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SAFARGAM Dentis 60

NAVOD NA POUZITI:

SAFAGRAM Dentis 60 je slitina pro dentalni amalgdm s vysokym
obsahem médi. Neobsahuje y. fazi. Neobsahuje Zn. Prasek slitiny je
tvorien smési pilin a sférickych ¢astic. Samoaktivacni kapsle. Na jedno
pouziti. Tento amalgdm je bezpecny pii vySetfeni magnetickou
rezonanci.

Indikace:

Vypliiovy material pro zachovnou stomatologii.

Kontraindikace:

V pfipadé alergie na jakoukoliv slozku dentélniho amalgamu.

Pro déti mladsi 6-ti let. Pro t&hotné nebo kojici Zeny.

Vyhnéte se kontaktu dentalniho amalgamu s dal$im kovovym
materidlem.

ODPOVIDA NORMAM

ISO 24234 a 1SO 13897

Chemické slozZeni (hm.%): Ag 60% Sn 22% Cu 18%
Hmotnostni pomér: Slit. : Hg.  1:1,1

Baleni - kapsle: 50 kapsli

Délka kapsli: 32 mm

Max. pramér kapsli: 13,2 mm

Napli kapsli a netto hmotnosti 50 ks v baleni pro velikosti:
1: 360 mg slitiny a 400 mg Hg,
netto: 18 g slitiny a 20 g Hg
2: 540 mg slitiny a 600 mg Hg,
netto: 27 g slitiny a 30 g Hg
3: 720 mg slitiny a 800 mg Hg,
netto: 36 g slitiny a 40 g Hg

Napli kapsli obsahuje dentalni rtut podle ISO 24234,

Doporuéené skladovani: pii teplotdch nepfesahujicich 28°C,

v Eistém prostredi bez vyparl chemikalii.

Doba pouzitelnosti: pii vhodném skladovani do data pouzitelnosti.
Uréeny Géel pouziti: Urceno pro zubni vyplné po smichani s dentaini
rtuti.

Vzhled amalgamu: Namichany amalgam je tvofen plastickou, lesklou
a soudrznou hmotou.

Doba plasticity: 5 minut

Doba michani, kapsle:
Typ 4 T Kagsle -
?g'zxé%go?%i?fﬁw 900 35s 35s 35s
i kil O NCRR
B | | % |

Upozornéni: Pfi nedodrzeni doporugeného zptsobu michani
nezarucuje vyrobce jeho deklarované vlastnosti.

Pokyny pro zpracovani:

Michani amalgamu: Pfi mechanickém michani postupujte podle
udaju vyrobce amalgamatort, ¢i podle nami doporuenych hodnot
jejich nastaveni. Pfi zméné amalgamatoru doporucujeme uvedené
parametry michani nejprve odzkousSet a pfipadné je poopravit podle
vlastnich potieb. U typt amalgamatord, ktera nejsou v tomto navodu
uvedeny, nejprve odzkouSejte a nastavte parametry michani
amalgamu. Ty musi byt takové, aby po namichani mél amalgam
soudrznou, plastickou a hladkou konzistenci, ktera vyhovuje lékafi. Tj.
namichany amalgam nesmi byt ani pfili$ fidky, ani pfili§ suchy a musi
byt leskly, bez matnych povlaki. Kapsle se oteviraji odnétim vicka
umisténého na jedné ze stran.

Pokud konzistence amalgdmu nevyhovuje, zkorigujte nastaveni
parametri amalgamatoru: Amalgdm se bé&zné stava fidsim pfi
zkracovani doby michani a pfi zmenSovani frekvence michani a
naopak. Zména konzistence amalgamu je obvykle spojena i se
zménou doby jeho plasticity — u fid$iho se prodluzuje a u pfili§
suchého zkracuje.
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Kondenzace a modelace: Namichany amalgdm je soudrzny,
plasticky, leskly a hladky, dobfe se kondenzuje. Amalgdm péchujte do
rohli kavity tlakem za pouZiti malého cpatka s rovnym &elem. Vyplfi
vytvarejte vrstvenim do okluze postupné vétsimi cpatky. Nez
aplikujete novou vrstvu amalgdmu, odstrafite z povrchu vypiné
vrstvicku amalgdmu bohatou na rtut. Vyplfi zhotovte v prebytku. Po 6-
9 minutach je mozno upravit vyplii do anatomického tvaru ostrymi
modelaénimi nastroji.

Lesténi: Po 24 hodindch doporucujeme vylestit povrch vyplné do
vysokého lesku pomoci arkansaského kamene a gumovych rotacnich
nastrojl.

VYSTRAHA

Tento vyrobek
obsahuje rtut

Bezpeénostni informace:

Zmény funkéni zplsobilosti:

Dentélni amalgéam je nevhodné pouzivat v pfipadé nevhodné
konzistence po jeho namichani.

Pusobeni rtuti na kovy: Rtut koroduje a pasobi zkfehnuti nékterych
kovl a jejich slitin. Vyhnéte se zbyte¢nému kontaktu mezi rtuti a
témito kovy.

Rozliti rtuti: Rtut pfi nespravném zachazeni ohroZuje zdravi. Rtut je
toxicka pfi vdechovani jejich vypari a tento efekt je kumulativni.
Rozlita rtut musi byt ihned odstranéna - a to i z nepfistupnych mist.
K odstranéni rtuti pouzijte plastovou odsavacku. Men§i mnozstvi rtuti
mohou byt zasypana praskem siry a odstranéna. Jednotlivé mensi
kapky rtuti mohou byt sesbirany pomoci cinové folie (Sn) a
odstranény. Vyvarujte se vdechovani par rtuti. Béhem G&isténi a
nasledné poté fadné odvétravejte prostory, kde k rozliti rtuti doslo.

K i alnil 4 Ihkosti: Tato slitina
neobsahuje zinek, proto u amalgdmu z ni pfipraveného nehrozi
nebezpedi nadmémné (opozdéné) expanze. Prfesto, pokud je to
mozné, pouzivejte suché pole, nebot kontaminace amalgamu vihkosti
pred jeho utuhnutim nepfiznivé ovliviiuje jeho vlastnosti — zejména
pevnost a korozni odolnost.

1 Likvi zitych kapsli:
Odpadni materlal a vsechny prlmaml obaly, ktere obsahovaly
rtut, musi byt lik y y ymi p py
Zbytky amalgamu a amalgamovych vyplnl jsou nebezpecnyml
odpady kat. ¢. 180110 — p: ze
péce. Pouzité kapsle jsou nebezpecnym odpadem kat. €. 150110
— obaly jici zbytky ych latek — rtuti. Likvidujte je
vyhradné v souladu s legislativou platnou v €R, nebo ve staté, ve
kterém jsou pouzivany. VCR je nutno tento odpad piedat
k vyuziti nebo odstranéni pouze opravnéné osobé dle Zakona o
odpadech v platném znéni.
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SAFARGAM Dentis 60

INSTRUCTION FOR USE:

The SAFAGRAM Dentis 60 is high copper alloy for dental amalgam
without gamma-2 phase. The alloy is free of zinc. A type of powder:
filings and spherical particles. It is supplied in dosed self-activating
capsules. For single use. Amalgam is safe in examination by magnetic
resonance imaging.

Indication:

Fillings for dental restorations.

Contraindication:

In case of hypersensitivity or allergic reaction to any of the
components of dental amalgam.

For children under six years of age. For pregnant or nursing women.
Avoid contact between dental amalgam and other metal materials.

ACCORDING TO

ISO 24234 and ISO 13897 STANDARDS
Chemical composition (mass %): Ag 60% Sn 22% Cu 18%

Nominal mass alloy: mercury ratio: 1:11
Delivered form of capsules: 50 capsules

Capsule length: 32mm
Max. diameter of capsules: 13,2mm

Filling of capsules and net mass of 50 pcs in the package:
1: 360 mg alloy and 400 mg Hg,
net: 18 g alloy and 20 g Hg
2: 540 mg alloy and 600 mg Hg,
net: 27 g alloy and 30 g Hg
3: 720 mg alloy and 800 mg Hg,
net: 36 g alloy and 40 g Hg

Capsules contain dental mercury according to ISO 24234.

Storage conditions: at temperature no higher than 28°C, in clean
surroundings without chemical vapours.

Shelf life: when stored properly until expiring date.

Specified application purpose: The alloy is used for preparing
dental amalgam as tooth filling after mixing with dental mercury with
using amalgamators.

Amalgam appearance: The ready-mixed amalgam is a coherent
plastic mass with shiny surface.

Time of plasticity: 5 minutes

Mixing time for capsules:

capsule
Type of amalgamator T 2 3
Mixing Boy MLW 9002:
(3200 rpm) 35s 35s 35s
Linea TAC400M: (4200 8s 5s 5s
rpm)
3M Espe CapMix: (4650 5s 5s 5s
rpm)

arning: When not comply with recommended mixing conditions
producer does not guarantee product properties.

Processing instruction:

Amalgam mixing: Respect the amalgamator manufacturer's
instructions or our setting recommendations during a mechanical
mixing. The given mixing recommendation should first be tested or
altered where necessary in accordance with your own needs after
each amalgamator replacement. In case that amalgamator is not
mentioned in these instructions the amalgam mixing parameters have
first to be tested and set. The settings have to be selected in respect
to appearance of the ready mixed amalgam that must have a plastic
and smooth consistency convenient for the dentist. The mixed up
amalgam should form a coherent plastic mass with shiny surface,
without any coatings. After the amalgam is mixed up open the plastic
capsule on one side of the capsule.
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If amalgam consistency does not comply correct the amalgamator
settings: Reduction of mixing time and reduction of frequency of the
mixing leads to the wetter consistency and vice versa. A change of
amalgam consistency is usually connected with a change of time of
plasticity — wetter amalgam has longer time of plasticity and vice
versa.

Condensing and modelling: The mixed up amalgam is plastic,
glossy and smooth, well-condensing. Fill the amalgam into the cavity
corners with a small flat-fronted tool. Apply the filling occlusion layer
by layer, using increasingly bigger tools. Remove from the filling’s
surface the mercury-rich amalgam layer each time before applying the
new one. Make the filling with a surplus. It can be finished to an
anatomical shape with the sharp modelling tools after 6-9 minutes.
Polishing: The surface of the filling should be polished to a high
degree of gloss after 24 hours, using the Arkansas stone and rubber
rotating tools.

CAUTION

This product
contains mercury

Precautionary notes:

Properties changes:

Do not use dental amalgam in case of incorrect consistency of
amalgam.

Effect of mercury on metals: Mercury corrodes and embrittles
particular metals and their alloys. Avoid unnecessary contact between
mercury and those metals.

Spillages: Mercury presents health hazard if handled incorrectly.
Mercury is toxic by vapour inhalation and the effect is cumulative.
Spillages of mercury should be removed immediately, including from
places which are difficult to access. Use a plastic syringe to draw it up.
Smaller quantities can be covered by sulfur powder and removed.
Individual small droplets can be picked up by tin foil (Sn) and
removed. Avoid inhalation of the vapour. During and after clean-up
thoroughly ventilate the area where the spill has occurred.

Moisture contamination: If the moister is introduced into amalgam
before it has set properties such as strength and corrosion resistance
can be affected adversely. The alloy does not contain zinc. This is why
there is no risk of any excessive (delayed) expansion of the amalgam.
Use a dry field whenever is possible despite that.

Waste disposal / Disposal of used capsules:

Waste materials and all primary containers that have held
mercury shall be disposed of following appropriate management
practice. Used capsules and waste materials have to be handled
as the very dangerous wastes - they contain remainders of
dangerous matters — mercury. Dispose of used capsules in
accordance with national regulations.
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