T resto’

PARION FLOW

KOMPOZIT LED ISIK iLE POLIMERIZE OLAN RADYOOPAK
RESTORATIF Di$ DOLGUSU

1. URUN BILGISI

T-Resto Parion Flow kompozit, dogrudan yerlestirimek igin tasarlanmis, kendin-
den yapiskanli, 1sikla sertlesen, regine esasli bir kompozit dental restoratiftir.
T-Resto Parion Flow kompozit, aksi bir regine bilesimini dentin ve enamele
yapistirma gereksinimi olmadikca, asitle asindirma/kaplama/yapistirma ile ilgili
ek adimlarini ortadan kaldirir. T-Resto Parion Flow kompozit, ileri dizeyde
yapistirma etkisi, yuksek mekanikal etki ve diger klasik akiskan kompozitlere
benzer fiziksel dzellikler sunar.

2 URUN BiLE$ENLERi
Urtin kompozisyonu icerisinde Metakrilat recineler (Bis-GMA, UDMA, TEGDMA
v.b.), inorganik dolgu materyalleri, fotobaslatici ve inhibitér bulunmaktadir.

2. PAKETLEME

T-Resto Parion Flow kompozit poset icerisinde 2 gr doldurulmus trtin doldurul-
mus halde 2 adet, her tUp i¢in kullanilabilecek 10’ar adet uygulama ugunundan
toplam 20 adet olacak sekilde paketlenmistir.

A1 —-A2-A3-A3,5-A4-B1-B2-C1-C2olarak 9 farkli renkte tercih
edilebilir.

4. ENDIKASYONLAR

T-Resto Parion Flow kompozit, kiigtk sinif I ve Sinif | ve Sinif Il baz/astar-

layici restorasyonlar igin kullanilir. ilave endikasyonlar gukur ve yarik doku
yapistiricilari, mine bozukluklarinin, porselen restorasyonun onarimi, dip
oyulmalarinin énlenmesi, strese maruz kalmayan alanlardaki kiguk oklizal
guclendirmeler ve kesici dis asindirmalarini igerir. I-lI-IlI-IV-V. sinif kavitelerin di-
rekt restorasyonunda, kok ylzeyindeki kavitelerde kirik dislerin restorasyonun-
da diastama ve veneer kapama vakalarinin restorasyonunda kullanilir.

5. KONTRAENDIKASYONLAR

° Direk kuafaj ve urtn bilesenlerinden herhangi birine duyarliligi olan hasta-
larda kullaniimamalidir.

. Kimyasal olarak kurlenen kompozitlerde.

6. UYARILAR VE ONLEMLER

e Sertlesmemis metakrilat reginesi, kontakt dermatite ve diséziinde hasara
neden olabilir. Cilt, gézler ve yumusak dokuyla temasina mani olun. Te-
mas edecek olursa suyla iyice temizleyin.

e Yutulmasi halinde bol su i¢in, kusmaya zorlamayin. Derhal bir doktora
basvurun.

° Bu Urtnle ¢alisirken tek kullanimlik maske, eldiven ve gézlUk gibi kisisel
koruyucu donanimlari kullaniniz.

e Bu Urlnu bu kullanma kilavuzundaki endikasyonlar béliminde 6zetlenen
tedaviler disinda herhangi bir amag icin kullanmayin.

. Bu Urdn yalnizca dis hekimliginde kullaniimak Gzere tasarlanmigtir.

e  Hastalar arasinda ¢apraz kontaminasyona yol agmamasi igin, uygulama
uclar her hasta icin tek kullanimliktir.

e Zarar gérmus siringa tupleri kullanmayiniz.

o Macunun ugtan istenmeyen akisini engellemek icin uygulamadan sonra
pistonu geri ¢ekin.

o Bu Urunu sertlestirmekte, guvenilir, yiksek kalitede, gézle gorulebilir bir
1sik kaynagi kullaniimasi énerilir.

. Kullanim éncesine gozle goérdlebilir isiktan koruyun.

7. SAKLAMA KOSULLARI VE RAF OMRU

e Sinngalari 15 ve 25 santigrat dereceler arasinda saklayiniz. Kuru, serin ve
direk glines 1sigina maruz kalmayacak sekilde muhafaza ediniz.

e Son kullanim tarihi tim ambalajlarda belirtiimistir. Son kullanim tarihinden
sonra kullanmayin.

e Rafémru 3 yildir.

istenilen rengi giin 1Isiginda VITA sikalasi ile belirleyiniz.
Renk sec¢iminin dogru olmasi i¢in digler temiz olmalidir.

8. UYGULAMA
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. Kaviteyi Kompozit restorasyonlar igin hazirlaymiz.
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KULLANIM KILAVUZU - TR

Disi yanindaki diglerden izole edin. Seffaf ince seritler kullanin.

Kavite temiz ve kuru olmalidir. Baglanmayi gi¢lendirmek icin dentin
yUzeyleri kurutun.

Kurallar gére asit ve boding uygulamasini yapiniz.

Kompozit dogunun kapagini aciniz.

Kompozit dolguyu kativeye 2 mm’den kalin olmayacak sekilde uygu-
laymniz.

Isin cihazini kurleme yapilirken olabildigince kaviteye yakin tutunuz.
Hava yolunun yag ve diger bulasici maddelerden arinmis olmasini sagla-
maya 6zen gosterin.

Uygulama bittikten sonra tUpun kapagini, hava almayacagindan emin
olacak sekilde kapatiniz.

Urtintin her kullanim sonrasi kapaginin kapatiimasi, mevcut son kullanma
tarihini degistirmez. Urtin, belirtilen raf émrt boyunca kullanilabilir.
Tekrarlanan kullanimlarda, kullanim sonrasi kapagin dogru kapatildigin-
dan emin olunuz. Kullanim sonrasi, trtntn serin, kuru ve karanlik ortamda
saklanmasi gerekmektedir.

Sertlesme suresi;
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Acik renklerde 10 saniye (A1 - A2 vb.)
Koyu renklerde 20 saniye (A3,5 - A4 vb.)

. IMHA

imha edilecek Urtnler hastane/klinik ortami dzel talimatlarina uygun bir
sekilde imha edilmelidir.

. SEMBOLLER

Uretim Tarihi
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Uretici

Kullanim kilavuzuna bakiniz.
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v

)k

Gunes 1s1gindan koruyunuz.

o
IN
s
(S

Nemden koruyunuz.

MR Guvenli

Tibbi Cihaz
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ONLY Sadece profesyonel kullanim igindir.

Paket hasarli ise kullanmayiniz.

Urtin referans numarasi
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T resto’
PARION FLOW

COMPOSITE POLYMERIZED RADIOPAQUE RESTORATIVE
DENTAL FILLING WITH LED LIGHT

1. PRODUCT INFORMATION

T-Resto Parion Flow Composite is a self-adhesive, light-curing, resin-based
composite that is designed for dental restorative for direct placement. T-Resto
Parion Flow Composite eliminates the additional steps of etching/coating/
bonding unless otherwise required to bond a resin composition to dentin and
enamel. T-RESTO Flow Composite offers advanced bonding effect, high me-
chanical effect and physical properties similar to other conventional flowable
composites.

2. COMPONENTS
T-Resto Parion Flow Composite includes methacrylate resins (Bis-GMA,
UDMA, TEGDMA etc.), inorganic filling materials, photoinitiator and inhibitor.

3. PACKAGING

2 pieces of 2 g syringes which are filled with flowable composite and 20 pieces
application tips for each syringes are placed in the pouch.

Can be preferred in 9 different colors as A1 - A2 - A3 - A3.5 - A4 - B1
C1-Ca2.

—-B2 -

4. INDICATIONS

T-Resto Parion Flow Composite is used for small class | and Class | and Class
[l base/primer restorations. Additional indications include pitting and cleft
tissue adhesives, repair of enamel defects, porcelain restoration, prevention of
undercuts, minor occlusal reinforcements in non-stressed areas, and incisors
abrasion. It is used in direct restoration of I-II-lll-IV-V class cavities, restoration
of broken teeth in cavities on the root surface, restoration of diastama and
veneer closure cases.

5. CONTRAINDICATIONS
It should not be used in patients with direct pulp capping and sensitivity to any
of the product ingredients. In chemically cured composites.

6 WARNINGS AND PRECAUTIONS
Uncured methacrylate resin can cause contact dermatitis and damage to
the pulp. Avoid contact with skin, eyes and soft tissue. In case of contact,
rinse thoroughly with water.

o If swallowed, drink plenty of water, do not induce vomiting. Consult a
doctor immediately.

° Use personal protective equipment such as disposable masks, gloves
and goggles when working with this product.

o Do not use this product for any purpose other than the treatments outlined
in the indications section in this user manuel.

e  This product is intended use for dental purposes only.

e  To avoid cross-contamination between patients, the application tips are
disposable for each patient.

e Do not use if the syringes are damaged.

o Retract the plunger after application to prevent unwanted flow of paste
from the tip.

e |tis recommended to use a reliable, high quality, visible light source to
cure this product.

e  Protect from visible light before use.

7. STORAGE CONDITIONS AND SHELF LIFE

e Syringes shoudl be stored between 15 and 25 degrees Celsius. Should
be stored in a dry, cool and dark place. Keep away from direct sunlight.

e The expiry date is indicated on all packaging. Do not use after the expira-
tion date.

e  Shelf life is 3 years.

8. APPLICATION
e Determine the desired color in daylight with the VITA scale.
e  Teeth must be clean so that color selection is accurate.
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USER MANUAL - EN

o Prepare the cavity for composite restorations.

e  |solate the tooth from the adjacent teeth. Use transparent thin strips.

e  The cavity must be clean and dry. Dry the dentin surfaces to strengthen
bonding.

e  Apply acid and boding according to the rules.

e QOpen the cover of the composite east.

e Apply the composite filler not thicker than 2 mm to the dent.

o Keep the beam device as close to the cavity as possible while curing.

e  Take care to ensure that the airway is free of oil and other contaminants.
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After the application is finished, close the cap of the tube to make sure

that it does not get air.

e  (Closing the cap of the product after each use does not change the cur-
rent expiry date. The product can be used during the stated shelf life.

o For repeated use, make sure that the cap is closed correctly after use.
After use, the product should be stored in a cool, dry and dark place.

Curing Time;

e 10 seconds for light colors (A1 - A2 etc.)

e 20 seconds for dark colors (A3.5 - A4 etc.)

9. DISPOSED OF
e  The disposed products should be disposed of in accordance with hospi-
tal/clinical environment specific instructions.

10. SYMBOLS

Date of manufacture

Manufacturer

Consult instructions for use or consult electronic instructions
for use.

Batch number

Temperature limit

A Caution
C CE Declaration with Notified Body Number
2292
e
71N | Keep away from sunlight.
[]
A ‘4“
Keep dry.
MR Safety

Medical Device

Professional for use, only.

Do not use if package is damaged ad consult instructions for
use.

Product referance code
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