Pro endo

PROENDO iLE TEDAVI

KULLANIM TALIMATLERI

ENDODONTIK TEDAVI iCiN PROENDO CIiHAZLARI:
PROENDO Sekillendirme Aletleri (PSX, PS1, PS2)
PROENDO Bitis Aletleri (PF1, PF2, PF3)

TANIM

Bu aletlerin kesici kismi nikel-titanyum alagimindan yapilmistir.

1. KULLANIM INDIKASYONLARI
Bu aletler yalnizca klinik veya hastane ortaminda kalifiye kullanicilar
tarafindan kullanilmalidir. Uygulama alani: Dentinin ¢ikariimasi ve kok
kanalinin sekillendirilmesi igindir.

2. KONTRAENDIKASYONLARI

Mekanik olarak tahrik edilen tim kok kanal aletlerinde oldugu gibi, PROENDO
egeleri, yuksek ayrilma riski nedeniyle siddetli ve ani apikal egrilik durum-
larinda kullaniimamalidir.

3. UYARILAR
Bu urun nikel igerir ve bu malzemeye alerjisi oldugu bilinen Kisilerde kullanil-
mamalidir.

4. ONLEMLER

«  Dogrukanal tedavisi igin duz hat erisimi bir 6n kosuldur, PROENDO
dosyalarristisna degildir.
Goklu kullanim dezenfeksiyon ve yeniden sterilizasyon donguleri, dosya
ayrilmasi riskinin artmasina neden olabilir.
Bu aletler sodyum hipoklorit solisyonuna daldinimamalidir.
Cihazin yeniden islenmesi: 7. bolumdeki yeniden isleme talimatlarin
izleyin.
DUzensiz oluklar, donuk noktalar gibi bozulma veya asinma belirtilerini
kontrol ederek enstrimantasyon sirasinda oluklari sik sik temizleyin.
Prosedur boyunca, her egeyi kullandiktan sonra en az dizeyde olmak
Uzere, kanali sik sik sulayin, her egeyi kullandiktan sonra mutlaka.
PROENDO egeler yalnizca kanalin onaylanmis ve tekrarlanabilir bir
kayma yoluna sahip bolgelerinde kullaniimalidir.
DUz hat radikuler erigim olusturmak i¢in geri cekme vurusunda bir firga
hareketi ile Sekillendirme egelerini (PS1, PS2 ve PSX) kullanin.
Sonlandirma egelerini (PF1, PF2 ve PE3) fircalama eylemi olmadan
kullanin.
Kanali galisma uzunluguna kadar pasif olarak takip etmek i¢in uygun
pbitirme egelerini kullanin ve ardindan hemen geri gekin.
0140. isleme nedeniyle, PROENDO dosyalari hafif kavisli gorunebilir, bu
Uretim hatasi degildir. E§e yalnizca parmaklarinizi kullanarak kolayca
duzeltilebilirken, kullanimdan énce egeyi duzeltmeniz gerekmez. PRO-
ENDO egesi kanala girdikten sonra anatomiyi takip edecektir.
Daima minimum apikal basing kullanin. Dosyalari asla kanaldan asagi
zorlamayin.
Optimum kullanim igin tork kontrol cihazlari énerilir.

PROENDO doéner egeleri 250 rom ile 350 rpom arasindaki motor hizlarinda
kullanilabilir. Onerilen motor ayarlar:

Ege Boyutu Hiz [rpm] Tork [Necm]
PROENDO PS1& PSX 300 510
PROENDO PS2 & PF1 300 1.50
PROENDO PF2, PF3 300 310

Yukaridaki tabloda belirtilen hiz ve tork ayarlari yalnizca érnek amaglhdir ve
her kullanicinin tercihine ve motor ¢zelliklerine gére degisiklik gosterebilir.
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5. BEKLENMEYEN REAKSIYONLAR
Mekanik olarak tahrik edilen ttim kok kanal aletlerinde oldugu gibi, PROENDO
egeleri, yuksek ayrilma riski nedeniyle siddetli ve ani apikal egrilik durum-
larinda kullaniimamalidir.

6. PROENDO EGELER iCIN ADIM ADIM TALIMATLAR

a) Radyografik Degerlendirme

Herhangi bir kdk ve kanalin genisligini, uzunlugunu ve egriligini tanisal

olarak belirlemek igin farkli yatay acil radyograflari inceleyin.

b) Hazirhk

ig eksenel duvarlar genisletme, duzlestirme ve bitirmeye vurgu yaparak

kanal deliklerine duz hat erisimi olusturun.

c) Proendo Sekillendirme Teknigi

- Tepe asagl teknigi, doner aletler i¢in tercin edilen tekniktir.
Kanal agzina duz hat erigimi olusturun.
Viskoz bir selator (kok kanal kremi gibi) varliginda koronal 2/3'0 10 ve 15
el egesiyle pasif olarak kesif yapin. Purdzsuz, tekrarlanabilir bir kayma
yolu onaylanana kadar bu aletleri yavasca calistirin. Alternatif olarak, 10
el egesinden sonra mekanize kayma yolu egeleri kullanilabilir.
PST'ikanalda "yuzdurin” ve stzulme yolunu pasif olarak “takip edin”.
Hafif direncle karsilasiimadan dnce, duz hat erigimini ve apikal ilerlem-
eyiiyilestirmek igin dentini disa dogru "fircalayin” ve kesin. Her zaman
furkasyondan uzaga firgalayin.
15 el egesinin derinligine ulasilana kadar aciklandigi gibi PS1ile sekillen-
dirmeye devam edin.
15 el egesinin derinligine ulasilana kadar PS2'yi tam olarak PSTigin
aciklandigi gibi kullanin.
Viskoz bir selator veya NaOClI varliginda, 10 ve 15 el egeleri ile apikal
1/3'Uinceleyin ve uzunluklari gevseyene kadar nazikge galisin.
Caligma uzunlugunu belirleyin, agikligr onaylayin ve apikal 1/3'te
puruzsUz, tekrarlanabilir bir kayma yolunun varligini dogrulayin.
Calisma uzunluguna ulasilana kadar PS1i fircalama hareketi ile kullanin.
Galisma boyuna ulasana kadar PS2'yi firgalama hareketi ile kullanin.
Ozellikle daha kavisli kanallarda galigma uzunlugunu yeniden onaylayin,
sulayin, 6zetleyin ve yeniden sulayin.
Galisma uzunluguna ulasilana kadar her yerlestirme bir dnceki yer-
lestirmeden daha derin olacak sekilde "firgalama olmayan” bir islemde
Sonlandirma Egesi PF1'i kullanin. EGeyi bir saniyeden fazla calisma
uzunlugunda birakmayin.
20 el egesiile foramenleri dlgun. Enstriman uzunlamasina sikiysa,
kanal sekillendirilir ve doldurulmaya hazirdir.
20 el egesinin uzunlugu gevsekse, PF2've gecin ve gerektiginde PF3'e,
aynifirgasiz hareketle ¢galigma uzunluguna ilerleyin, her Bitirme egesin-
den sonra 25, 30, 40 veya 50 ile dlgun.
Gerekirse, kanalin koronal yonunu furkal kavitelerden uzaklastirmak ve/
veya daha fazla koronal sekil olusturmak igin PSX'i fircalama hareketi ile
kullanin. PSX ayrica daha kisa koklerdeki kanallari en iyi sekilde sekillen-
dirmekicin de kullanilabilir.
PROENDO dizisi, kanalin uzunlugu, ¢ap! veya egriliginden bagimsiz
olarak aynidir.

7. DEZENFEKSIYON, TEMIZLIiK VE STRILIZASYON
Discilik aletleriigin islem prosedura.

ONSOz
"Steril" olarak isaretlenen cihazlar, ik kullanimdan 6nce herhangi bir
6zel islem gerektirmez. "Steril” olarak etiketlenmemis diger tum cihazlar
icin, bu DFU'nun lll - ADIM ADIM TALIMATLAR boltim 4 ila 8'ine gore ilk
kullanimdan énce sterilizasyon gereklidir.
"Tek kullanimlik" olarak etiketlenmeyen cihazlar i¢in, bu DFU'ya gore
cihazlarin yeniden islenmesi yapiimalidir. Hijyen ve sihhi gvenlik
amaclariyla, herhangi bir kontaminasyonu 6nlemek icin bu aletler her
yeniden kullanimdan 6nce temizlenmeli ve sterilize edilmelidir.
Haric tutulan cihazlar:
Ortam sicakliginda, Uniclip ve Mooser Kalsine edilebilir plastik direkler
sterilize edilemez ve NaOCl'ye (en az %2,5) daldirlarak 5 dakika streyle
dezenfekte edilmelidir.
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Pro endo

PROENDO TREATMENT

DIRECTIONS FOR USE

PROENDO INSTRUMENTS FOR ENDODONTIC TREATMENT:
PROENDO Shaping Files (PSX, PS1, PS2)
PROENDO Finishing Files (PF1, PF2, PF3)

COMPOSITION
The cutting part of these instruments is made of a nickel-titanium alloy.

1. INDICATIONS FOR USE
These instruments are to be used only in a clinical or hospital environment, by quali-
fied users. Application field: for the removal of dentin and shaping of the root canal.

2. CONTRAINDICATIONS

As with all mechanically driven root canal instruments, PROENDO files should not
be used in cases of severe and sudden apical curvatures due to heightened risk of
separation.

3. WARNINGS
This product contains nickel and should not be used for individuals with known aller-
gic sensitivity to this material.

4. PRECAUTIONS

. Straight-line access is a prerequisite for proper root canal treatment, PROENDO
files are no exception.
Multiple use disinfection and re-sterilization cycles may lead to increased risk of
file separation.

These instruments should not be immersed in a sodium hypochlorite solution.
Instrument reprocessing: follow the reprocessing instructions on part 7. Clean
the flutes frequently during instrumentation, inspecting for signs of distortion or

wear, such as uneven flutes, dull spots.

Frequently irrigate, recapitulate and irrigate the canal throughout the procedure,
minimally after using each file.

PROENDO files should only be used in regions of the canal that have a con-
firmed and reproducible glide path. Establish a reproducible glide path using
hand files, at least an ISO 015 size.

Use the Shaping Files (PS1, PS2 and PSX) with a brushing action on the with-
drawal stroke in order to create straight line radicular access.

Use the Finishing Files (PF1, PF2 and PF3) with no brushing action.

Use the appropriate finishing files to passively follow the canal to the working
length, and then withdraw immediately.

PROENDO files are manufactured with a process that results in a file that has
a Gold appearance. Due to this proprietary processing, PROENDO files may
appear slightly curved. This is not a manufacturing defect. While the file can be
easily straightened using only your fingers, it is not necessary to straighten the

file prior to use. Once inside the canal, the PROENDOQO file will follow the anatomy.

Always use minimal apical pressure. Never force the files down the canal.
For optimal usage, torque control devices are recommended.

The PROENDO rotary files can be used at motor speeds between 250 rpom and 350
rpm. Recommended motor settings:

File Size Speed [rpm] Torque [Necm]
PROENDO PS1&PSX 300 510
PROENDO PS2 & PF1 300 1.50
PROENDO PF2, PF3 300 310

The speed and torque settings indicated in the above table are for example only and
may vary according to each user preferences and motor capabilities.
5. ADVERSE REACTIONS
As with all mechanically driven root canal instruments, PROENDO files should not
be used in cases of severe and sudden apical curvatures due to heightened risk of
separation.
6. STEP BY STEP INSTRUCTIONS FOR PROENDO FILES
a)Radiographic Evaluation
Review different horizontally angulated radiographs to diagnostically determine the
width, length, and curvature of any given root and canal.
b) Access Preparation
Create straight-line access to the canal orifice(s) with emphasis on flaring, flattening,
and finishing the internal axial walls.
7.PROENDO SHAPING TECHNIQUE
The crown down technique is the technigue of choice for rotary instruments.
Create straight-line access to canal orifice.
In the presence of a viscous chelator (such as Glyde® File Prep root canal
conditioner) passively scout the coronal 2/3 with 10 and 15 hand files. Gently
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work these instruments until a smooth, reproducible glide path is confirmed.
Alternatively, mechanized glide path files (such as ProGlider® or PathFiles®) may
be used after a 10 hand file.

In the presence of NaOCl, "float” the PS1in the canal and passively "follow"
the glide path. Before light resistance is encountered, laterally "brush” and cut
dentin on the outstroke to improve straight-line access and apical progression.
Always brush away from the furcation.

Continue shaping with PS1 as described until the depth of the 15 hand file is
reached.

Use the PS2, exactly as described for the S1, until the depth of the 15 hand file is
reached.

In the presence of a viscous chelator or NaOCI, scout the apical 1/3 with 10 and
15 hand files and gently work them until they are loose at length.

Establish working length, confirm patency and verify the presence of a smooth
reproducible glide path in the apical 1/3.

Use the PS1, with a brushing action, until working length is reached.

Use the PS2, with a brushing action, until working length is reached.

Reconfirm working length, irrigate, recapitulate and re-irrigate, especially in
more curved canals.

Use Finishing File PF1,in a "non-brushing” action, with each insertion deeper
than the previous insertion until working length is reached. Do not leave the file
at working length for longer than one second.

Gauge the foramen with a 20 hand file. If the instrument is snug at length, the
canal is shaped and ready to be obturated.

If the 20 hand file is loose at length, proceed to the PF2 and, when necessary
the PF3, PF4 and PF5, with the same non-brushing motion to working length,
gauging after each Finishing file with 25, 30, 40 or 50 hand files respectively.

If necessary, use the PSX with a brushing motion to move the coronal aspect
of the canal away from furcal concavities and/or to create more coronal shape.
PSX can also be used to optimally shape canals in shorter roots.

The PROENDO sequence is the same regardless of the length, diameter or
curvature of the canal.

8. DISINFECTION, CLEANING AND STERILIZATION
Reprocessing procedure for dental instruments.
FOREWORD

Devices that are marked as "sterile” do not require any specific treatment before
the first use. For all other devices not labelled "Sterile”, sterilization prior first use
is required according to section Il - STEP-BY-STEP INSTRUCTIONS part 4 to 8
of this DFU.
For those devices that are not labelled "single use’, re-processing of the devices
should be carried out as per this DFU. For hygiene and sanitary safety purposes,
these instruments must be cleaned and sterilized before each re-use to prevent
any contamination.
Excluded devices: Uniclip and Mooser Calcinable plastic posts cannot be steril-
ized and must be disinfected by immersion NaOClI (2,5 % at least) during 5 min.
at ambient temperature.

GENERAL RECOMMENDATION

1-Use only a detergent solution, with disinfecting effect, which is approved for its
efficacy

(VAH/DGHM-listing, CE marking, FDA approval) and in accordance with the DFU of
the detergent solution manufacturer. For all metal devices, it is recommended to use
anticorrosion disinfecting and cleaning agents.

2-For your own safety, please wear personal protective equipment (gloves, glasses,
mask).

3-The user is responsible for the sterilization or disinfection of the product for the first
cycle and each further usage as well as for the usage of damaged or dirty devices
where applicable after sterilization.

4-1t is safest for the practitioner to use our devices only once. Should our devices be
reused, we recommend that they should not be used more than 5 times. After each
processing they should be carefully inspected before use: the appearance of defects
such as deformations (bent, unwound), breakage, corrosion, loss of colour coding

or marking, indicate that the devices are not able to fulfil the intended use with the
required safety level and must therefore be discarded.

For our root canal shaping instruments we recommend not to exceed the following
maximum number of uses:
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