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MHCcTpyKUMAa no npnmeHeHuto / Instructions for Use

l. OBUW AA MH®OPXMNLMNA
M aTtepuan NAOMO6MPOBO'W bl A
PCHTFCNOKOHTPACTHbLIA o06nCWeNNOro
Easymix B Habopax
MaTtepuan nnomMbupPOBOTablil CTEKTOMOHOMEPHbI PEHTFEHOKOHTPACTHbIN
obneryeHHoro cmewwnBanun Ketac Molar Easymix —aT0 TpaguLNOHHbINA, He
cofepxxalimii metanna CTeKN0MONOMEPHbIN LLEeMEHT, MaTtepuan, cneunanbHo
pa3paboTaHHbIA AN NNOMOMPOBaHMA 60KOBOIN 3y6HONM 30HbLI. Y Ny4lleHHble
MexaHW4yecKne CBOMNCTBA, BOCNPOMU3BOATLUAS KOHCUCTErLWMSA U yBENYEHHas
PEHTIEHOKOHTPACTHOCTb 06eCcneYnBatoT ero NCKIYNTENIbHYO NPUTO4HOCTb
ONS OCYLW,eCTBNEHWSA BbICTUIOK MOL KOMOGMHWUPOBAHHbIMWU  MaoMbamu
nonocten knacca 1 wm Il, Ana 3y6HbIX HAKNaAOK MoA KOPOHKKW, Ans
NIoOM6MPOBaHNA CMEHAEMbIX/MOTOYHBIX 3y00B, 1 415 pecTaBpaLuy NonocTei
Knacca 1 B MEOKK/O3MOHHbIX 06nactax. B kayecTBe [LOMONHUTENbHOIO
NPUMEHEHUS, PEKOMEH/AYEMOTrO MO MOKa3aHWAM, MOXET MCMO/b30BaTLCA A4
nnom6upoBaHus nonoctelr V knacca MNpU BTOPOCTENEHHOM 3HaYeHUM
3CTETMYECKOro apgekTa N A5 BPEMEHHOro naoMbuposaHms nonocteld | un ll
Knacca. bnarogaps pasHoo6pa3vto MokasaHWii, ynyyleHHbIM MnoKasaTensam
faucctBa M BOCMPOM3BOAMMOCTU KOHCUCTeHUuu, matepuan Ketac Molar
Easymix MOXHO Tak)e UCMONb30BaTb B Ka4yeCTBE BPEMEHHOIO 3aMernHTeNs
amanbrambl. Matepunan Ketac Molar Easymix 6bin paspaboTaH C Lefbto
yNyudleHnsa coyeTaHWs CBOMCTB MOPOLIKA / >XMAKOCTW B 3aMeLLMBaemMoii
BPYYHYtO CMecW, M Oblu npu3BaH 006ecneynTb BbICOKYHO CTEMeHb
BOCMPOM3BOAMMOCTI Mpu fosuposliwmn. Ketac Molar Easymix nmveet Takue
0CO6EHHOCTW: Y/y4YLIEHHOEe CMayMBaHWe MOopoLKa >XUAKOCTbIO C LEfbio
YCKOPEHHOro 1 obneryewiwro 3a™felumsanus, rpaHy/MpoBaHue CbLUyYero
nopowka fAnd Hauay4dwero co6M4eHns  TOYHOCTM  MPONopUuii 1
YMEHbLUEHNS Mblleobpa3oBanns Npuv OTKPbITUM (hlaKoHA C  MOPOLLKOM,
[031MpoBaHNM 1 3ameluvBaHun. Matepuan Ketac Molar Easymix ycnewHo
npuMeHsAeTCA npu nevyeHun 3y6os no ART-mcTogmke (ATpaBMaTUUCCKOe
BOCCTAHOBUTE/IbHOE JleYeHne), KOTopas peannsyetcsd He Tpebyrowmnmu
3N1eKTPONUTAHNA PYYHLIMU MHCTPYMEHTAMM, U MOTOMY MOXXET NPUMEHATLCA
NMOBCEMECTHO.
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I QENF.RAbINFORMATION
Ketac Molar Easymix FilVinft Glass
Lightweight Mixing Kits

Ketac Molar Easymix Glass lonomer Filling Material - Radiopaque is a
conventional, metal-free glass ionomer cement that has been specially
designed as filling material for the lateral tooth area. Its improved mechanical
properties, its packable consistency and greater radiopacity make it well-suited
for linings under composite fillings of cavity classes 1and I, for core build up
under crowns, for primao'tooth fillings and for cavity class | restorations in
non-occluded regions. Additional areas of indication include cavity class V
fillings when aesthetic aspects do not play a major role, and temporary fillings
for cavity classes | and Il. Due to its wide range of indications, its quality
criteria and its packable consistency Ketac Molar can also be used as a
temporary amalgam substitute. Ketac Molar Easymix was developed to
improve hand mixing of the powder/liquid and give a high degree of dosing
reproducibility. Ketac Molar Easymix provides improved wetting of the
powder by the liquid for faster and easier mixing, granulated flowable powder
for more precise proportions, reduced dust formation, when opening the
powder bottle, dispensing and mixing. Ketac Molar Easymix is successfully
used in the A.R.T. (Atraumatic Restorative Treatment) technique which
employs only hand instruments with no need for electricity and therefore can
be used everywhere.

All Ketac Molar products manufactured by 3M, are glass ionomer cements that
on accoimt of their chemical adhesion to the dental enamel and dentin allow a
gentle preparation and an especially tight seal at the margins. The material can
be applied without lining; it releases fluoride ions, and is radiopaque.

Ketac Molar is, like all conventional glass ionomer cements, a powder/liquid
system and is supplied in hand-mixed (Easymix). To achieve high strength
properties and a packable consistency while maintaining good bonding
characteristics, the grain distribution and the pretreatment of the glass have
been specially optimized for Ketac Molar. This means that 50% of the glass
particles in Ketac Molar are no greater than approx. 2.8 |LLL in size, with 90%
of the particles having a diameter of less than 9.6 pm. No polyacid is added to

lotiomerie X-ray Contrast



Bce npoaykTtbl nuHeilkn Ketac Molar, npoussogumble KomnaHuein 3M,
ABNAIOTCA  CTEK/IOMOHOMEPHbIMW  LieMeHTaMmu,  KOTOpble  MO3BOMIAIOT
BbIMOMHATL LLUAAALLEe MpenapupoBaHne n obGecneynmsardT 0C060 MNIOTHOE
3aKpenneHne Kpaes bnarogaps UX XMMUYECKOW afreavm K 3yOGHON amanun u
[EHTVHY. OTOT MaTeprasn MOXET NPUMEHATLCA 6e3 MPOKIagKu nog naomMoy,
BbIZ|ENAET VOHbI PTOPA W ABAETCA PEHTTEHOKOHTPACTHbIM.

Ketac Molar, kak M BCe TpagMLMOHHbIE CTEK/IOMOHOMEPHbIE LEMEHTHI,
06nafaeT cocTaBOM TUMa «MOPOLLOK / XUAKOCTb», U NOCTaBNAETCA B BUJE
LieMeHTa ANd py4YyHoro 3amewnsaHua (Easymix). Ans SOCTUXKEHUS BbICOKNX
MPOYHOCTHBLIX CBOWCTB WM HEO6XOLMMON KOHCUCTEHLMW NPU COXPaHEHWM
XOPOLUMX XapaKTepuCTWK cuensieHns, matepman Ketac Molar cneynansHbim
06pasoM OMTMMU3NPOBAH C TOYKW 3PEHUA pacnpefenceHus 3epeH u
npeaBapuTeNibHOM 06paboTKM CcTekna. JTO 3Ha4MT, 4TO B MaTepuane Ketac
Molar 50% uacTuy, cTeka He NpeBbnnaeT NPUMepHo 2,8 MKM, a 90% yactuy,
CTekna He 6onbwe 9,6 MKM. B BapvaHTe LN PY4YHOro 3aMelluviBaHUS B
MOPOLLOK He J06aBNATCA NOMUKUCNOTbI. [1pn 3TOM KOHLEHTPALWUA KUCNOTbI
B XXWAKOCTW Martepuana, npefHasHayeHHOro A8 PYYHOro 3ameLuunBaHug,
COOTBETCTBEHHO BbiLe. Bce Tunbl MaTepnanos nuHeliku Ketac Molar umetot
B CMELIaHHOM COCTOAAHUM OAWHAKOBYIO KOHLEHTpauuio KWUCNOTbl. 3ITOT
MPOLYKT TpebyeT npefBapuTeNnbHON 06paboTKM KOHAMLMOHepoM Ketac
Conditioner (npegcTasnset cob0il pacTBOP NOANAKPWUIOBON KUCNOTbI), ANA
yOaneHus CmasaHHOro Ccfioa rocfie MNOAroToBkM 3y6a. [ns TOYHOro
fo3npoBaHns maTepmnana Ketac Molar Easymix ncrnonb3yeTtcsa nocraenisgemas
C NPOAYKTOM MepHas /0XKa.

2. HAWNMEHOBAHWE MEANUWMHCKOIO WN3AENNA (MN) U
ErO KNACCNPUMKALWNA

Matepuan NAOM6GMPOBOYHbIN
PEUTIeHOKOUTPACTHbIA  06/ICMTCUMHOrO
Easymix B Habopax

durpmMeHHbI 3HaK npounssoaunTena*; 3M ESPE

HassaHue 6peHaa/nsgenna*: Ketac Molar Easymix

O6Lyee onucaHue: cTeknonoHoMmeplibIA Matepuan ans nnoM61poBaHus
*3M, ESPE 1 Ketac asnsaoTcq TOProsbiMn Mapkamu KomnaHum 3M nnmn 3M
E)cutschland GmbH. 3Tu Toprosble Mapky MOTyT UCNONb30BaTLCS B TEKCTE B

CTEK/IOHONOMEPHbI T
cmewunBaHns Ketac Molar
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die powder in the hand-mixed version. However, the liquid in the hand-mixed
version contains a correspondingly higher concentration of acid. For all
versions in the Ketac Molar range of products the same overall concentration
of acid is obtained in the mixed state. The product is used with a pretreatment
of Ketac Conditioner, a polyacrylic acid solution for removal ofthe smear layer
after tooth preparation. For correct dosing of Ketac Molar Easymix the
supplied dosing spoon is used.

2. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Ketac Molar Easymix Filling Glass lonomcric X-ray Contrast
Lightweight Mixing Kits

Authority Brand*: 3M ESPE

Brand / Product Name*: Ketac Molar Easynux

Generic Descriptor: Glass lonomer Filling Material

*3M, ESPE, and Ketac are trademarks of 3M Company or 3M Deutschland
GmbH. These trademarks may appear in conjunction with the product name(s)



CBA3M C Ha3BaHMEM HUWXeyKa3aHHbIX MPOAYKTOB, Ha ynakoBke npogykTta, listed below on product packaging, inserts and other labcJing.
BK/MaAblllax U Npoyeii MapK1poBKe.

2.1. Han.mcHoBaHne MW, BapnaHTbl ncnonHeHnsa M 2.1. MD name, models or variations of MD

Martepvan nNOM6GMPOBOYHBIA CTEKNIOMOHOMEPHBIA PEHTICHOKOHTPacTHbIH - Ketac Molar Easymix Filling Glass lonomeric X-ray Contrast Lightweight
obneryeHHoro cmewneaHma Ketac Molar Easymix B Habopax: Mixing Kits:

1. Habop npo6HbIiA: 1. Starter pack:

1.1 ®nakoH ¢ NopowKom (OTTEHOK A3). 1.1 Powder (A3).

1.2 ®nakoH € XXUAKOCTbIO. 1.2 Liquid.

1.3 ®n1aKoH ¢ KOHAWULNOHEPOM. 1.3 Ketac Conditioner.

1.4 BNOKHOT A4N15 3amMeLlNBaHUS. 1.4 Mixing Pad.

1.5 Nloxxeyka gnsa Ao3MpoBaHuns. 1.5 Spoon.

2. Habop npo6HbIii gna AKT*MeToanKuM: 2. ART pack:

2.1 ®nakoH ¢ NopoLwKoM (0TTeHOK A3). 2.1 Powder (J13).

2.2 ®NaKoH C XNAKOCThH. 2.2 Liquid.

2.3 bnokKHOT Ang 3aMeLlMBaHNS. 2.3 Mixing pad.
2.4 Spoon.

2,4 Noxeuka 419 [,03MPOBaHNS.
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22. Mexpay HapoAHble KOfbl 1 HOpMAaTUBHbIE KnaccugukaLmmn cTpan
Tabnuya 1. MexpgyHapogHble KOAbl W CTPaHOBble HOPMAaTUBHbIE
KnaccugnkarL:

MexayHapofHas HOMeHKnaTypa |
BcemupHas

HOMeHKnatypa /670-# LleMeHT, CTOMaTON0rN4YecKuit,]

MeAnUMHCKUX n3gennini (GMDN)  cTeKnonoHOMepHbIi

YHuBepcanbHas cuctema 17-619 BoccTaHOBMTeNbHbI MaTepuan, |

Knaccuukauum  MeAULMHCKUX cTOoMaTONOrMYeckuii, apyroe

nspennii (UMDNS)

CtpaHa HopmaTmBHasa knaccuukaumsa

EBponelickuii coto3 Knacc Ma cornacHo Mpasuny 81
Mpuno>keHus IX  [OnpeKTuBbl 0
MeaununHCKux nsgennsax 93/42/EEC

Poccuiickas ®epepauns 2a

CTepubHOCTb HecTepunbHoe

VIHBa3nBHOCTb | MHBa3mBHoOe

MpoaoMKUTENLHOCTb KOHTaKTa  ocTOoAHHbIN (6onee 30 cyT.)

MPOAYKTA

3.1. HasHauyeHwne

TpagnuMoHHOE NNOMOMPOBaHME:

MpuMeHeHVe B KavecTBe 6asoBaro cfios npu pabote No MeTOAUKAM
OTKPbLITOrO M 3aKpbITOro caHABuYa

e HapauimBaHune Ky/bTu.

* MnomM6upoBaHne MONOYHbIX 3y00B.

* O HOMOBEPXHOCTHbIE NOMObI B HEOKK/IHO3MOHHbIX 061acTsX.

» MnombupoBaHme nonocterr V Knacca nNpyv BTOPOCTEMEHHOM 3HAYeHWUU
3CTeTUYECKOro apdekTa,

* BpemeHHble 0JHONOBEPXMNOCTHbIE 1 /IFA0T0MOBEPXHOCTHbIE M/IOM6bI.
MnombuposaHve 3y6oB npu paboTe N0 MeTOAMKA.M JiIeHEHMUS
MMWHIrManbHO nHBasmBenoi Tepanuun (MI) 6e3 60pManLUHbI;

* M1IOM6MPOBaHME MOJIOYHbIX 3y60B;

* OAHOMOBEPXHOCTHLIE N10.M6bl B HEOKK/KO3HOHHbLIX 061aCTAX;

3y608B
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2.2.
Tabic 1. International codes and country regulatory classifications:

International codes and country regulatory classifications

Global Nomenclature

GMDN 16704 Cement, Dental, Glass lonomer

UMDNS 17-619 Restorative Material, Dental, Other

Country Regulatory' Classification

EU Class lla per Rule 8, Annex DC ofthe Medical Device
Directive 93/42/EEC

Russian 23

Federation

Sterility Non-sterile

Invasiveness Invasive

Duration of Permanent (more than 30 days)

contact

3. INTENDED USE AND PRODUCT DESCRIPTION

3.1. Intendented use

Traditional filling:

Application as a base layer when working according to the methods of open
and closed sandwich

 Suimp growth.

e Filling of milk teeth,

« Single-surface fillings in non-occlusive areas.

* Filling cavities of class V with a secondary value ofthe aesthetic effect

» Temporary single-surface and multisurface fillings.

Dental fillings when working according to the methods of dental trearmem of
minimally invasive therapy (MI) without a drill:

« filling of primary teeth;

« single-surface fillings in non-<H:clusal areas;

« filling cavities of the V class (according to Black) wih a secondary value of
the aesthetic effect;




e nnomMbupoBaHue nonocten V knacca (no BMsk>') Nnpu BTOPOCTEMEHHOM
3HAYEHUN 3CTeTUYECKOTOo addeKTa,;

* BpEMEHHbIE OHOMOBEPXHOCTHbIE H MHOFOMNOBEPXHOCTHbIE M/IOMObI;

* BpeMeHHoe nnombouposaHue nonocten Il knacca (no Bnasky);

s repMeTmM3auuna guccyp.

3.2.  Oiiiicaifiie maTepunana
Martepuan NAOMOGUPOBOYHbIiA CTEK/TIOMOHOMEPHBIi 06/1eryeHHoOro
CMeLllunBaHmA Ketac Molar Easymix npeacTasnset coboi

PENTIEeHOKLUTTPaCTHbIA CTEKNOMOHOMEPHbIA N1OMOUPOBOYHLI MaTepuan Ans
PYYHOrO 3aMeLUMBaHUA, UCMOMb3YEKLA A1 06bEMHOIO BHECEHUS, KOTOPbLL
Nerko 3ameluvBaeTtcA. bnarogapsa cBoeil xlLuuyeckow agresuu ¢ 3y6HOW
aMabl0 U AEHTMHOM  MaTepuan npuv  LWagaweMm npenapyvpoBaHum
obecneyrBaeT XopoLlee KpaeBoe npuneraHue niaomosl. Matepuan Bblgenser
MOHbI PTOPa Y MOXET UCMOMb30BaTbCA 6e3 nNpoknaao!.

MaTtepnan Ketac Molar Easymix npurofeH Takxe Ana npuMeHeHUs npu
paboTe MUHMMaNbHO WHBa3MBHbIM MeToZom (MI), a Takke npu nedveww
3y6oB no metoguke A.R.T. (Atraumatic Restorative Treatment - TexHuKa
AtpasmaTuumoii Onepaunn). Ketac Molar Easymix BbTyCKaeTCsi B OTTEHKe
A3 no knaccupukaumm otteHkoB VITA Classical.

3.3. 0O6nacTb NPUMEHEHNUS
Ctomatoniorns. TonbKo 415 NPOeccroHanIbHOro NCMoib30BaHNS.

4, MOKA3AHUNA 7 MPOTWBOMO1C\3A1M14 K
MPAMEHEHNIO MU N BO3MOXHbBIE MOBOYHbIE 39 PEKTHI
4.1. TlokasaHus

TpafnuMoHHOe naoMbupoBaHue:

* lMprvmMeHeHve B KadvecTBe 6a30BOro CnoA npu paboTe MO METOAMKAM
OTKPbLITOr0 1 3aKPbITOr0 CIHABUYA

* HapalwmBaHune KynbTu

* MnoM6mpoBaHMe MONOYHbIX 3y60B

* OZIMONOBCPXHOCTHbIE MIOMObI B HEOKK/THO3HOHHbIX 061aCTAX.
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temporary single-surface and mudtisurface fillings;
temporary fillii® of cavities ofthe HI class (according to Black);
fisstire sealing.

3.2. Product description

Ketac Molar Easymix is a radiopaque glass ionomer filling material for manual
mixing and for use in bulk fillings that is exceptionally easy to mLx.

Due to its chemical adhesion to enamel and dentin, it ensures gentle
preparation and provides an especially tight filling margin. The material
releases fluoride ions and can be applied \viihout any lining.

Ketac Molar Easymix is also suitable for use in minimal invasion filling
therapy (MI) and for applications mvohing A.R.T. (atraumatic restorann’e
treatment) technique. Ketac Molar Easymix is available in A3 shade based on
the VITA Classical color s\'stem.

33. Areaofapplication
Dentistr>" For professional use only.

4. INDICATIONS AND CONT'RAINDICATIONS FOR MI1 I SE
/VND POSSIBLE ADVERSE EFFECTS

4.1. Indications

Conventional filling therapy:

* As lining for single- or multi-surfoce composite fillings

« Core build-ups

* Primary tooth fillings

» Single-surface fillings in areas not involved in occlusion

* Class V fillings where appearance is not a prioriiv'

« Semi-permanent single- and multi-surface fillings




* NMnomb6upoBaHne nonocteir V knacca (no bnaky) npu BTOPOCTEMNEHHOM
3HaYeHMN 3CTeTMUHeCKOro adekTa

* BpemeHHble 04HONOBEPXHOCTHbIE U MHOTOMOBEPXHOCTHbIE NIOMObI.
MuWHUMansHO WHBasuMBHble (MI) npoueaypbl naombéupoBaHus (MeToAMKa
ART - ATpaBMaTuU4eckoe BOCCTaHOBUTE/IbHOE fleveHue):
* MMnombupoBaHne MOMOYHbIX 3y60B;
* OHOMOBEPXHOCTHbIE MIOMObI B HEOKKJ/THO3MONHBIX 06/1aCcTAX;
* NMnom6uposaHune nonocteir V knacca (No bnaky) npm BTOPOCTENEHHOM
3HAYEHUMN 3CTETMYECKOTo apdeKTa;
BpemeHHble 04HONOBEPXHOCTHbIE U MHOTOMOBEPXHOCTHbIE NIOMObI;
BpemeHHOe nnom6upoBaHue nonocTel 111knacca (no bnaky);
MepmeTnsayuma guccyp.
Ha3nayeHHe KouagHWOMCpa: NOAroToBKa (KOHAMLMOHUPOBaHUE) AEHTUHA
nepes nJ1omM6upoBaHMeM CTEK/IOMOHOMEpPaMMN.
4.2. TlpoTtuBOomnokasaHua
He BbIABNEHbI.

4.3. T10604YHbIE 3 PeKThl
Hc BbBLLNCHbL
5.

NMH®POPMALUMA O MOTEHUMNANBHBIX MOTPEBUTENAX
M N NPNHUWMT AENCTBUNA

5.1. TMoTenyHanbmublli noTpebutens MU
ToNbKO 4Ns NPpUMEHeHUs NPoMeccnoHanbHbIMN CTOMATON0raMu.

5.2.  MpuHuun gerictemna

CTeKNoMOoHOMEpPHble MaTepuanbl (NosnankeHoaTHble LLeMeHTbl) COCTOAT U3
MopoLlKa M XWAKOCTW, YTO BOOOLLE XapaKTepHO Ans 3y6HOro uemeHTa. B
TPaAULMOHHBIX CTEKNONOHOMEPHbIX maTepmanax ncrnonb3yTea
MonMKapboHOBBLIC KUCNOTbI. MMOPOLWOK COCTOUT U3 peakLMOHHO-CNOCOBHbIX
TWIOBCcTEKNa 1 ApYyrMxX KOMNOHEHTOB. Peakumna 3aTBepAeBaHua npeacTasngert

COGO0/ KMCNOTHO-OCHOBHYH) peakLuio MexXgy 9STUMU BUAaMU CTeKna U
nofMKap6oHOBOI KUCNOTON B XXUAKOCTW.
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v 1

Minimal intervention (MI) filling therapy (A.R.T. technique):
* Primary tooth fillings

« Single-surfacc fillings in areas not involved in occlusion

* Class V fillings where appearance is not a priority

» Semi-pennanent single- and multi-surface fillings

» Semi-permanent Class Il fillings

* Fissure scalings

Ketac Conditioner indication: dentin pretreatment prior to filling with glass
ionomcr cement.

4.2. Contraindications
Contraindications are not identified.

4.3. Adverse cHects

Adverse effects are not identified. H
5. INFORMATION ON POTENTIAL CONSUMER OF MD AND [
PRINCIPLES OF OPERATION

5.1. Potential consumer MD if

Trained dental professionals.

5J.  Principles of operation

Glass ionomer materials (polyalkenoate cements) consist of a powder and
liquid, which is typical for dental cements. Polycarboxylic acids are used in
conventional glass ionomer cements. The powder consists of reactive glasses
and other constituents. The setting reaction is an acid-base reaction between 1
these glasses and the polycarboxylic acid in the liquid.

The setting reaction takes place in three consecutive stages after the two main |
constituents have been mixed. When the two constituents arc mixed, an acid-1

is irieiicrctl olT ilurin®j wbieVx a satv



Peakuma 3aTBepfeBaHMNs MPOUCXOAUT B TeUYeHMe TpPex nocnefoBaTelbHbIX
3TanoB nocse 3amMennTBaHWS ABYX OCHOBHbIX KOMMOHeHTOB. [lpu
3amcELLllaallim 3TUX ABYX KOMMOHEHTOB MHULUMPYETCS KUCNOTHO-OCHOBHas
peakLus, BO BPC/CS KOTOPO 06pa3yeTcsl conieBOiM 0cafokK (refib). 3ToT 0cafoK
3aTBepfeBaeT, 06pasysa aN(Opd)Hbifl maTepuan.

CteknovoHomepuas peakums

CTEKNSAHHbIV NOPOLOK + NonnKapboHoBas Kucnota
(ocHoBaHMe) (kucnora)
Boga

CTEeK/NIOMOHOMepHasa mMaTplua
(KMCNOTHO-OCHOBHOM KOMMNJIEKC, U/ COJb)
PucyHok 1L

Mpouecc pasfeneH Ha TpU 3Tanma: HavaNlbHbIA 3Tan, nepeBuyHas (asa
3aTBepfeBaHNs 1 BTOPMYHaA (ha3a 3aTBepAeBaHus.
B TeueHue nepBoro atana rpynnbl Kap60OHOBOW KMCNOTbI B NONNKapOObLIOBON
KMUCNOTe pacnagalTcs Ha HeraTMBHO 3apsdXKeHHble Kapookcunat-noHbl (COO*
) WU NO3UTUBHO 3apshKeHHble MPOTOHbI (H*). 3TM nonbl paspywarT
MOBEPXHOCTb CTEKNSAHHOIO HAMO/IHUTENS, KOTOPbI BblAeNseT NOoHbI MeTanna
B BUZe PTOPUCTBIX XeaTos.

PUCYHOK 2.
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base reaction is triggered off during which a salt gel forms. This hardens to
form an amorphous material.
glass ionomer reaction
glass powder + polycarboxylic acid
(base) (acid)
Water

glass ionomer matrix
(acid-base complex, that is a salt)
Figure 1

This process is divided into three stages: The initial phase, the primary’ setting
phase and the secondary setting phase.

During the initial phase, the carlioxyWc acid groups in the polycarbox>’lic acid
dissociate into negatively charged carboxylate ions (COO-) and positively
charged protons (H+). These hydrogen ions attack the surface of the glass
filler, which releases metallic ions in the form of fluoride chelates.

Figure 2.
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PucyHok 3.
Bcnen 3a aTMM HauuMHaeTcd nepBuYHasd (asa 3aTBepfeBaHus, B TeyeHue
KOTOPO  HOHbl  Kanbuus,  Bblgensemble  CTEKNOM,  BCTynawT B
KOMMACKCo06pa3oBanmnc Lenoyvek conontimepa (Nof BAWAHWUEM KUCNOTHbIX
(yHKUMM  Kapb6OHOBOW  KucnoTbl). [poucxoauT ob6pa3oBaHue rens.
HenpepbiBHOE paspyluatollee BO3/JeiCTBYE MOHOB BOLOPOAA MPUBOAUT U K
BbIZJe/IEHN0 MOHOB antoMUHUSA (B YacTHOCTM AIF2¥) U3 CUIMKATHOrO CTeK/a.
B TeyeHue 3TOW BTOPMYHON peakLuLl 3aTBepAeBaHNs NOHbI 0CefaloT Ha

3apaHee chOpMUPOBaHHYO MaTpULLy, MPY 3TOM 06Pa30BLIBAETCS TPEXMEPHbIT
HepacTBOPUMBIii B Bofle KApOOKCTaTHbIN renb Ca>Al,
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Figure 3.

Following this, the primaiy setting phase commences - this is where the
calcium ions released from the glasses undergo complexing via the carboxylic
acid functions ofthe copolymer chains. A gel forms. The continual attacks by
hydrogen ions also cause aluminum ions such as AI'Pr* to be released from the
silicate glass. During this secondary setting reaction, Al*** ions are deposited in
the preformed matrix and a three-dimensional Ca-Al carboxylate gel, which is
insoluble in water, forms.
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B TeuyeHue nepBoli (ha3bl 3aTBEpAEBaHWsA, pearupyer Ha BMaXHOCTb H Ha
CYyXOCTb.

6. Cnocob NPMMEHEH1LW
MoaroToBUTENbHLIE 3TanbI
TpagnumMoHHoe nnombuposaHne n metof A.R.T.:
- MpurotoBbTE HEOOXOANMbIE NHCTPYMEHTbLI Y MaTepuanbl.
- Mpyv MHOronoBepXHOCTHbIX NAOMOGax HanoXute Matpuuy 414 3aWUThl
CMEXHOro 3yba n ana 6onee yao6Horo KonTypupoBaHus naom6bl.
OcobeHHOCTK Npu paboTe MmeTogom A.R.T.:
HeobxoAnMbIA MUHUMYTU MHCTPYMEHTOB M MaTeprasioB: CTOMATO/IOrnyeckoe
3epKano, 30HfA, NUHLET, 3KCKaBaTopbl (60NbLWONA, Manblil 1 CpegHUi),
3MasieBblil HOX WKW 3aTOYeHHas rNaguika, MHCTPYMEHT ANS MOAEeNMPOBaHNS,
wnaTeNb 418 CMELWUBAHUA, CneunanbHblii 6100K0T ANA CMeLBaHNA, Npu
HeobX04MMOCTM MaTpuLa, BaTHble Ba/MKW, BaTHble LUAPUKU U CTakaH Afs
BOAbl (O4HOPA30BbLIN MW MPUTOAHbLIV ANs cTepunmsaunn). B 3aBucumocTy ot
o6opyfoBaHUsA KabHeTa U MECTHbIX YC/I0BUIA 3TOT CTapTOBbIA HA6op MOXeT
ObITb pacLUNpeH.
- Mepeg Havanom npenapupoBaHua paboyas o06nacTb JOAXHA ObiTb
TLLaTe/IbHO NPOMbITA U BbiCyLleHa. Bnarogaps aToMy O6yAeT fIerko pasnuynTb
00eCLBEYEHHYIO, AeMUHEPANIN3MPOBAaHHY0 3Ma/lb U LeNeHanpas/ieHHO ee
obpaboTaTb.
- Bo Bpems Tepanuu paboyas obnacTb JO/MKHA OCTaBaTbCA CyxoW. Ecnn B

Balem pacnopsiXeHuWM HeT CAKHOOTCOoCa, CneflyeT MHOFOKpaTHO MeHATb
BaTHbIE TaMMOHbI.

MoAroToBKa nonocTm

TpaanumMoHHoe NNOMBMPOBaHME:

m YaansiiTe TOMbKO 3y6HYI TKaHb,
NOAHYTPEHMS He TpebyeTcs.

» He npenapupyiite CAWILIKOM TOHKMe Kpas. [Nns NpUMeHeHMs maTepuana
Heo6X0AMMOo, YTo6bl MUHUMaNbHAS TONLLMHA CTEHOK cocTaBnsna 0,5 M.

- Mocne npenapypoBaHWa NPOMOWTE MOIOCTb BOAON U NPOCYLLNTE BO3LYXOM.
MeTtog A.R.T.

MOpaXKeHHyl0 Kapuecom. [lenathb
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Adding tartaric acid provides for adequate woricing time and snap setting. The

calcium polycarboxylatc gel formed during the primary setting phase reacts to
both moisture and dryness.

6. METHOD OF APPLICATION

Steps Prior to Preparation

Conventional filling therapy and A.R.T. technique:

- Keep handy all required instruments and materials.

- In the case of multi-surface fillings, place a matrix band to protect
neighboring teeth and simplify contour shaping.

Especially in the A.R.T. technique:

A minimal set of instruments should include: dental mirror, probe, tweezers,
excavators (large, medium, small), modeling instrument, carver (a.\e-shaped
cutting instrument), mixing spatula, mixing pad, a matrix band (if required),
cotton rolls, cotton pellets, water cup (sterilizable or disposable). This basic set
can be supplemented with additional instruments depending on the available
financial resources and local circumstances.

- Prior to commencing preparation, the working area should be thoroughly
cleaned and dried. This renders discolored, demineralized enamel easy to
recognize and treat.

- Ifno suction is available during treatment, the working area must be kept dry
with repeated changes of cotton rolls.

Cavity Preparation
Conventional filling therapy:
Remove only the carious substance; no undercuts required.

- Do not prepare thin edges since the material requires a minimal wall thickness
0of0.5 mm!

- Clean the cavity with water and dry with air.
A.R.T. technique:
- Extend the orifice of small cavities with a dental hatchet or carver to gain

belter access. As a consequence, any enamel jutting out will break off and
sufftcient space for access of the smallest manual excavator is created.

- Commencing at the enamel-dentin interface, use circular abrasive motions of

the smallest manual excavator to completely remove any carious dentin from
the cavity. Unsupported enamel should also be removed.




- NPK HeBONbLUMX MOMOCTAX pacLUMPbTE BXOL B MOMOCTL CTOMATO/IOMMYECKUM
[JONOTOM WU rNagunkoi. BcnefcTBue 3TOr0 /IMWIEHHAs OMNOpbl 3Maslb
nponommtcs Il 0OTKpoeT He0OX0AMMbBIA BXOL ANA paboTbl CaMbiM MasIEHbKUM
9KCKaBaTopoM.

- HauvHaa ¢ rpaHuubl 3amManM W [OeHTWHA, KPYroBbIMU ABUXEHUAMU
MOJIHOCTBIO YAa/ITe U3 NOJIOCTU NMOPaXEHHYHO KapnMecoM 3y6HYI0 TKaHb npu
MOMOLLM CamMOro MaJieHbKOro 3Kckaeatopa. [lpu 3Tom Takxke ypanute
HaBucatoLL e Kpas aManu, ocTasLunecs 6e3 onopsl.

- B 3aBepLueHne 04nCTUTE JHO NOMOCTHU.

- Ana 6onbwKnX NONOCTEN UCNOMb3YyWTe Ca™blli 6ONbLUOK 3KCKaBaToOp: He
OKa3blBallTe CW/IbHOTO AaB/IEHUS HAa WHCTPYMEHT, 4TOObI CNy4ailHO He
BCKPbITb NyNbNapHYyo Kamepy.

MpomoliTe NONOCTb BOAOW 1 OCYLUMTE BO3AYXOM.

3awmTa nynbnbl

TpaanuMoHHoe naomoupoBaHue n metog A.R.T.:

Mpn Heobxo4MMOCTM, UTOObI M36eXaTb pasfpaxeHUs Mynbhbl, TOYEYHO
HaHecuTe Ha 06nacTb, HaxXOAALLYKOCA B HENOCPeACTBEHHOW 6/M30CTM K
nynbre, 3aTBEPAEBAIOLLNIA KanbUNO-TUAPOKCUAHBIA NPOLYKT.
KoHAnunoHnpoBaHue

TpaguumMoHHoe nnombuposaHme n metog A.R.T.:

- Ans JOCTUXKEHUS ONTUMaNbHOW XMMWYECKON agresmm Ha 3yOHON TKaHM
cneflyeT TulaTe/lbHO CMbITb BO3HWMKLUMIA CMa304HbIA cnoil. [ns 3aTtoro
HaHecuTe Ha npenapupyemble nosepxHocTn Ketac Conditioner uan, npu
pabote metogom A.RT., Ketac Molar Easymix liquid (>)knakocTb) n octaBbTe
Ha 10 cek.

- 3aTeM NpPomMoiTe NONOCTb 06W/bHBIM MOTOKOM BO/bl M KOPOTKO OCYLUUTE 2-
3 pasa BO3AYLUHbIM MOTOKOM, He COAepXalum mMacna, WIM BaTHbIMM
TamrnoHamu.

- MonocTb AOMKHA UMETb MaTOBO-01eCTALLNIA BUA.

MepecyLuBaHne MOXET MPUBECTU K BO3HUKHOBEHMWIO MOCNe0nepaLnoHHOM
4yBCTBUTE/IbHOCTH.

- OGeperaiite NOArOTOB/EHHYI MOBEPXHOCTb OT 3arpsAsHeHus. B cnydae
3arpsA3HeHns - NOBTOPUTE NPoLeYypY.

Pabouee Bpems
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- Subsequently clear the floor of the cavity.

- Use the largest suitable excavator to treat large cavities, and exert s/ight
pressure in order not to inadvertently expose the pulp due to excessive
pressure!

- Clean the cavity with water and dry.

Protection ofthe Pulp

Conventional filling therapy and A.R.T. technique:

If necessary, cover the areas in close proximity to the pulp by applying spots
ofa hard-setting calcium hydroxide material to avoid any pulpal irritation.
Conditioning

Conventional filling therapy and A.R.T. technique:

- For optimal chemical bonding to the teeth, the smear layer produced in the
preparatory steps must be carefully removed by applying Ketac Conditioner
or, for use with the A.R.T. technique, Ketac Molar Easymix Liquid to the
prepared surfaces and allowing the substance(s) to react for 10 sec.

- Then rinse with copious amounts of water and blow dry in only 2-3 short
intervals with water-free and oil-free air or dab dry with cotton pellets.

- The cavity should have a matt shiny appearance. Excessive drying can result
in post-operative sensitivity afier filling.

- Avoid further contamination; repeat the procedure if surfaces become
recontaminated.

Times

At an ambient temperature of 23 ®C/73 °F and 50% relative humidity, the
following times apply:

min:scc
Mixing 00:30
Processing from start of mixing 03:00
Setting from start of mixing 05:00

At higher temperatures, the time available for processing is shortened while it
is prolonged at lower temperatures (e.g., mixing on a chilled glass slab). The
processing time is also shortened if the amoimt of powder exceeds the
recommendation. Exceeding the indicated processing lime may lead to
reduced bonding to enamel and dentin.

Dosing

n



Mpn TemnepaType OKpyXawouwei cpegbl 23 ®C/73 N OTHOCMTENbHO

B/IAXXHOCTU BO3ayxa 50% pekoMeHAyeTCA NpPUAEpPXMBaTbCA CrefyoLero
BPEMEHU:

MUNXCK
CmewwnsaHue 00:30
Pabouee BpeMs HauMHaA C MOMEHTa CMeLINBaHUA 03:00
OTBepXeHMe Ha4YNHaA C MOMeEHTa CMeLUlMBaHunA 05:00

Mpn paboTe B yCNOBMAX XapKoro Knumarta paboyee BpemMs COKpaljaetcs, a
npu paboTe Ha X0/1I04€e U MaTepunanom, B3ATbIM U3 XONIOAUIbHUKA, UMW NPU
MCMNOMb30BAHUN XOMOAHON NAaCnWKH A1 CMEeWnBaHUS — YAJVHSAETCH.
YBennyeHne [0NM  MOPOLWIKA TakXKe YyKopauyuaeT paboyee Bpems.
CokpallleHne npefycMOTPeHHOro paboyero Bpemell! MOXET NPUBECTU K
XyALWen aareanm K LEHTUHY U aManu.
[o3npoBka
cnonb3yiiTe KOMMOHEHTbI B BECOBOM COOTHOLWEeHUN 4,5 yacTeld nopoLuka (1
noxka 6e3 Bepxa) K | vactu xungkoctu (1 kanns).
TpaguunoHHoe nnomoéupoBaHue n metog A.R.T.:
- lna pas3pbIiXneHna NopoLLKa BCTPAXHUTE BYThIIKY C MOPOLLIKOM.
- HabepuTe nopoLLIOK MepPHOR NOXKOM, BXOAsALWEH B NOCTaBKY, U yaanuTe
M36bITOK MOPOLIKA, MCMO/b3ys MIACTMACCOBbIA OrpaHNUYMUTENb Ha KPbIMKe.
Hc ynnoTHANTe NOPOLLOK.
- HacbinbTe Heobxoaumoe
CMeLLVBaHuA.
- Y ep>xuBas 6yTbINIKY CXXUAKOCTbIO B BEPTUKaIbHOM MOM0XKEHUN, HEAANIEKO
OT NOpOLWKa OTAO3MpPYWTEe HEe06XOAMMOE KONMYeCTBO Kanenb COrfacHo
KO/INYeCTBY MOPOLLIKA.
- Ha HOCKKe He [JO/MKHO ObITb 3aCOXLIMX OCTaTKOB XWUAKOCTU, @ OTMEPEHHbIE
Kanau He JO/HKHbI COfepXXaTb Ny3blpbKOB BO3Ayxa!
- TwartenbHO 3aKpoliTe BYTbINKY C XUAKOCTbIO U (h1akKoH C NOPOLLKOM noce
MCMONb30BaHNA U yb6eanTechb, YTO Ha OrpaHUuMTeNe KPbILWKW He ocTascs
NOPOLLOK.
CmeLumBaHmne
TpaguunoHHoe nnombuposaHume n metog A.R.T.:
- Pab6ortalite ¢ MarepHanom Ketac Molar
lcmncoatype (20-2S W

KO/IM4YeCTBO NOpOLWIKa Ha 6/10KHOT ansa

Easymix npu KOMHaTHOI
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The mixing ratio by weight is 4.5 parts powder (1 level spoonful) to 1 part
liquid (1 drop).

Conventional filling therapy and A.R.T. technique:

- Loosen the powder by shaking the bottle.

- Dip the enclosed spoon into the powder and use the plastic scraper at ihe
bottle opening to level it off. Avoid compressing the powder.

- Dose a sufficient amount of powder on a mixing pad.

- Hold the bottle of liquid in a vertical position and dose the appropriate
number of drops for the amount of powder next to the powder.

- There must not be any dried residue of the liquid on the nozzle, and the drops
must not contain any air bubbles!

- Carefully re-close both bottles after use and ensure that no powder residue
remains on the plastic scraper ofthe powder bottle.

Mixing

Conventional filling ther™y and A.R.T. technique:

- Process Ketac Molar Ea“mix at room temperature (20-25 ®C/68-77 @F).

- Use a metal or plastic cement spatula and a mixing pad or glass slab for
mixing.

- Ideally, the powder should be transferred into the liquid in not more than t\o
portions.

- Streak out the paste repeatedly until the consistency is homogeneous.

- Moisture can have a negative effect on the properties of the glass

ionomer cement. If a homogeneous paste is not obtained with the given
mixing ratios, discard the material.

Appiication

Avoid any and all contamination from water, saliva, etc. and keep the working
area dry during the entire time of the application and shaping.

Conventional filling therapy:

- Apply Ketac Molar Easymix in several portions using a suitable inslniment.
Undercuts may need to be treated first.

- Carefully avoid trapping air bubbles under enamel undercuts.

A.R.T. technique:

- Apply Ketac Molar Easymix in several portions using a suitable instrument.

Undercuts may need to be treated first.
- Carefully avoid trapping air bubbles under enamel undercuts.---------------------



- i lcnonb3y/1Tc MeTannHyecknS1 nnm nnacTmaccosBblii Wnatc;[b AnsA uemeHTa n - Slightly overfill cavities; apply the material to adjacent grooves and fissures.

cneumnanbHblii 610KHOT WU CTEKNALWILY 0 NAACTUHKY A1 CMELINBAHUS. * Apply a small amount of Vaseline to your forefinger and use this finger to

- PeKkomeHyeTCsl CMELWMBATb C XUAKOCTbIO Me bonee ABYX 103 MOPOLLKA. firmly press the glass ionomcr cement into cavities, fissures, and grooves.
TwaTenbHo nepemewaiTe nacTy ANf  AOCTUXKEHUS  OAHOPOAHOM - Rcfxsatedly move the tip of the forefinger in a mesio-distai and buccoVmgual

KOHCUCTEeNLHN. direction to distribute the material over the entire ocelusai surface (*Tingcr
- [onagaHne BnarMm MOXET HeraTMBHO OTpPasUTbCA Ha CBOMCTBaX press technique™).

CTEK/IOMOHOMEPHOTO  uemeHTa. Ecnm  npu  cobnofeHnn  ykasaHHbiX - Finally, remove the finger sideways to prevent the restorative material from
COOTHOLUEHWUI [OCTUYL O[HOPOAHOM KOHCUCTEHLUMW nacTbl He ypaetcd, lifting out of the cavity.

AanbHellwee ncnonb3oBaHne MaTepuana He peKOMeHAYeTCH. Fissure sealing with the A.R.T. technique:

BHeceHne maTepuana B Non0CThb Tlie same steps ofcleaning, conditioning, application, and processing as in the
WN3b6eraiite no6biX 3arpsisHeHWin, B T.4. BOAOWN, CAOHOM wu T.n.; paboyas A.R.T.technique are performed to .seal fissures, the only difteronce being that
NOBEPXHOCTb BO BPEMS HaHECEHMA MaTepumana H MOofAenupoBaHMA AomkHa tliere is no preparation involved.

ocTaBaTbCs BCErAa CyXoi. Filling Protection
TpagnuynoHHoe nN1oMOupoBaHume: Conventional filling therapy and A.R.T. technique;
- BHecute maTtepuan Kelac Molar Easymix B HECKONbKO MPUEMOB, The application ofa protective layer on the filling is not neccsjmo’. In the event
NCNoNb3ys NOAXOAALMNIA NUHCTPYMEHT. MOAHYTPEHUS AONMXKHbI 6bITb Uiat a protective layer is desirable, vaseline and/or cotton rolls can bo u.sed as
3ano/iHeHbl B MePBYHO o4epespb, filling protection as described below:
- BHMMaTenbHO cneauTe 3a TeM, YTOObI NOA HaBMCAtOLLLE AMaNbiO He - Apply vaseline to all of the exposed surfaces of the glass ionomcr cement
cobupanncb BO3AYLHbIE NY3bIPbKMU. immediately after shaping.
Metog A.R.T.: Finishing
* BHecuTe maTtepuan Ketac Molar Easymix B HECKO/IbKO MPUEMOB, Conventional filling thempy:
MCcnonb3ys NOAXOAAWMA  UHCTPYMeHT. TlogHYTpeHusi [AOMKHbI  6bin. - Beginning no curlier than 5 miiuitcs after the start of mixing, u.sc Arkait.sus
3arosiHeHbl B NepBYy0 0Yepesb. stone, finc-gniin diamonds, polishing discs ofdecreasing grain si/c, or silicone
- BHumatenbHO cneguTe 3a Tem, 4TOObl Mo HaBucawollei amanblio Hc  polishers for finishing.
cobupanncb BO3AYLLHbIE MY3bIPbKMY, - If desirexi, apply vaseline again for surface .sealing.
- BHecuTe B NonocTb HEMHOIO 60/bLLIE MaTepuana, Yem TpebyeTcs. 'I*hc patient must not expose the filling to mw prc.ssurc for Lhour!
3anoniHnTe TakXKe CocefHME AMKMN U (hUCCypbl. A.R.T. technique:
YKasaTe/lbHbIM NanbLieM, CMa3aHHbIM TOMKUM CNOeM Base/nnHa, iviamrre ¢ - Remove any c.xce.ss material with a carver or large excavator as .soon as
CUNI0M CTCK/IOMOHOMCPUbINA LLEMEHT B NONOCTb, AMKMN M (IUCCYpbI. possible without pulling the material from the cavity.

- [lBuraiiTe ykasaTe/lbHblii nNaney, B NCPCAHEOKK/IO3HOWIO-NUCTanbItoM 1 - Before the filling material is completely cuaxi, test the occlii.sioti with some
LIeYHO-NNHIBA/IbHOM  ManparieHnsax, pacnpeaensas Martepuan no Beell  articulation paper.

OKK/HO3MOHHOW MOBEPXHOCTU (MeTO[, «AaBNeHns naibLems). - Carefully remove any incaxise in vertical dimension with a cancr,
+ B 3aBeplueHne yGepuTe nasnel, 6OKOBOM CTOPOHOIK M3 MonMocTW pTa ;uw - Especially at the edge of the filling, the occlusion should Iv slightly out-of-
n36eXaHna BbIHECEHMSA MaTepuana u3 3y6Hol NonocTu. contact.

ep»lcT3BBauus duccyp no metogy A.R.T.:
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Mpu repmeTnsauun duccyp cnepyet paboTaTb Tak e, Kak M npu - Apply more Vaseline to the working areas to protect the restoration. The
naoMo6upoBaHun MeTOoAO0M AR.T., n npoBecTu n3onaumio,

patient must not expose the filling to any pressure for 1 hour!
KOHAULMOHUPOBaHWE, OYMLLEHNE, BHECEHME W WU(OBaHME. EAUHCTBEHHbIM

Notes
pasnuuvem sBAseTCs NpenapupoBaHune, He TpebytoLieecs Npy repMeTnsaunn  The material bonds to metal instruments. Residual quantities of the cement
uceyp. should be removed with water before they set on the instrument.
3awmTa nnomosl

TpaguumMoHHoe nnombuposaHne n metog ART.*

HeT Heob6xogMMOCTW HAHOCUTbL 3aWUTHbIA CNoin  Ha nnomby. Ecnu
XXenaTenbHO UMeTb 3aLLMTHBIA CNO, MOXHO MCNO/b30BaTh BaseIvH W/Uu
BaTHble Ba/IMKK ClieAyroLW M 06pa3om:

- HaHecute BasenMH Ha BCE OTKPbITble  Y4YaCTKM  MJOM6bI 13

CTEK/IOMOHOMEPHOTO LieMeHTa HeMoCPeACTBEHHO MOC/e MOAENMPOBaHNS.
LLinnchosaHme

TpaguunoHHOE NI1OMOUPOBaHME:
- HauunaliTe wnngoBaHne He paHee 4yem 4epe3 5 MUHYT nocne Havana
CMeLllnBaHuns marepuana, NCMosb3ys apkaH3acckue YyacTuLbl,

MENIKO3ePHUCTbIE anmasbl, LWANGOBaNbHbIE KPYrM C YMeHblUatoLeiics
3ePHUCTOCTBLIO UM CUIMKOHOBbIE NONMPOBaNbHbIE MaTepUasbl.

- Ecnm Heo6xo04uMmo, HaHecuTe Base/IH CHOBA, YTOObI 3arepMeTu3vpoBaThb
MOBEPXHOCTb.

MaymneHTy Henb3a NPUHUMATL NULLY He MeHee 1 yacal!
MeTog A.R.T.:

- Y ganute U3NUWKK MaTepuana rnagnuikoil unm 6obLIYM 3KCKaBaTOpoM, Mo
BO3MOXXHOCTU He OTpPbIBasi MaTepuan OT MooCTHU.

- ELLé 0 3aBepLUeHns NoMMepmr3aL M MaTeprana npoBepbTe OKK/O3MIO Npu
MOMOLLM apTUKYNALMOHHON Bymaru.

- MoaxoasawmmM UHCTPYMEHTOM yaanuTe M30bITKM MaTepuana, 3aBbllatoLme
Mpu1KYcC.

. OcobeHHo Mo Kpasam NA0OMOblI HEMHOTO BbiBEAUTE €€ N3 OKK/THO3UNN.
- Ana 3alwmnThl N10omM6bl CHOBa HAHECUTE Ha pa6oq|/|e MOBEPXHOCTW Ba3E/INH.

MaLmeHTy Henb3a NPUHUMATL NuLy He MeHee 1 yacal
MpumeyaHne

Martepunan npuKNenBaeTca K MeTa//IMYeCKUM WHCTPYMeHTaMm, Mo3ToMy

OCTaloLMeCs Ha HAX OCTaTKM LieMeHTa CnefyeT elle 0 0TBepXAeHUA yAanuTb
BOAOM
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7. MEPbI MPEAOCTOPOXHOCTU

7.1. Mepbl NpefoCTOPOXHOCTU BO BpemMs paboTbl C MOPOLIKOM 1
XWAKOCTbIO

Ona  3amewwuBaHma nopowka Ketac Molar Easymix Heo6xoaumo
MCcnonb3oBaTb TONbKO >XMAKoCTb Ketac Molar Easymix. CwmelunBaHue
nopowka Ketac Molar Easymix ¢ Apyrumu >XUAKOCTAMU CepuUn U3genui
Ketac npuBegeT K MU3MEHEHU0 KOHLEHTpaLUyU KUCNO0Tbl B MIOMOUPOBOYHOM
matepuasne. 3TO MOXET BbI3BaTb MOC/IEONepPaLMOHHYIO YYBCTBUTENbHOCTb.

Kpome TOro, 310 yXyAWMWT MPOYHOCTHbIE CBOWCTBA MaTepuana, a TakKxe
M3MEHWUT CKOPOCTb €ro OTBEPXAEHNS.

8. HO3MOXHOCTW/ 7 CMnocosbbI
APYTUMW MEOVWUNHCKUMW N3AENTUNAMMU
[nsa onTMManbHOW XUMMWYECKOW CBS3M C 3ybamMu, CMasaHHbIA CNoi,

o6pa3oBaBLIMIACA Ha MOArOTOBUTENbHbLIX 3Tanax, HeOO6XOAUMO aKKypaTHO
yhanuTb ¢ nomowbio cpeacTtsa Ketac Conditioner.

MHTETPALVN C

9. MEPEYEHbL N ONMNCAHWNE MATEPVANOB MU
CTeknonoHOMepUbI MIOMOUPOBOYHbLIA MaTepuan Ketac Molar Easymix
npofaeTca B BUAE CMECK 419 PyYHOrO 3aMeLlnBaHus.

B Tabnuue 2 ykasaHO COOTHOLUEHME “NMOPOLUOK-XWUAKOCTb” N MPOLEHTHOE

COAep>KaHNe KMCMOTHbIX KOMMOHEHTOB B MOPOLLUKE U XNAKOCTH.
Tabnuua 2

MpoaykT CooTHOoLWeHNne Kucnorta B Kwucnota B

“NOpOLLIOK-XXMAKOCTL” NnopoLLKe XXNAKOCTU
Ketac Molar 45:1 60% 40%
Easymix

CooTHOLWEHMe “NopPoLLIOK-XMAKOCTL” (B Mponopuun no Becy) B CMecu Ans
PYYHOrO 3ameLlBaHuA AOXKHO ObITb paBHO 4,5:1. 3T0 COOTBETCTBYET OAHOIA
NOXKe MOPOLLKa U O4HOIN Kanne XnLKocTu.

UT0oObl  JOCTMYb  BbLICOKMX 3HAYeHWW MNPOYHOCTU W MOBTOPSEMON
KOHCUCTEHLMN N OJHOBPEMEHHO [06UTLCA HEOOXO4MMbIX XapalrepucTumk
3aTBepAeBaHusA, 6bifa BbINOJMIHEHA NpefBapuTenbHas 06paboTka CTekna B
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7. PRECAUTIONS

7.1.  Precautions measures for powder and liquid
Only Ketac Molar Easymix Liquid should be used to process Ketac Molar \
Easymix Powder. Mixing Ketac Molar Easymix Powder with other liquids of

the Ketac product line will alter the concentration ofacid in the tilling material.

This may result in post-operative sensitivity. In addition, the mechanical

properties ofthe material will be impaired and setting speed altered.

1
!
\

8. POSSIBnMITIES AND WAYS OF LNTEGRATION JI\TTH)
OTHER MEDICAL DEVICES

For optimal chemical bonding to the teeth, the smear layer produced in the
preparatory steps must be carefully removed by applying Ketac Conditioner, j

9. LIST AND DESCRIPTION OF MD MATERIALS

Ketac Molar Easymix Glass lonomer Filling Material - Radiopaque is
available in the handmix version.

Table 2 shows the powder-liquid- ratio and the percentage of the acid
components in the powder and the liquid.

Table 2
Product PowderAiquid Acid in the Acid in the
ratio powder liquid
Ketac Molar 45:1 60% A®o
Easymix

The powder-liquid ratio (proportions by weight) of the hand-mix vereion is
4.5:1. This corresponds to one spoonful of powder and one drop of liquid.
To achieve excellent strength values and packable consistency simultaneously
with good setting behavior, the particle distribution and pre-treatment of the
glass for Kclac Molar glass ionomer has been especially optimized.

15



cTteknonoHomepe  Ketac
pacnpegeneHuns yactuu,.

B kauyecTBe CTEKNAHHOIO NOPOLUKA, UCNOJ/Ib3YEMOTr0 B CTEK/IOHOHOMepe Kelac
Molar Easymix, nNpuMeHSeTca OYeHb MENKOe PEHTIEHOKOHTPacTHOe
antoMOoKasibLnenaHTaHoBOe PTOPCUHKATHOE CTEK/0. PacnpeaeneHune yactuy,
no pasmepam rnokasbiBaeT, 4To 90% BCeX YaCTUL, UMeET pasmep MeHee 9 MKM,

Molar co cneyuanbHON  onTMMM3aLMeN

The glass powder used in Ketac Molar glass ionomer is avery fine, radiopaque
aluminium-calcium-lanthanum fluorosilicate glass. The particle size
distribution shows that 90 percent ofall particles are smaller than 9\im and 10

percent are smaller than 1lpm. Fifty percent of the glass particles in Ketac
Molar glass ionomer are up to approx. 2.8pm.

a 10% vacnw, meHbwe 1 mknl MMATbAECAT MPOLEHTOB CTEK/MAHHbLIX YacTil]
cTeknomoHomepa Ketac Molar Easymix nmeroT pa3mep He 60nee 2,8 MKM

(Npn6NN3NTENBLHO).
lopowokK
HasHauyeHue WHrpeaneHT KonunuyecTtBo, %
AKTUBHBbIA OKCUAHOE CTEKNO, XUMUKATDI 89-91
Hanonwnesnb
AKTUBHbI Akpunoas Kncnora, 9,49-10,49
KOMMOHEHT noaMMepsl
MokpbiTUE MeTakpunoBas KNCnoTa, <0,27
6>Tunosblli achup, nonumep ¢
2-(AHMCTMNamlL o) aTnN
MeTakpuiaTom 7
MeTUAMeTakpuiaTom
MurmeHT Cl 77492 (MOHOrMapaTt OKucu <0,1
xenesa (111))
MurmeHT Okcenpg xenesa (Fc203) <0,1
MurmeHT Cl 77499 (4€pHbIii <01
1>KnpakocTb
n HasHaueHue MHrpeaveHT KonunyectBo, %
AKTUBHbI HanonHnTens Cononumep 26-36
ManenHoBas KucnoTa
- aKpuioBas Kucnora
1  PcakuyHOlwas cpefa Boga 55-64
Perynatop BuHHasa Kucnota 8,48-10,00
3aTBepAeBaHus
Crabuntoartop BeH3oliHas Kucnota <0,1
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Powder
Function Ingredient QuaptiK, %
Reactive (lWer OXIDE GLASS CHEXfiC.AU-S 89-91
Reactive ACRYLIC ACID, POLYMERS 9.49-10.49
component
Coating METHACRYLIC ACI o, BUTYL <on7
ESTER, POLYMER L L 2-
PIMETHYLA\WNO)ETHYL
METHACRYLATb AND METHYL
METHACRYLATE
Piement Cl 77492 <01
Pigment Iron Oxide (Fe203) <01
Pigment C 177499 <01
Liquid
Function Ingredient Quantity, %
Reactive component ACRYLIC ACID- 26-36
MALEIC ACro,
COPOLYMER
Reaction medium Water 55-64
Setting regulator Tartaric acid 8.48-10.00
Stabilizer Benzoic acid <0.1
Ketac Conditioner
Function ingredient OuantiK, %
Solvent Water T4-77
Conditioning POLYACRYLIC ACID / 24-27
component ACRYLIC ACID, polvmers
Stabilizer BENZOIC ACID <0.1
Stain C.L ACID BLUE 9 <0.1

DISODIUM S.ALT



KoHgnunoHep

1 dynkyus |I/IHrpe,q|/|e|-|Tb| Konunyect Bo, %
/PacTBOpPUTEND BOAa 74-77
KOHANUNOHUPYHO L WA Monnakpunosas 24-27
KOMMOHEHT Kucnota / akpunosas
Kucnota, nonMepbl
Crabunusartop 6eH30iHas KucnoTa <01
KpacuTtenb C.1. KUCMOTHbIA <0,1
CUHWIA 9,

ANHATpueBas cofb
BNOKHOT Ans 3aMeLlMBaHUS

WHrpeaneHTbl: 6ymara, naMMHUPOBAHHASA NOMNITUIEHOM.
Noxeyka ona fo3mpoBaHua
WHrpeaneHThbl: Moauctupon.

10. KOMNNEKTAUWA, KATANTOXHbBIE HOMEPA
Habop npo6HbIii: 1 hnakoH ¢ nopowkom (oTTeHOK A3) 12.5 r, 1 dhnakoH

c

Xuakocteto 8.5 Mn, 1 (pakoH ¢ KoHAuMuUuoHepom 10 mn, 1 noxeuka gns

[0311poBaHus, 1 6/10KHOT 415 3aMeLMBaHuS.

Ha6op npo6Hbin gns ART-meToAMKKU: 1 hakoH ¢ NOPOWKOM (OTTeHOK A3)
125 1, 1 dnakoH c xupkocteto 8.5 M, 1 foxeuka gna posvposaHus, 1

6/10KHOT AnAa 3aMelmnBaHnA.

n. TEXHNYECKUNE XAPAKTEPNCTUKIN M

Kopnyc ¢ KpbllwKoi hnakoHa ¢ nopowwkoM: Kopnyc ¢nakoHa ¢ NOPOLUKOM:
BbicoTa, MM: 66 £ 3; HapyXHbIi gnameTtp, mm: 33 + 3, Macca, r: 12,5 + 10%.
KpbLU3Ka 0T (hlakoHa ¢ nopowkom: AnuHa, mm: 20 £ 0,2 mm; LLar pesb6sl,

mMM: 3,5 + 0,2; HOMUHanbHbIA gnameTp, Mm: 34 + 1,
dnakoH ¢ >XKnaKocThio: Kopnyc thnakoHa ¢ XXUAKOCTbIO: BbicoTa, MM: 64 + 3

HapyxHbiii gnameTp, mm: 24 £ 1; O6bEm, mn: 8,5+ 10%. KpblliKa 0T dhnakoHa

C XuAkocTbto: AnuHa, mm: 32 = 0,5 mm; Lar pesbbbl, mm: 2 = 0,2;

HomuHanbHbI guameTp, Mm: 18 + 0,5.

®akoH ¢ KoHAMLMOHEPOM: Kopnyc € KpbIWKOW (h1akoHa C KOHAULNOHEPOM:
BbicoTa, Mm; 52 + 0.5: HapyHbiii gnameTtp, mm: 24 + 0,5, O6bém, mn. r: 10 +

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Mixing pad;

Ingredient: Paper laminated with polyethylene.
Spoon:

Ingredient: Polystyrene.

>

10. PACKAGING, CATALOG NUMBERS
Trial set: 1 bottle of powder (shade A3) 12.5 g, J bottle of liquid 8.5 mJ, 1
bottle ofconditioner 10 ml, 1spoon for dosing, 1pad for mixing.

A trial set for the ART method; | bottle ofpow'der (shade A3) 12.5 g, 1 bottle
of liquid 8.5 ml, I dosing spoon, 1 mixing pad.

11. TECHNICAL CHARACTERISTICS OF MD

Case witd powder bottle cap: Bottle for powder case: Height, mm: 66 + 3;
Outer diameter, mm: 33 = 3; Weight, g: 12,5 + 10%. Powder Bottle Cap;
Lenght, mm: 20 + 0,2; Thread pitch, mm: 3,5 + 0,2, Nominal diameter, mm; j
34x 1
Ketac Molar Easymix Liquid: Liquid bottle body: Height, mm: 64 + 3; Outer
diameter, mm: 24 £ I; Volume, ml: 8,5 + 10%. Liquid bottle cap: Length, mm;
32 = 0,5; Thread pitch, mm: 2 £ 0,2; Nominal diameter, mm: 18+ 0,5.
Ketac Conditioner: Ketac Conditioner bottle case: Height, mm: 52 £ 0,5; Outer
diameter, mm: 24 £ 0,5; Volume, ml; 10+ 10%. Ketac Conditioner bottle cap: j

1



10%. KpbllwKa OT hnakoHa ¢ KOHAULMOHEPOM; AnunHa, mm: 32 + 0,5 Llar Length, mm: 32 + 0,5; Thread pitch, mm: 2 + 0,2; Nominal diameter, mm: 18

pe3bobl, LM 2 £ 0,2; HomlwansbHbNl gnameTp, Mm: 18i 0,5. *0,5.

ATOK'HOT dw 3amelumBaHus: [AnvHa, mm: 804 + 0,5; LUnpuHa, mm: 70,0 £ 0,5;  Mixingpad: Length, mm: 80,2 +0,5; Width, nun: 70,0 +0,5; Height, mm: 10,7
BbicoTa, IMHi: 10,7 £ 0,2; Macca, r: 50 + 1%. +0,2; Weight, g: 50 £ 1%.

No>keuka anga gosuposanunsa: OnuHa, mm: 94,8 i 0,5; LUvpuHa, mm: 11 + 0,5; Spoon: Length, mm: 94,8 + 0,5; Width, mm: 11+ 0,5; Volume, ml: 0,5 + 1%.
O6béM, Mn: 0,5 + 1%. Tabic 3. Values of the main parameters, characteristics (properties) of the

Tabnmua 3. 3HayeHMs OCHOBHbLIX MapameTpoB, XapaKTepucTuk material:
Ketac Molar Easymix Povder

(cBoiicTB) MaTepuana
@ 1aKOH C NOPOLUKOM Methods Limit
MeToz MpegenbHoe 3HaUYeHUe Scitinc; time (start) 1.3-5.0 min
Bpems 3atBepzeBaHus (Havano) 13-5,0 mMuH Compressive strength > 130 MPa
I Cxxnmaroulee ycunue >130 MMNa Appearance Powder, odorless, color A3
BHewwHWIA BN, LBET, 3anax MopoLwok, uset A3, 6e3 Ketac Molar Easymix Liquid
3anaxa Methods ' Limit 1
@ 1aKOH C XXUAKOCTbIO Total acid (titr.) 27.0-33.0%
MeTtog, MpepnenbHoe 3HaYeHMe Tartaric acid (HPLC) 8.5-9.7%
O6uee KO/TIMYeCTBO KUC/OTbI 27,0-33,0% Appearance Homogenous liquid 1
(TMTpOBaHMe) Ketac ConditioDcr
BuHHaa  kucnota  (KMAKOCTHas 8,5-9,7% Methods Limit
1xpomaTtorpagus BbICOKOT0 Polvacrylic acid (titr). 23.5-26.5%
1naBneHns) Viscosity O.l- 0.5 Pa-sec
1BHeLWwHWiA BUA, UBeT, 3anax XupakocTb, 6e3 LuBeTa, Nerkui Appearance 1 Liquid, blue, odorless

XapaKTepHblii 3anax

®NakoH ¢ KOaANLMOHEPOM
MpeaenbHoe 3HaYeHME

MeTo/bl

Monuakpunosas urcnota (TUTp.) 23,5-26,5%

BssKocTb 0,1-0,5 MNa*c

BHewH®iA BUA, LBET, 3anax XKunakocTb, CUHero ugeta, 6e3
3anaxa

12. REFERENCES TO PREVIOUS MODIFICATIONS OF MD OR

12. CCbLTKII HA MPEAbIAYWWMNE MOANPUNKALNNN MW NN
SIMILAR MODIFICATIONS OF MD IN CIRCULATION

MNOLOBHBIE MOAUGUKALUU MU, HAXOAAWMUXCA I

OBPALWEHNN
He npumeHumo. Not applicable.
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13. JAHHBIE O MAPKMPOBKE MU 1 EMO YNAKOBKE / DATA ABOUT LABELING OF MD AND ITS PACKAGING
Tabnuuya 4. 3Ha4yeHNA CUMBONOB, YKa3daHHbIX Ha ynakoBke / Table 4. The meaning of the symbols on the package:

Ho.Yfep ccbinku if cumson / HaseaHue /
Reference number & Symbol/ Title

M3rotosutens /
Manufacturer

Howmep no katanory /
Catalogue number

Kopg naptuu / Batch code

TemnepaTypHbIil fuana3oH /
Temperature limit

OcTopoXHO! O6paTUTECh K MHCTPYKLUK
Nno NpMMeHeHuto /
Caution!

3eneHasa Touka /
The Green Point
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Cwumson / Symbol

REF

LOT

A

OnucaHne cumaona/ Description of symbol

YKa3bluaeT U3roToBUTENA MeAULMHCKOTO U3JeNns, Kak onpeaeneHo B npekTnsax
EC 90/385/EEC, 93/42/EEC n 98/79/EC /

Indicates the medical device manufacturer, as defined in EU Directives 90/385/EEC,
93/42/EEC and 98/79/EC.

YKa3blBaeT HOMep MO KaTanory npou3BOAUTENs, 4TOObl MOXHO OblsIO
naeHTUGMUNPOBaTL MeanLMHCKOe usgenuve /

Indicates the manufacturer’s catalogue number so that the medical device can be

identified.

YKasbllaeT KO napTuu, KOTOPbIM W3rOTOBUTENlb WAEHTUHULMPOBAT MNapTUIo
n3genus / Indicates the batch code by which the manufacturer identified the batch of

the device.

YKa3blBaeT TeMnepaTypHble gManasoHbl, KOTOPbIM MOXHO 6e3onacHo noaseprarb

MeanuuHCKoe nsgenue /
Indicates the temperature limits to which LLe medical de\ace can be safely exposed.

YKa3bllaeT Ha HE06X0AUMOCTb A1 NONb30BaTEN 03HAKOMUTLCA C HHCTPYKNUAMU
MO MPUMEHEHMIO A48 MONYYEHUA BaXXHOW NpefocTeperatoLLen wrgpopmalHu, Takow
Kak npejynpexaeHuns v Mepbl NPejoCTOPOXHOCTW, KOTOPbIE MO pPasHbIM MpUYMHam

He MOryT ObITb NPeACTaBNEHbl HA CaMOM MeAHULWCcKoxX! n3genun /
Indicates the need for the user to consult the instructions for use for important

cautionary information such as warnings and precautions that cannot, for a variety
of reasons, be presented on the medical device itself.
3Hak «3eneHas Touka» /
Sign «The Green Point».

19



MoTeHUManbHO NPUroAHbIA ;Wwsa  ncpcpaboTio!
MAOTHOCTK, NOMMITUEH BbICOKON NAOTUOCTO) /
PolcHlially

polyethylene).

A

MoTeHumanLHO nepepabaTbiBaeMblii
nnacTuk /

Potentially recyclable plastic
y y P PE-LD

CE

N3apenne
n3noXeHHbIM B MDD 93/42 / HEC /
The device meets requirements for safety and ctTcciivencss set forth in MDD

3Hak Heponclickoro Cotosa /
HU Sign

nnactTuk (NOANSTUNEH HU3KOM

recyclable plastic  (Low-density  polyethylene, high-density

cooTBeTCTBYeT TpeboBaHMAM 6e30nacHOCTM U 3(EKTUBHOCTH,

93/42/EHC.
YKa3blBaeT AaTy, Nnocse NCTeYEeHNA KOTOPOiA H3LCHC HC AO/IKHO UCMONb30BaThCA /

WMcnonb3oBaTk fo ... / Use by ...

14, CPOKTOAHOCTU U SKCMNYATALUNN

14.1. Cpok rogHocTu
Cpok rogHocTar: 24 mecqua c AaTbl N3r0TOB/IEHUA.

14.2. Cpok akcnayatayHH
Hc /r)pHMCIIHMO. MefHLWwWwcKoc n3genune aBnseTcs 04HOPa30BbIM.

15. ycnoruwi SQKCNNYATALUWN, XPAHEHWA 7

TPAHCIOPTUNPOBKW/

Ycnosua xpaneHus

CpokK xpaHeHuMa NpoAyKTa cocTasnfeT 24 mecaua npu Temnepartype 15-25® C
/59-77° F.

UT06bl 3aL1T (Tb MOPOLIOK OT BO3AEWCTBUA BNarn, OTKpbiBaliTe NakeT C
MOPOLUIKOM TOJIbKO NCMOCPEeAEerBenno nepes NepebiM NPpUMEHEHUEM.
TwatenbHO HajeBalTe KOMMAa4YyoK Nocsie HCNO/Mb30Banuna.

He ncnonb3yinTe NpoAyKT N0 UCTEYEHUMN CPOKa FOLHOCTMN.

Ycnosusa skcnayartauum
Paboty ¢ Kctac Molar cnegyet nponsBoguTb NpU KOMHATHOW TemnepaType

23-25° C, 3HauyeHWs BNAXHOCTb W [aBNeHUs OKpyXawlwein cpedbl - HC

, PernameHTmpyroTCS.
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Indicates the date al\er which the device should not be used.

14. SHELF LIKE AND EXPLOITATION TIME

14.1. Shelf life
Shelflife: 24 montlis from the manufacturing dale.

14.2. Exploitation time
Not applicable. Medical device is disposable.

15. USE/OPERATION CONDITIONS OF MD

Storage conditions
The shelf-life of the product is 24 months when stored at 15-25° C/59-77® F.

To protect the powder from moisture, do not open the powder bag until
immediately prior to the first application.

Replace tlic cup securely after use.

Do not use the product after expiration date.

Operating conditions
Kelac Molar shall be used at an ambient temperature of 23-25°C, ambient
humidity and pressure values are not regulated:

Ata room temperature 23°C and relative humidity 50% mixing dme, working
lime and scttiim lime are llic following:




Mpn KonwartHoi TemnepaType 23®C 1 OTHOCIFTCMbIOA BNaXXHOCTU BO3AyXa

50% Bpenfs cmewwvBaHWA, paboyee Bpems W Bpems 3aTBEpPAeBaHMUSA
COCTaBNAwT:

MMWH:CCK
CmelwwnBaHne 00:30
Pabouee BpeMsi Ha4YMHas C MOMEHTa CMeLLMBaHMA 03:00

OTBepXeHne HauynHasa ¢ MOMEHTa CMeLLINBaHuA 05:00

Mpn paboTe B YCNOBUAX XXapKOro Knumarta pabouyee Bpems COKpalyaeTcs, a
npv paboTe Ha X0N04e UK MaTepuanoM, B3ATbIM M3 XONOANbHMKA, UK NPK
MCMOMb30BAHUMN XOMOAHOW NAACTUHKM [A1s1 CMELIWBAaHUS - YAJIMHSAETCS.
YBenuueHne [0ONM MNOPOLIKA TakKXe yKopauuBaeT pabouee Bpems.

CoKpalleHne npeAycMOTPEHHOro paboyero BPEMEHU MOXeT MPUBECTU K
XY[LLEN aare3nn K AeHTUHY 1 amasu.

YCcnoBus TpPaHCNOPTUPOBKM

KpaTKOBpeMeHHbIe N3MEHEHNA BJTAXXHOCTH, Te.\LuepaTypb| n gaBneHMA BO

BPeMs TPaHCMNOPTMPOBKYM NPOAYKTa He BNMAIOT Ha 6€30MacHOCTb MPOAYKTa U
NPOV3BOAUTENbHOCTD.

16 CTAHAOAPTbI, KOTOPbIM COOTBETCTBYET U3OENUNE
ISO 10993-1; ISO 10993-5; ISO 10993-10; ISO 7405; ISO 13485; ISO 9917-
1;1SO 14971; EN 1041; EN 980; ISO 15223-1; 1ISO 14155.

17. MH®POPMALUWMNA O NEKAPCTBEHHBIX TIPEMAPATAX U
nnn) »APMALEBTUYECKUX OBCTAHUNMAX BCOCTABE MU

MeanLMHCKOe U3AeNne He COAEPXNUT NeKAPCTBEHHbIX BELLECTB U He BBOAUT
NEKapCTBEHHbIE BCLUECTBA.

18. OMNMCAHWE METOAOA CTEPUNN3AL LU

CTepunu3aLms He NPUMEHSETCS. M3aenns He MapKUpyTCs Kak CTEpUNbHBbIE,
1 He NPeacTaBNfITCS KaKUM-TM60 MHbIM 06Pa3oM KakK CTEpU/bHbIE - KpOMe

TOro, OHW He npegHasHadeHbl Anda  CcTepunansaynn,

BbINOMHAEMO
nosib3oBaTesiem.
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mm:scc
Mixing 00:30
Processing from start of mixing 03:00

Setting from start of mixing 05:00
At higher temperatures, the time available for processing is shortened while it
is prolonged at lower temperatures (e.g., mixing on a chilled glass slab). The
processing time is also shortened if the amount of powder exceeds the

recommendation. Exceeding the indicated processing time may lead to
reduced bonding to enamel and dentin.

Transport conditions

During transportation the products may experience short term temperature
variations without affecting product safety and performance.
Transportation of medical device is carried out by all type oftransport.

16. PRODUCT STANDARDS COMPLIANCE

ISO 10993-1; ISO 10993-5; ISO 10993-10; ISO 7405; 1SO 13485; 1SO 9917-
1, 1SO 14971; EN 1041; EN 980; ISO 15223-1; ISO 14155.

17. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This medical device does not contain drug products or does not introduce
medicinal substances.

(OR)

18. DESCRIPTION OF STERILIZATION METHOD

Sterilization is not applicable. The products are not labelled nor otherwise
represented as sterile, nor are they intended to be sterilized by the user.



19. NH®OPMALMNA O TPOUECCE TIPOEKTUPOBAHWNA. 109. INFORMATION ABOUT DESIGNING, ENGINEEIUNG, AND
PA3SPABOTKE 7 BANMNOALUWN MPOrpPAMNAWOIro VALIDATION OF SOFTWARE USED IN MD

OBECIEYEHWA, UCMONB3YEMOIO B MU

He npymeHMMO 415 3TOro TMna nu3genms. 'lot applicable.

20. CLEANING AND DISINFECTION

20. OYNCTKA N AE3SNHPEKLWNA
"ot applicable.

Hc npumeHumo.

21. TPEBOBAHNA K TEXHUWYECKOMY OBCNYXWMNBAHUNIO N 21. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR

PEMOHTY MEAVMLUWMNHCKOIO U3AENNA OF MEDICAL DEVICE
3T0 MeHLILWICKOe N3fenne He NOANEXUT 06CNY>XXNUBAHUIO U PEMOHTY. This medical device is not serviceable or repairable.

22. MEPEYEHb MATEPUAJZIOB XWBOTHOIo w [/ wWnn 22 LIST OF ANIMAL AND/OR HUMAN ORIGIN MATERIALS

UEJTOBEYECKOIO NMPONCXOXOEHWA

Mpoun3BofHble KPOBW 4efioBeka; MefUUMHCKUe n3fenua He cogepxaT v He Hwnan blood derivatives: Medical device does not conl” and does not
deliver human blood derivatives.

Materials of animal origin: Materials of animal origin are not intentionally

added in the product

AOCTaBNSOT MPOM3BOAHbIE KDOBM Ye/lOBEKa.
BellecTBa XXMBOTHOrO MPOUCXOX/AEHUS: B MNPOAYKTbl He [A06aBNAOTCS

MaTtepuanbl XKUBOTHOTO NMPOUNCXOXAEHUA.

23. MOPALOK Z YCJ/1OBUA YTUNN3AL1LW nnn 23. MD DISPOSAL RULES AND CONDITIONS

YWLWTOXEHNA MU Enviromnental protection
OxpaHa oKpy>KatoLLein cpeapl Environmental requirements when using medical devices:

TpeboBaHMa MO 3awWuUTe OKpyXakwuwein cpegbl npu  ucnonb3oBaHum The use, transportation and storage ofa medical device do not have an adverse
MEANLINHCKUX N3AENNN: effect on people and the environment.

cnonb3oBaHue, TPaHCNOPTMPOBKA M XpaHeHue MeauumHckoro nagenus He Disposal ofa medical device

OKasblBalOT HebnaronpuATHOro BO34eNCTBMS Ha Nwogein n okpyxatouwyt Disposal methods: Dispose of contents / container in accordance with local /
cpegy. regional / national / international / regulations.
MpoueaypayTuan3aunn/yHUY T O>XK EHUA MeAULMHCKOTO n3aenus Medical devices in Russian Federation must be disposed of in the local public
MeToabl yTUAM3AUUKU: YTUAN3UPOBaTb COAEPXMMOe [ KOHTelHep entities in accordance with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological
COOTBETCTBMM C MeCTHbIMW /[ pervoHanbHbIMKU [/ HauuoHanbHbiMu / requirements for the handling of medical waste". The waste class B.

MeXAYHapoaHbIMY / npaBuiamum,
i MegrawHckne wun3genua B Poccuiickoidi  ®Pefepaunm  [O/MKHbI - ObiTb
>TWUN3UPOBaAHbI B MECTHbIX FOCYAaPCTBEHHbIX OpPraHM3aLmnsax B COOTBETCTBUM
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® 2.1.7.2790-10 «CaunTOpPHO-3NNACLINONOTUYCCKUC TPCOOUAHUA K
o6palleHNI0 ¢ MeAblLHHCIALW H oTXod4aMun». OTXoA4bl Knacca b.

24. FTAPAHTUWHBIE OBA3ATENBCTBA ~

Konwanua «3M [oitunaHg TM6X» rapaHTupyeT OTCYTCTBME B CBOei
NPoAYyKUMMN AedeKTOB, CBA3aHHbIX C UCXOAHbIMM MaTepuanaMu 1 NPoLLEeccoM

nponssogctea. KOMMAHWA «3M Loiiunang MmoX» HE JAET KAKUX-
NINBO APYTUX FAPAHTUIN, BKTKOUYAA KAKUE-TNEO KOCBEHHBIE
FAPAHTUA B  OTHOLWEHWN TOBAPHOTIO COCTOAHNA
MPOAYKLUUN N EE NPUMELL-WLIOCTU ANA KOHKPETHbIX LLENEW.
MoTpebuTens HeceT OTBETCTBEHHOCTb 3a OMNpejenenHe COOTBETCTBUSA
NMPoAyKTa NOCTaBfEeHHbIM 3ajayam. Ecnum ob6HapyXeH pfedeKT [aHHOro
NPOAYyKTa B TeYeHWe rapaHTUIHOIO CpoKa, Balnmm 3KCKIHO3MBHLIM MPaBoOM U
NUCKMIOUNTENbHOI  0683aHHOCTbO  «3M  [loitunaHg [MOX»

ncnpaBneHne Unu 3ameHa npogykta «3M JloinunaHg MM6X».
OrpaHnyeHne OTBETCTBEHHOCTMU:

3a UCKNYeHNeM CUTY'aunid, NPAMO NPesycMOTPeHHbIX 3aKOHOATeIbCTBOM,
komnaHusa «3M [oinunaHg MM6X» He HeceT HMKaKol OTBETCTBEHHOCTM 3a
nobble  oTpuuaTenbHble  MOCNEACTBMA  WAM  yuwepb, CBA3aHHble C
MCMONb30BAHWEM [AHHOM NPOAYKLMWUW: MpsMble, KOCBeLllble, YMbILUIEHHbIE,
cNyyaiiHble U1 ONOCpefOBaHHbIe, HE3aBMCUMO OT BbLLBUHYTbIX 06 bACHEHNI,

BK/HOUAs  rapaHTWM, KOHTPaKTbl, HEOGPEXHOCTb
OTBETCTBEHHOCTb.

ABNAETCA

UM 06BEKTUBHYIO

25. HAVMMEHOBAHWE n HPUNONYECKUN ALPEC

MPON3BOANTENA MK 7 YMOMHOMOYEHHOTO

NMPEACTABUTENA MPON3IBOANTENA BPOCCUU
Pa3paboTumk:

«3M [OoitunaHg T'M6X» (3M Deutschland GmbH), M'epmaHus
Agpec: Carl-Schurz-Strasse 1,41453 Neuss, 'epmaHus

MponsBoaunTeNb:

«3M LoiunaHg Tm6X» (3M Deutschland GmbH), M'epmaHus
Appec: Carl-Schurz-Strasse 1. 41453 Neuss, NepmaHus
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24. WAIUAN'TY

3M Deutschland GmbH warrants this product will be free from defects in
material and manufacture. 3M Deutschlztnd GmbH MAKES NO OTHER
WARRANTIES INCLUDING ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
User is responsible for determining the suitability of the product for user’s
application. If this product is defective within the warranty period, your
exclusive remedy and 3M Deutschland GmbH’s sole obligation shall be repair
or replacement of the 3M DeutscMand GmbH product.

Limitation of Liability
Except where prohibited by law, 3M Deutschland GmbH tvill not be liable for

any loss or damage arising from this product, whether direct, indirect, special,

incidental or consequential, regardless of the theoiy asserted, including
warranty, contract, negligence or strict liability.

25. NAME AND LEGAL ADDRESS OF AUNUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

Developer:

3M Deutschland GmbH (3M Deutschland GmbH), Germany
Address: Carl-Schurz-Strasse 1,41453 Neuss, Germany

Manufacturer:

3M Deutschland GmbH (3M Deutschland GmbH), Germany
Address: Carl-Schurz-Strasse 1, 41453 Neuss, Germany




Ajpeca Npon3BOACTBEHHbIX M0OWaLoK:
1 3M Deutschland GmbH, ESPE Plaiz, 82229 Scefeld, Germany.
2. 3M Deutschland GmbH, Ohntstrasse 3, 86899 Landsberg, Germany.

>'no.1Momouclilibill  npeacTaBuTeNb MNpPOM3BOAMTENS B POCCMIACKOIN

depepaynu:

AKUMoHepHoe 06LwecTBo «3M Poccus»

Agppec: 108S11, r. MockBsa, N. MocKoBCKnii, Knesckoe L., 22-H KM, IOMOB/I.
6, cTp. |

Te.lepoH: +7 (495) 784 7474 | +7 (495) 784 7475 (hakc)

26. CNn>"/KBA PABOTbl C KNIHEHTAMILW

W10 «3M Poccusa»

Appec: 10S811, Mocksa, NMoceneHre MocKoBCKLL'], KneBCKoe Wwocce, 22 KM.

fJo.moar. 6. cTp. 1
Ten.: +7 (495) 784 7474;
dakc: +7 (495) 784 7475
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Addresses of production sites:

1. 3M Deutschland GmbH, ESPE Platz, 82229 Seefeld, Germany.

2. 3M Deutschland GmbH, Ohmstrasse 3, 86899 Landsberg, Germany.

the Russian

Authorized representative of the manufacturer in

Federation:
Joint Stock Company 3M Russia
Address: 108811, Moscow, Moskovsky, Kievskoye sh., 22nd km, dom. 6,p.
1

Phone: +7 (495) 784 7474 | +7 (495) 784 7475 (fax)
26. CUSTOMER SERVICE

Joint Stock Company «3M Russia»

Address: 108811, Moscow™* Poselenie Moskovskiy, Kievskoe shosse, 22 km,
6, bld.I.

Tel.: +7 (495) 784 7474;

Fax; +7 (495) 784 7475
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lhereby certify that the document
affixed hereto is a true copy
of the original.

Starnberg, October 11, 20

"V \ Nikolaus

Starnberg, Bavaria, Germany
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MepeBof c aHIIMIACKOTO 1 MEMENKOTO A3bIKOB Ha pyCCKMﬁ Annne

22,09.2021 (WTammn) (Moanuce)
«3M [foitunaBg MM6X» K.Wank
LTaHgopd/1 1peanpusTuie B r. 3eedenby OT/en HOpMaTUBHO-NPABOBOr0 PerynmpoBaHna
3CIM3 Mnay,

[-82229, 1. 3eedenba

HacToswnm NOATBEPX4AeTCHA, YTO LOKYMEHT, NnpuaaraemMblii K HacTOALLEMY YAOCTOBEPEHUIO, ABNAETCA
BEPHOI Konuen NOgNNHHMKA.

r. W rapH6epr, 11 okTabpsa 2021 r.

(KoHrpueka)

(Mopnuce)
Hwukonayc Knékep, HoTapuyc r. L tapH6epr, baBapusa, FepmaHus
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MepeBoj faHHOTO TeKCcTa BbINONHEH NepeBofYMKOM AnekceeBbiM AnekceeM ANneKcaHapoBUYEM.

Inoanuce]

Poccuiickas depepayns

Nopog MockBa

[BaguaTb NepBoro oKTA6ps 4Be ThiCAYM ABajLaTb NEPBOro roga.

A, AeinHeko /iogmuna BanepreBHa, BPEMEHHO UCMONHAOLWAA 0693aHHOCTM HOTapuyc]
ropoga MockBbl [MpOKOWEeHKOBOW EneHbl EBreHbeBHbl, CBUAETENLCTBYH MOANMUCTb

noanucy nepesogumka Anekceesa Anekces AnekcaHaposuya.
Mognuch caenaHa B MOEM NMPUCYTCTBUN.
JInyHoCTb NoAnMcaBLLIero 4OKYMeHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: No 21/86-H/77-20

YnnayeHo 3a COBEPLUEHME HOTapuanbHOro gencTemns: 4

FEPBOBAA MEYATb 1HOAM:TCb B. [leiiHeko
HoTAPUyCA | b------ -

MpoLwHypoBaHO, MPOHYMEPOBAHO U CKPENNeHo nevyatblo /Y nuct(-a,-oB).

N.B. OeitHeko

A

Poccuiickas degepaums

lopog,
A& Mepeoro
R [feiiHeko Miogm» . fe, BpemeHHo ucronHsiolan
0653aHHOCTN HO >CKBbl [POKOLIEHKOBOW EneHbl

"TbKRI'I" c Tee'ifitt

EBreHbeBHbl, Gt
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