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Instructions for use and safety recommendations
Navod k pouziti a bezpe¢nostni doporucéeni

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.

+ On 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.

Vseobecné pokyny k pouziti a bezpec¢nostni doporuceni pro
pouZziti stomatologickych nastroji

Oblast pouZiti

Tyto obecné pokyny k pouZiti a bezpecnostni doporuceni plati pro vsechny
vyrobky a musi se obecné dodrZovat. NedodrZeni tohoto ndvodu k pouZiti a
bezpecnostnich doporuceni zvysuje riziko zranéni a muzZe narusit spravnou
funkci nastrojd.

Samostatny navod k pouZiti je pfiloZen v baleni vyrobkd, které vyZaduji
podrobnéjsi informace (obal je opatfen symbolem [1i] ). Ty maji pfednost pred
obecnymi pokyny.

Skladovani

Zabalené prostredky skladujte chranéné pred UV zarenim a vysokymi
teplotami v Cistém a suchém prostredi. Neskladujte ve stejné mistnosti jako
rozpoustédia nebo chemikdlie.

Zdravotnické prostredky bez pfimého identifikacniho oznaceni se musf skla-
dovat v pivodnim obalu.

1. Spravné pouziti

* Nastroje, které se dodavaji nesterilni, se musi pred prvnim pouZitim
pripravit.

e Zkontrolujte, zda jsou pouZité napéjeci systémy (ndsadce a kolénkové

nastavce) Cisté a v perfektnim stavu z hlediska technické a hygienické
kvality.

o V zdvislosti na typu jejich stopky zasurite ndstroj do sklicidla co ne-
jhloubéji. Zkontrolujte, zda jsou sprdvné zajistény.

* NeZ dojde ke kontaktu s tkani nebo materialem, nastroj se musi otacet
poZadovanou rychlosti.

* VWyvarujte se zaseknuti a pouzivani nastroje jako paky. Je treba se
vyhnout nadmérnému kontaktnimu tlaku.

® Pro ochranu oci pouzivejte ochranné bryle. PouZivejte vhodnou
ochranu dychacich cest (Usta a nos). Ve stomatologické laboratori
pouZijte vhodnou odsédvaci jednotku.

e Zabrarite kontaktu s pracovnimi ¢astmi néstroje, protoZe se tim mize
zvySit riziko poranéni.

* Zajistéte dostatecné chlazeni pomoci proudu vzduchu/vody. Pri pouZiti
ndstroji s extra dlouhymi stopkami nebo pfilis velkymi pracovnimi
cdstmi se vyZaduje dodatecné externi chlazeni.

® Poskozené nebo zkorodované nastroje se musi zlikvidovat.

2. Doporucené rychlosti
Dodrzujte prosim doporuceni pro pouZziti a doporucené rychlosti uve-
dené v ndvodu k pouZiti a na obalech produktd.

o Optimalni rychlost On.. 300 000 min-1 znamena: Vhodné pro mikromo-
torové kolénkové ndsadce a turbiny se stabilnimi kulickovymi loZisky.
NepouZivejte v turbinach se vzduchovym loZiskem.

® Optimalni pouZiti Ow. 200 000 min-1 znamend: Vhodné pro mikromo-
torové nasadce a kolénkové nebo laboratorni ndsadce aZ do uvedené
rychlosti. NepouZivejte v turbindch.

NedodrZeni maximalni pripustné rychlosti vede ke zvySenému bez-
pecnostnimu riziku.

3. Kontaktni tlak

Je tfeba se vyhnout nadmérnému kontaktnimu tlaku (> 2N).

o U feznych ndstroji to miiZe vést k poskozeni pracovni &asti a k od-
Stipnuti Cepeli a nadmérnému vytvareni tepla.

o U abrazivnich nastroji muZe zvyseny kontaktni tlak vést k odlupovani
zrna nebo k ucpani nastroji a zvysené tvorbé tepla.

® Zvyseny kontaktni tlak miiZe také vést k tepelnému poskozeni pulpy
nebo v pripadé poskozené cepele k drsnym povrchim.

® V extrémnich pfipadech mizZe dojit i k prasknuti ndstroje.
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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”, “Mdller”) 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. Pokyny pro pocet pouZiti rotacnich nastroju

NiZe uvedené hodnoty jsou pokyny. Zivotnost néstrojii se od téchto
hodnot mdzZe lisit, protoZe zavisi na pouZiti a/nebo zpracovavaném
materialu.

Nadstroje z nerezové oceli: az4x
Nastroje z karbidu wolframu: az15 x
Diamantové nastroje: az 25 x
Lestidla a keramicka abraziva: az 10 x
Endodontické nastroje:
Siroké kanalky: max. 8 x
Prdmérné kanalky: max. 4 x
Uzké kanélky: pouZijte pouzel x

Opakované pouZziti jednorézovych vyrobku neni povoleno. Jsou urceny k
jednordzovému pouZiti a nelze je obnovit.

5. Likvidace

Prostfedky se musi likvidovat v pevnych, nerozbitnych nddobdch odol-
nych proti propichnuti (ochrana pred kontaminaci).

6. Dezinfekce, Cisténi a sterilizace

Nastroje, které se dodavaji nesterilni, se musi pred prvnim pouZitim pfi-
pravit. Informace o obnové v platném znéni si miiZete stahnout z nasich
webovych stranek http://ifr.drendel.com nebo si je vyZadat od vyrobce
Drendel + Zweiling DIAMANT GmbH.

7. Specifické pokyny pro jednotlivé typy nastroju

* Zabrarite kontaktu s H,0, (peroxid vodiku). Nesmi se prekrocit stano-
vené doby ponoreni do Cisticich a dezinfekcnich prostredku. Doslo by
k narudeni pracovnich &asti z karbidu (typickym indikatorem je cerné
zbarveni nastroje), coZ sniZuje Zivotnost nastroje.

* Nastroje z nastrojové oceli koroduji, a proto je nelze sterilizovat sterili-
zacni metodou s pouZitim nasycené pary (napf. v autoklavu).

® Pro dosaZeni optimalni drsnosti povrchu je po pouZiti diamantového
brusného néstroje s hrubym nebo velmi hrubym zrnem nutné provést
ndsledné dokonceni.

* P¥i intraoralni praci pouZijte na diamantové kotoude chrani¢ kotoucu.

® Pri pouZiti diamantovych oddélovacich pasek a diamantovych pasek
se vyvarujte kontaktu s ddsnémi, protoZe hrozi riziko poranéni.

® Aby se zabranilo nadmérnému namahani nastroje, musi se v motoru s
omezenym tocivym momentem pouZit nastroje pro kofenové kanalky
vyrobené z niklu a titanu.

o Vlystruzniky korenovych kanalk( z nerezové oceli (typ ,Gates*,
., Miiller”) jsou uréeny pouze pro preparaci koronalni ¢asti kanalku.

* Diamantové brusky se slinutym pojivem obcas ocistéte a naostrete
Cisticim kamenem.

® Pfi pouzivani lestidel a kartackd vZdy vyvijejte mirny tlak, aby se mini-
malizovalo vytvareni tepla. Lestéte vZzdy kruhovym pohybem. Chcete-li
dosahnout zarivého vysokého lesku, pfi pouZziti vicefazovych lesticich
systémdi pouZijte lestidla v uvedeném poradi.

o [ estidla a arkansasové abrazivni prostredky se musi pripravit pomoci
vhodnych prostfedk( bez alkoholu (napf. DC EVO, Komet Dental/
Alpro Medical).

o Chirurgické ndstroje s pfedepnutou stopkou jsou povoleny pouze pro
pouZiti v mikromotoru (Cerveny kolénkovy nasadec). NepouZivejte v
dentalni turbiné.
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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. Potencialni dusledky pouZivani opotfebenych nastroju

e V/Sechny nastroje s poskozenymi nebo opotrebenymi pracovnimi
castmi zlikvidujte, protoZe pouziti poskozenych nebo opotrebenych
nastroju by mélo negativni viiv na pracovni vysledky.

® Poskozené a deformované fezné epele mohou zpdisobit vibrovani
nastroje a vést ke Spatnym okrajim pro pfipravu a drsnym povrchdm.

® Prdzdna mista na povrchu diamantovych ndstrojd jsou znamkou
chybéjicich diamantovych castic a sniZuji abrazivni uéinnost nastroje.
Nizka kvalita diamantového potahu zplsobi nadmérné vytvareni tepla.
Nadmérny kontaktni tlak nebo teploty mohou zpusobit poskozeni
tkané.

® Béhem pouZivani se vyhnéte nadmérnému kontaktnimu tlaku, protoZe
by to mohlo vést k poskozeni pracovni &asti (vrypy na cepelich, pred-
Casné ztupeni a nadmeérné vytvareni tepla).

o U abrazivnich néstroji muZe nadmérny kontaktni tlak vést k odlupovani
zrna nebo k ucpani nastroji a zvysené tvorbé tepla.

® Abyste béhem pripravy zabranili neZadoucimu vytvareni tepla, zajistéte
dostatecné chlazeni pomoci proudu vzduchu/vody (minimalné 50 mi/
min).

® Pokud pouZivate nastroje o celkové délce vétsi neZz 22 mm nebo o
prumeéru hlavice vétsim nezZ 2,5 mm, je nutné zajistit dodatecné externi
chlazeni.

* NedodrZeni maximalni pfipustné rychlosti vede ke zvysenému riziku
poranéni.

® Pouziti opakované pouZitelnych nastrojd, které nebyly fadné obnove-
ny, zvy$uje riziko infekce.

* Opakované pouZiti jednoréazovych nastrojii (na obalu oznadené @ )
neni povoleno (napf. lestidla s lamelami a zubni kartacky). Opakované
pouZziti téchto vyrobky predstavuje riziko infekce a/nebo nelze zarucit
bezpecnost vyrobki (napf. z divodu rizika zlomeniny ndstroji pro
korenové kandlky).

9. Bezpecnost a mozné vedlejsi ucinky

Vyse uvedena doporuceni tykajici se chlazeni, kontaktniho tlaku,
dezinfekce, &isténi a sterilizace se musi diisledné dodrzovat. Néstroje
by se mély pouZivat pouze pro zamyslené pouZiti, které je oznaceno
prislusnou ikonou. Nedodrzeni téchto bezpecnostnich doporuceni miize
vést k poskozeni elektrického systému a/nebo poranéni, jako je termalni
nekréza, neZadouci pfiprava tkané, poskozeni tkdné nebo nervd, poru-
Seni biologické Sitky nebo infekce. Béhem pfipravy miiZze na nékterych
ndstrojich vzniknout kovova abraze, ktera mize vést k pfitomnosti
artefaktyd v diagnostice MRI.

10. Odpovédnost

Uzivatel je piné zodpovédny za kontrolu prostredky pred jejich pouZitim,
aby zajistil jejich vhodnost pro zamysleny Gcel. Spravné pouZiti pro-
stredki je odpovédnosti uZivatele. V pripadé spoluticasti na nedbalosti
uZivatele spolecnost Drendel + Zweiling ¢aste¢né nebo Uplné odmita
odpovédnost viiéi uZivateli za vSechny nasledné skody, zejména pokud
jsou zplisobeny nedodrZovanim doporuceni pro pouZiti nebo jinym
nespravnym pouZzivanim uzivatelem.

Uchovévejte mimo dosah déti.

Pouze pro dentalni pouZiti.

11. Obsahuje nebezpecné latky

Zafizeni oznacena &islem CAS (CAS: 7440-48-4) obsahuji vice neZ 0,1
% hmotnostnich kobaltu. Jako ldtka CMR tfidy IB je kobalt klasifikovan
jako potencidlné karcinogenni, mutagenni a/nebo toxicky pro reproduk-
ci. Dukazy ukdzaly, Ze mnoZstvi kobaltu uvolriovaného zdravotnickymi
prostredky jsou tak nizké, Ze nepredstavuji riziko a neni treba pfijimat
Zadna preventivni opatreni za predpokladu, Ze je zdravotnicky prostre-
dek pouZivan spravné a v souladu s uréenym ucelem.

12. Postup v pripadé zavaznych nezadoucich prihod

V pripadé zavaznych neZadoucich prihod postupujte v souladu s pravni-
mi pfedpisy vasi zemé.
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