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ONE-DAM

EN Light curing liquid cofferdam
BG CBeT/IMHHO NonvMMepusunpaly TeyeH Kkodepaam
RO Cofferdam lichid de intdrire usoara

A A TESR 4\ MD

INSTRUCTION FOR USE EN

DESCRIPTION

ONE-DAM is a Light Curing Liquid Cofferdam, indicated as barrier for the
isolation of gingival tissues and replacement of the rubber dam sheet to protect
the gingival tissue in some cases where there is a risk of irritation by contact
with products used in the clinical procedures, such as dental bleaching with
Hydrogen Peroxide. The product is sufficiently viscous and allows easy
application and control over the place to be protected. It is blue or green in
colour in order to make a contrast with the gingival tissues and the teeth and
so facilitate its localization.

COMPOSITION

and there will be a good field of protection for the procedure to be
applied.

3. Light cure for 20 seconds. Use LED polymerization lamp with light
intensity 1200 mW/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. It is advisable to proceed
with the polymerization soon after applying the resin in order to
prevent any possible irritation of gingiva. During the process of
polymerizing a slight sensation of heat or burning may be felt on the
gingiva owing to the reaction of the polymerization and contraction of
the resin.

4.  Verify that the product covers the entire gingiva surface and that it is
completely polymerized. In order to see the rear part of the papilla
and gingiva, use a clinical mirror looking from incisal to cervical. Avoid
testing it by forcing it or trying to lift it as this can cause infiltration of
the irritating substance.

5. Do clinical procedures.

6. In order to remove the polymerised product after procedures just
move it forwards. It should come loose easily as a whole or in large
pieces.

WARNINGS

Do not use ONE-DAM for patients who have a history of severe allergic or
irritation reactions to product or to any of the ingredients. ONE-DAM does not
emit radiation and does not cause any electromagnetic interferences.
PRECAUTIONS

ONE-DAM contains methacrylate resins 75-95%, silica fillers 1.0-10%,
excipients 1.0-5.0%, pigments 0.1-1.0%.

ONE-DAM 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

Colour Green/blue
Appearance Paste
Setting time 20 sec

INTENDED PURPOSE AND CLINICAL BENEFITS

ONE-DAM Light Curing Liquid Cofferdam protects biological structures of
restorable tooth and adjacent tissues.
CLINICAL INDICATIONS

In susceptible individuals, product may cause allergic or irritation reactions
(skin, eye, mucosa, respiratory tract). Product causes skin or mucosa irritation
and serious eye irritation. 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 soap and 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. It
is recommended to wear protective gloves/protective clothing/eye protection
/face protection for doctor and patient.

Interaction with other substances:

Avoid interaction with eugenol, strong bases, strong oxidizing agents.
SHELF-LIFE

- to provide protection for the gingival tissue and/or the adjacent
tooth, restorations during clinical procedures, such as teeth
whitening, bleaching with high concentration of Hydrogen Peroxide,
air abrasion (sandblasting) or etching with strong acids.

- for complete isolation of the gingival tissue during cavity
preparation or endodontic treatment.

CONTRA-INDICATIONS

Shelf-life of ONE-DAM is 3 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

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

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

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

None known.
UNDESIRABLE SIDE EFFECTS

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

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

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

ONE-DAM is safe and performs as intended if it is used in accordance to
manufacturer's instruction for use.
MANUFACTURERS RESPONSIBILITY

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

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

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

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

STERILITY

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

PACKAGING

DRMIDABP 3.5g syringe, shade blue, 3 tips

WHCTPYKLINA 3A YNIOTPEBA BG

ONE-DAM 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

OMNMUCAHME

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

Accessories, such as application tips, are supplied with the device.
INSTRUCTION FOR USE

ONE-DAM e cBeTNMHHO nonuMepusMpally, TevyeH kodepaam, nokasaH KaTo
b6apuepa 3a M30/MpaHe Ha TUMHIUBANHUTE TbKaHM W 3aMsHa Ha ryMeHus
rxodepAaMoB IMCT 3a 3alUTa Ha T’MHrMBanHaTa TbKaH B HSKOW Cllyvan, KoraTo
CblleCTBYBa PUCK OT pa3ApasHeHMe Npu KOHTaKT C NPOAYKTUTE, N3NON3BaHW B
KTMHWYHWTE npoueaypuv, HanpuMmep npu mnsbensaHe Ha 3b6UTe C BOAOpOAEH
nepokcua. MpoayKTbT e JOCTaTbYHO BUCKO3EH M M03BONSBa JIECHO NpunaraHe
1 KOHTPOJ Ha MSICTOTO, KOeTo TpsibBa Aa 6bAe 3alnTeHo. To € CUH UK 3eneH
Ha UBAT, 3@ Ja Ce OCUIypU KOHTPACT C FTMHIMBaNHMTE TbKaHU 1 3b6UTe 1 aa ce
yNeCHN OTKPUBAHETO My.

CbCTAB

NOTE! Do not use if primary package is broken. It is recommended prepare
syringe just before applying.
Syringe preparation:
1. Remove Luer cap.
2. Attach working tip to the syringe.
3.  Verify resin flow prior to applying. If resistance is met, replace tip and
re-check. Use only recommended tips.
NOTE! DO NOT APPLY product on gingival tissue in poor conditions, people who
have undergone recent periodontal surgery or which contains a previously
installed irritation.
1. Clean and dry the gingival tissues and the teeth in the area which you
wish to protect.
2. Apply afine layer (maximum of 1-2mm) of the product on the gingiva
and the interdental papilla in a way that they are completely covered

ONE-DAM cbabpxa 75-95% metakpunatHun cmonm, 1.0-10% cunuumes
nbaHuTenn, 1.0-5.0% nomowHn BewecTtea 1 0.1-1.0% nurmMeHTH.

ONE-DAM He cbAbpxa 1ekapCTBEHO BELLECTBO, BK/IIOYUTENHO NPOM3BOAHN Ha
YOBELKa KPbB WMAW MnasMa; TbKaHW WU KNETKU, UIN TEXHU NPOU3BOAHU OT
YOBELLKMW NPOU3XO0A; TbKaHW WU KNETKN OT XXMBOTUHCKMU MPOU3XOA WU TEXHU
NpOU3BOAHN, KaKTO e nocoyeHo B PernameHT (EC) N2 722/2012; BewecTBa,
KOWTO Ca KaHUEepOreHHW, MyTareHHW, TOKCUYHWN 3a Bb3NPOU3BOACTBO WM Ca C
paspyllaBalim eHaoKpUHHaTa cucTemMa CBOMCTBA.

XAPAKTEPUCTUKU HA PABOTA

LiBaT 3eneH/cuH
Bug nacra
Bpeme 3a BTBbpAsiBaHe 20 cekyHan

NMPEAHA3SHAYEHUE U KIMHWYHW NON3N




ONE-DAM cBeT/NIMHHO nonuMepusupal, kodepaam 3awuTaBa 6buonornyHaTa
CTPYKTYypa Ha TpPeTupaHus 3b6 U CbCeaHWUTE TbKaHU.

KJIMHUYHO CbCTOAHUE U KIIMHUYHU NOKA3AHUA

- 3a ocurypsiBaHe Ha 3allMTa Ha TFUHIMMBAAHATa TbKaH W/vunn
cbCeAHUst 3b6, BbB3CTAHOBSABAHMS MO BPeMe Ha  KJIAWHUYHK
npoueaypu kato usbensaHe Ha 3bb6u, wusbensaHe C BUCOKa
KOHLlEHTpaumMs Ha BOAOPOAEH MepoKcua, Bb3AylWwHa abpasus
(NACbKOCTPYEHE) UK elBaHe CbC CUSTHU KUCENUHMU.

- 3a Nb/IHO M30/MMpaHe Ha MMHrMBanHaTa TbKaH NpU NOArOTOBKA Ha
3b6HaTa KyXMHa WU eHAO0AOHTCKO NeYeHune.

NMPOTUBONOKA3AHUA

MauneHTn, KOMTO MMaT MCTOPUSA Ha TEXKW anepruyHyu WM Bb3nanuTesHn
peakumu KbM NpoAyKTa WM KbM HAKOSA OT CbCTaBKUTE MY.
OrPAHUYEHUSA 3A KOMBUHALIMU

He e n3secTtHo.
HEXXEJIAHU CTPAHUYHW E®EKTU

Mpn 4yBCTBUTENHW NWMUA NPOAYKTLT MOXEe Aa MPUYUHW anepruyHu unu
Bb3NanuTenHun peakuum (Ha Koxarta, ouuTe, nurasuuarta, AuxaTenHute
nbTULWA).

OCTATBbYHU PUCKOBE

MpoAyKTbT NpUYMHABA pasApa3sHEHMEe Ha KoxXaTa W nuraBuMumMTe U CEPUO3HO
pasapasHeHue Ha ouuTe.

MPW NOMNAJAHE B OYUTE: U3nnakHeTe BHUMATENHO C BOAA B NMpOAb/IXEHME
Ha HSKONKO MUHYTW. MaxHeTe CM KOHTaKTHWUTE felun, ako uMmaTe TakveBa u e
necHo fa ro HanpasuTe. Mpoab/xeTe Aa UsnnaksaTte. AKO pa3apasHEHNETO Ha
ouuTe npoabikaea: MNoTbpceTe MeanLMHCKM cbBeT/nomoly. MPY MONAOAHE
BbPXY KOXATA UNN NNTABULATA: U3muiiTe o6unHo ¢ Boda. AKO ce NosiBu
Apa3HeHe Ha KoxaTa/nuraBuuata wnu ob6pus: [loTbpceTe MeAWULMHCKU
cbBeT/nomoly. CBanete 3aMbpceHOTO 06/1eKN0 U U3nepeTe Npeaun cnefsallaTa
ynotpe6. MPU NOMbLUAHE: M3nnakHeTe yctata. Obasete ce Ha LleHTbpa no
OTPOBWM WM Ha Nekap/TepanesBT, ako ce 4yyscteaTte 3ne. NMPU BAOULLUBAHE:
M3BeaeTe NMLETO Ha YNCT Bb3AyX M ro noanomarainTe npu avwade. U3muiite
nobpe pvueTe cnep pabota. M3non3earite caMo Ha Aobpe NPOBETPUBO MSCTO.
MpenopbyaHO HOCEHETO Ha 3alMTHM pbKaBMUM/3aWMTHO obnekno/npeanasHun
CcpeAcTBa 3a o4yun/3awmTa Ha MLETO 3a Jiekaps U naumeHTa.

B3aumoaevictene c aApyrv BeuiecTsa:

N36sirBaiiTe B3auMoAeNCTBME C €BreHOs, CUTHU OCHOBW, CU/THU OKUCIUTENN.
CPOK HA rogqHOCT

MepKuTe 3a KOHTPOJI Ha pUCKa Ca MPUIOXKEHN M MPOBEPEHN, PUCKBLT € HaMaseH,
KOJIKOTO € Bb3MOXHO, LUSA/IOCTHUAT OCTaTbY€H PUCK Ce CUYMUTa 3a AONYCTUM.
LIEJIEBA 'PYNA HA NAUMEHTUTE

Cpok Ha rogHoct Ha ONE-DAM e 3 roavHu OT AaTata Ha Npou3BoACTBO. He
M3non3BaiTe cnep cpoka Ha rogHocTt. [MapTuaHusT Homep TpsibBa Aa 6bae
uMTMpaH Npu BCAKa KopecnoHaeHuus. MNornegHeTe onakoskaTta 3a napTuaeH
HOMEep U CPOK Ha rogHOCT.

CbXPAHEHME

He ca n3BeCTHM orpaHMYeHns No OTHOLIEHWE Ha HALMANHOCTTa Ha NaLneHTuTe,
TAXHaTa Bb3pacT M 060 34paBOCNOBHO CbCTOsHME. Te MoraT Aa ca jeua,
NauMeHTV Ha cpefHa Bb3pacT WAM NauMeHTM Ha Bb3pacT.

NPEABUAEHA YACT HA TAIOTO N1V BUAOBE TbKAHU WU TENIECHN
TEYHOCTH

CbxpaHsBaiiTe npoaykTta fobpe 3aTBOpPeH Ha CyXo v fobpe NpoBeTPUBO MACTO
npu 4-28 °C. [IpbXTe Aanedy oT npsKa CAbHYEBaA CBET/IMHA WU U3TOYHULM Ha
TonnuHa. He 3ampassiBaiTe. [la ce nasu ot Aeual

U3XBbPNAHE

YacT oT TANOoTOo - ycTa. TbKaHM WM TENECHU TEYHOCTM, BNM3ALUM B KOHTAKT C
YCTPOWCTBOTO - 3b6, yCTHaTa irasuua, CtoHKa.
LLEJIEBU NOTPEBUTEN

M3xBbpneTe CbAbpXaHNETO / KOHTellHepa cnopes HauMOoHaNIHUTE HOPMaTUBHU
M3NCKBaHMS.
BAWTENTHOCT

ONE-DAM e pa3paboTeH eAMHCTBEHO 3a npodecuoHanHa ynotpeba B
cToMatosiornaTa. HeroBuaT noTpebuTes € NMUEH3MpaH fekap, KOMUTO uMa
3HaHWA KaK Aa M3nos3sa 061yaiiH1 CTOMATONOMMYHM MaTepuanu. HaMma Hyxaa
OT creumasnHo obyyeHue.

CTEPWIMNTET

AKO Bb3HMKHE CEpUO3eH MHUNAEHT BbB BPb3Ka C YCTPOMCTBOTO, CbobLueTe ToBa
Ha NpoOM3BOAUTENS N HA KOMMNETEHTHUSA OpraH Ha Abp)XaBaTa-yfeHKa, B KOSATO
ce Hamupa noTpebuTenaT u / N NaumeHTbT.

PE3IOME HA BE3OMACHOCTTA U KJINHUYHWUTE PE3YJITATU

ONE-DAM e 6e3onaceH u paboTv Mo MpeAHa3HayYeHWe, ako ce U3nonsea B
CbOTBETCTBME C MHCTPYKLUMMTE 3a ynoTpeba Ha NpousBoanTens.
OTroBoOPHOCT HA NPOU3BOAUTEJIUTE

ONE-DAM ce pocTtaBs HecTepuieH. Hsama Hyxaa OT npeaBapuTenHa
CTepunM3aums, novymcTBaHe wan AesvH@eKkuus, a oT nNpeBaHTUBHA, PeAoBHa
noaApbXKa unn kanubpupaHe, 3a Aa ce rapaHTvMpa, 4ye yCTpoWCTBOTO pabotu
npaBuaHO 1M 6e30nacHO npe3 onpeaeneHus My XuBOT. He u3nonssante , ako
NbpBMYHATa ONakoBKa e nospejeHa.

CPEAA HA U3NOJI3BAHE

MpoaykTute HU ca paspaboTeHn 3a npodecnmoHanHa ynotpeba B
cTomaTonorusta. MoHexe NPUNOXEHNETO Ha HalMTe NPOAYKTM € U3BbH Hall
KOHTPO/, MOTPEBUTENAT HOCU MbJIHA OTFOBOPHOCT 3@ MPUJIOXKEHUETO Ha
npoaykTa. Pa3bupa ce, HMe rapaHTpaMe 3a KayecTBOTO Ha MPOAYKTUTE CU B
CbOTBETCTBUE C NPUIOXKUMUTE CTaHAAPTYU.

BANTMAHOCT

ONE-DAM e npeaHasHa4yeH 3a U3non3BaHe B CTOMaTONIOrMYeH KabuHeT, KbAeTo
TemnepaTtypaTta Ha okonHaTa cpeaa e 18-25 °© C. PasnpegeneHoTo KOmM4ecTBo
MaTepuan noaxoAsLlo 3a eAHokpaTHa ynoTtpeba (camo 3a eAuH nauueHT). He
M“3non3eanTe NOBTOPHO. M3AUWHOTO KONNYECTBO, CbXPaHSABAHO B OpUrMHanHa
onakoBKka, MOXe Aa aoseae A0 3aryba Ha PyHKuusTa My.

KOHCYMATUBW N AKCECOAPU

Cnep ny6ivMKyBaHETO Ha TasW MHCTPYKUMSi 3@ yrnoTpe6a BCUYKU MpeauLuHu
BEPCUM CE OTMEHST.
OMNAKOBKA

DRMIDABP 3.5g cnpuHUO0BKa, CUH, 3 HaKpanHuka

INSTRUCTIUNI DE UTILIZARE RO

KbM yCTPOMNCTBOTO Ce [OCTAaBAT KOHCYMaTVBK, KaTo HaKpanHULIM 3a HaHacsHe.
WHCTPYKLUWA 3A YINIOTPEBA

DESCRIERE

3ABEJIEXXKA! [a He ce u3nonsea, ako MbpBMYHaATa OMNakoBKa e yBpeaeHa.
MpenopbyBa ce cnpuHLOBKaTa Aa ce NOAroTBM npean camata ynortpeba.
MoaroToBka Ha cnpuHLUOBKaTa:

1.  OrcrtpaHeTe kanaukarta Jlyep.

2. MocTaBeTe paboTHMSA HAaKpPalMHWK Ha CNpUHLOBKaTa.

3. YBepeTe ce, 4ye cMmonaTta Tedye, MNpean MpuUNOXKeHMeTo. AKo uma
CbMNpOTMB/IEHNE, 3aMeHeTe HakpalHMKa W MoBTOpeTe npoBepkaTa.
M3non3BaiTe camMo NpenopbYBaHy HaKpanHULM.

3ABEJIEXXKA! HE HAHACSINTE npoaykTa BbpXy MMHrMBanHa TbKaH B JIOLIO
CbCTOSIHME, Ha /Mua, KOWUTO Ca MpeTbpreny CKOPOLWHO MepUOAOHTANTHO
XVUPYPrUYHO NleYeHne, Uan ako MMa NpeauLiHo Bb3nasneHune.

1. MouncTeTe n noacylleTe MMHrMBaNHUTE TbKaHW 1 3b6MTe B obnacTTa,
KOATO UCKaTe Aa 3awuTure.,

2. HaHeceTe TbHBbK cnon (Makcumym 1-2 MM) OT NpoAyKTa BbpXy
rMHrMBaTa U MHTEepAEeHTanHaTa nanuna no TakbB Ha4MH, Ye Te Ja ca
HaMb/IHO MOKPUTU U Aa Ce OCUrypu AOCTaTbyHa 3aliuTeHa naow 3a
npoueaypara, KosTo TpsbBa Aa ce U3BbpLUN.

3. Ceetno BTBbpasBaHe 3a 20 cekyHau. Wsnonseante LED
nonMMepmusaumoHHa namna C WHTEH3MBHOCT Ha ceeTiuMHata 1200
mW/cm? B pexuM full, a He B pexuM Ha pamna uau mMmnync. Hakom
naMnu € No-BMCOKA MHTEH3UBHOCT MOraT Aa U3NCKBaT NO-Masko Bpeme
Ha nonuMepusauus, cneaBaiTe MHCTPYKUMWUTE Ha Npov3BoAauTens 3a
ynotpeba. [MpenopbuyBa ce nonMMepusaumsiTa fAa Ce OCbLIeCTBU
HenocpeACcTBEHO cnef HaHacsHeTo Ha cMoaTa, 3a Aa ce npeAoTBpaTh
BCSIKAKBO BB3MOXHO pasfpa3sHeHnMe Ha ruHrueata. o Bpeme Ha
nonvmMepusaunsTa MoXxe aa ce Habntoaasa cnabo ycewaHe 3a TonanHa
WM M3rapsiHe Ha r’MHrMBaTa nopaav peakuusaTa Ha nonmMmepusaums u
CBMBaHETO Ha cMonaTa.

4. YBepeTe ce, Ye MPOAYKTbT NMOKPMBA LsaNaTa NOBbPXHOCT Ha rMHrneaTta

M 4e e Hanb/JHO nonuMmepusupan. 3a Aa BMAUTE 3aAHaTa 4acT Ha
nanwnata v rmHruBaTa, U3non3BalTe CTOMaTONIOMMYHO orneaano, KaTto
HabnopaBaTe OT WHUM3ANHO KbM LepBUKanHo. W3bsarealite pna
nposepsiBaTe 4ype3 HaTUCK MM MOBAWraHe, Tbil KaTo TOBa MOXe Aa
AoBefe A0 NponycKkaHe Ha Apa3HeLLoTo BeLecTBo.

M3BbpleTe neyebHaTa npoueaypa.

3a jpa oTCTpaHuTe MNOJAMMepU3Mpanus NpoAyKT cnej Kpas Ha
npoueayparta, NpocTo ro usabpnanTe Hanpea. Tol Tpsi6ea Aa ce ceanu
NIECHO U3LSN0 UKW Ha roneMu napyera.

NPEAYNPEXAEHUA

ou

ONE-DAM este un Cofferdam lichid fotopolimerizabil, indicat ca barierd pentru
izolarea tesuturilor gingivale si inlocuirea foii de cauciuc pentru protejarea
tesutului gingival in unele cazuri in care existd un risc de iritare prin contact
cu produse utilizate Tn procedurile clinice, cum ar fi albirea dentara cu peroxid
de hidrogen. Produsul este suficient de vascos si permite o aplicare usoara si
un control asupra locului care trebuie protejat. Este de culoare albastra sau
verde pentru a face contrast cu tesuturile gingivale si cu dintii si pentru a
facilita astfel localizarea acestuia.

COMPOZITIE

ONE-DAM contine rasini metacrilat 75-95%, umpluturi de silice 1.0-10%,
excipienti 1.0-5.0%, pigmenti 0.1-1.0%.

ONE-DAM nu contine substante medicinale, inclusiv sdnge uman sau derivate
din plasmd; tesuturi sau celule de origine umanad sau derivatele lor; tesuturi
sau celule de origine animald sau derivatele lor, conform Reglementarii (UE)
Nr. 722/2012; substante cancerigene, mutagene, toxice pentru reproducere
sau cu proprietati destructive pentru sistemul endocrin.

CARACTERISTICI DE PERFORMANTA

Culoare Verde/albastru
Aspect Pasta
Timp de setare 20 sec

UTILIZARE DESTINATA SI BENEFICII CLINICE

ONE-DAM Cofferdam lichid de intérire usoara protejeaza structurile biologice
ale dintelui restaurabil si tesuturile adiacente.
CONDITII CLINICE SI INDICATII CLINICE

- Pentru a oferi protectie tesutului gingival si/sau dintelui adiacent,
restaurarilor in timpul procedurilor clinice, cum ar fi albirea dintilor,
albirea cu concentratie mare de peroxid de hidrogen, abraziunea cu
aer (sablare) sau gravarea cu acizi puternici.

- Pentru izolarea completd a tesutului gingival in timpul pregatirii
cavitatii sau al tratamentului endodontic.

CONTRAINDICATII

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

Nu se cunosc. .
EFECTE ADVERSE NEPLACUTE

He wusnonseanTe npoaykTa 3a MauMeHTU, KOUTO WMMaT WUCTOPUS C TEXKM
aneprMyHM MAM Bb3NANUTENHU peakuMyM KbM NPOAYKTa WMAW KbM HAKOS OT
cbCTaBkute Ha npoaykta. ONE-DAM He u3nbyBa pagvaums u He BOAW A0
€NeKTPOMarHUTHU CMYLLEHUS.

NPEAMNA3HU MEPKU

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

Au fost implementate si verificate masuri 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 exista restrictii cu privire la populatia de pacienti, varstd si stare de
sanatate generald. Acestia pot fi copii, adulti de varsta mijlocie sau persoane
n varsta.

PARTEA CORPULUI SAU TIPURI DE TESUTURI SI FLUIDE
CORESPUNZATOARE

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,
garantdm calitatea produselor noastre, raportata la standardele in vigoare.
VALABILITATE

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

Odatd cu publicarea acestor instructiuni de utilizare, toate versiunile anterioare
sunt anulate.
AMBALA)J

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

STERILITATE

ONE-DAM este livrat nesteril. Nu este nevoie de nicio sterilizare preparatoare,
curdtare sau dezinfectie, mentenanta preventiva, regulata sau calibrare pentru
ca acest dispozitiv sa fie utilizat in siguranta pe parcursul duratei sale de viata.
Cu toate acestea, a nu se utiliza daca pachetul este deteriorat.

MEDIU DE UTILIZARE

DRMIDABP 3.5g sering¥, albastru, 3 varfuri

SIGNS EXPLANATION /3HAYEHUE HA CUMBOJINTE /EXPLICATII
SEMNE

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

COMPONENTE SI ACCESORII CONSUMABILE

Accesoriile, cum ar fi varfurile de aplicare, sunt furnizate impreund cu
dispozitivul.
INSTRUCTIUNI DE UTILIZARE

NOTA! Nu utilizati dacd ambalajul primar este rupt. Se recomand& pregatirea
seringii chiar fnainte de aplicare.
Pregatirea seringii:

1. Indepartati capacul Luer.

2. Atasati varful de lucru la seringa.

3.  Verificati curgerea rasinii fnainte de aplicare. Dacad intampinati
rezistentd, inlocuiti varful si verificati din nou. Utilizati numai varfurile

_ recomandate.
NOTA! NU APLICATI produsul pe tesutul gingival in conditii precare, pe
persoanele care au suferit recent o interventie chirurgicald parodontald sau
care au o iritatie instalata anterior.

1. Curatati si uscati tesuturile gingivale si dintii din zona pe care doriti
sd o protejati.

2. Aplicati un strat fin (maxim 1-2 mm) de produs pe gingie si pe papila
interdentara astfel incat acestea sa fie complet acoperite si sa existe
un camp bun de protectie pentru procedura ce urmeaza a fi aplicata.

3. Se polimerizeaza la lumina timp de 20 de secunde. Folositi
polimerizarea cu lampa LED la o intensitate a luminii de
1200 mW/cm?2. Unele Iampi cu intensitate mai mare pot necesita mai
putin timp de polimerizare - urmati instructiunile de utilizare ale
producdtorului. Este recomandabil s3 se procedeze la polimerizare
imediat dupd aplicarea rasinii pentru a preveni orice posibild iritare a
gingiei. In timpul procesului de polimerizare se poate simti o usoard
senzatie de cdldurd sau arsurd pe gingie datoritd reactiei de
polimerizare si contractie a rasinii.

4.  Verificati daca produsul acopera intreaga suprafatd a gingiei si daca
este complet polimerizat. Pentru a vedea partea posterioara a papilei
si a gingiei, utilizati o oglinda clinicd privind de la incisiv la cervical.
Evitati sa o testati fortdnd-o sau incercand sa o ridicati, deoarece
acest lucru poate provoca infiltrarea substantei iritante.

Efectuati procedurile clinice.

Pentru a indeparta produsul polimerizat dupa proceduri, deplasati-I
pur si simplu in fatd. Acesta ar trebui sa se desprindd usor ca intreg
sau in bucati mari.

AVERTISMENTE

ou

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-DAM nu emite radiatii si nu
cauzeaza interferente electromagnetice.

PRECAUTII

Produsul provoaca iritarea pielii sau a mucoaselor si iritarea grava a ochilor.
LA CONTACTUL CU OCHII: Clatiti atent cu apd timp de cateva minute.
Inldturati lentilele de contact dacad sunt prezente. Continuati clatirea. Daca
iritatia ochilor persistd, consultati medicul. LA CONTACTUL CU PIELEA SAU
MUCOASA: Spaélati cu multa apa. Daca apare o iritatie sau urticarie a pielii sau
mucoasei, consultati medicul. Indepértati imbricimintea contaminatd si
spélati-o inainte de a o refolosi. LA INGHITIRE: Clatiti gura. Dac§ v& simtiti
rau, consultati medicul. LA INHALARE: Iesiti la aer curat, unde puteti respira
confortabil. Spalati-va bine mainile dupa folosire. Folositi doar intr-o zona bine
aerisita. Este recomandata folosirea echipamentului de protectie pentru maini,
corp, ochi si fatd, atat pentru medic cat si pentru pacient.

Interactiunea cu alte substante:

Evitati interactiunea cu eugenol, baze puternice, agenti oxidanti puternici.
DURATA DE VIATA

Durata de viata a produsului este de 3 ani de la data fabricdrii. A nu se folosi
dupa data expirarii. Numarul lotului trebuie mentionat in orice corespondenta.
Vedeti pe ambalaj lotul si data expirarii.

DEPOZITARE

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 cdldurd. A nu se ldsa la indemana
copiilor!

DEBARASARE

Aruncati continutul/recipientul conform reglementdrilor nationale.
VIGILENTA

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

REZUMAT SIGURANTA SI PERFORMANTA CLINICA

ONE-DAM este sigur si functioneazd conform intentiei dacd este utilizat in
conformitate cu instructiunile de utilizare ale producatorului.
RESPONSABILITATEA PRODUCATORULUI

Caution /BHuMaHue /Atentie

Temperature limit /TemnepatypeH numuT / Limita de
temperatura

Consult instructions for use /KoHcynTupaiTe ce ¢
MHCTPYKUMSTa 3a ynotpeba /Consultati instructiunile de
utilizare

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

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

Non-sterile /HecTtepunHo /Nesteril

Medical device /MeanunHcko ycTpoiicteo /Dispozitiv medical

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

Catalogue number /KatanoxeH HoMep /Numar catalog

Batch code / NaptunaeH kopa /Cod lot

Manufacturer /MpoussoanTten /Producator
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