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Tamim

Nucleoss Dental implant Sistemi ile kullaniimak tizere, Sanlilar
Tibbi Cihazlar Med. Kim. San. Tic. Ltd. Sti tarafindan dretilen
cerrahi aletler agiz boslugunda gegici kullanim igin (bir seferde
en fazla 60 dakika) tasarlanmistir.

Endikasyonlar

Cerrahi aletler, Nucleoss Dental Implantlari igin alt veya Gist
cene kemiginde implant yeri hazirlamak, implant yerlestirmek,
tm vidalar sikmak ve ¢ikarmak icin kullanilir.

Kontraendikasyonlar

Hastayi degerlendirirken, implant restorasyon rehabilitasyonu
konusunda uygunluguna ek olarak, genellikle oral cerrahi
prosediirleri igin gecerli olan kontrendikasyonlari genel olarak
dustinmek gerekir. Bunlar: Pihtilasma bozukluklari,
antikoagilan tedavi. iyilesme veya kemik rejenarasyonu
bozukluklari, 6rnegin: dekompanse diabetes mellitus, iyilesme
ve kemik rejenerasyonu Gzerinde belirli bir etki ile doku
rejenerasyonunu tehlikeye atan metabolik veya sistemik
hastaliklar gibi iyilesme veya kemik rejenerasyonu
bozukluklari. Alkol kullanimi, sigara kullanimi ve uyusturucu
kullanimi. immUnosL‘Jpresif tedavi, 6rnegin: kemoterapi ve
radyoterapi. Enfeksiyonlar ve enflamasyonlar, 6rnegin:
periodontitis, dis eti iltihabl. Kétl agiz hijyeni. Yetersiz
motivasyon. Okliizyon ve / veya artikiilasyon bozukluklarinin
yani sira yetersiz okliizal arasi bosluk. Yetersiz alveolar siireg.
Genel ya da agiz saghdi zayif olan, genel kosullarini diizgtin bir
sekilde izleyemeyen veya organ nakilleri olan hastalarda
implant ve implant restorasyonlarina uyulmasi kontrendikedir.
Psikolojik olarak dengesiz hastalar, alkol veya uyusturucu
bagimlilan ve kot motive olmus ya da isbirligi iginde olmayan

Kanallarda kir ve/veya kalinti kalip kalmadigini kontrol edin.
Aletleri, demineralize su ile temizlik sivisi (% 1.0 Neodisher
MediZym, 30 °C) dolu ultrasonik banyoya (en az 35 kHz) 5
dakika boyunca daldirin.

Aletlerin son durulanmasi 1 dakika boyunca soguk deiyonize
su ile yapiimalidir.

Manuel Temizlik

Aletler 20 dakika boyunca bir temizleme banyosuna (Temizlik
maddesi Ureticisinin talimatlarina gére; 30°C + 3°C'de musluk
suyunda % 0.5 Neodisher MediZym ¢ozeltisi) tamamen
yerlestiriimeli ve birbirlerine degmemelidir.

Bir sinngaya bagl yikama ignesini kullanarak i¢ kanallari
temizleme sollisyonuyla yikayin. Kanallar artik kir ve/veya
kalinti igin kontrol edin.

Maruz kalma stiresinden sonra, aletlerin disini, 6zellikle
erisilmesi zor bolgeleri bir dakika boyunca, tim gérinar kir ve
kalintilar giderilinceye kadar soguk musluk suyunun altinda
yumusak kil naylon bir firca ile ovalayin.

Tum temizleme cozeltisi kalintilari giderilinceye kadar yeni
hazirlanmis saf su / yliksek saflikta su veya steril su ile en az 1
dakika boyunca durulayin.

Temizlikten sonra kir ve/veya kalintilar cihazda kalirsa, tim

Manuel Dezenfeksiyon

Deterjan dreticisinin talimatlarinda belirtilen minimum % 0.3

konsantrasyonda ve 20°C/68°F sicaklikta Cidex Opa ile bir

banyo hazirlayin ve cihazlar en az 12 dakika daldirin.

Tum ylzeylerin dezenfeksiyon ¢ozeltisiyle islandigindan emin

olun.

I kanallari, bir sinngaya bagh yikama ignesini kullanarak
iyon ¢ iyle en az (¢ kez yikayin.

hastalar da bu tiir tedavi igin uygun gor

Periodontal saghgi i olan hastalar 6nce tedavi edilmeli ve
iyilesmelerine izin verilmelidir. implantin stabilitesini tehlikeye
atmak gibi bir kemik eksikligi veya alinan kemigin dusuk kalite
olmasi durumunda, implant tedavisinden 6nce uygun kilavuziu
doku rejenerasyonu yapilmalidir. Kontrendikasyonlar arasinda
ayrica sunlar bulunur: titanyuma alerji, akut veya kronik enfektif
hastaliklar, alt akut kronik maksiller osteit, sistemik hastaliklar,
endokrin bozukluklari, mikrovaskiiler bozukluklarla sonuclanan
hastaliklar, hamilelik, emzirme, radyasyona daha 6nce maruz
kalma, hemofili, nétropeni, steroid kullanimi, diyabet mellitus,

Uygulama

Detall bilgi icin litfen Cerrahi Kilavuza bakiniz.

Onlemler

Osseointegrasyonu saglamak ve strdirmek icin kullanilan
cerrahi aletler, bu yéntemde egitilen kisilerce kullaniimalidir.
Operasyon 6ncesi sert doku ya da yumusak doku defisitleri
riskli estetik sonuclara ya da uygun olmayan implant
angtlasyonuna neden olabilir. Ameliyat 6ncesi hasta
degerlendirmesi ve cerrah, restoratif dis hekimi ve dis
laboratuvar teknisyeni arasindaki yakin isbirligi basar igin

Sterilite

Nucleoss cerrahi aletler STERIL OLMAYAN paketlerde
satiimaktadir. Kullanmadan énce, asagida belirtilen talimatlara
gore temizlenmeli, dezenfekte edilmeli ve sterilize edilmelidir.
Bu uyarilara uyulmamasi hastada enfeksiyona sebep olabilir.

NucleOSS Tekrar Kullanilabilir Cerrahi Aletler igin

Cihazlan yeni hazirlanmis saf su veya steril su ile en az 1
dakika boyunca iyice durulayin. Toplam t¢ durulama igin bu
asamay iki kez daha tekrarlayin. Suyu tekrar kullanmayin. Her
durulama igin daima yeni su kullanin.

I kanallari / Iimenini en az (i¢ kez yeni hazirlanmis saf su veya
bir sinngaya bagl yikama ignesini kullanarak steril su ile
yikayin.

Aletleri tibbi basingli hava ve temiz ve tlly birakmayan tek
kullanimlik mendiller kullanarak kurutun.

Sterilizasyona baglamadan 6nce, temizleme/dezenfeksiyondan
sonra tiim aletileri gérintir kirler, korozyon, hasarli ylzeyler ve
kontaminasyon agisindan kontrol edin ve hasarli olanlari ayirin.
Gerekirse, komple manuel temizleme ve dezenfeksiyon
iglemlerini tekrarlayin.

Set kutularinin Montaji ve Paketlenmesi

Uygun oldugunda, temizlenmis, dezenfekte edilmis ve kontrol
edilmis tibbi cihazlar monte edilmelidir.

Monte edilmis aletlerle birlikte tamamlanmis set kutulari,
"kullanima hazir" durumda sterilize edilmelidir. Bu aletlerin
sterilizasyon icin demonte edilmesine gerek yoktur.

Tek bilesen ve aletleri steril etmek igin, sterilizasyon posetlerine
yerlestirin.

Otoklav ile sterilizasyona kadar, kontamine aletler ile temasini
onlemek igin set kutusunu bir sterilizasyon posetine yerlestirin.
ABD icin: FDA onayl sterilizasyon aksesuarlarini kullanin.

Sterilizasyon
Onerilen sterilizasyon kosulu asagidaki gibidir;

Temizlik/Dezenfeksiyon ve Steri

Kullanim Noktasi

Set kutusunun (esas olarak alet plakasi) kontaminasyonunu ve
keskin frezlerle steril eldivenlerin hasar gérmesini 6nlemek igin,
cihazlarin bir ¢ift cimbiz kullanarak alinmasi tavsiye edilir.
Operasyondan hemen sonra, goriintr tim kan, viicut sivilari
ve dokular ¢ikarmak icin cihazlan akan su ile durulayin.
Temizligin gecikmesi muhtemelse, kirin kurumasini 6nlemek
igin cihazlari ilik temizleme soliisyonuna batirin.

Tasima

Mekanik hasari 6nleyin, 6r. Agir cihazlan hassas olanlarla
karistirmayin. Hem yaralanmayi énlemek hem de tibbi
cihazlarin zarar gérmesini 6nlemek icin kesici uclara ézellikle
dikkat edin.Tibbi cihazlari, mimkiin olan en kisa zamanda
temizligin yapilacagi bélgeye getirin. Proses alanina gegisin
ertelenmesi muhtemelse, tibbi cihazlan nemli bir bezle orttin
veya kirin ve / veya kalintilarin kurumasini énlemek icin tibbi
cihazlan kapali kutularda saklayin. Daha uzun gecikmeler
beklendiginde, kirin ve / veya kalintilarin kurumasini énlemek
icin cihazlari ilik bir temizleme sollisyonuna batirin.

Hazirlik ve Demontaj
Set kutulari, temizlik ve dezenfeksiyon dncesinde tamamen
demonte edilmelidir.

Manuel Temizlik, Dezenfeksiyon ve Kurutma

(On Temizleme Dahil)

On Temizleme

Ameliyattan hemen sonra, tlim gorinir kan, vicut sivilar ve
dokuyu gidermek icin cihazlan soguk akan suyla yikayin.
Temizlik gecikecekse, kirin ve birikintinin kurumasini énlemek
igin cihazlari ilik temizleme soliisyonuna batirin.

Aletlerin disini, yumusak bir naylon firga ile soguk musluk suyu
altinda, tim gordndr kir ve kalinti giderilene kadar fircalayin.
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Yontem | 1SO 17665% gore buharl i sterilizasyonu
Devir Onvakum
yon Kurallarn
Sicaklik 132°C/ 270°F
Pozlama N
Shrea | 4Dakika
OnVakum | 3 kere < 60 mbar
KunumUm ;| Kapali yerde 20 dakika
Depolama

Sterilizasyondan sonra, cihazlan kapali bir dolap veya
cekmece gibi kuru ve karanlik bir yere koyun.

Not1: Onerilen Temizleme ve Dezenfeksiyon Ajanlari

Nucleoss validasyonunda kullanilan

Temizlk ve dezenfeksiyon basamagi |qicTE

[%1.0 Neodisher MediZym, 30°C / 5 dakikal
On Temizleme:

% 0.5 Neodisher MediZym, 30°C+3°C / 20|
dakika
Manuel Temizleme

(Cidex Opa
[Minimurm efektif konsantrasyon % 0.3
[Minimurm sicakiik 20°C/68°F

Manuel Dezenfeksiyon Daidirma siresi en az 12 dakika
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Not2: Temizlik / dezenfeksiyon icin sadece zel olarak formiile
edilmis temizlik / yon ik Stre
ve konsantrasyon icin, deterjan ureticilerinin talimatlarina
uyulmalidir. Temizleme maddelerini ve dezenfektanlari
secerken, asagidaki maddeleri icermediginden emin olun:
organik, mineral ve oksitleyici asitler (minimum izin verilen pH
degeri 5), gticlti alkaliler (izin verilen maksimum pH degeri 9,
hafif alkali temizleyiciler 6nerilir), organik ¢oziiciler (6rnegin
alkoller, eterler, ketonlar, benzinler), oksidasyon maddeleri
(6rnegin hidrojen peroksit), halojenler (klorin, iyodin, bromin),
aromatik / halojenlenmis hidrokarbonlar, agir metallerin tuzlari,

Not3: Su Kalitesi; Temizlik maddelerinin ve / veya
dezenfektanlarin sulandinimasinda ve tibbi cihazlarin
durulanmast igin kullanilan suyun kalitesi dikkatle
degerlendiriimelidir. Yeni hazirlanmis saflastinimis su / yiiksek
antilmis su veya steril su ile durulama amacl (pharmacopeias'a
gbre), 10 cfu / ml'den az ve 0.25 EU / ml ile uygulanmasi
siddetle tavsiye edilir. Sert sudan elde edilen mineral kalintilar
ve mikroorganizmalar ve endotoksinler ile daha yiksek
kontaminasyon, cihazin lekelenmesine neden olabilir veya

Tekrar Kullanilabilirlik

Sik tekrarlanan islemlerin aletler tizerinde ufak etkileri vardr.
Urlin 6mriiniin sona ermesi kullanim sirasinda aginma ve
hasar ile belirlenir. Bu nedenle, hasar gérmemis ve
kirlenmemis olmalari sartiyla, aletler uygun bakim ile tekrar
kullanilabilir. Etkili Grn émrind agmis, ayrica hasarli ve / veya
kontamine olmus aletleri kullanmayin.

Kesici Aletler

luygun sekilde bakim yapildiysa ve zarar gérmemis ve
kirlenmemigse, kesici aletler maksimum 15 defaya kadar
yeniden kullanilabilir (1 kez kullanim,1 implantin
yerlestiriimesine esittir); Bu sayida kullanimin étesinde hasarl
ve / veya kontamine olmus aletlerin kullanimina izin verilmez.

[ReF] Katalog Numarasi

ad Uretici

Ambalaj Hasarl ise
Kullanmayiniz

Steril Olmayan

[tot] Lot Numarasi

& Dikkat

Kullanma Kilavuzunu
Okuyunuz
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Descriptions

Surgical instruments designed for use with the Nucleoss
Dental Implant System manufactured by Sanlilar Tibbi Cihazlar
Med. Kim. San. Tic. Ltd. Sti. are intended for transient use in
the oral cavity (no more than 60 minutes at a time).

Indications

Surgical instruments are used to prepare implant sites,
placement in the bone of the upper or lower jaw for Nucleoss
Dental Implants, to insert the implants in the sites, to tighten
and unscrew all the fixation screws.

Contraindications

When assessing the patient, in addition to his/her eligibility as
regards implant-restoration rehabilitation, it is usually
necessary to consider the contraindications that apply to oral
surgery procedures in general. These include: Clotting
disorders, anticoagulant therapy. Healing or bone regeneration
disorders such as, for example: decompensated diabetes
mellitus, metabolic or systemic diseases that compromise
tissue regeneration with a particular influence on healing and
bone regeneration. alcohol abuse, smoking and use of drugs.
Immunosuppressive therapy, such as: chemotherapy and
radiotherapy. Infections and inflammations, such as:
periodontitis, gingivitis. Poor oral hygiene. Inadequate
motivation. Occlusion and/or articulation disorders as well as
an inadequate interocclusal space. Inadequate alveolar
process.

It is contraindicated to fit implants and implant restorations in
patients with poor general or oral health, those who are unable
to monitor their general conditions properly or those who have
had organ transplants. Psychologically unstable patients,
alcohol or drug abusers, and poorly motivated or
uncooperative patients should also be considered unsuitable
for this kind of treatment. Patients with poor periodontal health
should first be treated and allowed to recover. In the presence
of a lack of bone substance or poor quality of the receiving
bone, such as to compromise the stability of the implant,
suitable guided tissue regeneration must be performed prior to
implant treatment. Contraindications also include: allergy to
titanium, acute or chronic infective diseases, sub-acute
chronic maxillary osteitis, systemic diseases, endocrine
disorders, diseases resulting in microvascular disorders,
pregnancy, breastfeeding, previous exposure to radiation,

Procedures
For detailed information please consult the Surgical Manual.

Precautions

Surgical instruments used to achieve and maintain
osseointegration should be utilized by persons trained in this
method. Pre-operative hard tissue or soft tissue deficits may
result in a compromised esthetic outcome or unfavorable
implant angulation. Pre-operative patient evaluation and close
cooperation between surgeon, restorative dentist and dental
laboratory technician is essential for success.

Sterility

Nucleoss surgical instruments are sold in NON-STERILE
packs. Before use, they must be cleaned, disinfected and
sterilised according to the instructions reported below. Failure
to follow these warnings may expose the patient to infection.

Cleaning/Disinfection and Sterilization
for NucleOSS Reusable Surgical Instruments

Point of use

To avoid contamination of the kit box (mainly the instrument
plate) and damage of the sterile gloves by the sharp drills, it is.
recommended to pick up the devices using a pair of tweezers.
Immediately after surgery, rinse the devices with running water
to remove all gross visible blood, body fluids and tissue.

If cleaning is likely to be delayed, immerse the devices in a
bath of lukewarm cleaning solution to avoid drying of soil.

Transport

Avoid mechanical damage, e.g., do not mix heavy devices with
delicate ones. Pay particular attention to cutting edges, both to
avoid injury and to avoid damage to the medical devices.

Get the medical devices to the point where cleaning is to be
performed as soon as practical. If transfer to the processing
area is likely to be delayed, consider covering the medical
devices with a damp cloth or store the medical devices in
closed boxes to avoid drying of soil and/or debris.

When longer delays are expected, immerse the devices in a
bath of a lukewarm cleaning solution to avoid drying of soil

Preparation and disassembly
Kit boxes must be disassembled completely before cleaning
and disinfection.

Manual Cleaning,
(incl. Pre-cleaning)
Pre-cleaning
Immediately after surgery, rinse the devices with cold running
water to remove all gross visible blood, body fluids and tissue.
If cleaning is likely to be delayed, immerse the devices in a
bath of lukewarm cleaning solution to avoid drying of soil.
Scrub the outer of the instruments with a soft bristled nylon
brush under cold tap water until all visible soil and debris is
removed.

fection and Drying
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Check the channels for residual soil and/or debris.

Immerse the instruments in the ultrasonic bath (at least 35
kHz) with demineralised water with a cleaning additive (1.0 %
Neodisher MediZym, 30 °C) for 5 minutes

The final rinsing of the instruments must be done with cold
deionized water for 1 minute.

Manual Cleaning

The instruments must be placed completely in a cleaning bath
(0.5 % Neodisher MediZym solution in tap water according to
the manufacturer's instructions for the cleaning agent, at
30°C+3°C) for 20 minutes, and they must not touch each
other.

Flush the internal channels with cleaning solution using the
irrigation needle connected to a syringe. Check the channels
for residual soil and/or debris.

Atter the exposure time, scrub the outer of the instruments,
especially hard-to-reach areas for one minute with a soft
bristled nylon brush under cold tap water until all visible soil
and debris is removed.

Rinse for at least 1 minute with freshly prepared purified water
/ highly purified water or sterile water until all traces of cleaning
solution are removed.

Manual Disinfection

Prepare a bath with Cidex Opa at the minimum 0.3%
concentration and 20°C/68°F temperature specified in the
detergent manufacturer's instructions and immerse the devices
for at least 12 minutes.

Flush the internal channels a minimum of three times with
disinfection solution using the irrigation needle connected to a
syringe.

IThoroughly rinse the instruments for a minimum of 1 minute
with freshly prepared purified water or sterile water. Repeat this
stage another two times, for a total of three rinses. Do not
reuse the water. Always use fresh volumes of water for each
rinse.

Flush the internal channels/lumina a minimum of three times
with freshly prepared purified water or sterile water using the
irrigation needle connected to a syringe.

Dry the instruments using medical compressed air and clean
and lint-free single-use wipes.

Aletleri tibbi basingli hava ve temiz ve tiiy birakmayan tek
kullanimiik mendiller kullanarak kurutun.

Before preparing for sterilization, check all instruments after
cleaning/disinfection for visible soil, corrosion, damaged
surfaces and contamination and sort out damaged
instruments.

Assembly and Packaging of Kit Boxes
Where appropriate, the cleaned, disinfected, and checked
medical devices should be assembled.

Complete kit boxes with assembled instruments must be
sterilized in their 'ready for use' state. There is no need to
disassemble these instruments for sterilization.

To sterilize single components and instruments, place them in
sterilization pouches.

Place the kit box in a sterilization pouch to protect from
contact with contaminated instruments until sterilization by
autoclave.

Sterilization
Recommended sterilization condition as follows;

Method Moist heat sterilization according to ISO 17665
Cycle Pre vacuum
Temperature 132°C/ 270°F
Exposure 4 nyinutes
time
Pre vacuum 3 times < 60 mbar
dryng time | 20 minutes in chamber
Storage

Atter sterilization, place the devices in a dry and dark place
such as a closed cupboard or drawer.

Note1: Recommended Cleaning and Disinfecting Agents

Cleaning and disinfection step Detergents used in Nucleoss validation

[1.0 % Neodisher Medizym, 30°C for 5

Pre-cleaning Iminutes.

[0.5 % Neodisher MediZym, at 30°C=3"C
for 20 minutes
Manual Cleaning

(Cidex Opa
IMinimurm effective concentration 0.3%
IMinimurm temperature 20°C/68°F

Manual Disinfection Immersion time at least 12 minutes
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Note2: For cleaning/disinfection only specifically formulated
cleaning/disinfection agents should be used. For time and
concentration, detergent manufacturers' instructions should be
observed.

When selecting the cleaning agents and disinfectants please
make sure that they do not contain the following ingredients:
organic, mineral and oxidizing acids (minimum permissible pH
value 5), strong alkalis (maximum permissible pH value 9,
mildly alkaline cleaners recommended), organic solvents (e.g.
alcohols, ethers, ketones, benzines), oxidation agents (e.g.
hydrogen peroxide), halogens (chlorine, iodine, bromine),
aromatic/halogenized hydrocarbons, salts of heavy metals,

Note3: Water quality; The quality of the water used for diluting
cleaning agents and/or disinfectants and for rinsing medical
devices should be carefully considered. Application of freshly
prepared purified water / highly purified water or sterile water
for rinsing purposes (according to the pharmacopeias) with
less than 10 cfu/ml and 0.25 EU/ml is highly recommended.
Mineral residues from hard water as well as higher contamina-
tion with microorganisms and endotoxins can result in staining
of the device or prevent effective cleaning and disinfection.
Reusability

Frequent processing has minor effects on the instruments. The
end of product life is normally determined by wear and
damage during use (cutting instruments are an expection; see
below). Therefore, instruments can be reused with appropriate
care, provided they are undamaged and not contaminated. Do
not use instruments beyond the effective product life cycle nor
use damaged and/or contaminated instruments.

Cutting Instruments

If appropriately cared for, and provided they are undamaged
and not contaminated, the cutting instruments can be reused
up to maximum of 15 times (1 time use = placement of 1
implant); any further use extending beyond this number of use

[rer] catalog Number ad Manufacturer

Do Not Use if Package
is Damage:

Non-Sterile

[tot] Lot Number

A\ caution

Consult Operating
Instructions
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