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Instructions for use and safety recommendations
Naudojimo instrukcija ir saugos rekomendacijos

General instructions for use and safety recommendations
for the application of dental instruments

Area of application

These general instructions for use and safety recommendations apply
to all products and have to be generally observed. Non-observance of
these instructions for use and safety recommendations increases the
risk of injury and may impair the proper function of the instruments.

Separate instructions for use are enclosed in the packaging of products
that require more detailed information (packaging is provided with the
[1i] symbol). These take precedence over the general instructions.

Storage

Store wrapped devices protected from UV radiation and high tempera-
tures in a clean and dry environment. Do not store in the same room as
solvents or chemicals.

Medical devices without direct identification marking have to be stored
with their original packaging.

1. Proper use

Those instruments that are supplied non-sterile have to be prepared
prior to first use.

Make sure that the power systems (hand-pieces and contra-angles)
used are clean and perfect from a technical and hygienic aspect.

Depending on their shank type, insert the instrument into the chuck
as deeply as possible. Make sure that they are properly locked.

The instrument must be rotating at the desired speed before contact
is made with the tissue or material.

Avoid jamming and using the instrument as a lever. Excessive contact
pressure has to be avoided.
For eye protection wear safety glasses. Use appropriate respiratory

protection (mouth and nose). In the dental laboratory, use appropriate
suction unit.

Avoid contact with the instruments’ working parts as this may in-
crease the risk of injury.

Make sure to provide sufficient cooling by means of air/water spray.
Additional external cooling is required when using instruments with
extra-long shanks or oversized working parts.

Damaged or corroded instruments have to be discarded.

2. Recommended speeds

Please make sure to observe the recommendations for use and rec-
ommended speeds as indicated in the instructions for use and on the
packaging of the products.

+ O 300000 rpm means: Suited for micro-motor contra-angles and
turbines with stable ball bearings. Do not use in turbines with air
bearing.

* O 200000 rpm means: Suited for micro-motor hand pieces and
contra-angles or lab hand pieces up to the speed indicated. Do not
use in turbines.

Not observing the maximum permissible speed leads to an increased
safety risk.

3. Contact pressure

Excessive contact pressure (> 2N) has to be avoided.

In cutting instruments, this can lead to damage to the working part
and to chipping of the blades as well as an excessive generation of
heat.

In abrasive instruments, increased contact pressure may lead to strip-
ping of the grit or to clogging of the instruments and increased heat
generation.

Increased contact pressure may also lead to thermal damage to the
pulp or, in case of damaged blades, to rough surfaces.

In the extreme cases, instrument breakage may even occur.

Bendrosios naudojimo instrukcijos ir saugos rekomendaci-
jos dél danty instrumenty

Naudojimo sritis

Sios bendrosios naudojimo instrukcijos ir saugos rekomendacijos taikomos
visiems gaminiams ir jy reikia laikytis apskritai. Siy naudojimo instrukcijy

ir saugos rekomendacijy nesilaikymas padidina suZalojimo rizikg ir gali pakenk-
ti tinkamam instrumentu veikimui.

Atskiros naudojimo instrukcijos pateikiamos gaminiy, kuriems reikalinga
i§samesné informacija, pakuotéje (pakuoté pateikiama su simboliu [1i] ). Joms
teikiama pirmenybé pries bendrgsias instrukcijas.

Laikymas

Suvyniotus prietaisus laikykite apsaugotus nuo UV spinduliy ir aukStos tem-
peratiros Svarioje ir sausoje aplinkoje. Nelaikykite toje pacioje patalpoje kaip
tirpikliai ar cheminés medZiagos.

Medicinos priemones be tiesioginio identifikavimo Zenklo reikia laikyti origina-
lioje pakuotéje.

1. Tinkamas naudojimas
e Instrumentus, kurie tiekiami nesterilds, reikia paruosti pries pirma kartg
naudojant.

o Jsitikinkite, kad naudojamos maitinimo sistemos (rankiniai antgaliai ir
kampiniai antgaliai) yra Svarios ir techniskai bei higieniskai neprieka-
istingos.

® Priklausomai nuo jy koto tipo, instrumenta jkiskite j griebtuva kiek
imanoma giliau. Jsitikinkite, kad jie tinkamai uZfiksuoti.

® Pries salyti su audiniu ar medZiaga, instrumentas turi suktis reikiamu
greiciu.

® Venkite uZstrigimo ir nenaudokite instrumento kaip sverto. Reikia veng-
ti per didelio salycio slégio.

* Akiy apsaugai naudokite apsauginius akinius. Naudokite tinkama
kvépavimo taky apsaugg (burnos ir nosies). Danty laboratorijoje nau-
dokite tinkama siurbimo jrenginj.

e Venkite salycio su instrumenty darbinémis dalimis, nes tai gali padidin-
ti suZalojimo rizikg.

o UZtikrinkite pakankama ausinima purskiant org ir vandenj. Naudo-
jant instrumentus su itin ilgomis kabémis arba per dideliy matmeny
darbinémis dalimis, batinas papildomas iSorinis ausinimas.

® PaZeistus ar korozijg sukeliancius instrumentus reikia iSmesti.

2. Rekomenduojami greiciai
Biitinai laikykités naudojimo rekomendacijy ir rekomenduojamu greiciy,
nurodyty naudojimo instrukcijose ir ant gaminiy pakuotés.

® Optimalus greitis Ow. 300 000suk./min. reiskia: Tinka mikromotorin-
iams kontrakampiams ir turbinoms su stabiliais rutuliniais guoliais.
Nenaudokite turbinose su oro guoliu.

® Optimalus greitis O 200 000 sdk./min. reiskia: Tinka mikrovariklio
rankinéms dalims ir kampams arba laboratorinéms rankoms iki nurody-
to greicio. Nenaudokite turbinose.

Nesilaikant maksimalaus leidZiamo greicio padidéja saugos rizika

3. Kontaktinis slégis

Reikia vengti per didelio salycio slegio (> 2N).

® Pjovimo instrumentuose tai gali paZeisti darbine dalj ir jskelti aSmenis ir
sukelti pernelyg didelj karscio issiskyrima.

* Naudojant abrazyvinius instrumentus, padidéjes kontaktinis slégis gali
sukelti lifavimo daleliy nusidévéjima arba uzkimsti instrumentus ir
padidinti Silumos kiekj.

® Padidéjes kontaktinis slégis taip pat gali sukelti terminj pulpos paZeidi-
ma arba, jei aSmenys paZeisti, Siurkscius pavirsius.

® Krastutiniais atvejais instrumentas gali net suluzti.




Instructions for use and safety recommendations

Naudojimo instrukcija ir saugos rekomendacijos

4. Guideline on the number of times rotary
instruments can be used

The below values are guidelines. The service life of instruments may
differ from these values as this depends on the application and/or the
material treated.

Stainless steel instruments: up to 4 x
Tungsten carbide instruments: up to 15 x
Diamond instruments: up to 25 x
Polishers and ceramic abrasives: up to 10 x
Endodontic instruments:
Wide canals: - max. 8 x
Average canals: - max. 4 x
Narrow canals: justuse 1 x

The reuse of disposable products is not permitted. These are intended

for single use and cannot be reprocessed.

5. Disposal

The devices have to be disposed of in tight, non-breakable and punc-
ture-proof containers (protection from contamination).

6. Disinfection, cleaning and sterilisation

Those instrumens that are supplied non-sterile have to be prepared
prior to first use. Information on reprocessing, as amended, can be
downloaded from our website

http://ifr.drendel.com or ordered from the manufacturer

Drendel + Zweiling DIAMANT GmbH.

7. Specific instructions for individual instrument types

Avoid any contact with H,0, (hydrogen peroxide). Make sure that the
specified immersion times in the cleaning and disinfecting agents are
not exceeded. The carbide working parts would be attacked (a typical
indication is black staining of the instrument) reducing the instru-
ment’s service life.

« Tool steel instruments corrode and can therefore not be sterilized with

a sterilization method using saturated steam
(e. g. autoclave).

+ To achieve an optimal surface roughness, subsequent finishing is

necessary after using a diamond grinding instrument with coarse or
very coarse grit.

Use a disc guard for diamond discs when working intraorally.

When using diamond separating strips and diamond strips please
avoid contact with the gingiva as there is a risk of injury.

« To avoid overstressing of the instrument, root canal instruments made

of nickel titanium have to be used in a torque limited motor.

Stainless steel root canal reamers (type “Gates”, “Miiller”) are only
intended for preparation of the coronal portion of the canal.

+ Clean and sharpen Sintered Diamonds every now and then with the

cleaning stone.

Always use polishers and brushes with low pressure to minimize heat
generation. Always polish in circular motion.

To achieve brilliant high shine, use the polishers in the indicated
sequence when using multiphase polishing systems.

+ Polishers and Arkansas abrasives have to be prepared with suitable,

alcohol free agents (e.g . DC EVO, Komet Dental/Alpro Medical).

« Surgical instruments with FG shank may only be used in a micromotor

(red contra-angle). They are not authorized for use in a dental tubine.

4. Gairés, kiek karty galima naudoti sukamuosius instrumentus

Toliau pateiktos vertés yra gairés. Instrumenty naudojimo trukmeé gali
skirtis nuo Siy verciy, nes tai priklauso nuo naudojimo ir (arba) apdorotos

medZiagos.

Nerddijanciojo plieno instrumentai:
Volframo karbido instrumentai:

Deimantiniai instrumentai:

Poliratoriai ir keramikos abrazyvai:

Endodontiniai instrumentai:
Platus kanalai:

Vidutiniai kanalai:
Siauri kanalai:

iki 4 x

iki 15 x
iki 25 x
iki 10 x
maks. 8 x

maks. 4 x
naudokite tik 1 x

Vienkartiniy gaminiy pakartotinai naudoti neleidZiama. Jie skirti vienkarti-

niam naudojimui ir negali biti pakartotinai apdorojami.

5. ISmetimas

Jtaisus reikia iSmesti j sandarias, neperlauZiamas ir nepradurtas talpyklas
(apsauga nuo uztersimo).

6. Dezinfekavimas, valymas ir sterilizavimas

Instrumentus, kurie tiekiami nesterilds, reikia paruosti pries pirma kartg
naudojant. Informacijg apie pakartotinj apdorojima su pakeitimais galima
atsisiysti is misy svetainés http://ifr.drendel.com arba paprasyti gamin-
tojo Drendel + Zweiling DIAMANT GmbH.

7. Konkrecios instrukcijos, skirtos atskiry tipy prietaisams

* Venkite bet kokio salycio su H,0, (vandenilio peroksidu). Jsitikinki-
te, kad néra virSytas nurodytas valymo ir dezinfekavimo priemoniy
panardinimo laikas. Karbido darbinés dalys bity paZeistos (tipisSkas
poZymis — juodos instrumento démes), todel sutrumpéty instrumento
tarnavimo laikas.

e Jrankio plieno instrumentai korozuoja ir todél negali bati sterilizuojami
sterilizavimo metodu, naudojant prisotintus garus (pvz., autoklave).

® Norint pasiekti optimaly pavirsiaus Siurkstuma, po to, kai naudojate
deimantinj $lifavimo instrumenta su Siurk$¢iu arba labai Siurk$ciu
gradétu pavirsiumi, reikia atlikti paskesnj apdorojima.

® Dirbdami burnoje naudokite deimantiniy disky apsauga.

* Naudodami deimantines skiriamasias juosteles ir deimantines juosteles
venkite salycio su dantenomis, nes Kyla pavojus susiZeisti.

 Norint iSvengti pernelyg didelio instrumento jtempimo, i$ nikelio-titano
pagaminti saknies kanalo instrumentai turi bdti naudojami su sukimo
momenta ribojanciu varikliu.

* Nerddijanciojo plieno Saknies kanaly pléstuvai (tipas ,Gates*, ,,Mliller”)
skirti tik kanalo vainikinei daliai paruosti.

® Kartkartémis valykite ir galgskite abrazyvus su sukepinta jungtimi
valomuoju akmeniu.

e Visada naudokite poliravimo priemones ir Sepecius su mazu slégiu,
kad sumazintuméte Silumos susidaryma. Visada poliruokite sukamai-
siais judesiais. Norédami pasiekti puiky blizgesj, naudokite poliravi-
mo priemones nurodyta seka, kai naudojate daugiafazio poliravimo
sistemas.

e Poliratoriai ir ,Arkansas“ abrazyvai turi bdti paruosti su tinkamomis
priemonémis be alkoholio (pvz., DC EVO, Komet Dental/Alpro Medi-
cal).

o Chirurginiai instrumentai su FG koteliu gali bdti naudojami tik mikrova-
riklyje (priespriesinio kampo). Nenaudokite danty turbinoje.
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8. Potential effects of using worn instruments

Discard any instruments with damaged or worn working parts as the
use of damaged or worn instruments would have a negative effect on
the work result.

.

Damaged and deformed cutting blades will cause the instrument to
vibrate and lead to poor preparation margins and rough surfaces.

Void spots on the surface of diamond instruments are a sign of miss-
ing diamond particles and reduce the instrument’s abrasive efficiency.
An inferior diamond coating quality will result in excessive heat
generation. Excessive contact pressure or temperatures may cause
damage to the tissue.

Please avoid excessive contact pressure during use as this may
result in damage to the working part (Nicks on the blades, premature
blunting and excessive heat generation).

In abrasive instruments, excessive contact pressure can lead to
stripping of the grit or clogging of the instruments and increased heat
generation.

To avoid undesirable heat generation during preparation, make sure
to provide sufficient cooling by means of air/water spray (at least 50
ml/min).

.

.

.

Additional external cooling is required when using instruments with
a total length of more than 22 mm or a head diameter exceeding 2,5
mm.

Not observing the maximum permissible speed will result in an
increased risk of injury.

The use of reusable instruments that have not been reprocessed
properly increases the risk of infection.

.

The reuse of disposable instruments (marked @ on the packaging) is
not permitted (e. g. polishers with lamellae and dental brushes). The
reuse of these products poses a risk of infection and/or the safety

of the products can no longer be guaranteed (e. g. due to the risk of
fracture with root canal instruments).

9. Safety and possible side effects

The above mentioned recommendations with respect to cooling,
contact pressure, disinfection, cleaning and sterilization are to be
strictly observed. The instruments should only be used for the intended
application, as per the symbolic identification. Non-observance of these
safety recommendations may lead to damage of the power system
and/or injury, such as thermal necrosis, undesired preparation of

tissue, damage to tissue or nerves, violation of the biological width, or
infections. During preparation, some instruments may generate metallic
abrasion which may lead to the presence of artifacts in MRI diagnos-
tics.

10. Liability

The user is solely responsible for checking the devices prior to use to
ensure that they are suited for the intended purposes.

The correct application of the devices is the responsibility of the user
and the operator. In case of contributory negligence by the user,
Drendel + Zweiling DIAMANT GmbH partially or totally declines liability
towards the user for all resulting damages,particularly if these are due
to the non-observance of the recommendations for use or other misuse
by the user.

Store products out of children’s reach.

For dental use only.

11. Contains hazardous substances

Devices marked with a CAS number (CAS: 7440-48-4) contain more
than 0.1 % weight percent of cobalt. As a CMR substance of class IB,
cobalt is classed as possibly carcinogenic, mutagenic and/or toxic to
reproduction. Evidence has shown that the quantities of cobalt released
by medical devices are so low that they do not pose a risk and no
precautions have to be taken, provided that the medical device is used
correctly and according to its intended purpose.

12. Procedure in case of serious adverse events

In case of serious adverse events, please proceed in line with the legal
regulations in your country.

8. Galimas nusidévéjusiy instrumenty naudojimo pasekmé

® [Smeskite visus instrumentus su paZeistomis ar nusidévéjusiomis dar-
binémis dalimis, nes paZeisty ar nusidévéjusiy instrumenty naudojimas
neigiamai paveiks darbo rezultatus.

® Dél paZeisty ir deformuoty pjovimo peiliy instrumentas gali vibruoti, o
tai lemia prastas paruosimo ribas ir nelygius pavirsius.

e Deimantiniy instrumenty pavirsiuje esancios tusciavidurés démeés rodo
trikstamas deimantines daleles ir sumazina instrumento abrazyvinj
efektyvuma. Dél prastesnés deimantinés dangos kokybés susidaro per
daug Silumos. Per didelis salycio slégis arba temperatira gali paZeisti
audinj.

* Naudojimo metu venkite pernelyg didelio spaudimo, nes dél to gali
buti paZeista darbiné dalis (jpjovos ant peiliy, ankstyvas bukumas ir per
didelis karstis).

* Naudojant abrazyvinius instrumentus, per didelis kontaktinis slégis
gali sukelti slifavimo daleliy nusidévéjimag arba uzkimsti instrumentus ir
padidinti Silumos generavima.

® Kad ruosiant iSvengtuméte nepageidaujamo Silumos susidarymo,
uztikrinkite pakankama ausinima purskiant org ir vandenj (ne maZiau
kaip 50 mil/min.).

* Naudojant instrumentus, kuriy bendras ilgis didesnis nei 22 mm arba
kuriy galvutés skersmuo didesnis nei 2,5 mm, butinas papildomas
isorinis ausinimas.

® Nesilaikant maksimalaus leidZiamo greicio, padidéja suZalojimo rizika.

* Naudojant daugkartinius instrumentus, kurie nebuvo tinkamai apdoroti,
padidéja infekcijos rizika.

e Vienkartiniy instrumenty (paZyméty @ ant pakuotés) naudoti pakar-
totinai negalima (pvz., poliravimo priemoniy su laminantémis ir danty
Sepetéliais). Siy gaminiy pakartotinis naudojimas kelia infekcijos rizika
ir (arba) nebegali bdti uZtikrintas gaminiy saugumas (pvz., dél Saknies
kanalo instrumenty lizio rizikos).

9. Saugumas ir galimas Salutinis poveikis

Bdtina griezZtai laikytis pirmiau minéty rekomendacijy dél ausinimo,
salycio slégio, dezinfekavimo, valymo ir sterilizavimo. Instrumentai turi
buti naudojami tik numatytai paskirciai, kurig simbolizuoja atitinkama
piktograma. Nesilaikant Siy saugos rekomendacijy gali biti paZeista
maitinimo sistema ir (arba) suZalota, pavyzdZiui, jvykti terminé nekroze,
nepageidaujamas audiniy paruosimas, audiniy ar nervy paZeidimas,
biologinio plocio paZeidimas arba infekcijos. ParuoSiant kai kurie instru-
mentai gali sukelti metaline abrazija, dél kurios atliekant MRT diagnostikg
gali atsirasti artefakty.

10. Atsakomybé

Tik naudotojas yra atsakingas uz priemoniy tikrinimag prie$ naudojima,
kad buty uztikrinta, jog jos tinkamos numatytai paskirciai. UZ tinkama
priemoniy naudojimg atsako naudotojas. Naudotojo aplaidumo atveju,
Drendel + Zweiling i$ dalies arba visiskai atsisako atsakomybés naudoto-
jui uz visg atsiradusia Zala, ypac jei tai yra dél to, kad naudotojas nesilai-
ko naudojimo rekomendacijy ar kitaip netinkamai naudoja.

Laikykite vaikams nepasiekiamoje vietoje. Naudoti tik odontologijoje.

11. Sudétyje yra pavojingy medziagy

Prietaisai, paZyméti CAS numeriu (CAS: 7440-48-4), turi daugiau kaip
0,1 % masés procento kobalto. Kaip IB klasés CMR medZiaga, kobaltas
klasifikuojamas kaip galimai kancerogeniskas, mutageniskas ir (arba)
toksiskas reprodukcijai. Jrodymai parodé, kad medicinos priemoniy iSski-
riamo kobalto kiekis yra toks maZas, kad jis nekelia pavojaus ir nereikia
imtis jokiy atsargumo priemoniy, jei medicinos priemoné naudojama
teisingai ir pagal numatyta paskirtj.

12. Procediira sunkiy nepageidaujamy reiskiniy atveju

Esant sunkiems nepageidaujamiems reiskiniams, teskite laikydamiesi
savo salies teisés akty.
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