Predvidena upotreba
Bioaktivna zamena za dentin

Sastav

PraSak se sastoji od trikalcijum silikata, cirkonijum oksida,
kalcijum oksida, kalcijum karbonata i boja. Vodeni rastvor se
sastoji od kalcijum hlorida i polikarboksilata.

Svojstva
Biodentine™ je bioaktivnha zamena za dentin zasnovana na

inovativnoj tehnologiji ,,Active Biosilicate Technology™ * .

1) Biodentine™ ima mehani¢ka svojstva sli¢na zdravom
dentinu i moze da zameni dentin i u krunici i u korenu,
bez prethodne pripreme mineralnog tkiva.

2) Biodentine™ sadrzi visoko-preciS¢ene, mineralne
sastojke bez monomera i visoko je biokompatibilan.

3) Biodentine™ kreira optimalne uslove za odrzavanje
vitalnosti pulpe, tako $to obezbeduje €vrstu vezu
sa povr§inom dentina. Na taj nacin, on smanjuje
rizik od postoperativne osetljivosti i omogucava
dugotrajnost restauracije u vitalnim zubima.

4) Biodentine™ s obzirom da je bioaktivan, stvara
optimalnu sredinu za stvaranje reaktivnog dentina.
Dentinski mostovi se stvaraju brze u odnosu na
dentinske mostove sli¢nih zubnih materijala i to
predstavlja potreban preduslov za optimalno zarastanje
pulpe.

5) Biodentine™ nudi za do 12 minuta krace pocetno
vreme pode$avanja, od poCetka mesanja, za optimalnu
primenu u Krunici.

Indikacija
U Kkrunici:

« Stalna restauracija u dentinu ispod kompozita ili inleja/
onleja.

* Privremena restauracija dentinu i gledi.

+ Restauracija za duboke i/ili velike kruni¢ne karijesne lezije
(sendvi¢ tehnika).

* Restauracija cervikalnih radikularnih lezija.

Na pulpi:

Kod mleénih zuba (uzrasta >2-12 godina), mladi stalni zubi

(adolescenti uzrasta >12-21 godina) i zreli stalni zubi (odrasli

uzrasta > 21 godine)

+ Pokrivanje pulpe (direktno i indirektno)

+ Pulpotomija kod dijagnostifikovanih simptoma
reverzibilnog pulpitisa gde se krvarenje kontroliSe u roku
od 5 minuta

U korenu:

+ Popravka perforacije korena.

+ Popravka perforacije furnikacije.

+ Popravka perforacije internih resorpcija.

+ Popravka eksternih resorpcija.

+ Apeksifikacija (kod zuba koji imaju otvoren apeks).

+ Punjenje vrha korena u endodontskoj hirurgiji (retrogradno
punjenje).

Kontraindikacije

Alergija na neki od sastojaka.

Ograni€enja za upotrebu

+ Restauracija velikih gubitaka zubne supstance koja je
izloZzena velikom stresu.

« Estetska restauracija prednjih zuba.

+ LeCenje zuba sa ireverzibilnim pulpitisom gde se krvarenje
ne moze kontrolisati u roku od 5 minuta.

NeZeljeni efekti
Alergijska reakcija.

Uputstvo za upotrebu (za svaku indikaciju)

Biodentine™ uputstvo za meSanje

1) Otvorite kapsulu i postavite je na beli drza¢ kapsule.

2) Odvojite jednodoznu posudu te¢nosti.

3) Uvrnite poklopac da bi otvorili. Pazite da ni jedna kap
te¢nosti ne ispadne iz jednodozne posude.

4) Sipajte 5 kapi iz jednodozne posude u kapsulu.

5) Zatvorite kapsulu. Postavite kapsulu na uredaj
za mesanje, kao Sto je Technomix, SYG-200, Tac
400 (Linetac), Silamat, Cap-Mix, Rotomix, Ultramat, itd.,
na brzini od 4000-4200 rotacija/min.

6) MesSajte 30 sekundi..

7) Otvorite kapsulu i proverite konzistenciju materijala.

8) Ukoliko preferirate évrséu konzistenciju, sacekajte
30 sek do 1 min pre ponovne provere. Ne prekoracivati
radno vreme. Ukoliko nakon trituracije materijal ima
granule umesto kremastog izgleda, dodajte kap tecnosti
i meSajte u amalgamatoru dodatnih 10 sekundi. U ovom
slu¢aju vreme podeSavanja se moze povecati.

Sakupite Biodentine™ instrumentom koji se nalazi u
kutiji. U zavisnosti od Zeljenog nacina primene, mozete
rukovati Biodentine™ uz pomoé amalgamskog nosaca,
Spatule ili pistolja za rad u korenskom kanalu (,,Root
Canal Messing Gun”).

Brzo isperite i o€istite instrumente da bi uklonili preostali materijal.

TRENUTNA RESTAURACIJA GLEDI:
Procenite vitalnost pulpe uobi¢ajenim testovima.

1)
2)

Izolujte zub koferdamom.

Uklonite inficirani dentin okruglim svrdlom i/ili ruénim
eskavatorom. Ostavite pogodeni dentin.

Prilagodite matricu oko zuba ukoliko nedostaje zid.
Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za meSanje)

Ubacite Biodentine™ u kavitet, tako da volumen
nedostajuceg dentina bude zamenjen istim volumenom
Biodentine™, izbegavajuci zadrzavanje balon¢i¢a vazduha.
Ispravite materijal bez preteranog pritiska i osigurajte dobru
adaptaciju na zidove i margine kaviteta.

Sacekajte do kraja vremena podeSavanja pre nego $to
izvedete trajnu obnovu gledi. Biodentine™ je kompatibilan sa
svim direktnim tehnikama restauracije krunice a narocito sa
svim tipovima vezujucih sistema.

KASNIJA RESTAURACIJA GLEDI
Procenite vitalnost pulpe uobi¢ajenim testovima.

Izolujte zub koferdamom.

Uklonite inficirani dentin okruglim svrdlom i/ili ruénim
eskavatorom. Ostavite pogodeni dentin.

Prilagodite matricu oko zuba ukoliko nedostaje zid.
Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za meSanje).

Ubacite Biodentine™ u kavitet izbegavajuéi zadrzavanje
balon¢i¢a vazduna. Osigurajte dobru adaptaciju materijala
na zidove i margine Supljine. Nemojte primenivati veliki
pritisak na materijal.

Modelirajte povrsinu restauracije.

Sacekajte do kraja vremena podeSavanja pre nego $to
uklonite matriks.

Da biste optimizovali mehanicka svojstva materijala i olakSali
vadenje matrice, moZete postaviti zastitni lak na povrsinu
restauracije.

Proverite okluziju.

U periodu od nedelju dana do 6 meseci nakon postavljanja
Biodentine™ , pripremite kavitet na osnovu kriterijuma koji se
preporucuju za dati rekonstruktivni materijal.

Preostali Biodentine™ materijal se moze smatrati kao zdravi vestacki
dentin i trajno se ostavlja u dubokim delovima kaviteta i u okolnim
delovima komore pulpe. Biodentine™ je kompatibilan sa svim direktnim
il indirektnim tehnikama restauracije krunice (inlej/onlej), a posebno
sa svim tipovima vezujuéih sistema.

POKRIVANJE PULPE (DIREKTO | INDIREKTNO):
Procenite vitalnost pulpe uobiéajenim testovima.

1)  Izolujte zub koferdamom.

2)  Uklonite inficirani dentin okruglim svrdiom i/ili ru¢nim
eskavatorom. Ostavite pogodeni dentin.

3) Prilagodite matricu oko zuba ukoliko nedostaje zid.

4)  Ukoliko postoji krvarenje pulpe, mora da se postigne
hemostaza pre nanoenja Biodentine™.

5) Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za meSanje).

6) Postavite Biodentine™ direktno na izlozenu pulpu,
izbegavajuci zadrzavanje balonci¢a vazduha. Osigurajte
dobru adaptaciju materijala na zidove i margine kaviteta.
Nemojte primenivati veliki pritisak na materijal.

7) Sprovedite trenutnu ili kasniju restauraciju gledi kao $to je
opisano iznad.

8) Pacijente treba pratiti shodno vazeéim preporukama.

PULPOTOMIJA:

Procenite vitalnost pulpe uobi€ajenim testovima. U slu¢aju klini¢kih
znakova i simptoma ireverzibilnog pulpitisa, preporucuje se pulpotomija
kada krvarenje ne moze biti kontrolisano u periodu od 5 minuta.

1)
2)

3)
4)

Izolujte zub koferdamom.

Uklonite inficirani dentin okruglim svrdlom i/ili ruénim
eskavatorom.

Napravite pristup komori pulpe i o€istite pulpu..

Ukoliko se javi krvarenje u pulpi, neophodno je postici
hemostazu pre primene Biodentine™. Ukoliko hemosataza
ne moze da se postigne nakon 5 minuta, treba da se ukloni
dodatno tkivo pulpe (parcijalna ili potpuna pulpotomija), korak
po korak dok se ne postigne kontrolisano krvarenje.

Puna koronalna pulpotomija moze da se izvede do nivoa otvora
korenskog kanala sa zaustavljanim krvarenjem.

5)

Prilagodite matricu oko zuba ukoliko nedostaje zid.

13)

Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za mesanje).

Postavite Biodentine™ direktno u komoru pulpe i osigurajte
dobru adaptaciju u zidove i margine kaviteta.

Modelirajte povrSinu restauracije.

Sacekajte do kraja vremena podeSavanja pre nego $to
uklonite matriks

Da biste optimizovali mehanic¢ka svojstva materijala i olakSali
vadenje matrice, mozete postaviti zastitni lak na povrsinu
restauracije.

Proverite okluziju.

U periodu od nedelju dana do 6 meseci nakon postavljanja
Biodentine™ , pripremite kavitet na osnovu kriterijuma koji se
preporucuju za dati restauracijski materijal.

Pacijente treba pratiti shodno vaze¢im preporukama

Preostali Biodentine™ materijal se moZe smatrati kao zdravi vestacki
dentin i trajno se ostavlja u dubokim delovima kaviteta i u okolnim
delovima komore pulpe. Biodentine™ je kompatibilan sa svim direktnim
iliindirektnim tehnikama restauracije krunice (inlej/onlej), a posebno
sa svim tipovima vezujucih sistema.

POPRAVKA PERFORACIJE KORENA:

10)

Izolujte zub koferdamom.

Pripremite korenski kanal uz pomo¢ odgovarajucih
endodontskih instrumenta i rastvora natrijum- hipohlorita.
Osusite kanal papirnim poenima i dezinfikujte kanal izmedu
poseta uz pomoc¢ hlorheksidin rastvora ili kalcijum-hidroksid
paste. Cvrsto zatvorite pristupni kavitet priviemenim
cementnim ispunom.

Pri narednoj poseti (obi¢no nakon nedelju dana), postavite
koferdam i uklonite priviemenu restaruariju krunice. Ogistite
kanal naizmeni¢no koristeci rastvor natrijum hipohlorita i
odgovarajuc¢ih endodontskih isntrumenata. Osusite kanal
papirnim poenima.

Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za mesanje).

Rasporedite Biodentine™ po perforaciji koristeci
odgovarajuéi instrument.

Sabijte Biodentine™ koriste¢i nabijac.

Uz pomo¢ rendgena proverite da li je materijal pravilno
postavljen.

Uklonite viSak materijala i postavite privremeni ispun.
Zavrsite leCenje korenskog kanala pri sledecoj poseti u
skladu sa vaze¢im preporukama.

POPRAVKA PERFORACIJE FURNIKACIJE:

Izolujte zub koferdamom.

Isperite kavitet rastvorom natrijum-hipohlorita radi
dezinfekcije.

Ukoliko se javi krvarenje, neophodno je posti¢i hemostazu
pre primene Biodentine™.

Osusite komoru pulpe.

Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za mesanje).

Rasporedite Biodentine™ i sabijte ga. Popravka perforacije i
restauracija krunice se izvode u jednom koraku.

Uz pomoc¢ rendgena proverite da li je materijal praviino
postavljen.

Uklonite viSak materijala.

Ukoliko su, pri sledeéoj poseti, prisutni svi klini¢ki znaci
uspesnog le¢enja, mozZe se razmatrati moguénost trajne
restauracije.

POPRAVKA PERFORACIJE INTERNE RESORPCIJE:

1
2)

3)
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Izolujte zub koferdamom.

Pripremite korenski kanal uz pomo¢ odgovarajucih
endodontskih instrumenta i rastvora natrijum- hipohlorita.
Osusite kanal papirnim poenima i koristite pastu kalcijum
hidroksida za dezinfekciju izmedu poseta. Cvrsto stegnite
preostali kavitet privremenim cementom da bi saCuvali
privremeni ispun.

Pri narednoj poseti (obi¢no nakon nedelju dana), postavite
koferdam i uklonite privremenu krunicu. Ocistite kanal
naizmeni¢no koriste¢i rastvor natrijum hipohlorda i
odgovarajucih endodontskih instrumenata. Osusite kanal
papirnim poenima.

Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za mesSanje).

Rasporedite Biodentine™ preko resorptivnog defekta
koriste¢i odgovarajuéi instrument.

Sabijte Biodentine™ koristeCi nabijac.

Uz pomo¢ rendgena proverite da li je materijal praviino
postavljen.

Uklonite viSak materijala i postavite priviemeni ispun.
Zavrsite leCenje korenskog kanala pri sledecoj poseti u
skladu sa vazecéim preporukama.

APEKSIFIKACIJA:

9)
10)

Izolujte zub koferdamom.

Pripremite korenski kanal naizmeni¢no koriste¢i
odgovarajuce endodontske instrumente i rastvor natrijum-
hipohlorita.

Osusite kanal papirnim poenima i dezinfikujte kanal korena
izmedu poseta uz pomo¢ kalcijum- hidroksid paste. Cvrsto
zatvorite pristupni kavitet privremenom cementnim ispunom
da biste zaétitili privremeni ispun.

Pri narednoj poseti (obi¢no nakon nedelju dana), postavite
koferdam i uklonite priviemenu restauraciju krunice. OCistite
kanal naizmeni¢nim kori§¢enjem rastvora natrijum-hipohlorita
i odgovarajuceg endodontskog instrumenta. Osusite kanal
papirnim poenima.

Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za meSanje).

Rasporedite Biodentine™ u korenski kanal koriste¢i
odgovarajuéi instrument.

Sabijte Biodentine™ koriste¢i nabijac.

Uz pomo¢ rendgena proverite da li je materijal pravilno
postavljen.

Uklonite viSak materijala i postavite privremeni ispun.
ZavrSite leCenje korenskog kanala pri sledecoj poseti u
skladu sa vaZzeéim preporukama.

PUNJENJE VRHAKORENA U ENDODONTSKOJ INTERVENCIJI:

Obezbedite pristup operativnom mestu u skladu sa vazeéim
preporukama u endodontskoj hirurgiji.

Koristec¢i specifiéni ultrazvucni vrh, pripremite kavitet vrha
korena, 3 do 5 mm dubok u apikalnom delu korenskog
kanala.

Izolujte podrucje. Postignite hemostazu. OsusSite kavitet
papirnim poenima.

Pripremite Biodentine™ kao $to je opisano iznad
(Biodentine™ uputstvo za meSanje).

Rasporedite Biodentine™ u korenski kanal koriste¢i
odgovarajuéi instrument. Sabijte Biodentine™ koristeCi mali
nabijac.

Uklonite viSak materijala i o€istite povrsinu korena.

Uz pomo¢ rendgena proverite da li je materijal pravilno
postavljen.

Upozorenja i mere opreza

+ Iritacija ociju

+ Proverite da li je koferdam pravilno postavljen , tako da potpuno
izoluje operativno polje.

+ Kontaminacija vodom usporava stezanje materijala.

Spredite kontakt sa vodom i te€nostima u toku pocetne faze
pode$avanja.

+ Ukoliko se dodaje dodatna kap te€nosti, sacekajte do kraja
vremena podeSavanja pre izvodenja trajne restauracije gledi ili
uklanjanja matriksa, ukoliko je potrebno.

« Proizvod za jednokratnu upotrebu: ovaj proizvod je namenjen
za kori§¢enje kod jednog pacijenta. Ponovna upotreba dovodi
do rizika od kontaminacije..

CUVANJE

Cuvati na temperaturi do 25°C zasti¢eno od vlage.

Pakovanje
+ Kutija sadrzi:

- 5 kapsula od 700 mg
- 5 jednodoznih kontejnera od 0.20 ml
- 5 §patula.

+ Kutija sadrzi:

- 15 kapsula od 700 mg
- 15 jednodoznih kontejnera od 0.20 ml
- 15 Spatula.

Samo za profesionalnu stomatolosku upotrebu.

Proizvodac:
SEPTODONT, 58 rue du Pont de Créteil,
94107 Saint-Maur-des-Fossés Cedex, France

Ovlaséeni predstavnik proizvodaca:

Polifarm d.o.0. Beograd, Zlatiborska 2V, 11160 Beograd

Resenije o registraciji:
515-02-00225-20-003 od: 21.04.2020.
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Intended use
Bioactive dentine substitute

Composition
Powder is composed of tricalcium silicate, zirconium

oxide, calcium oxide, calcium carbonate and colourings.
Aqueous solution is composed of calcium chloride and
polycarboxylate.

Properties
Biodentine™ is a bioactive dentine substitute from the

« Active Biosilicate Technology™ » innovation.

1. Biodentine™ has mechanical properties similar
to the sound dentine and can replace it both in
the crown and in the root, without any preliminary
conditioning of mineral tissues

2. Biodentine™ contains high-purity, monomer-free
mineral ingredients and is highly biocompatible.

3. Biodentine™ creates optimal conditions for
maintenance of pulp vitality, by providing a very
tight seal on the dentine surface. It therefore
reduces risk of postoperative sensitivity and
longevity of restorations in vital teeth.

4. Biodentine™ being bioactive, creates optimal
environment to build reactionary dentine. Dentine
bridges are created faster and are thicker than with
similar dental materials and represent necessary
condition for optimal pulp healing.

5. Biodentine™ offers an initial setting time reduced
down to 12 minutes from start of mix, for optimal
use in the crown.

Indications

In the crown:

+ Permanent dentine restoration under composites or
Inlay/Onlay

* Temporary dentine-enamel restoration.

+ Restoration of deep and/or large coronal carious
lesions (sandwich technique).

+ Restoration of cervical radicular lesions.

On the pulp:

For primary teeth (aged >2-12 years), immature permanent

teeth (adolescent aged >12-21 years) and mature permanent

teeth (adults aged > 21 years)

+ Pulp capping (direct and indirect)

+ Pulpotomy for diagnosed symptoms of reversible
pulpitis and irreversible pulpitis where bleeding is
controlled within 5 minutes.

In the root:

* Repair of root perforations.

+ Repair of furcation perforations.

* Repair of perforating internal resorptions.

* Repair of external resorption

« Apexification (teeth with open apex).

+ Root-end filling in endodontic surgery (retrograde
filling).

Contra-indications

Allergy to one of the ingredients.

Limitations

* Restoration of large loss of tooth substance subjected
to high stresses.

« Esthetic restoration of anterior teeth.

+ Treatment of teeth with irreversible pulpitis where
bleeding is not controlled within 5 minutes.

Side effects
Allergic reaction

Instructions for use (for each indication)

Biodentine™ mixing instructions

1) Open a capsule and place it on the white capsule
holder.

2) Detach a single-dose container of liquid.

3) Twist cap to open. Be careful that no drop of liquid
falls out of the single dose container.

4) Pour 5 drops from the single-dose container into the
capsule.

5) Close the capsule. Place the capsule on a mixing
device, such as Technomix, SYG-200, Tac
400 (Lineatac), Silamat, Cap-Mix, Rotomix, Ultramat
etc., at a speed of 4000 — 4200 rotations/min.

6) Mix for 30 seconds.

7) Open the capsule and check the material’s
consistency.

8) If a thicker consistency is preferred, wait for 30 sec
to 1 min before checking again. Do not exceed the
working time. If after trituration the material has a
granular and not a creamy appearance, add an
additional drop of liquid and mix in the amalgamator
for an additional 10 seconds.

In this case, the setting time may be increased.

9) Collect Biodentine™ with the instrument supplied in
the box. Depending on the desired application, you
may handle Biodentine™ with an amalgam carrier, a
spatula or a Root Canal Messing Gun.

Rapidly rinse and clean the instruments to remove any

residual material.

IMMEDIATE ENAMEL RESTORATION:

Assess pulp vitality by the usual tests.

1) Isolate the tooth with a rubber dam.

2) Remove the infected dentine with a round bur and/or
a hand excavator. Leave the affected dentine.

3) Adapt a matrix around the tooth if a wall is missing.

4) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions)

5) Insert Biodentine™ in the cavity, so that the volume
of missing dentine is replaced by the same volume
of Biodentine™ avoiding to trap air bubbles. Flatten
the material without excessive pressure and ensure
good adaptation to the cavity walls and margins.

6) Wait until the end of the setting time before
performing the permanent enamel restoration.
Biodentine™ is compatible with all direct crown
restoration techniques and particularly with all types
of bonding systems.

NON-IMMEDIATE ENAMEL RESTORATION

Assess pulp vitality by the usual tests.

1) Isolate the tooth with a rubber dam.

2) Remove the infected dentine with a round bur and/or
a hand excavator. Leave the affected dentine.

3) Adapt a matrix around the tooth if a wall is missing.

4) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions)

5) Insert Biodentine™ in the cavity avoiding trapping air
bubbles. Ensure good adaptation of the material to
the cavity walls and margins. Do not apply excessive
pressure on the material.

6) Model the surface of the restoration

7) Wait until the end of the setting time before removing
the matrix

8) To optimize the mechanical properties of the material
and facilitate removal of the matrix, a varnish can be
applied onto the surface of the restoration.

9) Check occlusion.

Within one week to six months after placement of

Biodentine™, prepare the cavity according to the

criteria recommended for the selected restorative

material.

The remaining Biodentine™ material can be considered as

sound artificial dentine and permanently left in deep areas

of the cavity and in areas adjacent to the pulp chamber.

Biodentine™ is compatible with all direct or indirect crown

restoration techniques (Inlay/Onlay), and particularly with

all types of bonding systems.

PULP CAPPING (DIRECT AND INDIRECT):

Assess pulp vitality by the usual tests.

1) Isolate the tooth with a rubber dam.

2) Remove the infected dentine with a round bur and/or
a hand excavator. Leave the affected dentine.

3) Adapt a matrix around the tooth if a wall is missing.

4) If there is bleeding in the pulp, hemostasis must be
achieved before applying Biodentine™.

5) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

6) Place Biodentine™ directly on the exposed
pulp avoiding trapping air bubbles. Ensure good
adaptation of the material to the cavity walls and
margins. Do not apply excessive pressure on the
material.

7) Perform the immediate or non-immediate enamel
restoration as indicated above.
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8) Patients should be followed according to current
recommendations.

PULPOTOMY:

Assess pulp vitality by the usual tests. In case of clinical

signs and symptoms of irreversible pulpitis, pulpotomy is

recommended when bleeding can be controlled in 5 minutes.

1) Isolate the tooth with a rubber dam.

2) Remove the infected dentine with a round bur and/or
a hand excavator.

3) Gain access to the pulp chamber and clean out the
pulp.

4) If there is bleeding in the pulp, hemostasis must
be achieved before applying Biodentine™. If
haemostasis cannot be achieved after 5 minutes,
further pulp tissue should be removed (partial or full
pulpotomy) step by step until a controlled bleeding.

A full coronal pulpotomy can be carried out to the level of

the root canal orifices with bleeding arrested.

5) Adapt a matrix around the tooth if a wall is missing.

6) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

7) Place Biodentine™ directly in the pulp chamber
and ensure good adaptation to the cavity walls and
margins

8) Model the surface of the restoration.

9) Wait until the end of the setting time of the material
before removing the matrix.

10) To optimize the mechanical properties of the material
and facilitate removal of the matrix, a varnish can be
applied onto the surface of the restoration.

11) Check occlusion.

12) Within one week to six months after placement of
Biodentine™, prepare the cavity according to the
criteria recommended for the selected restorative
material.

13) Patients should be followed according to current
recommendations.

The remaining Biodentine™ material can be considered as

sound artificial dentine and permanently left in deep areas

of the cavity and in areas adjacent to the pulp chamber.

Biodentine™ is compatible with all direct or indirect crown

restoration techniques, and particularly with all types of

bonding systems.

REPAIR OF ROOT PERFORATIONS:

1) Isolate the tooth with a rubber dam.

2) Prepare the root canal alternately using suitable
endodontic instruments and a solution of sodium
hypochlorite.

3) Dry the canal with paper points and use a
chlorhexidine solution or a calcium hydroxide paste
for disinfection between visits. Tightly seal the
access cavity with a temporary cement to protect the
temporary filling.

4) Atthe next visit (usually after one week), place
a rubber dam and remove the temporary crown
restoration. Clean the canal alternately using
a solution of sodium hypochlorite and suitable
endodontic instruments. Dry the canal with paper
points.

5) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

6) Dispense Biodentine™ over the perforation site
using a suitable instrument.

7) Condense Biodentine™ with a plugger.

8) Take an X-ray to check that the material is correctly
positioned.

9) Remove excess material and place a temporary
filling.

10) Complete root canal treatment at the next visit
according to current recommendations.

REPAIR OF FURCATION PERFORATIONS:

1) Isolate the tooth with a rubber dam.

2) Rinse the cavity with a solution of sodium
hypochlorite to disinfect the area.

3) If there is bleeding, hemostasis must be achieved
before applying Biodentine™.

4) Dry the pulp chamber.

5) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

6) Dispense Biodentine™ and condense. Perforation
repair and crown restoration are performed in a
single step.

7) Take an X-ray to check that the material is correctly

positioned.

) Remove excess material.

9) At a subsequent visit, if all clinical signs of a
successful treatment are present, the possibility of
a permanent restoration can be considered.

REPAIR OF PERFORATING INTERNAL RESORPTIONS:

1) Isolate the tooth with a rubber dam.

2) Prepare the root canal alternately using suitable
endodontic instruments and a solution of sodium
hypochlorite.

3) Dry the canal with paper points and use a calcium
hydroxide paste for disinfection between visits.
Tightly seal the access cavity with a temporary
cement to protect the temporary filling.

4) At the next visit (usually after one week), place
a rubber dam and remove the temporary crown
restoration. Clean the canal alternately using
a solution of sodium hypochlorite and suitable
endodontic instruments. Dry the canal with paper
points.

5) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

6) Dispense Biodentine™ over the resorptive defect

using a suitable instrument.

) Condense Biodentine™ with a plugger.

8) Take an X-ray to check that the material is correctly
positioned.

9) Remove excess material and place a temporary
filling.

10) Complete root canal treatment at the next visit
according to current recommendations.

APEXIFICATION:

1) Isolate the tooth with a rubber dam.

2) Prepare the root canal alternately using suitable
endodontic instruments and a solution of sodium
hypochlorite.

3) Dry the canal with paper points and use a calcium
hydroxide paste for disinfection between visits.
Tightly seal the access cavity with a temporary
cement to protect the temporary filling.

4) At the next visit (usually after one week), place
a rubber dam and remove the temporary crown
restoration. Clean the canal alternately using
a solution of sodium hypochlorite and suitable
endodontic instruments. Dry the canal with paper
points.

5) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

6) Dispense Biodentine™ in the root canal using a

suitable instrument.

) Condense Biodentine™ with a plugger.

8) Take an X-ray to check that the material is correctly
positioned.

9) Remove excess material and place a temporary
filling.

10) Complete root canal treatment at the next visit
according to current recommendations.

ROOT-END FILLING IN ENDODONTIC SURGERY:

1) Gain access to the operative site following the
current recommendations in endodontic surgery.

2) Using a specific ultrasonic tip, prepare a root-end
cavity, 3 to 5 mm deep in the apical portion of the
root canal.

3) Isolate the area. Achieve hemostasis. Dry the
cavity with paper points.

4) Prepare Biodentine™ as indicated above
(Biodentine™ mixing instructions).

5) Dispense Biodentine™ in the cavity using a
suitable instrument. Condense Biodentine™ with a
small plugger.

6) Remove excess material and clean the surface of
the root.

7) Take an X-ray to check that the material is correctly
positioned.

Warnings and precautions of use

* Irritating to eyes

+ Ensure that the rubber dam is properly placed so as to
completely isolate the operating field.

+ Water contamination slows the setting of the material.
Prevent exposure to water and fluids during the initial
setting stage.

* If adding an additional drop of liquid, wait until the end
of the setting time before performing the permanent
enamel restoration or removing the matrix, if required.

+ Single-use product: this product is designed to be used
for one single patient. Reusing it would create a risk of
contamination.

Storage
Do not store above 25°C and protect from moisture.
Presentation
+ Box containing:
- 5 capsules of 700 mg
- 5 single-dose containers of 0.20 ml
- 5 spatulas.
+ Box containing:
- 15 capsules of 700 mg
- 15 single-dose containers of 0.20 ml
- 15 spatulas.

For professional dental use only.

Manufacturer:

SEPTODONT, 58 rue du Pont de Créteil,

94107 Saint-Maur-des-Fossés Cedex, France
Authorized representative of the manufacturer

Polifarm d.o.o0. Beograd, Zlatiborska 2V, 11160 Beograd
Registration Decision Number

515-02-00225-20-003 dated 21.04.2020.
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