ONE-FLOW

EN Light curing nano flowable composite
BG JNleko BTBbPASBALL C€ HAHOTEYEH KOMMO3UT
RO Compozit nano fluid cu fotopolimerizare
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INSTRUCTION FOR USE EN
DESCRIPTION

1. Remove syringe cap.

2. Promptly and carefully attach the dispensing tip to the syringe.

3. Test flow of materials from tip before using intraorally.

PLACEMENT OF ONE-FLOW:

1. Before bringing the syringe to the mouth, remove the air from the
dispensing tip. To remove air from the tip, with the tip pointing upwards,
gently push forward the syringe plunger. If the air is still inside the
dispensing tip, air bubbles may be removed at the time of injection.

2. Delicate push on plunger and apply layer of material into the cavity. Do

not force plunger.

Do not apply layers more than 2 mm deep.

Light cure for 20-30 seconds (depends on layer deep). Use LED
polymerization lamp with light intensity 1200mW/cm? in full mode, not
ramp or pulse mode. Some lamps with higher intensity could require less
time of polymerization, follow manufacturer’s instruction for use. Finish
restoration.

WARNINGS

AW

ONE-FLOW is a light curing nano flowable, bioinert, radiopaque composite under the
Vita* shades. ONE-FLOW is a high aesthetic, highly resistant, superior polishability
product with optimal flow characteristics.

COMPOSITION

After the desired amount of material extruded, immediately remove application tip
and close the syringe cap, so that the material is not unlighted. The material is
sensitive to light. Avoid too long manipulation time under intensive lighting. Do not
use ONE-FLOW for patients who have a history of severe allergic or irritation reactions
to product or to any of the ingredients. ONE-FLOW does not emit radiation and does
not cause any electromagnetic interferences.

PRECAUTIONS

Dental glass grinded 50-70%, methacrylate mixture 30-40%, silicon dioxide 1-5%,
coinitiator <1%, photoinitiator <1%, stabilizer <1%, inhibitor <1%, opacifier <1%,
pigment 1%.

ONE-FLOW 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

light curing 20-30s

depth of cure 3.24+0.03 mm
flexural strenght 110.2+4.1 MPa
water sorption 17.10+0.20 pg/mm3
water solubility 0.00+0.00 pg/mm?3
polymerization shrinkage 4.5+£0.15 %
INTENDED PURPOSE AND CLINICAL BENEFITS

ONE-FLOW 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 restorations of class III, IV and V cavities; root surface caries
restorations;
- For sealing pits and fissures;
- For initial placement in class I and II cavities.
CONTRA-INDICATIONS

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 any abnormal product performance
characteristics: non-homogenous, non-flowable, uneven consistency, does not cover
the tooth surface evenly, product does not harden or composite colour change is
observed in a moment of light curing, i.e. the composite does not correspond to the
intended shade specified by the manufacturer or/and 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

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

ONE-FLOW should not be used with products containing eugenol as eugenol may
disturb polymerization process.
UNDESIRABLE SIDE EFFECTS

Shelf-life of ONE-FLOW is 4 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

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

Keep product tightly closed in dry well-ventilated place at 4-28°C. 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

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

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

Part of the body — mouth. Tissues or body fluids contacted by the device - tooth, oral
mucosa, saliva.
INTENDED USER

ONE-FLOW 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

ONE-FLOW is developed for professional use in dentistry only. Its user only licensed
doctor who has knowledge how to use common dental composites. There is no need
for specific training.

STERILITY

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

ONE-FLOW 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

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

ONE-FLOW is designed to be used in dental office where ambient temperature is 18-
25°C. Dispensed amount of composite 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

No accessories are supplied with the device. Cunsumables, such as application tips,
are supplied with the device.
INSTRUCTION FOR USE

CAVITY PREPARATION:

1. Prepare cavity as always.
2. Clean the surface with oil-free prophylaxis paste, such as i-FASTE.
3. For deep cavities use calcium hydroxide liner or glass ionomer base lining
cement.
ETCHING, BONDING:
1. Apply layer of etch, such as i-GELN to surface to be etched. Leave etch in

place for 15 seconds (dentine), 30 seconds (enamel). Rinse with water
and dry with air. Avoid over drying dentin.
2. Apply a layer of adhesive, such as i-BONDING LCN immediately onto
etched surface, follow manufacturer’s instruction for use.
SYRINGE PREPARATION:

DRMIFTAL
DRMIFTA2
DRMIFTA3
DRMIFTA3.5
DRMIFTB2

* Registered trademark of the Vita Zahnfabrik H.Rauter GmbH & Co. KG, Bad
Sackingen, Germany.

Al 2g syringe, 3 tips, instruction for use
A2 2g syringe, 3 tips, instruction for use
A3 2g syringe, 3 tips, instruction for use
A3.5 2g syringe, 3 tips, instruction for use

B2 2g syringe, 3 tips, instruction for use

WHCTPYKUMUA 3A YIIOTPEBA BG
OMUCAHME

ONE-FLOW e neko BTBbpAsBall Ce HaHO Teuyalw, 6MOWHEpT, paauvornpospayeH
KoMno3uT noa ceHkuTe Vita *, ONE-FLOW e BMCOKO ecTeTUuYeH, CUSIHO YCTON4YuMB,
nNpeBb3X0AeH NPOAYKT 3a NoAMpaHe C ONTUManHW XapaKTepuUCTUKK Ha noToka.
CbCTAB

3b6HO cTbkNO, cMunaHo 50-70%, meTakpunatHa cmec 30-40%, cUNUUMEB AVNOKCUA
1-5%, cbBnageHne <1%, cdoToumHUumatTop <1%, crabunusatop <1%, UHXMGUTOP
<1%, maTtoBO nokputne <1%, nurmeHT 1%.



ONE-FLOW He cbabpXa leKapCTBEHO BELLECTBO, BKJ/IIOYMTETHO MNPOU3BOAHU Ha
YoBeLlKa KPbB WM NasMa; TbKaHW UK KNETKN, NN TEXHU NMPOU3BOAHU OT YOBELLKMN
nNpou3XxoA; TbKaHW WUAW KIETKW OT XMBOTUHCKWU MPOU3XOA VAU TEXHW MPOU3BOAHM,
KakTo e nocovyeHo B Pernament (EC) N¢ 722/2012; BelwecTBa, KOUTO ca
KaHLEpOreHHN, MyTareHHW, TOKCUYHU 3a Bb3NPOM3BOACTBO MM Ca C paspyluasaliu
eH0KpUHHaTa cucTeMa CBOWMCTBa.

XAPAKTEPUCTUKWN HA PABOTA

Manko BpeMe Ha MNofuMMepusauus, CnefBaiTe WMHCTPyKUMUTE Ha
npousBoauTens 3a ynotpeba. 3aBbplueTe Bb3CTaHOBABAHETO.
NPEAYNPEXAEHWNA

BTBbpAsBaHe CbC CBET/IMHA 20-30s

AbnboynHa Ha BTBbpAsiBaHE 3.24+£0.03 mm

Cuna Ha orbBaHe 110.2+4.1 MPa

Copbums Ha Boga 17.10+0.20 pg/mm?3

Pa3TBOpuM BbLB BoAa 0.00£0.00 pg/mm3

[MonMMepM3aUMOHHO CBMBaHe 4.5+£0.15 %
NMPEAHA3HAYEHUE U KJINHUYHU NOJI3U

Cnea npecoBaHe Ha XeNaHOTO KOMMYECTBO MaTepuan,  OTCTpaHeTe BeaHara
HakpaliHWKa 3a HaHacsHe W 3aTBOpeTe KanaykaTa Ha CnpuHUoBKaTa, Taka 4e
MaTepuanbT Aa He 6bae ocBeTeH. MaTepuanbT e YyBCTBUTENIEH KbM CBET/IMHA.
M36sreaiiTe TBbpAe ABLANO BPEMe 3a MaHunynauus npu CWIHO ocBeTieHne. He
n3nonssarTe NpoayKTa 3a NauueHTU, KOUTO MMaT UCTOPUSt C TEXKWU anepruyHm unm
Bb3MNaJIMTENHN PeakLunn KbM NpoAyKTa WM KbM HAKOS OT CbCTaBKUTE Ha MpoaykKTa.
ONE-FLOW He n3nbyBa paavaumns U He BOAW A0 €/1eKTPOMarHUTHU CMyLLEHUS.
NPEANA3HU MEPKU

ONE-FLOW Bb3cTaHoBsiBa / noaobpsiBa eCTeTUYECKUs BUA Ha Bb3CTAHOBEHMUA 3b6;
Bb3CTaHOBsIBa / noaabpxa 3bbHaTa (PYHKLUMS Ha Bb3CTaHOBEHMS 3bO; 3alwuTaBa
61MONOrMYHNTE CTPYKTYPU Ha Bb3CTaHOBEHMS 3b6 M TbKaHWTE HAOKOJO.

KJINHUYHU NOKA3AHMA

- 3a Bb3CTaHOBsIBAHE Ha KyxuHM oT knac III, IV wun V;
Bb3CTaHOBABaHe Ha KapMec Ha NOBbPXHOCTTa Ha KOpeHa;
- 3a 3anevyaTBaHe Ha AMKU n ducypm;
- 3a nbpBOHa4YaJIHO NOCTaBsAHE B KyXuHu ot knac I v II.
NMPOTUBOMOKA3AHUA

MNauneHTn, KOUTO MMaT MCTOPUS Ha TEXKMU anepruyHn Mav Bb3NanuTeNHU peakumm
KbM MPOAYKTA UK KbM HAKOS OT CbCTaBKUTE MY.
OrPAHMYEHUA 3A KOMBUHALIMN

ONE-FLOW He TpsibBa fa ce m3nonssa C NPOAYKTM, CbAbpXally €BreHos, 3aloTo
€BreHONbT MOXE Aa HapyLwu npoueca Ha NonMMepusauums.
HEXEJIAHU CTPAHUYHU E®EKTU

Mpwv 4yBCTBUTENHM M@ NPOAYKTBLT MOXE @ NPUYMHU anepruyHn Uan Bb3nanutenHm
peakuun (Ha KoxaTa, ouuTe, NMurasuuaTta, AUXaTenHUTe NbTUa).
OCTATBbYHU PUCKOBE

MepKkuTe 3a KOHTPON Ha puUCKa Ca NPWIOXKEHW WM NPOBEPEHW, PUCKBLT € HaMmaseH,
KOJIKOTO € Bb3MOXHO, LUAMOCTHUAT OCTaTbY€H PUCK CE CYMTA 3a AOMNYCTUM.
UEJIEBA 'PYNA HA NAUMEHTUTE

He ca “3BECTHM OrpaHuMyeHust No OTHOLWIEHME Ha HAUMANIHOCTTA Ha MauneHTuTe,
TAXHaTa Bb3pacT v 060 34paBOCNOBHO CbCTOAHME, Te MoraT Aa ca Aeua, NauneHTm
Ha cpefHa Bb3pacT WM NauMeHTW Ha Bb3pacT.

NPEABUAEHA YACT HA TAJZIOTO WIN BUAOBE TbKAHWU W/IN TEJIECHU
TEYHOCTHU

Yact oT TAM0TO - yCTa. TbKaHW WAM TENECHW TEYHOCTW, B/iM3AlUM B KOHTAKT C
YCTPOWCTBOTO - 3b6, yCTHaTa vrasuua, CoHKa.
LEJIEBU NOTPEBUTEN

MpenopbyBa ce M3nons3sBaHeTo Ha kodepgaM MW HaHacsHeTO Ha npoaykTa. MPU
NOMNAAAHE B OYUTE: M3nnakHeTe BHUMATENHO C BOAA B MPOABIDKEHNE HA HAKONKO
MWHYTU. MaxHeTe CM KOHTaKTHWTEe fleln, ako uMmaTe TakmMBa M € JleCHo Aa ro
HanpasuTe. [lpoab/ixeTe pAa u3nnakeaTe. AKO pasgpasHeHMeTo Ha ouuTe
npoabvixaea: [loTbpceTe MeanuuHckyn cbeeT / nomouw,. [PU MOMAAAHE BbBbPXY
KOXATA UNU NUTABULIATA: U3muitTe obunHo ¢ Boaa. AKO ce MosiBU Apa3HeHe Ha
KoxaTta / nurasuuaTa unm obpus: MoTbpceTe MeAUUMHCKM CbBeT / nomoll. Canete
3aMbpceHOTO 0611EKN0 U M3MnepeTe npeau cneasawarta ynoTtpeb. MPU NOMNbLUAHE:
M3nnakHeTe yctata. ObasgeTe ce Ha LleHTbpa no oTpoBM MM Ha nekap / TepanesT,
ako ce vyscrtBaTe 3ne. MPU BAMLUBAHE: W3Benete nuueTo Ha YUCT Bb3AYX U O
nozgnomaraiTe npu Avliaxe.

M3muitte pobpe pobueTe cnep pabota. M3nonseaiiTe camo Ha fobpe npoBeTpuBO
MacTo. [penopbyaHO HOCEHETO Ha 3aluMTHW pbKaBuuu / 3alwmTHO obnekno /
npeanasHW cpeacTsa 3a oYM / 3almTa Ha IMLETO 3a Jiekaps 1 nauueHTa.
[IpeanasHn Mepku, KOUTO TpsibBa Aa ce B3eMaT B C1yYail Ha NpoMeHu B paborata Ha
YCTPOMCTBOTO:

Ako no BpeMe Ha ynoTpebaTta Ha npoaykTa 3abenexure HeobuyaHn XxapakTepucTuKn
Ha MpoAyKTa: HEXOMOreHHa, HeTeunMBa, HepaBHOMEPHa KOHCUCTEHLMS, He NoKpuBa
paBHOMepHO 3bOHaTa MOBBPXHOCT, MPOAYKTHLT He ce BTBbpAsBa UM ce Habnioaasa
npoMsiHa Ha LUBETa Ha KOMMO3MTa B MOMEHT Ha CBET/IMHHa MnonvMepusaums, T.e.
KOMMO3UTBLT He OTroBaps Ha NpeABUAEHUS LBST, MOCOYEH OT MPOU3BOAUTENS UNIU/U
CTPaHWYHKU NpoAyKTW/dasn ce OTAENAT No BpemMe Ha BTBbpAsABaHEe, WM Ce MosiBu
BHe3arnHa octpa 605ka Ha MSCTOTO Ha MPUIOXKEHWNE, UK aKko e 3abens3aHo HAKakBo
ApYro HeobuyaiHO noBejeHWe Ha NpoAyKTa NMpW MaHWUNyanpaHe Ha yCTPOMCTBOTO ,
KOWTO He e crnoMeHaT no-rope, He3abaBHO npekpaTeTe ynoTpebarta. OTcTpaHeTe
Bb3CTAHOBSIBAHETO OT KyXMHaTa Ha 3bba C NOAXOAsLY CTOMATONOrMYEH UHCTPYMEHT,
He nossonsBanTe NpoaykTa Aa 6bae norbnaHaT. MonuTaiTe NaumMeHTa Kak ce YyBCTBa.
AKO MauMeHTBT 3abenexu HAKaKBU HexenaHu CTpaHuyHW edekTn, HesabaBHO ce
obaneTe B MeCTeH LieHTbp Mo Tokcukosnorusi. CbbepeTe BCUUKM HaIMYHM OCTaHann
KOHCYMaTunBun, He rm M3M0N3BaliTe OTHOBO U M APBXTE HEAOCTBMHU Ha CUTYPHO MACTO
/10 BTOpPO Hapex/aHe. He3abaBHO ce CBbpXeTe C NPOU3BOAUTENS U AOKMajBaiiTe 3a
BCUYKYM 3abensizaHn NpoMeHn B paboTaTa Ha NpoayKTa.

CPOK HA rogHoOCT

ONE-FLOW e pa3paboTeH eauHCTBEHO 3a npodecuoHanHa ynotpeba B
cTtomaTtonorusTa. HeroBust notpebuten e nuueH3npaH nekap, KOMTO MMa 3HaHUs kak
[a v3nonsea o6WYalHW CTOMATONOTMYHM KOMMO3WUTW. HsiMa Hyxaa OT cneuuanHo
obyueHue.

CTEPUWIUNTET

Cpok Ha rogHoct Ha ONE-FLOW e 4 roavHu oT Aatata Ha Mpou3BOACTBO. He
WU3non3BanTe crnes cpoka Ha roAHOCT. MapTuaHUMAT HoMep TpsibBa Aa 6bae UUTUMpPaH
npu BCcsika KopecnoHnaeHuus. MNorneaHeTe onakoekaTta 3a napTUAeH HOMEp U CPOK Ha
roAHOCT.

CbXPAHEHUE

ONE-FLOW ce pfoctaBs HecTepuneH. Hama Hyxzaa oT npeasapuTenHa crepunmsauus,
noyucTBaHe wnu fAesnHdekuns, a OT NpeBaHTUBHA, PpefoBHa MNOAAPBbXKa WM
kanubpupaHe, 3a Aa ce rapaHTvMpa, Ye ycTpoMcTBOTO paboTu npaBuHO U 6e30nacHo
npes onpegeneHvs My >XUBOT. He u3nonseavite , ako NbpBUYHATa OMaKoBKa e
nospeaeHa.

CPEAA HA U3NON3BAHE

CbxpaHsBaiTe npoaykra Aobpe 3aTBOpPeH Ha Cyxo u Aob6pe NpOBETPUBO MACTO Mpu 4-
28 ° C. [pbxTe faney OT npska CnbHYeBa CBET/IMHA M U3TOYHMUM Ha TonauHa. He
3ampassBanTe. [la ce nasu ot geua!

U3XBbPNISAHE

M3xBbprete CbAbpXaHWETO / KOHTelHepa crnopes HauWOHaNHUTE HOPMaTUBHU
M3UCKBaHUS.
BAUTENTHOCT

ONE-FLOW e npefHa3HayeH 3a M3Mosi3BaHe B CTOMATONOrn4YyeH KabuHET, KbAeTo
TemMnepaTypaTta Ha oOkofnHata cpeaa e 18-25 ° C. Pa3npeneneHoto KOAMYeCcTBO
KOMMO3WUT € MOAXOASLO 3a eAHOKpaTHa ynoTpeba (caMo 3a eAuH nauueHT). He
unsnonsealte NOBTOPHO. N3nnwHoTo KONIM4eCTBO, CbXpaHABaAaHO B OpUrUHanHa
onakoBKa, Moxe fa AoBeje A0 3aryba Ha dyHKuusTa My.

KOHCYMATUBU N AKCECOAPU

AKO Bb3HUKHE CEepuo3eH MHLMAEHT BbB Bpb3Ka C YCTPOMUCTBOTO, CbobLieTe ToBa Ha
Npou3BOAUTENS U Ha KOMMETEHTHWUS OpraH Ha Abp)xaBaTa-yieHka, B KOSTO ce Hamupa
noTpebuTensaT u / UNu NaumMeHTbT.

PE3IOME HA BE3OMNMACHOCTTA U KJIMHUYHUTE PE3YJITATU

KbM yCTPOICTBOTO He ce MpefocTaBsT akcecoapu. KbM yCTPOMCTBOTO ce AOCTaBAT
KOHCYMaTMBW, KaTo HaKpalHULM 3@ HaHacsHe.
MWHCTPYKLUMNSA 3A YNOTPEBA

ONE-FLOW e 6e3onaceH u paboTv No npeaHasHayeHue, ako ce u3nonsea B
CbOTBETCTBME C WHCTPyKUMWUTEe 3a ynoTpeba Ha npousBoauTens. PesiomeTo Ha
6e3onacHoCTTa U KIAUHUYHUTE XapaKTepucTuku ™Morat pAa 61:,an HaMepeHn Ha
yebcavita Ha npousBoauTens www.i-dental.lt/sscp/, nokaTo EBponelickata 6a3sa
[aHHW 3a MeauunHcku nsgenus (EUDAMED) cTaHe AOCTbMHA OHNaWH.
OTroBOPHOCT HA NPOU3BOAUTEJNIUTE

NOArOTOBKA HA KYXUHATA:

1. MoaroTeBeTe KyxuHaTa, KakTo 06MKHOBEHO.

2. MouncTeTe NoBLPXHOCTTA C 6e3mMacneHa npodunakTUyHa nacra, KaTo i-
FASTE.

3. 3a AbN60KN KyXMHM n3nonssaite 06AMLOBKa C Kanuues XnApoKCUA nnm

OCHOBEH CTbKJ/IOMOHOMEPEH LIMMEHT, KaTo i-BAS.
ELIBAHE, 3AJIENBAHE:
1. HaHeceTe cnoit eyBaHe, kaTo i-GELN, BbpXy noBbpXxHOCTTa, KOATO TpsA6Ba
na ce eusa. OcTaBeTe elBaHeTO Ha MscTo 3a 15 cekyHau (aeHTUH), 30
cekyHau (emaiin). MsnnakHeTe C BoAa W MOACYlIETe C Bb3AYX.
N36srBaliTe npecbXBaHETO Ha AEHTUHA.

2. HaHeceTe cnoit nenuno, kato i-BONDING LCVN, BegHara Bbpxy rpaBupaHa
NOBBLPXHOCT,  MONS,CNeABaiTe  WMHCTpyKuMuMTe 3a  ynotpeba Ha
npounssoaguTens.

NMPUroTBAHE HA CNMPUHLIOBKA:

1. OTcTpaHeTe Kanaykarta Ha CrpuHLOBKaTa.

2. He3abaBHO M BHMMaTENIHO MpuKpeneTe HakpailHuKa 3a [03MpaHe KbM
cnpuHuoBKaTa.

3. N3npobBaiiTe nMoToka Ha MaTepuanu OT Bbpxa, Npeau Aa u3nonssaTe
WHTpaopasnHo.

NMOCTABAHE HA ONE-FLOW:
1. Mpean fa aoHeceTe cnpuHUoOBKaTa [0 ycTaTa, OTCTpaHeTe Bb3ayXa OT
HakpaliHvKka 3a fo3upaHe. 3a Aa OTCTpaHWTe Bb3AyXa OT HakpaiHuka, ¢
Bbpxa, HacoyeH Harope, BHUMaTenHo u3byTailTe 6yTanoto Ha
cnpuHUoBKaTa Hanpes. AKO Bb3AyXbT BCE Olle € B HakpaiHuka 3a
A031paHe, Bb3AyX MexypyeTaTta MoraTt Aa 6bAaT OTCTpaHeHu No BpeMe Ha
WUHXXEKTUPaHeTOo.
2. [lenukaTHO HaTUcKaHe Ha 6yTanoTo M HaHacsiHe Ha cfioli MaTepuan B
KyxuHaTa. He HacunBaliTe 6yTanoTo.
He HanacsiiTe cnoese ¢ AbN6OYMHa NoBeye OT 2 MM.
CeeTno BTBbpAsBaHe 3a 20-30 cekyHau (3aBucu OT AbnbounHaTa Ha
cnost). M3nonseaiite LED nonumepusaumMoHHa namna C WMHTEH3UTET Ha
ceBeTanHata 1200mW / cm? B Mb/IEH PEXWM, @ HE B pamn WUau UMNysceH
peXUM. HSKOWU 1aMnu € NO-BUCOKA MHTEH3MBHOCT MoraT Aa U3MCKBaT Mno-

Eall e

MpoAyKTUTE HU ca pa3paboTeHn 3a npodecuoHanHa ynotpeba B cToMaTosiorusTa.
MoHexXe NPUIOXKEHNETO Ha HALMUTE NPOAYKTU € U3BBH Hall KOHTPOJ, noTpebutensTt
HOCWM Mb/iHA OTrOBOPHOCT 3a MPUIOXKEHWETO Ha nNpoAykTa. Pasbupa ce, Hwue
rapaHTMpame 3a Ka4yeCTBOTO Ha MNpPOAYKTUTE CU B CbOTBETCTBME C MNPUIOXKUMUTE
cTaHgapT.

BAJIMAHOCT

Cnep ny611KyBaHeTO Ha Ta3u MHCTPYKLUMS 3a ynoTpeta BCUYKM NPeuLHU BEPCUM ce
OTMEHHAT.
OMNAKOBKA

DRMIFTAL Al 2g cnpuHUOBKa, 3 HakpaiHWKa, UHCTPYKUMS 3a
ynoTpeba

DRMIFTA2 A2 2g cnpuHUOBKa, 3 HaKpailHWKa, NHCTPYKLUUS 3a
ynoTpe6a
DRMIFTA3 A3 2g cnpuHUOBKa, 3 HaKpailHWKa, NHCTPYKLUUS 3a
ynoTpe6a
DRMIFTA3.5 A3.5 2g cnpuHUoBKa, 3 HakpaiHUKa, NHCTPYKUMS 3a
: ynoTpeba
DRMIFTB2 B2 2g cnpuHuoBKa, 3 HakpalHWKa, UHCTPYKLMSA 3a
ynoTpeba

* PernctpupaHa TbproBcka mMapka Ha Vita Zahnfabrik H.Rauter GmbH & Co. KG, Bad
Sackingen, M'epmaHus.

INSTRUCTIUNI DE UTILIZARE RO
DESCRIERE

ONE-FLOW este un compozit fotopolimerizant nanofluid, bioinert, radioopac sub
nuantele Vita*, ONE-FLOW este un produs estetic, rezistent, superior, cu capacitate
de lustruire si caracteristici fluide optime.

COMPOZITIE

Sticla dentara maruntitd 50-70%, amestec de metacrilat 30-40%, dioxid de silicon
1-5%, coinitiator <1%, fotoinitiator <1%, stabilizator <1%, inhibitor <1%, opacifiant
<1%, pigment 1%.



ONE-FLOW nu contine substante medicinale, inclusiv sdnge uman sau derivate din
plasma; tesuturi sau celule de origine umanad 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

fotopolimerizare 20-30s

adancimea polimerizarii 3.24£0.03 mm

rezistenta la flexiune 110.2+4.1 MPa

absoarbe apa 17.10£0.20 pg/mm3

solubil in apa 0.00+0.00 pg/mm?3

contractia prin polimerizare 4.5+£0.15 %
UTILIZARE DESTINATA SI BENEFICII CLINICE

ONE-FLOW reface/imbundtdteste 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 restaurdri ale cariilor de clasa III, IV si V; restaurari ale
cariilor de la suprafata radacinii;
- Pentru sigilarea foselor si fisurilor;
- Pentru plasarea initiala in cariile de clasa I si II.
CONTRAINDICATII

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

dacd sunt prezente. Continuati clatirea. Dacd iritatia ochilor persistd, consultati
medicul. LA CONTACTUL CU PIELEA SAU MUCOASA: Spdlati cu multd apd. Dacd 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.

Mé&suri_de precautie care trebuie luate in cazul unor modificdri ale performantei
dispozitivului:

Dacé in timpul utilizarii produsului se observd orice caracteristici anormale de
performantd a produsului: neomogen, nefluxabil, consistenta neuniformd, nu acopera
uniform suprafata dintelui, produsul nu se intdreste sau se observa schimbarea culorii
compozitului intr-un moment de fotopolimerizare, adicd compozitul nu corespunde
nuantei dorite specificatd de producdtor sau/si subprodusele/fazele sunt eliberate in
timpul intdririi sau apar dureri acute bruste la locul aplicarii sau daca se observa orice
alt comportament anormal al produsului in timpul manipuldrii dispozitivului. , care nu
este mentionat mai sus, intrerupeti imediat utilizarea. Scoateti restaurarea din
cavitatea dentard cu un instrument dentar adecvat, nu Iasati produsul sa fie inghitit.
Intrebati pacientul cum se simte. Dacd pacientul a observat efecte secundare
nedorite, sunati imediat la un centru local de otravire. Colectati toate consumabilele
ramase disponibile, nu le mai utilizati si pastrati-le la indemana intr-un loc sigur pana
la o noud notificare. Contactati imediat producatorul si raportati orice modificari
observate in performanta produsului.

DURATA DE VIATA

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

Durata de viaté a produsului este de 4 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 expirdrii.

DEPOZITARE

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

Tineti produsul etans intr-un loc uscat, bine aerisit, la 4-28 °C. A se proteja de lumina
directd a soarelui si de surse de caldurd. A nu se l3sa la indeméana copiilor!
DEBARASARE

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

Aruncati continutul/recipientul conform reglementarilor nationale.
VIGILENTA

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

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

Parti ale corpului - cavitatea bucald. Tesuturi sau fluide care intrd in contact cu
dispozitivul - dinte, mucoasa bucala, saliva.
UTILIZATOR DESTINAT

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

RESPONSABILITATEA PRODUCATORULUI

ONE-FLOW este destinat exclusiv utilizarii stomatologice profesionale. Utilizatorii sai
pot fi medici care au dobandit cunostinta necesara utilizarii compozitilor dentare. Nu
este nevoie de un instructaj specific.

STERILITATE

ONE-FLOW este livrat nesteril. Nu este nevoie de nicio sterilizare preparatoare,
curatare sau dezinfectie, mentenantd preventiva, regulatd sau calibrare pentru ca
acest dispozitiv sa fie utilizat in sigurantd pe parcursul duratei sale de viata. Cu toate
acestea, a nu se utiliza dacd pachetul este deteriorat.

MEDIU DE UTILIZARE

Produsele noastre au fost dezvoltate exclusiv in scopul utilizarii stomatologice
profesionale. Avand in vedere cd 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

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

ONE-FLOW este destinat folosirii in cabinetele dentare unde temperatura ambientald
este cuprinsd intre 18 si 25 °C. Cantitatea eliberatd de compozit este suficientd
pentru o singura utilizare (la un singur pacient). A nu se refolosi acestea. Cantitatea
eliberatd pastratad altundeva decét in pachetul original isi poate pierde proprietatile
de functionare.

COMPONENTE SI ACCESORII CONSUMABILE

Nu sunt furnizate accesorii cu dispozitivul. Consumabilele, cum ar fi varfurile pentru
aplicare, sunt furnizate cu dispozitivul.
INSTRUCTIUNI DE UTILIZARE

PREGATIREA CARIEI:

1. Pregatiti caria, ca de obicei.

2. Curdtati cu o pasta profilactica fara ulei, cum ar fi i-FASTE.

3. Pentru cariile profunde, folositi un liner cu hidroxid de calciu sau un
ciment glasionomer pentru obturatii de bazd, cum ar fi i-BAS.

DEMINERALIZARE, ADEZIUNE:

1. Aplicati un strat de demineralizant, cum ar fi i-GELV, pe suprafata care
urmeaza a fi gravatd. L3sati substanta sa actioneze timp de 15 secunde
(dentind), 30 de secunde (smalt). CIatiti cu apa si uscati cu aer. Evitati
uscarea in exces a dentinei.

2. Aplicati un strat de adeziv, cu ar fi i-BONDING LCV, imediat pe suprafata
demineralizatd, urmand instructiunile producatorului.

PREGATIREA SERINGII:

4. Scoateti capacul seringii.

5. Prompt, cu atentie, atasati seringii varful pentru dozare.

6. Testati fluiditatea materialului din varf inainte de a folosi intraoral.

PLASAREAAONE-FLOW:

1. Inainte de a duce seringa in dreptul gurii, scoateti aerul din varful de
dozare. Pentru a face acest lucru, cu varful indreptat cdtre tavan,
impingeti usor pistonul seringii. Dacd este aer in varf, acestea vor fi
eliminate pand in momentul injectiei.

2. Apdsati usor pistonul si aplicati un strat de material in cavitate. Nu fortati
pistonul.

3. Nu aplicati straturi mai adanci de 2mm.

4. Fotopolimerizati timp de 20-30 de secunde (in functie de adancimea

stratului). 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.

AVERTISMENTE

AMBALAJ)
DRMIFTA1 A1l 2g seringd, 3 varfuri, instructiuni de folosire
DRMIFTA2 A2 2g seringd, 3 varfuri, instructiuni de folosire
DRMIFTA3 A3 2g seringd, 3 varfuri, instructiuni de folosire
DRMIFTA3.5 A3.5 2g seringd, 3 varfuri, instructiuni de folosire

DRMIFTB2

* Marcd inregistratd a Vita Zahnfabrik H.Rauter GmbH & Co. KG, Bad Sackingen,
Germania.

B2 2g seringd, 3 varfuri, instructiuni de folosire

SIGNS EXPLANATION/3HAYEHUE HA CUMBOJINTE /EXPLICATII SEMNE

Dupa ce se elibereaza cantitatea doritd de material, inchideti imediat seringa, pentru
ca materialul sd nu fie afectat de lumind. Materialul este sensibil la lumind. Evitati
manipularea indelungata sub lumind intensa. A nu se utiliza la pacientii cu un istoric
de alergii severe sau reactii cu iritatie la produs sau la orice din ingredientele sale.
ONE-FLOW nu emite radiatii si nu cauzeazd interferente electromagnetice.
PRECAUTII

Caution /BHumMaHue /Atentie

Temperature limit /TemnepaTypeH numut /Limita de temperatura

Consult instructions for use /KoHcynTupaiTe ce Cc MHCTpyKUMSTa 3@
ynotpeba /Consultati instructiunile de utilizare

Keep away from sunlight /[la ce na3u oT cnbHYeBa cBeTIMHA /A se
pastra intr-un loc ferit de soare

Do not re-use /He n3nonssalite nosTopHo /A nu se refolosi

Non-sterile /HectepunHo /Nesteril

Medical device /MeanumnHcko ycTpoiictso /Dispozitiv medical

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

Catalogue number /KaTanoxeH Homep /Numar catalog

Batch code / NaptuaeH kog / Cod lot

Manufacturer /Mpowussoauten /Producdtor

L & B E0[FB|® % B~ P>

Este recomandatd folosirea digii dentare in timpul aplicarii produsului. LA CONTACTUL
CU OCHII: Clatiti atent cu apa timp de cateva minute. Inldturati lentilele de contact
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