina

. Sterilizéjiet NiTi Brush, izmantojot autoklavu.

. Pievienojiet NiTi otu sterilizéta rokas instrumenta.

. Novietojiet NiTi otu, lai notiritu mérka zobu implantu, péc tam notiriet zobu implantu.

. Visu suku tirisanas laiku rapigi skalojiet ar sterilu sals Skidumu.

-. Vairakkartéjas lietoSanas gadijuma vienam pacientam, izmantojot vienu NiTi otu, ieteicams NiTi otu iegremdét 3% udenraza

peroksida §kiduma un noskalot ar sterilu fiziologisko $§kidumu pirms cita implanta tiriSanas vai attiriSanas.

[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.

[Ka savienot NiTi suku un zobarstniecibas rokas instrumentu]

-. leteicamais NiTi Brush rokturis ir rotéjoSais implanta motors (rokas instruments) ar CE mark&jumu.
-. leteicams jebkurs rokturis, kura paléninajuma koeficients ir “20:1”.

-. leteicamais RPM darbibai ir 600 RPM ~ 1200 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\ [Uzmanibu]
-. lzmantojiet tikai zobarsts vai zobu higi€énists un apmacitti zobarsta paligi

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\ [Bridinajums]

-. NiTi Brush nedrikst lietot pacienti, kuri zino par reakcijam pret titanu vai nikeli vai nesaderibu ar tiem.

-. Neizmantojiet birsti saplisusaja ieks€ja plastmasas kasté.

-. Bojajumu, Iazumu, deformaciju, piesarnojuma gadijuma no jebkada NiTi birstes sveSkermena nelietojiet to.
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-. NiTi Brush ir nesterils produkts.

-. NiTi Brush ir jasterilizé saskana ar sterilizacijas metodi un lietoSanas instrukcijas nosacijumiem.

-. Péc sterilizacijas nekavéjoties izmantojiet NiTi Brush bez atkartotas iepakoSanas vai uzglabasanas.
-. Ta ka pastav risks inficéties no pacienta uz citu, NiTi birste péc lietoSanas ir jaiznicina.

-. NiTi Brush ir paredzéta tikai vienreiz€jai lietoSanai. Neizmantojiet NiTi otu atkartoti.

-. Nelietot, ja ir beidzies deriguma termins.

-. NiTi Brush jalieto saskana ar razotaja sniegtajam lietoSanas instrukcijam.

[Sterilization Method & Condition]
- Preparing the sterilization of NiTi Brush and sterile the NiTi Brush in accordance with bellow condition.
- Autoclaving Procedure

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

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

[Sterilizacijas metode un stavoklis]
- NiTi birstes sterilizacijas sagatavo$ana un NiTi birstes steriliz€éSana atbilstoSi zemak noraditajam stavoklim.
- Autoklavésanas procedira

Sterilizacijas metode Autoklavs
Konfiguracija Aptinums
Temperatdra 134 °C
Spiediens 2,5 bari
ledarbibas laiks 15 minates
Zavésanas laiks 20 minates

- Glabajiet NiTi otu sterilizacijas maisina (vai sterilizacijas iesainojuma), lai ta batu tira IT1dz lietoSanas bridim.

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

[Ka atbrivoties]
-. Parvaldiet NiTi Brush saskana ar vienreizéjas lietoSanas medicinas iericu likvidéSanas noteikumiem un noradijumiem.

[How to Storage]

- 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.

[Expiry date]: 5 years from manufactured date.

[Ka glabat]

- leteicama uzglabasanas temperattra ir 15C ~30TC.

- leteicamais mitrums ir 1% ~ 75%

- Sargat no saules gaismas.

- Neievietojiet un neuzglabajiet uz NiTi Brush iepakojuma nekadus citus materialus.

[Deriguma termins]: 5 gadi no izgatavoSanas datuma.
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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

Razotajs:
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

4 Document No.: HKIFU-001
& Revision date: 2023.05.22 (Rev. 7)

€ Dokumenta Nr.: HKIFU-001
& Parskatisanas datums: 2023.05.22. (Rev. 7)

EC Representative:
Eunitor GmbH
Kennedydamm 5 40476 Dusseldorf Germany
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