FIX Duo

EN Dual curing adhesive resin cement
BG LinmMeHT c ABOINHO BTBbpAsiBALLA Ce aAXe3MBHaA CMona
RO Ciment cu rasind adeziva cu intdrire duald
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INSTRUCTION FOR USE EN
DESCRIPTION

i-FIX Duo is a dual curing, bioinert, radiopaque cement, based on methacrylate resins
and silica/barium glass filler particles. i-FIX Duo is a high strength, highly resistant
device with optimal bonding characteristics. The use of automix tips ensures
homogenous mixture which can be placed directly into the restoration.
COMPOSITION

Base: dental glass grinded based on silica and barium 50-70%, methacrylate mixture
30-50%, conditioner 1-5%, silicon dioxide 1-5%, initiator <1%, opacifier <1%,
accelerator 1%, inhibitor <1%. Catalyst: dental glass grinded based on silica and
barium 50-70%, methacrylate mixture 30-50%, silicon dioxide 1-5%, coinitiator
<1%, stabilizer <1%, photoinitiator <1%, inhibitor <1%, pigment <1%.

i-FIX Duo does not contain medicinal substance, including human blood or plasma
derivate; tissues or cells, or their derivates, of human origin; tissues or cells of animal
origin, or their derivates, as referred to in Regulation (EU) No. 722/2012; substances
which are carcinogenic, mutagenic, toxic to reproduction or having endocrine-
disrupting properties.

PERFORMANCE CHARACTERISTICS

dual curing
flexural strenght
water sorption 24.28+0.45 pg/mm?3
water solubility 0.64+0.21 pg/mm?3
film thickness 8.8 um

INTENDED PURPOSE AND CLINICAL BENEFITS

light and chemical
115.4+8.4 MPa

5. Apply a thin layer of light curing adhesive, such as i-BONDING LCN
immediately onto etched surface or dual cure adhesive for post
cementation, follow manufacturer’s instruction for use.

6. Remove i-FIX Duo syringe cap.

7. Promptly and carefully attach the automix tip to the syringe.

8. Test flow of material from automix tip before using.

9. Squeeze out a 1-2mm of paste onto a mixing pad to equal the base paste
and catalyst paste in the automix tip. Do not use the paste which has
been squeezed out.

PLACEMENT:
INLAYS/ONLAYS:

1. Dispense the cement directly into the restoration. Cover all surfaces.

2. Seat the restoration firmly onto the preparation. Stabilize until cement is
fully set.

CROWNS/BRIDGES:

1. Dispense the cement directly into the restoration. Cover all surfaces.

2. Seat the restoration firmly onto the preparation. Let the cement flow from
all margins. Stabilize until cement is fully set.

POSTS:
1. Mount the intraoral-root canal tip onto the automix tip and dispense the

cement directly into the canal.

2. Seat the post carefully and rotate slightly to avoid trapping air. Let the
cement flow from the canal space. Light cure for 10 seconds to fix the
position of the post. Use LED polymerization lamp with light intensity
1200mW/cm?2. Some lamps with higher intensity could require less time
of polymerization, follow manufacturer’s instruction for use. Stabilize
until cement is fully set.

FINISHING:

1. After the restoration is properly seated and while the cement is in rubbery
state remove all excess cement with scaler or explorer. Rubbery state
can be achieved by light cure for approx. 2-3 seconds or by allowing the
cement to self-cure for approx. 30 seconds - 1 minute after application.

2. Light cure for 20-30 seconds all surfaces and margins after removal of all
excess cement. Use LED polymerization lamp with light intensity
1200mW/cm?2. Some lamps with higher intensity could require less time
of polymerization, follow manufacturer’s instruction for use. Finish
restoration.

NOTE!

a) Working time at 23°C is about 1 minute 30 seconds to 2 minutes.
Chemical setting time at 37°C is about 2 minutes to 2 minutes 30
seconds. Light curing time per surface is 20-30 seconds.

WARNINGS

i-FIX Duo restores/improves aesthetic appearance of restorable tooth;
restores/maintains dental function of restorable tooth; protects biological structures
of restorable tooth and adjacent tissues.

CLINICAL INDICATIONS

- For the permanent cementation of indirect restorations including
ceramic, composite and metal-based inlays, onlays, crowns and
bridges;

- For the permanent cementation of posts.

CONTRA-INDICATIONS

Patients who have a history of severe allergic or irritation reactions to product or to
any of the ingredients.
RESTRICTIONS TO COMBINATIONS

Tips are single use only. Do not use in direct contact with pulp tissue. As i-FIX Duo
highly adhesive, clean all instruments before cement set on. The setting time depends
on the ambient and oral temperature. Increased temperature will reduce the
working/setting time. Vice versa decreased temperature will prolong the
working/setting time. The cement is sensitive to light. The working time significantly
reduces during application under intensive lighting. When removing i-FIX Duo from
refrigerator after storage, leave the material at ambient temperature for some time
until warm-up. After the desired amount of material extruded, immediately close the
syringe, so that the material is not unlighted. Do not use i-FIX Duo for patients who
have a history of severe allergic or irritation reactions to product or to any of the
ingredients. i-FIX Duo does not emit radiation and does not cause any
electromagnetic interferences.

PRECAUTIONS!

i-FIX Duo should not be used with products containing eugenol, hydrogen peroxide
as they may disturb polymerization process.
UNDESIRABLE SIDE EFFECTS

In susceptible individuals, i-FIX Duo may cause allergic or irritation reactions (skin,
eye, mucosa, respiratory tract).
RESIDUAL RISKS

Risk control measures have been implemented and verified, risk is reduced as far as
possible, the overall residual risk is judged to be acceptable.
PATIENT TARGET GROUP

No restrictions known regarding patient population, their age and general health
conditions. There may be children, middle aged or elderly patient.
INTENDED PART OF THE BODY OR TYPES OF TISSUES OF BODY FLUIDS

Part of the body - mouth. Tissues or body fluids contacted by the device - tooth.
INTENDED USER

i-FIX Duo is developed for professional use in dentistry only. Its user only licensed
doctor who has knowledge how to use common dental cements. There is no need for
specific training.

STERILITY

i-FIX Duo is delivered non-sterile. There is no need of any preparatory sterilization,
cleaning or disinfection, preventive, regular maintenance or calibration to ensure that
the device operates properly and safely during its intended lifetime. However, do not
use if primary package is damaged.

USE ENVIRONMENT

It is recommended to use cofferdam during application of the product. IF IN EYES:
Rinse cautiously with water for several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing. If eye irritation persists: Get medical
advice/attention. IF ON SKIN OR MUCOSA: Wash with plenty of water. If skin/mucosa
irritation or rash occurs: Get medical advice/attention. Take off contaminated clothing
and wash before reuse. IF SWALLOWED: Rinse mouth. Call a Poison Center or
doctor/physician if you feel unwell. IF INHALED: Remove person to fresh air and keep
comfortable for breathing.

Wash hands thoroughly after handling. Use only in a well-ventilated area. It is
recommended to wear protective gloves/protective clothing/eye protection/face
protection for doctor and patient.

Precautions to be taken in the event of changes in the performance of the device:
If, during the use of the product, noticed non-homogenous consistency, product does
not harden or does not adhere on the applied surface while curing with light or any
by-products/phases are released during curing, or sudden acute pain occur on
application site, or if any other abnormal behavior of the product noticed while
manipulating the device, that is not mentioned above, discontinue to use
immediately. Remove the restoration from the tooth cavity with suitable dental
instrument do not let the product to be swallowed. Ask patient how she/he is feeling.
If patient noticed any undesirable side-effects, immediately call to a local poison
center. Collect all available remaining supplies, do not use them again and keep them
out of reach in a safe place until further notice. Contact the manufacturer immediately
and report of any noticed changes in the performance of the product.

SHELF-LIFE

i-FIX Duo is designed to be used in dental office where ambient temperature is 18-
25°C. Dispensed amount of cement is suitable for single use (only for one patient).
Do not re-use. Dispensed amount kept not in original package may lead to loss of
function.

CONSUMABLE COMPONENTS AND ACCESSORIES

Shelf-life of i-FIX Duo is 2 years from the date of manufacture. Do not use after the
expiry date. The batch number should be quoted in all correspondence. See
packaging for batch and expiry date.

STORAGE

No accessories are supplied with the device. Cunsumables, such as automix tips,
intraoral-root canal tips are supplied with the device.
INSTRUCTION FOR USE

Keep product tightly closed in dry well-ventilated place at 2-8°C (preferable in
refrigerator). Protect from direct sunlight and heat sources. Do not freeze. Keep out
of the reach of children!

DISPOSAL

Dispose of contents/container to as required by national regulatory requirements.
VIGILANCE

PREPARATION:

1. Remove the temporary restoration.

2. Clean the surface, rinse with water and dry with air. Avoid over drying.
The surface must remain glossy.

3. Try in the permanent restoration to ensure proper fit.

4. Apply layer of etch, such as i-GELN on all surface to be etched, follow
manufacturer’s instruction for use. Leave etch in place for 15 seconds
(dentine), 30 seconds (enamel). Rinse with water and dry with air. Avoid
over drying dentin. After drying, the surface appears chalky and must not
be contaminated prior to applying the adhesive. If the surface becomes
contaminated with saliva, rinse and dry again and re-etch if necessary.

If any serious incident that has occurred in relation to the device report to the
manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

i-FIX Duo is safe and performs as intended if it is used in accordance to
manufacturer's instruction for use. Summary of safety and clinical performance is
available through manufacturer's website www.i-dental.lt/sscp/ until European
Database on Medical Devices (EUDAMED) comes online.

MANUFACTURERS RESPONSIBILITY

Our products have been developed for professional use in dentistry. As the application
of our products is beyond our control, the user is fully responsible for the application.



Of course, we guarantee the quality of our products in accordance with the applied
standards.
VALIDITY

Upon publication of this instruction for use, all previous versions are superseded.
PACKAGING

DRMIFIX8 8g double syringe, 10pcs automix tips (for inlays/onlays,

crowns, bridges), 10pcs intraoral-root canal tips (for posts)
WHCTPYKLINA 3A YIIOTPEBA BG
OMNUCAHUE

i-FIX Duo e ABOMHO BTBbpAsiBall ce OGMOMHEpPTEH, PEeHTreHOKOHTpPAacTeH LMMEHT,
6asvpaH Ha MeTakpwunaTHM CMOSIM M YacTUUM NMbAHUTEN OT cunuumeso / 6apueso
ctbkno. i-FIX Duo e MHOro 3apaBO, BMCOKOYCTOMUYMBO YCTPOMCTBO C OMTUMAanHu
XapaKTepuCTUKM Ha CBbp3BaHe. M3Mon3BaHeTO Ha HakpaHWMLM 3a aBTOMaTUYHO
CMecBaHe OCurypsiBa XOMOreHHa CMec, KOATO MOXe Aa Ce NOCTaBu AMPEKTHO B
pecTaBpauusiTa.

CbCTAB

OcHoBa: 3b6HO CTbKJIO, CMU/IAHO Ha OCHOBaTa Ha cuauuuin u 6apuit 50-70%,
MeTakpunatHa cmec 30-50%, 6ancam 1-5%, cunuumes anokcna 1-5%, nHuumatop
<1%, MaToBO Nokputne <1%, yckoputen 1%, nuuxméutop <1%. KatanusaTop: 36HO
CTbK/10, CMUIAHO Ha OCHOBaTa Ha cunuumnin n 6apuit 50-70%, meTakpunaTtHa cmec 30-
50%, cwnvumeB pauokema  1-5%, cbBnageHne <1%, crabunusatop <1%,
doTonHmumnaTop <1%, NHxMbMTOp <1%, NUrMeHT <1%.

i-FIX Duo He cbAbp>a NeKapCTBEHO BELEeCTBO, BKIOYUTENHO MPOM3BOAHM Ha
yoBeLlKa KpbB WY Na3Ma; TbKaHW UAKN KNeTKN, NN TEXHU NMPOU3BOAHUN OT YOBELLKMN
npon3xos; TbKaHW WU KNETKU OT XWUBOTUHCKKM Npou3Xod WIn TeXHWU Npou3BOAHWU,
KakTo e nocoyeHo B Pernament (EC) N¢ 722/2012; BelwecTBa, KOUTO ca
KaHLEepOoreHHU, MyTareHHW, TOKCUYHU 3a Bb3NPOWU3BOACTBO WM Ca C paspyluasallu
eHO0KPUHHaTa cucTema CBOWCTBA.

XAPAKTEPUCTUKWU HA PABOTA

fieKa 1 XxMMuyecka
115.4+8.4 MPa

[BOWMHO BTBbpAsiBaHe
cuna Ha orbBaHe
copbums Ha Boaa 24.28+0.45 pg/mm3
pasTBOpWUM BbB BOAA 0.64+0.21 pg/mm?3
aebenvHa Ha dunma 8.8 um
NMPEAHA3HAYEHUE U KJIMHUYHU NOJ13U

i-FIX Duo Bb3cTaHoBsiBa / nopobpsiBa ecTeTMYeckus BWUA Ha Bb3CTAHOBEHMS 3b6;
Bb3CTaHOBsIBa / nopaabpxa 3bbHaTa (PYyHKUMS Ha Bb3CTaHOBEHMs 3bO; 3awuTaBa
610NOrMYHUTE CTPYKTYPU Ha Bb3CTaHOBEHUS 3b6 U TbKaHUTE HAaoOKOsO.

KJIMHUYHUN NOKA3AHUA

- 3a nepMaMeHTHO LMMEHTMpaHe Ha WHAWPEKTHU pecTaBpauum,
BKJIIOYUTE/THO KEPAMWUYHMN, KOMNO3UTHN N METaJIHU MHKpyCTauuu,
WHKpPYCTaLunmu, KOPOHN U MOCTOBE;

- 3a NOCTOAHHO LUMMEHTMpaHe Ha NoANopHU.

NMPOTUBOMNOKA3AHUSA

MauneHTn, KOUTO MMaT UCTOPUA Ha TEXKWU anepruyHyu Wav Bb3naauTesIHU peakuum
KbM NPOAYKTA W/IM KbM HSIKOSl OT CbCTaBKMTE My.
OrPAHMYEHUA 3A KOMBUHALIMN

i-FIX Duo He TpsbBa fa ce M3nonsBa C NPOAYKTW, CbAbpXallM €BreHos, 3alioTo
€BreHONbT MOXE Aa HapyLlu npoueca Ha NonMMepu3auums.
HEXEJIAHW CTPAHUYHU EDEKTU

MpwW 4yBCTBUTENHM M@ NPOAYKTBLT MOXE Aa NPUYMHU anepruyHn Uan Bb3nanutenHm
peakuun (Ha KoxaTa, ouuTe, NUrasuuaTta, AUXaTenHUTe MbTUa).
OCTATbY4HU PUCKOBE

MepkuTe 3a KOHTPOM Ha puUcka ca MpWNOXEHU WU NMPOBEPEHWU, PUCKLT € HaMaseH,
KOJIKOTO € Bb3MOXHO, LSIOCTHUST OCTaTb4YeH PUCK Ce cumuTa 3a JONYCTUM.
LIENNEBA FPYMNA HA NALUMEHTUTE

ynotpeba. OcTaBeTe euBaHeTO Ha MACTOTO 3a 15 cekyHaun (AeHTwH), 30
cekyHAu (emain). M3nnakHeTe C BoAa v MOACYLLETe C Bb3AyX. U3bsreaiite
NpecbxBaHeTO Ha AeHTuHa. Cnen M3CbxBaHe MOBLPXHOCTTA M3rnexaa
Kpexka U He TpsibBa Aa ce 3aMbpcsiBa Npean HaHacsiHe Ha nenunoTo. AKo
NMOBBLPXHOCTTa C& 3aMbPCU CbC CNIOHKA, U3MIaKHETe U U3CYLIeTe OTHOBO
1 NOBTOPHO eLBeTe, ako e HeobxoanMmo.

5. HaHeceTe TbHbK CNOM NENUIO CbC CBETAIMHHA BTBbpAsBaHe, KaTto i-
BONDING LCVN, He3abaBHO Bbpxy rpaBupaHa NnoBbPXHOCT MAM NENWUO 3a
[BOMHO BTBbpPAsIBAHE 3a MOCNEABallO UMMEHTUpaHe, cnejBaiTe
MHCTPYKLUMUTE Ha Npou3BoaUTeENs 3a ynotpeba.

6. MaxHeTe KanaykaTa Ha cnpuHuoskaTa i-FIX Duo.

7. He3abaBHO M BHMMaTENHO MNpuUKpeneTe HakpaiHWKa 3a aBTOMaTUYHO
CcMecBaHe KbM CMpUHLOBKaTa.

8. MpobBaiiTe notoka Ha MaTepuana npean ynoTpeba OT BbpXxa Ha
aBTOMMKCA.

9. N3cTuckante 1-2 MM nacta BbpXy MOANOXKAa 3a CMeCcBaHe, 3a Aa ce

M3paBHM OCHOBHAaTa MacTta W KaTanusaTtopHaTa nacta B Bbpxa Ha
aBToMaTMyHaTa cMec. He n3nonssanTe usueaeHarta nacra.
MOCTABSIHE:
TJIOMBU/YACTUYHN 1/1IOMBU :

1. Jlo3vpaiiTe UMMeHTa AWPEKTHO B pecTaBpauuaTa. [lokpuiTe BCUYKK
MOBBbPXHOCTY.
2. MNMocTaBeTe pecraBpauusATa 34paBo BbpXy npenapata. Ctabunusupaiite,
[0KaTO LUMMEHTBT Hamb/IHO Ce BTBbPAM.
KOPOHKW/MOCTOBE:
1. Jlo3npaiiTe uUMMeHTa AWPEKTHO B pecTaBpauuaTa. [lokpuiiTe BCUYKK
MOBBPXHOCTU.
2. MocTaBeTe pecTaBpauusiTa 34paBo BbpXy npenapata. OctaBeTe uMMeHTa
/la Teye OT BCMYKM rpaHnumn. Ctabunusmpaiite, 40KaTo UMMEHTBLT HaMmbHO
ce BTBbpAU.
rnoariopu:
1. MoHTupaliTe Bbpxa Ha BbTPEOpPasiHWS KOPEHOB KaHan Ha Bbpxa Ha

ABTOMaTU4YHOTO CMeCBaHe U ,qosvlpaﬁrre UMMeHTa AMPEKTHO B KaHana.

2. MocTaBeTe noanopata BHUMaTEIHO W 3aBbpTeTe JieKo, 3a Aa usberHete
ynaesHe Ha Bb3ayX. OCTaBeTe UMMeHTa Aa Teye OT NMPOCTPAHCTBOTO Ha
kaHana. Jleko BTBbpAsiBaHe 3a 10 cekyHAn, 3a Aa ce duKcMpa nosmumsara
Ha noanopaTa. MW3nonseaite LED nonuMepusauMoHHa namna c
MHTEH3WUTET Ha cBeTinHata 1200mW / cm2. Hskou namnu c no-BucoKa
WHTEH3VMBHOCT MoraT Aa M3MCKBaT MO-Masiko BpeMe Ha Mmosimmepusaums,
cneppaite WHCTPYKUUUTE Ha npoussoaunTens 3a ynotpeba.
Crabunusupaiite, AOKaTO LMMEHTBT Ce BTBLPAN HaMbJIHO.

3ABbLPLUBAHE:

1. Cnep kaTo pecTtaspauuaTa e NpaBWIHO M3BBbPLUEHA M AOKATO LIMMEHTBLT €
B Kay4yKOBO CbCTOSIHME, OTCTPaHeTe BCUYKM U3NIULWIHK YacTu C nomota
Ha ckanep unu uscnegosaTesn. CbCTOSHMETO Ha Kay4dyk Moxe aa 6bae
NOCTUrHATO Ype3 NleKo BTBbpASBaAHE 3a OKOMO 2-3 CEeKyHAM unn 4ypes
OCTaBsiHe Ha UMMeHTa fa ce caMoBTBbPAM 3a okosio 30 cekyHan - 1
MWUHYTa cnea HaHacsHe.

2. BTbpasiBaHe cbc cBeTMHa 3a 20-30 ceKyHAM Ha BCUYKM MOBBPXHOCTU U
YacTu cnej OTCTpaHsiBaHe Ha W3NUWHMA UMMeHT. W3nonssaiite LED
NoMMepM3aLMoHHa NaMna C MHTEH3UTET Ha cBeTMHaTa 1200mW / cm?2,
Hsikon namMnu mMMaT no-BMCOKA MHTEH3UBHOCT MoraT Aa M3MCKBaT Mo-
Manko BpemMe Ha nonumepusaums, 3aToBa, Mons,cneaBanTe
WHCTPYKUMUTE  Ha  npou3BoauTenss 3a  ynoTtpeba. 3aBbplieTe
Bb3CTaHOBSIBAHETO.

3ABEJIEXKKA!

a) PaboTHOTO Bpeme okono 1 MyvHyTa 1 30 cekyHau A0 2 MUHYTK npu 23 °C.
BpemeTo 3a xMMunyecko BTBbpAasBaHe npu 37 °C e 0KoNo 2 MUHYTK A0 2
MUHYTM 1 30 cekyHAn. BpemeTo Ha BTBbpASABaHE Ha CBET/IMHA Ha
noBbpxHOCT e 20-30 cekyHau.

NPEAYNPEXAEHNA

He ca u3BecTHM orpaHuyeHust Mo OTHOLIEHME Ha HaAUMANHOCTTa Ha MauueHTuTte,
TAXHaTa Bb3pacT v 0610 34paBOCNOBHO CbCTOAHME, Te MoraT Aa ca Aeua, NauneHTm
Ha cpefHa Bb3pacT WK NauMeHTU Ha Bb3pacT.

NPEABUAEHA YACT HA TAZIOTO WIN BUAOBE TbKAHW W/IN TEJIECHU
TEYHOCTH

Yact oTt TAn0TO - ycCTa. TbKaHW WU TenecHu TEYHOCTWU, BIM3ALUM B KOHTaKT C
YCTPOWCTBOTO - 3b6.
LIEJTIEBU NOTPEBUTEN

i-FIX Duo e pa3paboTeH egMHCTBEHO 3a npodecrmoHanHa ynotpeba B cTomatonorusita.
HeroBusT notpebuten e nuueH3npaH flekap, KOWTO MMa 3HaHWs Kak Aa u3nonsea
obuyaiiHn cTOMaTonorMyHn matepmanu. Hama Hyxaa oT crneunanHo obyyeHue.
CTEPUWIUTET

i-FIX Duo ce poctaBa HecTepuneH. HaMa HyxXaa OT npeaBapuTenHa ctepunusaums,
no4YyncTBaHe wuun FLeSI/IHCbeKLWIR, a OT npeBaHTUBHA, pedoBHA nNoAApbXKa wan
kanubpupaHe, 3a fa ce rapaHTUpa, Ye yCTpOMUCTBOTO paboTu npasBuiHO 1 6e3omnacHo
npes ornpeaeneHus My XuBOT. He wu3nonsealiTe , ako MbpBUYHaTa oOnakoBka e
nospeaeHa.

CPEOA HA U3MNOJI3BBAHE

CbBeTUTE ca caMo 3a eaHokpaTHa ynotpeba. [la He ce u3non3sa Npu AUPEKTEH
KOHTAKT C My/nnHa TbkaH. Tbil kaTo i-FIX Duo e CMAHO Nenwno, no4YnucTeTe BCUYKKU
WHCTPYMEHTU, Mpean Aa ce BKIIOYM LMMEHTHT. BpemeTo 3a HacTpolika 3aBucu oT
oKoJfiHaTa M opanHaTa TemnepaTypa. lMoBulieHaTa TeMnepaTypa Lie HaManan BpeMeTo
3a pabota / HacTpoiika. ObpaTHO HamaneHaTa TeMnepaTypa Lie YAbIXW BPEMETO 3a
pabota / HacTpoiika. LIMMEHTBT e YyBCTBUTENEH KbM CBeTAMHa. PaboTHOTO BpeMme
3Ha4YNTENIHO HamansBa Mo BpeMe Ha HaHacsiHe MNMpu UHTEH3UBHO OCBET/IEHUE. Cnen
eKCTpyAMpaHe Ha >KenaHoTO KOMMYecTBO MaTepuasn, HesabaBHO 3aTBopeTe
CrpyHUOBKaTa, Taka 4Ye MaTepuanbT Aa He e ocBeTeHa. [InbTHO 3aTBOpeTe
crnpuHUOBKaTa, KaTo CMeHWTe OopuruHasHaTa Kamayka BefHara crnep ynotpeba.
Korato n3Baxgate i-FIX Duo oT xflaaunHuKa cnej cbxpaHeHue, octaBeTe Matepuana
3a onpeAeneHo BpeMe Ha CTaliHa TeMmnepaTypa 3a fAa ce 3aTonnu. He usnonssaiite
npoAyKTa 3a NauueHTU, KOUTO UMaT UCTOPUS C TEXKM anepruyHn Unn Bb3naauTenHu
peakuMm KbM NpPoAYyKTa WAW KbM HAKOSI OT CbCTaBKUTE Ha npoaykTa. i-FIX Duo He
u3nbyBa pagnaunsa U He BOAW [0 €/IEKTPOMAarHUTHU CMYLLEHUA.

NMPEANA3HN MEPKU

i-FIX Duo e npeaHasHayeH 3a M3Mosi3BaHe B CTOMATONOrMYeH KabWHET, KbAeTo
TemnepaTypaTa Ha okonHata cpeaa e 18-25 © C. Pa3npeAeneHoTo KOnMyecTso
MaTepuan MoAXOAsAWO 3a eAHokpaTHa ynotpeba (camo 3a eAuH nauueHT). He
V3Mnon3BaiTe MOBTOPHO. W3AWWHOTO KOMMYECTBO, CbXpPaHsiBaHO B OpUrMHanNHa
onakoBKa, Moxe fa AoBeje Ao 3aryba Ha dyHKuusTa My.

KOHCYMATUBU U AKCECOAPU

KbM YCTPOICTBOTO He ce MpeAocTaBsT akcecoapu. C yCTPOMCTBOTO Ce AOCTaBsT
KOHCYMaTUBWM, KaTO HakpaWHWUM 3a aBTOMaTUYHO CMecBaHe, Bpbx4yeTa 3a
BbTPELUHOOpaneH KOPEH HakpaHULu.

WHCTPYKLUMNA 3A YNOTPEBA

NOAroTOBKA:

1. NpemaxHeTe BpEMEHHOTO Bb3CTaHOBSABAHE.

2. MoyncreTe NOBBLPXHOCTTA, U3MNMakHETe C BOAA M MOACYLIETE C Bb3AyX.
MN36areaiiTe NpekoMepHOTO M3CbxBaHe. MoBbPXHOCTTa TpsibBa Aa ocTaHe
NbCKaBa.

3. OnuTaliTe ¢ NOCTOsSIHHaTa pecTaBpauusi, 3a Aa OCUrypuTe NpaBUIHOTO
npunaraHe.

4. HaHeceTe cnovt eupaHe, kaTto i-GELN Bbpxy usinata noBbpXHOCT, KOATO

TpsbBa Aa ce euBa, CneABaiiTe MHCTPYKUMWTE Ha Mpou3BoauTens 3a

MpenopbyBa ce M3Non3BaHeTo Ha kodepaaM N HaHacsHETO Ha npoaykTa. MPU
NOMAAAHE B OYUTE: U3nnakHeTe BHUMATENHO C BOAA B MPOABI/KEHUE HA HAKONKO
MUHYTW. MaxHeTe CU KOHTaKTHUTE newu, ako uMmaTte TakmBa U € NEeCHO Aa ro
HanpasuTe. [poAbfxeTe Aa wM3nnakeaTe. AKO pasjpasHEHMETO Ha ouuTe
npoab/kaa: [loTbpceTe MeAWUMHCKM cbBeT / nomow. MPU MOMNAJAHE BbPXY
KOXATA UNN NTNUTABULIATA: U3mMuitTe o6unHo ¢ Boga. AKO ce MOsiBU ApasHeHe Ha
KoxaTa / nurasuuaTa unm obpus: MoTbpceTe MeAULMHCKM CbBeT / nomoly. CBanete
3aMbpceHOTO 0611eK0 U m3nepeTe npeau cneasawata ynotpeb. MPU NOMNbLUAHE:
M3nnakHeTe yctaTta. O6aneTe ce Ha LleHTbpa No OTPOBU WMAM Ha nekap / TepanesT,
ako ce uyscrtBaTe 3ne. MNPV BAMLLUBAHE: W3Beanete nuuETO Ha YUCT BB3AYX U O
noznomaraiTe npuv anwaxe. U3muitte fobpe pbleTte crnef paboTa. M3nonssaiite camo
Ha pobpe MpoBeTPMBO MSCTO. lpenopbyaHO HOCEHETO Ha 3alWTHM pbkaBuun /
3alWmTHO 06/1ekno / NpeAnasHu CpeacTBa 3a ouv / 3aluTa Ha JIMLETO 3a Niekaps U
nauueHTa.

[lpeanasHy Mepku, KOUTo TpsibBa Aa ce B3eMaT B C/1y4Yaii Ha NpoMeHu B paborarta Ha
YCTPOKCTBOTO:

AKo Mo BpeMe Ha ynoTpebaTa Ha NpoAyKTa ce 3abenexu HEXOMOreHHa KOHCUCTEHLMS,
NpoAYKTHT He Ce BTBbPASABA UM He 3a/enBa BbpXy HaHeceHaTa NOBbPXHOCT Mo BpeMe
Ha BTBbPASBaHE CbC CBET/IMHA UMM Ce OTAENSAT CTPaHWYHU NpoayKTv/dasu no speme
Ha BTBbpASIBAHE WNW Ce MOSIBU BHE3anHa ocTpa 6oska Npy HaHacsiHe CaiT, UnKn ako
APYro HEHopMasiHO NoBeAeHNe Ha NPoAyKTa, 3abens3aHo No BpeMe Ha MaHuUnynMpaHe
Ha YCTPOWCTBOTO, KOETO He € CMnoMeHaTo mno-rope, He3abaBHO mMpekpaTeTe
ynotpe6ata. OTCTpaHeTe Bb3CTAHOBSBAHETO OT KyxuHaTa Ha 3bba C noaxoasLy
CTOMaTO/IOMMYEH WMHCTPYMEHT, He mMo3BofsBaiTe npoaykTta Aa 6bAe norbaHar.
MonuTaiTe NauMeHTa Kak ce 4yBCTBa. AKO MaLUMEHTLT 3a6eexu HAKaKBU HeXenaHu
CTpaHn4yHKU edekTn, He3abaBHO ce obageTe B MeCTEH LEHTbpP MO TOKCWUKOMOIWUS.




Cbbepere BCUUKM HANUYHU OCTaHaNU KOHCYMaTWBU, He MM U3MOoN3BaiTe OTHOBO U MM
[APBXTE HEAOCTBIMHM Ha CUTYPHO MSACTO 0 BTOPO HapexaaHe. HesabaBHO ce CBbpxeTe
C npov3BoAWTENS U AOKNafBaliTe 3a BCMUKKM 3abensizaHn nmpomeHu B paboTtaTta Ha
npoAayKra.

CPOK HA rogHOCT

UTILIZATOR DESTINAT

i-FIX Duo este destinat exclusiv utilizdrii stomatologice profesionale. Utilizatorii sdi
pot fi medici care au dobandit cunostinta necesara utilizarii materialelor dentare. Nu
este nevoie de un instructaj specific.

STERILITATE

Cpok Ha rogHoct Ha i-FIX Duo e 2 roauMHu OT paTtata Ha npou3BoAcCTBO. He
n3nonsBanTe cnej cpoka Ha rogHocT. MapTuaHMAT HoMmep TpsibBa Aa 6bae UMTUpaH
npu BCsiKa KopecnoHAeHuus. MorneaHeTe onakoBkaTta 3a NapTUAEH HOMEP M CPOK Ha
roAHOCT.

CbXPAHEHVE

i-FIX Duo este livrat nesteril. Nu este nevoie de nicio sterilizare preparatoare,
curdtare sau dezinfectie, mentenantd preventivd, regulatd sau calibrare pentru ca
acest dispozitiv sa fie utilizat in sigurantad pe parcursul duratei sale de viatd. Cu toate
acestea, a nu se utiliza dacd pachetul este deteriorat.

MEDIU DE UTILIZARE

CbxpaHsBaiiTe npoaykTa fo6pe 3aTBOPeH Ha Cyxo 1 fo6pe NpoBeTpMBO MACTO Mpu 2-
8°C (3a npeanounTaHe B X1aAnNHUK). [ipbXTe Aaney oT npska CTbHYEBa CBET/IMHA U
M3TOYHMUM Ha TonanHa. He 3ampassaBsaiite. [la ce na3u ot ageua!

U3XBBLPNAHE

M3xBbpiete CbAbPXAHWETO / KOHTEWHepa Cnopea HauuoHaNHWTE HOPMaTUBHU
M3NCKBaHUSA.
BAUTE/THOCT

i-FIX Duo este destinat folosirii in cabinetele dentare unde temperatura ambientald
este cuprinsa intre 18 si 25 °C. Cantitatea eliberata de material este suficientd pentru
o singura utilizare (la un singur pacient). A nu se refolosi acestea. Cantitatea eliberata
pastratd altundeva decat in pachetul original isi poate pierde proprietatile de
functionare.

COMPONENTE SI ACCESORII CONSUMABILE

AKO Bb3HMKHE Cepuo3eH MHLUMAEHT BbB Bpb3Ka C YCTPOUCTBOTO, CbobLieTe TOBa Ha
Npon3BoAMTENSt U Ha KOMMETEHTHUS OpraH Ha AbpXaBaTa-y/ieHka, B KOSiTO ce Hammpa
noTpebuTensaTt u / Unu NaumeHTsbT.

PE3IOME HA BE3ONACHOCTTA U KJIMHUYHUTE PE3YJITATU

Nu sunt furnizate accesorii cu dispozitivul. Consumabile, cum ar fi varfurile automix,
varfurile canalului intraoral-radicular, sunt furnizate impreunad cu dispozitivul.
INSTRUCTIUNI DE UTILIZARE

i-FIX Duo e 6e3onaceH u paboTu no npeaHasHayeHWe, ako Ce W3Mon3Ba B
CbOTBETCTBME C WHCTpyKUMMTe 3a ynoTpeba Ha npoussoautens. PeslomMeTo Ha
6e3onacHoCTTa M KIMHWYHWUTE XapakTepucTMkM MoraT fAa 6bAaT HaMepeHu Ha
yebcarita Ha npousBoauTens www.i-dental.lt/sscp/, nokaTto EBponelickata 6asa
AaHHW 3@ MeanumHckn nsgenns (EUDAMED) cTtaHe AOCTbNHA OHNAH.
OTroBOPHOCT HA NPOU3BOAUTENIUTE

MpoayKkTUTe HM ca paspaboTeHu 3a mpodecvoHanHa ynotpeba B cToMaTosiorusra.
MoHexe MpUIOXKEHNETO Ha HALUWUTE MPOAYKTU € U3BbH Hall KOHTPOJ, NOTPebUuTensT
HOCWM MbfiHA OTrOBOPHOCT 3@ MPUIOKEHWETO Ha npoaykTa. Pasbupa ce, Hue
rapaHTMpaMe 3a KauyecTBOTO Ha MPOAYKTUTE CU B CbOTBETCTBME C MPUIOXUMUTE
cTaHAapTU.

BAJINOAHOCT

Cnep ny6nmkyBaHeTO Ha Ta3u MHCTPYKUMSA 3a ynotpeba BCMYKU NpeauLlHN Bepcumn ce
OTMEHST.

OMAKOBKA

DRMIFIX8 8g ABoiHa cnpwuHuoBka, 10 6p. HakpaiHuuM 3a aBTOMaTU4HO
cMecBaHe (3a noMbu / YacTuyHM NnNoMbu, KOPOHKKU, MOCTOBE),
10 6p. WHTpaopanHM HakpaWHWLM Ha KOpeHOBMUS KaHan (3a
noanopwu)

INSTRUCTIUNI DE UTILIZARE RO

DESCRIERE

i-FIX este un ciment cu dubld polimerizare, bioinert, radioopac, bazat pe rasini tip
metacrilat si particule de sticld de silice/bariu. i-FIX Duo este un dispozitiv puternic,
cu rezistentd mare si caracteristici adezive optime. Folosirea véarfurilor cu amestecare
automatd asigura un mix omogen care poate fi plasat direct in restaurare.
COMPOZITIE

Bazd: sticld dentard maruntitd bazatd pe silice si bariu 50-70%, amestec de
metacrilat 30-50%, agent de conditionare 1-5%, dioxid de silicon 1-5%, initiator
<1%, opacifiant <1%, accelerator 1%, inhibitor <1%. Catalizator: sticld dentard
maruntita bazata pe silice si bariu 50-70%, amestec de metacrilat 30-50%, dioxid de
silicon 1-5%, coinitiator <1%, stabilizator <1%, fotoinitiator <1%, inhibitor <1%,
pigment <1%%.

i-FIX Duo nu contine substante medicinale, inclusiv sdnge uman sau derivate din
plasma; tesuturi sau celule de origine umand sau derivatele lor; tesuturi sau celule
de origine animald sau derivatele lor, conform Reglementdrii (UE) Nr. 722/2012;
substante cancerigene, mutagene, toxice pentru reproducere sau cu proprietdti
destructive pentru sistemul endocrin.

CARACTERISTICI DE PERFORMANTA

usoara si chimica
115.4+8.4 MPa

dubl3d polimerizare
rezistenta la flexiune
absoarbe apa 24.28+0.45 pg/mm3
solubil in apa 0.64+0.21 pg/mm3
grosime film 8.8 um

UTILIZARE DESTINATA SI BENEFICII CLINICE

i-FIX Duo reface/imbundtateste aspectul estetic al dintelui recuperabil;
reface/mentine functia dentard a dintelui recuperabil; protejeaza structurile biologice
ale dintelui recuperabil si ale tesuturilor adiacente.

INDICATII CLINICE

- Pentru cimentarea permanenta a restaurarilor indirecte, inclusiv
a plombelor, coroanelor si puntilor de ceramica, compozit si
metal;
- Pentru cimentarea permanenta a pivoturilor.
CONTRAINDICATII

Pacienti cu un istoric de alergii severe sau reactii de iritatie la produs sau la unul din
ingredientele sale.
REACTII LA COMBINATII

i-FIX Duo nu trebuie folosit cu produse ce contin eugenol, deoarece eugenolul ar
putea afecta procesul de polimerizare.
EFECTE ADVERSE NEPLACUTE

Produsul ar putea cauza reactii alergice sau de iritatie (piele, ochi, mucoasa, tract
respirator) indivizilor susceptibili.
RISCURI REZIDUALE

PREGATIRE:
1. Inl3turati restaurarea temporara.
2. Curdtati suprafata, clatiti-o cu apd si uscati-o cu aer. Evitati uscarea
excesiva. Suprafata trebuie sd luceasca.
3. Incercati pozitionarea restaurdrii permanente pentru a asigura o potrivire
buna.

4. Aplicati un strat de gel demineralizant, cum ar fi i-GELN pe toata suprafata
care urmeaza a fi gravata. Ldsati gelul s3 stea timp de 15 secunde
(dentind), 30 de secunde (smalt). Clatiti cu apa si uscati cu aer. Evitati
uscarea excesiva a dentinei. Dupa uscare, suprafata trebuie sa fie alba,
necontaminata finainte de aplicarea rasinii. Daca suprafata este
contaminatd cu saliva, clatiti si uscati din nou, aplicdnd un nou strat de
gel demineralizant dacd este nevoie.

5. Aplicati un strat subtire de adeziv fotopolimerizant, cum ar fi i-BONDING

LCN, imediat pe suprafata demineralizatd sau un adeziv cu dubld

polimerizare pentru post-comentare, conform instructiunilor de utilizare

furnizate de producator.

Inldturati capacul seringii i-FIX Duo.

Prompt si cu atentie, atasati seringii varful automix.

Testati fluiditatea materialului din varful automix inainte de utilizare.

Extrageti 1-2mm de material pe o pldcuta de amestecare pentru a egala

pasta catalizator si baza de pe véarf. Nu folositi pasta extrasa.

PLASARE:

wvING

INLAYS/ONLAYS:
1. Puneti cimentul direct in restaurare. Acoperiti toate suprafetele
2. Sigilati ferm restaurarea. Stabilizati pana cand cimentul este asezat pe
deplin.
COROANE/PUNTI:
1. Puneti cimentul direct in restaurare. Acoperiti toate suprafetele
2. Sigilati ferm restaurarea. Lasati cimentul s3 curga de pe toate marginile.
Stabilizati pand cand cimentul este asezat pe deplin.
PIVOTURI:
1. Montati véarful intraoral pentru canalul radicular pe véarful automix si
puneti cimentul direct in canal.
2. Plasati bine pivotul si rotati-| usor pentru a evita captarea aerului. Lasati

cimentul sd curgd din spatiul canalului. Fotopolimerizati timp de 10
secunde pentru e fixa pozitia pivotului. Folositi polimerizarea cu lampa
LED la o intensitate a luminii de 1200mW/cm?. Unele Iampi cu intensitate
mai mare pot necesita mai putin timp de polimerizare - urmati
instructiunile de utilizare ale producdtorului. Stabilizati pand cand
cimentul este asezat pe deplin.

FINISARE:

1. Dupa ce restaurarea este fixa iar cimentul este elastic, inlaturati excesul
de ciment cu un scaler sau explorator. Starea elasticd se poate obtine
fotopolimerizand timp de 2-3 secunde sau ldsand cimentul sa se
autopolimerizeze timp de 30 de secunde - 1 minut de la aplicare.

2. Fotopolimerizati timp de 20-30 de secunde toate suprafetele si marginile
dupa inldturarea excesului de ciment. Fotopolimerizati timp de 20 de
secunde. Folositi polimerizarea cu lampa LED la o intensitate a luminii de
1200mW/cm?2. Unele Iampi cu intensitate mai mare pot necesita mai putin
timp de polimerizare - urmati instructiunile de utilizare ale

. producatorului. Finisati restaurarea.
NOTA!

a) Timpul de lucru la 23°C este in jur de 1 minut si 30 de secunde - 2 minute.
Timpul de asezare chimicd la 37°C este in jur de 2 minute - 2 minute si
30 de secunde. Timpul de fotopolimerizare pe suprafatd este de 20-30
de secunde.

AVERTISMENTE

Varfurile sunt de unica folosintd. Nu folositi in contact direct cu tesuturile pulpei.
Deoarece i-FIX Duo este puternic adeziv, curatati toate instrumentele inainte ca
cimentul sd se aseze. Timpul de asezare depinde de conditiile ambientale si
temperatura orald. Temperatura ridicata va reduce timpul de lucru/asezare, pe cand
temperatura scazutd va prelungi timpul de lucru/asezare. Cimentul este sensibil la
lumind. Timpul de lucru scade semnificativ in timpul aplicarii sub lumind intensa.
Dupd ce se elibereazd cantitatea doritd de material, inchideti imediat seringa, pentru
ca materialul sd nu fie afectat de lumind. Inchideti strans seringa punand inapoi
capacul original imediat dupd folosire. Cand scoateti i-FIX Duo din frigider dupa
depozitare, |dsati materialul la temperatura camerei un timp pana se incdlzeste. A nu
se utiliza la pacientii cu un istoric de alergii severe sau reactii cu iritatie la produs sau
la orice din ingredientele sale. i-FIX Duo nu emite radiatii si nu cauzeaza interferente
electromagnetice.

PRECAUTII

Au fost implementate si verificate mdsuri de control al riscului pentru a-I reduce cat
mai mult posibil; riscul rezidual general este considerat ca fiind unul acceptabil.
GRUPUL DE PACIENTI-TINTA

Nu existd restrictii cu privire la populatia de pacienti, varstd si stare de sandtate
generald. Acestia pot fi copii, adulti de varsta mijlocie sau persoane in varsta.
PARTEA CORPULUI SAU TIPURI DE TESUTURI SI FLUIDE
CORESPUNZATOARE

Parti ale corpului — cavitatea bucald. Tesuturi sau fluide care intrd in contact cu
dispozitivul - dinte.

Este recomandatd folosirea digii dentare in timpul aplicdrii produsului. LA CONTACTUL
CU OCHII: Clatiti atent cu apa timp de cateva minute. Inldturati lentilele de contact
dacd sunt prezente. Continuati cldtirea. Dacéd iritatia ochilor persistd, consultati
medicul. LA CONTACTUL CU PIELEA SAU MUCOASA: Spaélati cu multd apa. Pacé apare
o iritatie sau urticarie a pielii sau mucoasei, consultati medicul. Indepartati
imbracamintea contaminatd si spalati-o inainte de a o refolosi. LA INGHITIRE: Clatiti
gura. Daca va simtiti rdu, consultati medicul. LA INHALARE: Iesiti la aer curat, unde
puteti respira confortabil. Spalati-va bine mainile dupa folosire. Folositi doar intr-o
zond bine aerisita. Este recomandatd folosirea echipamentului de protectie pentru
maini, corp, ochi si fata, atat pentru medic cat si pentru pacient.



Mésuri_de precautie care trebuie luate in cazul unor modificdri ale performantei
dispozitivului:

Dacd, in timpul utilizarii produsului, se observa consistentd neomogend, produsul nu
se intdreste sau nu aderd pe suprafata aplicatd in timpul intdririi cu lumind sau se
elibereaza orice subproduse/faze in timpul intdririi sau apar dureri acute bruste la
aplicare. site-ul sau dacd orice alt comportament anormal al produsului observat in
timpul manipuldrii dispozitivului, care nu este mentionat mai sus, intrerupeti imediat
utilizarea. Scoateti restaurarea din cavitatea dentard cu un instrument dentar
adecvat, nu Idsati produsul sa fie inghitit. Intrebati pacientul cum se simte. Daca
pacientul a observat efecte secundare nedorite, sunati imediat la un centru local de
otrdvire. Colectati toate consumabilele rémase disponibile, nu le mai utilizati si
pastrati-le la indeméana intr-un loc sigur pana la o noud notificare. Contactati imediat
producatorul si raportati orice modificari observate in performanta produsului.

DURATA DE VIATA

Durata de viatd a produsului este de 2 ani de la data fabricarii. A nu se folosi dupa
data expirdrii. Numarul lotului trebuie mentionat in orice corespondentd. Vedeti pe
ambalaj lotul si data expirarii.

DEPOZITARE

Tineti produsul etans intr-un loc uscat, bine aerisit, la 2-8°C (preferabil la frigider).
A se proteja de lumina directd a soarelui si de surse de cdldurd. A nu se lasa la
indemana copiilor!

DEBARASARE

Aruncati continutul/recipientul conform reglementdrilor nationale.
VIGILENTA

Dacd a avut loc orice incident serios legat de dispozitiv, raportati-I la autoritatea
competenta din Statul Membru in care este stabilit utilizatorul si/sau brevetul.
REZUMAT SIGURANTA SI PERFORMANTA CLINICA

i-FIX Duo este sigur si functioneazd conform intentiei daca este utilizat in
conformitate cu instructiunile de utilizare ale producatorului. Rezumatul sigurantei si
performantei clinice este disponibil pe site-ul producdtorului www.i-dental.lt/sscp/
pana la intrarea online a bazei de date europene pentru dispozitive medicale
(EUDAMED).

RESPONSABILITATEA PRODUCATORULUI

Produsele noastre au fost dezvoltate exclusiv in scopul utilizérii stomatologice
profesionale. Avand in vedere ca nu putem controla modul de aplicare a produselor
noastre, utilizatorul este pe deplin responsabil de acesta. Desigur, garantam calitatea
produselor noastre, raportata la standardele in vigoare.

VALABILITATE

U Odata cu publicarea acestor instructiuni de utilizare, toate versiunile anterioare
sunt anulate.
AMBALAJ

[REF DRMIFIX8  8g seringd dubld, 10buc varfuri automix (pentru plombe,
coroane, punti), 10buc varfuri intraorale-canal radicular (pentru
pivoturi)

SIGNS EXPLANATION/3HAYEHWE HA CUMBOJIUTE /EXPLICATII SEMNE

Caution /BHumaHnue /Atentie

Consult instructions for use /KoHcynTupaiiTe ce ¢ MHCTpyKUMSTa 3a
ynoTpeba /Consultati instructiunile de utilizare

Jq/ Temperature limit /TemnepaTypeH numuT /Limita de temperatura

1. .
)){i Keep away from sunlight /[la ce na3u oT cnbH4YeBa cBeTMHa /A se
- pastra intr-un loc ferit de soare

Do not re-use /He n3nonsearite nosTopHO /A nu se refolosi

Non-sterile /HectepunHo /Nesteril

Medical device /MeauuuHcko ycTpoiicTBo /Dispozitiv medical

Use-by-date /TogHocT / A se folosi inainte de

Catalogue number /KaTtanoxeH HomMep /Numar catalog

Batch code / MaptuaeH kop / Cod lot

Manufacturer /Mpoussoauten /Producdtor

Distributor/ AuctpunbyTop /Distribuitor
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