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Instructions for use and safety recommendations
LietoSanas pamaciba un droSibas noradijumi

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.

Visparigas lietoSanas pamacibas un drosibas ieteikumi
zobarstniecibas instrumentu

Pielietojuma joma

Sie visparéjie lietosanas noradijumi un drosibas ieteikumi attiecas uz visiem
izstradajurmiem, un tie ir visparigi jaievéro. So lietosanas instrukciju un drosi-
bas ieteikumu neievérosana palielina traumas risku un var pasliktinat pareizu
instrumentu darbibu.

Atseviskas lietosanas instrukcijas ir ieklautas produktu iepakojuma, kam
nepieciesama sikaka informacija (iepakojums tiek nodrosinats ar (1] simbolu).
Tam ir prioritate par visparigajiem noradijumiem.

Uzglabasana

Uzglabajiet iesainotas ierices tira un sausa vidé, sargajot no UV starojuma

un augstam temperatiram. Neuzglabgjiet viena telpa ar skidinatajiem vai
kimiskajam vielam.

Mediciniskas ierices bez tiesas identifikacijas markéjuma jauzglaba kopa ar to
originalo iepakojumu.

1. Pareiza lietoSana
« Sie instrumenti, kas tiek piegadati nesterili, ir jasagatavo pirms pirmas
lietosanas reizes.

o Parliecinieties, ka izmantotas energijas sistémas (rokturi un kontralenki)
ir tiras un perfektas no tehniska un higiéniska aspekta.

® Atkariba no kata veida ievietojiet instrumentu patrona péc iespéjas
dzilak. Parliecinieties, ka tie ir pareizi nofikséti.

® Pirms saskares ar audiem vai materialu instrumentam ir jagrieZas
vajadzigaja atruma.

* [zvairieties no instrumenta iesprasanas un neizmantojiet to ka sviru.
Jaizvairas no parmériga kontaktspiediena.

® Acu aizsardzibai valkajiet aizsargbrilles. Lietojiet atbilstosu elpcelu
(mutes un deguna) aizsardzibu. Zobu tehniskaja laboratorija izmantoji-
et atbilstodu atsuksanas ierici.

 [zvairieties no saskares ar instrumentu darba dajam, jo tas var paliel-
inat traumu risku.

® Parliecinieties, ka tiek nodroSinata pietiekama dzesésana, izmantojot
gaisal/idens striklu. lzmantojot instrumentus ar ipasi gariem katiem vai
parak lielam darba dajam, ir nepiecieSama papildu aréja dzesésana.

® Bojati vai korozijas skarti instrumenti ir jaizmet.

2. leteicamie atrumi
Lidzu, ievérojiet lietosanas ieteikumus un ieteicamo atrumu, ka noradits
lietosanas instrukcija un uz izstradajumu iepakojuma.

o Optimalais atrums O... 300 000 apgr./min.: piemérots mikromotoru
kontralenkiem un turbinam ar stabiliem lodisu gultpiem. Neizmantojiet
turbinas ar gaisa gultni.

® Optimala lietosana O... 200 000 apgr./min.: piemérots mikromotoru
manipulacijam un kontralenkiem vai laboratorijas manipulacijam lidz
noraditajam atrumam. Neizmantojiet turbinas.

Maksimala atlauta atruma nenovérosana palielina risku.

3. Kontaktspiediens

Jaizvairas no parmériga kontaktspiediena (> 2N).

o GrieSanas instrumentiem tas var izraisit darba dajas bojajumus un
asmenu Skembu veidosanos, ka ari parmerigu siltuma rasanos.

® Abraziviem instrumentiem paaugstinats kontaktspiediens var izraisit
graudinu atdaliSanos vai instrumentu aizsérésanu un pastiprinatu
siltuma rasanos.

 Palielinats kontaktspiediens ari var izraisit termiskus pulpas bojajumus
vai, ja asmeni ir bojati, raupjas virsmas.

o Arkartgjos gadijumos var pat notikt instrumenta salii$ana.
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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. Vadlinijas par rotacijas instrumentu lietosanas reizu skaitu

Talak noraditas vertibas ir vadlinijas. Instrumentu darbmuzs var atskirties
no sim vértibam, jo tas ir atkarigs no lietojuma un/vai apstradata mate-
riala.

Nerdséjosa térauda instrumenti: lidz 4 x
Volframa karbida instrumenti: idz 15 x
Dimanta instrumenti: lidz 25 x
Pulétaji un keramikas abrazivi: lidz 10 x
Endodontiskie instrumenti.
Plati kanali: maks. 8 x
Videji kanali: maks. 4 x

Sauri kanali: izmantojiet tikai 1 x
Vienreizlietojamu izstradajumu atkartota lietoSana nav atlauta. Tie ir

paredzéti vienreizéjai lietosanai, un tos nevar apstradat atkartoti.

5. Likvidésana

lerices ir jaizmet hermétiskos, nesalauZamos un pret caurdursanu izturi-
gos konteineros (aizsardziba pret piesarnojumuy.

6. Dezinfekcija, tiriSana un sterilizé$ana

Sie instrumenti, kas tiek piegadati nesterili, ir jasagatavo pirms pirmas
lietosanas reizes. Informaciju par atkartotu apstradi ar grozijumiem var
lejupieladét no mdsu timekla vietnes http://ifr.drendel.com vai pieprasit
no raZotaja Drendel + Zweiling DIAMANT GmbH.

7. Specifiski noradijumi atseviskiem instrumentu veidiem

* lzvairieties no saskares ar H,0, (idenraZa peroksidu). Parliecinieties, ka
nav parsniegts noraditais iegremdésanas laiks tiriSanas un dezinfekci-
jas lidzeklos. Tas kaités karbida dajam (tipiska indikacija ir meins traips
uz instrumenta), samazinot instrumenta kalposanas laiku.

* No instrumentu térauda izgatavotie instrumenti korodé, tapéc tos
nevar sterilizét ar sterilizacijas metodi, izmantojot piesatinatu tvaiku
(pieméram, autoklavu).

o Lai panaktu optimalu virsmas nelidzenumu, péc dimanta slipésanas
instrumenta izmantoSanas ar rupju vai loti rupju smilSpapiru ir nepie-
ciesama pécapstrade.

e Stradajot intraorali, izmantojiet diska aizsargu dimanta diskiem.

® [zmantojot dimanta atdalosas sloksnes un dimanta sloksnes, izvairie-
ties no saskares ar smaganam, jo pastav traumas risks.

e [ ai izvairitos no instrumenta parspriegosanas, saknes kanala instru-
menti, kas izgatavoti no nikela-titana, ir jaizmanto ar griezes momentu
ierobeZota motora.
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o Neriséjosa térauda saknes kanala rivurbji (tips ,,Gates”, ,,Mdller” ir
paredzéti tikai kanala koronalas dalas sagatavosanai.

o Notiriet un uzasiniet abrazivus priekSmetus ar sakepinatu saiti ik pa
laikam ar tiriSanas akmeni.

o Vienmér izmantojiet pulétajus un birstes ar zemu spiedienu, lai samazi-
natu siltuma rasanos. Vienmér puléjiet aplveida kustiba. Lai sasniegtu
izcilu spidumu, izmantojiet pulétgjus noraditaja seciba, izmantojot
daudzfazu pulésanas sistémas.

® Pulétaji un Arkansas abrazivi jasagatavo ar piemérotiem spirtu nesatu-
rosiem lidzekliem (pieméram, DC EVO, Komet Dental/Alpro Medical).

o Kirurgiskos instrumentus ar FG katu atlauts lietot tikai mikromotora
(sarkanais kontralenkis). Nelietojiet zobarstniecibas turbina.
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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. lespéjamas sekas, lietojot nodilusus instrumentus

® [zmetiet visus instrumentus ar bojatam vai nolietotam darba dalam, jo
bojatu vai nolietotu instrumentu izmantoSana negativi ietekmés darba
rezultatu.

® Bojati un deforméti grieSanas asmeni var izraisit instrumenta vibraciju
un novest pie sliktam sagatavosanas malam un raupjam virsmam.

o Tuksi plankumi uz dimanta instrumentu virsmas liecina par dimanta
dalinu trikumu un samazina instrumenta abrazivo efektivitati. Zemakas
kvalitates dimanta parklajums izraisis parmeérigu siltuma rasanos. Par-
meérigs kontaktspiediens vai temperatdra var izraisit audu bojajumus.

e [ ddzu, izvairieties no parmériga kontaktspiediena lietosanas laika, jo
tas var izraisit darba dalas bojajumus (asmens nelidzenumi, priekslaici-
ga neasuma veidosanas un parmériga karstuma veidosanas).

® Abraziviem instrumentiem parmérigs kontaktspiediens var izraisit
graudinu atdalianos vai instrumentu aizsérésanu un pastiprinatu
siltuma rasanos.

¢ [ ai sagatavosanas laika izvairitos no nevélama karstuma, parliecinie-
ties, ka tiek nodrosinata pietiekama dzeséSana, izmantojot gaisa/idens
straklu (vismaz 50 mi/min).

® Ja izmantojat instrumentus, kuru kopéjais garums parsniedz 22 mm
vai kuru galvinas diametrs parsniedz 2,5 mm, ir nepiecieS§ama papildu
aréja dzesésana.

* Neievérojot maksimalo pielaujamo atrumu, var tikt palielinats trauma
risks.

® Atkartoti lietojamu instrumentu, kas nav atkartoti pareizi apstradati,
izmantosana palielina infekcijas risku.

o Vienreizlietojamu instrumentu (markéti @ uz iepakojuma) lietosana nav
atlauta (pieméram, pulétaji ar lamellam un zobu sukas). So izstradaju-
mu atkartota lietoSana rada infekcijas risku, un/vai vairs nevar garantét
izstradajumu drosumu (pieméram, sakara ar lidzumu risku ar saknes
kanala instrumentiem).

9. Drosiba un iespéjamas blakusparadibas

Stingri jaievéro ieprieks minétie ieteikumi attieciba uz dzesésanu,
kontaktspiedienu, dezinfekciju, tirndanu un sterilizaciju. Instrumentus
drikst izmantot tikai paredzétajam lietojumam, kas apziméts ar attiecigo
ikonu. So drosibas ieteikumu neievérosana var izraisit energosistémas
bojajumus un/vai traumas, pieméram, termisku nekrozi, nevélamu audu
apstradi, audu vai nervu bojajumus, biologiska platuma parsniegsanu vai
infekcijas. Apstrades laika dazi instrumenti var radit metalisku abraziju,
kas var izraisit artefaktu klatbatni MR attéldiagnostika.

10. Atbildiba

Lietotajs ir pilniba atbildigs par iericu parbaudi pirms lietosanas, lai
parliecinatos, ka tas ir piemérotas paredzétajam mérkim. Pareiza iericu
lietosana ir lietotaja atbildiba. Lietotaja veiktas nolaidibas gadijuma,
Drendel + Zweiling daléji vai pilniba atsakas uznemties atbildibu pret
lietotaju par visiem raditajiem bojajumiem, it jpasi, ja tie ir saistiti ar to,
ka lietotajs neievéro lietosanas ieteikumus vai citadi tos nepareizi lieto.
Uzglabat bérniem nepieejama vieta.

Tikai zobarstniecibai

11. Satur bistamas vielas

lerices, kas markétas ar CAS numuru (CAS: 7440-48-4), satur vairak
neka 0,1 % kobalta masas procentu. Kobalts ka IB klases CMR viela
tiek klasificéts ka iespéjami kancerogéna, mutagéna un/vai reproduk-
tivajai sistémai toksiska viela. Pieradijumi liecina, ka medicinisko iericu
izdalitais kobalta daudzums ir tik mazs, ka tas nerada risku, un nav
javeic piesardzibas pasakumi, ja mediciniska ierice tiek lietota pareizi un
atbilstosi paredzétajam mérkim.

12. Proceddra nopietnu nevélamu notikumu gadijuma

Nopietnu nevélamu notikumu gadijuma, lidzu, rikojieties saskana ar
savas valsts juridiskajiem noteikumiem.
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