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3M ESPE 2510 Conway Avenue
Dental Products St. Paul, MN 55144-1000

To Whom It May Concern:

Inmy capacity as Regulatory Affairs Specialist, 3M ESPE Dental Products, St. Paul,
MN, USA, I certify that the attached English version of the Instructions for Use (IFU)
for SM™ ESPE™ RelyX™ Luting 2 Cement intended for Russia, is truthful and
accurate.

Note: 3M ESPE is responsiblefor the information contained in the English version of
the IFU. 3M Russia is responsiblefor the information contained in the Russian version
ofthe IFU.

Lin Mg, Ph.D., CQE Date
Regulatory Affairs Specialist
3M ESPE Dental Products

STATE OF MINNESOTA)
COUNTY OF RAMSEY )

On August \Q , 2017, before me, a Notary Public within and for said county, personally
appeared Lin Ma, known by me to be the person described in and who executed the foregoing
instrument and acknowledged that she executed the same as her own free act and deed.

Lori P7Sheetz, N(kary Public
My Commission Expires, January 31, 2020

TomisHeE12"
Notay Public

Mmwacta
Sipfavi p.20" =
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RelyX Luting 2 Cement
Instruction for Use

Product Description

RelyX Luting 2 Cemrent is a radiopague, fluoride-releasing, resin-modified glass ionomer
luting cement. It is self-curing with an option for tack light curing ofexcess cement. The dental
cement consists of two pastes: a base and catalyst peste packaged in the 3M ESPE Clicker
Dispensing System. The paste/paste formulation offers greater convenience over the traditional
ponder/liquid cement systers. The cement is available in a white shade. The Clicker
dispensing system contains 1lg of meterial.

Indications

RelyX Luting 2 Cement is designed to finally cenment below structures:

 Metal and porcelain fused to metal (PFIM) crowns and bridges

» [MEtal inlays and onlays

* Crowns and bridges made with all-alumina or all-zirconia cores such as 3M ESPE Lava or
Procera AllCeram

* Prefabricated and cast post

* Orthodontic bands and appliances

* Porcelain fused to netal (PAV), metal, all-alumina or all-zirconia core restorations on
implant abutrments

Contraindications
No known contraindications.
Scope of use: Dentistry. For professional use only

Precautionary Information for Patients

This product contains substances that may cause an allergic reaction by skin contact in certain
individuals. Avoid use of this product in patients with known acrylate allergies. If prolonged
contact with oral soft tissue occurs, flush with large amounts of water. If allergic reaction
occurs, seek medical attention as needed, remove the product if necessary and discontinue
future use of the product.

This product contains potassium persulfate thet may trigger an allergic respiratory reaction in
certain individuals. This product may not be appropriate for use in those individuals with
known sensitivity to sulfites, since a cross-reaction may occur with potassium persulfate.

Precautionary Information for Dental Personnel

This product contains substances that may cause an allergic reaction by skin contact in certain
individuals. To reduce the risk of allergic response, minimize expaosure to these materials. In
particular, avoid exposure to uncured product.

If skin contact occurs, wash skin with soap and water. Use of protective gloves to minimize
direct contact with adhesive. Acrylates may penetrate commonly used medical gloves. If
product contacts glove, remove and discard glove, wash hands immediately with soap and
water and then re-glove. Ifallergic reaction occurs, seek medical attention as needed.

3M ESPE MSDS informetion can be obtained from wwww.3MESPE.com or contact your local
subsidiary.
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Instructions for Use

Preparation

I.  Prepare teeth using accepted clinical guidelines.

2. Cowver areas in close proximity to the pulp by applying small amounts of hard-setting
calcium hydroxide meterial or resin-modified glass ionomer liner (e.g. 3M ESPE
Vitrebond Light Cure Glass lonomer Liner/Base) prior to taking an impression for the
final restoration.

3. Renmove the tenporary restoration and thoroughly clean the preparation of any temporary
cerment residue using an oil-free pumice peste.

4. Rinse the prepared tooth or cavity with a water spray, and dry with air, cotton, or a paper
tip.

4.1. Leave tooth surface moist. Do not over dry.

4.2. The preparation or cavity should be just dry enough that the surface has a slightly glossy

appearance. As is the case with any permarent cement, over drying can lead to post

operative sensitivity.

Try infinal restoration and check for fit. Adjust if necessary.

Sandblast the bonding surface of the restoration with AbGOs (50p,m 2 bar, 1 min).

Thoroughly clean the bonding surface of the restoration.

Keep area isolated from blood and saliva contamination during cementation process.

D| rections

1 Application

11 Remowve cap fromthe Clicker dispenser by holding down the cap lever and sliding the cap
off of the dispenser.

12 Forfirsttime use fromanew cartridge, dispense a small amount of meterial to ensure even
dispensing. Discard this material.

13 Fully depress clicker lever to dispense “1 Click’” of cement onto mix pad. Allow peste to
fully extrude, then release lever. Repeat dispensing process for additional material. The
peste is autormatically dispensed in equal volumes. (The actual weight ratio dispensed is
13:1)

14. Note: Dispense and mix cement immediately prior to use to avoid water evaporation and
drying out of the cement pastes.

15. Wipe the dispenser tips clean with gauze to prevent cross contamination of the two pastes.

16. Replace cap by sliding onto dispenser until securely latched and an audible click is heard.

17. Using a plastic or metal cement spatula, mix the pastes together for 20 seconds until a
uniform color is achieved. Avoid the incorporation of air bubbles.

18 The working time of the mixed cement is 2.5 minutes at 23°C/73°F. Higher temperatures
and longer mix times may shorten the working time. Lower temperatures will lengthen the
working tine.

19. Apply athin layer of cement to the inside surface of the restoration. The cement may also
ke applied directly to the tooth surface for inlay/ onlay restorations.

1.10. Seat the restoration with light pressure. Maintain light pressure on the restoration to hold
proper positioning during setting process.

2. Clean Up and Fnishing

2.1. Excess cement is best removed after brief light exposure (5 seconds per surface with a
conventional polymerization device) or during selfcuring waxy stage (starting 2 minutes
after seating inthe mouth). Use asuitable instrurent (e.g. scaler, explorer) for this process.

2.2. Hnish restoration and check occlusion when meterial has completely set after 5 minutes
from placement in the mouth.

) 2 N O

Storage and Use, and Shelf life
This product is designed to be used at room tenperature. Values of humidity and pressure are

not regulated.
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If stored in cooler allow product to reach room termperature prior to use. Shelf life at room
termperature is 24 months. Ambient termperatures routinely higher than 27°C/80°F may reduce
shelf life. See outer package for expiration date.

Do nat allow the pastes to dry out. Store with cap securely attached to the dispenser.
Shelf life of the product is guaranteed as labelled, if stored according to the recommended
storage condiitions.

Transportation conditions: During transportation the product may experience short term
terperature variations without affecting product safety and performance.

Cleaning and Disinfection

Disinfect this product using an intermediate level disinfection process (liquid contact) as
recommended by the Centers for Disease Control and endorsed by the American Dental
Association. Guidelines for Infection Control in Dental Health-Care Settings - MVWR,
December 19, 2003:52(RR-17), Centers for Disease Control and Prevention.

References: CDC Guideline for Disinfection and Sterilization in Healthcare Facilities, 2008.
Rutala WA, Weber DJ, Healthcare Infection Control Practices Advisory Committee
(HICPAQ).

Maintenance and Repair
Not applicable

Disposal

Packaging/contents should be disposed in accordance with the local/regional/national/
international regulations.

Medical products should be disposed by the local public law organizations in accordance with
SanPIN 2.1.7.2790-10 “Sanitary and Epidemiological Requirements for Medical Waste
Treatrrent” waste Class B).

Customer Information

No person is authorized to provide any information which deviates from the informetion
provided in this instruction sheet.

Caution: U.S. Federal Law restricts this device to sale or use on the order of a dental
professional.

Contents

Secondary packaging of the Standard kit includes RelyX Luting 2 Dental Cement in Clicker
Dispensing System (2 pcs.), Mixing Pad (1 pc.). Instruction for Use (1 pc.).

Secondary packaging of the Trial kit includes RelyX Luting 2 Dental Cement in Clicker
Dispensing System (1 pc.). Mixing Pad (1 pc.). Instruction for Use (1 pc.).

Technical specification

Flexural strength > 20 MPa; Compressive strength > 50 MPa; Adhesion to dentin > 3 MPg;
Adhesion to enamel > 5 MPa; Film thickness < 25 pm; Working time > 120 seconds; Set
time < 300 seconds; Radiopacity > 1mm Al; Acid erosion < 0.05 mnvh.

The Clicker Dispensing System: Length: 19.81 £ 051 cm. Width: 2.54 £0.13 cm. Height:
3.51+051 cm. Weight: 1922+ 1.009

Mixing Pad: Length: 7.47 £ 0.15 cm Width: 6.20+ 0.15 cm. Sheets: 60

Description of packaging
Primary packaging - Clicker Dispensing System: Body (polypropylene with glass fibers), cap
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(polypropylene with glass fibers), plunger (polyphenylene ether, polystyrene with glass fibers))
Secondary packaging - Box (carton; parameters. for Standard kit; 23.18 x 6.75 x 6.75 o, for
Tnal kit: 23.18 x 6.75 x 3.49 cm). Tray (polystyrene; paraeters: 22.86 x 6.48 x 3.29 cm)).

Labelling

Products are supplied in packaging labeled with the following informetion: the product name
and REF nuner; the name and address of the manufacturer; content; LOT number; storage
conditions; expiration date; information albbout trademarks the name and address of Authorized
Representative in EU, Ukraine and Russia; 1SO 9917-2 conformity mark; and symbols -
Caution, refer to 1RU, CE symbol, environmental packaging, and recycling sign.

Warranty

3M ESPE warrants this product will be free from defects in material and manufacture. 3M
ESPE 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. 1f this product
is defective within the warranty period, your exclusive remedy and 3M ESPE’s sole obligation
shall be repair or replacerment of the 3M ESPE product.

Limitation of Liability

Except where prohibited by law, 3M ESPE will not be liable for any loss or damage arising
from this product, whether direct, indirect, special, incidental or consequential, regardless of
the theory asserted, including warranty, contract, negligence or strict liability.

Name and address of the manufacturer
Legal Menufecturer:
3M ESPE Dental Products, 2510 Corway Avenue, St. Paul MN 55144-1000, USA

Manufacturing Facility:
3M ESPE Dental Products, 2111 McGaw Avenue, Irvine CA 92614, USA

Authorized representative of the medical product on the territory of the Russian
Federation

ZAO“3M Russia”

Russia 121614, Moscow, Krylatskaya str. bldg. 17/3

Tel.: +7 (495) 784 7474 | Fax:+7 (495) 784 7475

e-mail 3mrafSimmmceom

2016-07
3M ESPE, RelyX, Clicker, Lava and Vitrebond are trademearks of 3M or 3M Deutschland
GrbH

Used under license in Canada. © 3M 2016. All rights reserved.
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MepeBoA C aHTANNCKOTO A3blKa HAa PYCCKUMA A3bIK
LUTaTt MmnHHecoTa
CekpeTapb WwTata

AMNOCTWU/b
(Maarckast KOHBeHUMS OT 5 okTs16pa 1961 T.)

1. CrpaHa: CoegunHéHHble LLitatbl AMeprKM

HacToawmin opmumanbHblii AOKYMeHT: [JokymeHTbl gna 3M 3CIM3 AeHTtan MpogakTc (3M ESPE Dental Products)

2. 6b1n1 nognucaH Jlopw k. LUy (Lori J. Sheetz)

3. BbICTynatoLLein B HoTapuyca Lwrata MuHHecoTa

KayecTBe

4. cKpenseH Jlopun k. LUy, (Lori J. Sheetz), HoTapuyca wTata MnHHecoTa

neyaTblO/LLITAMMOM

YnocToBepeHo

5B r. CeHt-lMon, wrar 6. lata 17 aBrycta 2017 .
MwuHHecoTa

7. cekpeTapem wtata MuHHecoTa

8. 3a Ne 9615430-2

9. neyaTb /WTamn: «bonblUasn neyarb LTaTa 10. Mognuck /nognuce/
MwuHHecoTa * 1858» Ctue CaiiMoH

(Steve Simon)
CekpeTapb LUTaTa
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3M 3Cna 2510 KoHBeli ABEHIO,
[eHTan MNpopakTc CeHt-Non, MuHHecoTa 55144-1000
(3M ESPE Dental Products) (2510 Conway Avenue

St. Paul, MN 55144-1000)

3M

Mo mecTy TpeboBaHWS

B kayecTBe cneyunanncTa MexxayHapogHoOro HopmaT1MBHO-NPaBoBOro perynnposaHuns, 3M 3CIM3
Hentan [lMpopaktc (3M ESPE Dental Products), MwuHHecoTa, CLUA, A CBMAETENbCTBYHO, 4TO
npunoXxxeHHass MHCTpyKumsa no npumMeHeHnto (IFU) Ha LleMeHT cTOMaTonornyeckuin gns ukcaumm
RelyX Luting 2 Ha aHIIMCKOM $A3blKe ABNSAETCA BEPHOW M TOUHOM.

MpumeyvaHune: 3M 3CIM3 (3M ESPE) HeceT OTBeTCTBEHHOCTb 3a MHpOpMauuo, cofep > allyrocs B
MWHCTPYKLWM MO NPUMEHEHWIO Ha aHraminckom sA3blke. 3M Poccusa HeceT OTBEeTCTBEHHOCTbHL 3a
MH(opMaLumnio, cogep> alylocs B UHCT PYKL UM NO NPUMEHEHUNIO HAPYCCKOM fA3blKe.

/noanwce/ 17 asrycta 2017 roga
NnH Ma, [JokTop hapmakonorum Jata
Cneumanucrta HOpMaTMBHO-NPABOBOr0 pPerynMpoBaHns

LLItTat MrHHecoTa )
Okpyr Pamcu) SS

17 aBrycta 2017 roga JZIuH Ma 3acBuAeTe/bCTBOBa/a CBOE MPUCYTCTBME MEPEA0 MHON. HoTapuycom
YyKa3aHHOro okpyra, noATBepAMB MHe NpeAbsaB/eHVeM LOCTaTOUHbIX A0Ka3aTe/bCTB, UTO OHA ABNAETCA
NALOM, YbMM UMEHEM MOAMNMCAH MpUaraemblil JOKYMEHT, U NOATBEPANIA MHE, YTO OHa Nognucana ero
B CBOEM KauyecTBe, M YTO MPOCTaB/IEHNEM eé MOAMUCU Ha LOKYMEHTE (hM3NYeCKoe WM HpUANYecKoe
NALO, OT MMEHWN KOTOPOro AeNCTBOBA/IO 3TO N0, COBEPLLMIIO HACTOALWMIA AOKYMEHT.

/mognuce/
Nopwy M. Wny (Lori J. Sheetz), HoTtapuyc
Cpok Moux nonHomoumin nctekaet 31 siHBaps 2020 roga

LLITamn: nopu A>k. Wny (Lori J. Sheetz)
HoTapuyc
MuHHecoTa
CpoK Moux nonHoMounii ncrtekaeT 31 AHBapsa 2020 ropa

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



LlemeHT cTomMaTonornveckmii gnsa mkcauum RelyX Luting 2
MHCTpYKUMA N0 NPUMEHEHNIO

OnucaHue npogyKTa

LlemeHT  cTomartonoruvyeckuin  ans  gukcaumm  RelyX  Luting 2  peHTreHOKOHTPACTHBbIN,
(hTOPOBLLLENAOWMIA,  NOUMEPMOLNPULMPOBAHHBIA  CTEKNIOMOHOMEPHBIA  LieMeHT. OH  sBNseTcs
CaMOOTBEPXKJAKOLIMMCS, C BO3MOXHOCTbKO CBETOBOIO OTBEPXKAEHUS 60MbLIOr0  KO/MMYecTBa
LuemeHTa. LlemeHT cocTouT M3 2-X nacT: 6a30BOW MacTbl U NacTbl-KaTanM3aTopa, YynakoBaHHbIX B
posatop Clicker. Cuctembl Tvna «nacta / nacta» 60nee YA0OHbI B NPUMEHEHUW, MO CPaBHEHUIO C
TPaAMUMOHHBLIMA  CUCTEMaMU TUMa «MOPOLUOK / >KUAKOCTb». LleMeHT wumeeT 6enbii UBeT. B
posvpytoweit cucteme Clicker cogepxutest 11 r matepuana.

MNokazaHnsA K NPUMeHeHUIo

LlemeHT cToMmatonormyeckuin ans ¢ukcaumm RelyX Luting 2 npefgHasHayeH A/ OKOHYaTe/lbHOro

LIEMEHTUPOBAHWS YKa3aHHbIX HVXKe KOHCTPYKLWIA:

* MeTtaninmyeckue 1 MeTaNIoKepaMUYeckme KOPOHKM U MOCTOBUAHBIE MPOTE3bl

e MeTannmyeckue BKIaaKN UHMER 1 OHNEN

* KOpOHK/M 1 MOCTOBWAHbIE MPOTE3bl C Le/IbHOUUPKOHUEBLIM WU LeIbHOIFOMUHUEBBLIM KapKacoM,
(Hanpumep, 3M ESPE Lava nnn Procera AllCeram)

» CraHfapTHble U NATble WTU(TbI

*  OpTOLOHTUYECKME MaTPULLbI 1 annaparbl

o MeTa/lOKepaMnyeckne WM MeTa//IMYECKNE  KOHCTPYKUUW C  LeNbHOAIIOMUHUEBLIM WK
LleNbHOLMPKOHMEBBLIM KapKacoM Ha abaTMeHTax npu UMniaHTauuu.

[NpoTrBONOKasaHuA
[MpoTnBOMNOKa3aHUA HE BbIIBNEHBI.
O6nactb NnpuMeHeHus: CtomaTtonorus. Tonbko Anas NPogeccUoHaIbHOIO NCMNOb30BaHKS.

MHopmaumsa o0 mepax npegocTopoXXHOCTU 415 NauneHTOB:

[aHHbIA  MPOAYKT  COLEPXWT  BeLecTBa, CrMOCOOHble BbI3BATb  &IIEPrUYECKYI0  peakuuio Y
onpefieNieHHbIX ML, NpY nonagaHMnM Ha KoXy. He mucnonb3yinte AaHHbIA NPOAYKT ANA NaUMEHTOB,
MMEIOLLMX W3BECTHbIE Clyyan anneprum Ha akpunatbl. B cnyvae nNpogO/MKUTENILHOMO KOHTaKTa
NPOAYKTa C MArKMMMW TKaHSIMW POTOBOM MOMIOCTV NPOMOKMTE MONOCTb 60MbLUMM KOMIMYECTBOM BOAbI.
Mpy BO3HWKHOBEHWUW afieprnyeckort peakuuy 00paTUTECh 3a COOTBETCTBYHOLLEN MeAVLMHCKON
MOMOLLbHO, MPY HEOOXOAMMOCTU YAaNINTE NPOAYKT U HE UCNONb3YITE €ro B Aa/lbHEMLLIEM.

B npogykte copepXutcs nepcynbgar Kanus, KOTOPbIA MOXET BbI3BaTb a/lIePryeckyto peakLumio.
MepcynbaT Kamsa MOXET  CNpPOBOLMPOBATb  PECNMPaTOPHYHO  a/IEPrMyeckyto  peakumo y
onpefenieHHbIX My,  3TOT  MPOAYKT He cnedyeT MPUMEHATb  Auuam ¢ MOATBEPXAEHHOM
YYBCTBUTE/IbHOCTBIO K Cy/b(MTaM MO NpPUYMHE BEPOSTHON MEePeKPECTHON peakummn ¢ nepcybhaTom
Kasns.

MHdopmaLmsa o mepax NpesocTOPoXKHOCTU A1 CTOMATO/I0NMYECKOro nepcoHaa:

[aHHbIA  NPOAYKT  COAEPXXUT  BELLECTBA, CMOCOOHble BbI3BATH  A/INIEPTUYECKYHD  peakumlo Y
onpegeneHHbIX L, MpY nonagaHnm Ha KoXKy. UTo0bl CHA3WUTL PUCK PasBUTUS annepruyeckoin peakuuu,
CBEAUTE K MUHUMYMY BpemMs KOHTaKTa C 3TUMM MaTepuanamu. B yacTHOCTW, m3beraiiTe KOHTaKTa C
He3aTBepAEeBLUMM NPOAYKTOM. [pyM nonagaHuM Ha KOXHble MOKPOBbI MPOMOWTE WX O6W/bHLIM
KO/IMYEeCTBOM BOAblI C MbLUOM. PekoMeHayeTcsi paboTaTb B 3alUTHbIX MepyaTKax U TeM CambiM
MWUHMMW3MPOBATb HEMOCPEACTBEHHbIN KOHTAKT C aAre3vBoM. AKpWiaTbl MOTYT MPOHMKAaTb CKBO3b
00blYHblE MeUUMHCKME nepyaTkn. Ecnv npogyKT nonan Ha nepyarky, CHUMUTE UX U BbIOPOCHTE,
nocsie Yero HesameanMTE/NIbHO BbIMOWTE PYKM BOAOM C MbLUOM W HafeHbTe HOBble nepyaTku. [Mpu
NOSIBIEHUW a/INePrMyecKoin peakuum 06paT1TeCh 3a COOTBETCTBYHOLLEA MEAULUHCKON MOMOLLbHO.
MacnopT 6e3onacHocT MaTepnana 3M ESPE MOXHO 3arpy3nTb ¢ cainta www. 3M ESPE.com. Takxe
MOXHO CBS13aTbCSi C MECTHbINM NPeLCTaBUTENIbCTBOM KOMMaHWM.
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WHCTPYKLMM MO0 NPUMEHEHWIO

[MogroToBka

1 OTtnpenapupyiiTe 3y6bl B COOTBETCTBUM C MPUHATLIMU KITMHUYECKUMI MPOLeAypaMu.

2. MNepen cHATMEM OTTUCKa A7 OKOHYaTeNlbHOW pecTaBpauMn MOKPOTE Y4aCTKW, Haxoasawmecs
BOMM3N  My/bMbl, OTBEPAEBAOWMM MaTepUasioM Ha OCHOBE TUAPOKCMAR  Kaibuus  WAn
NoIMMEPMOANPULMPOBAHHBIM CTEKTOMOHOMEPHBIM MaTtepuasioM (Hanpumep, CBETOOTBEPXKAAeMbIM
CTEK/TIOMOHOMEPHBIM FPYHTOBLIM/MPOKNaA04YHbIM MaTepuanom 3M ESPE Vitrebond).

3. CHUMUTE BPEMEHHYHO KOHCTPYKUMIO W TLATE/IbHO OYMCTUTE OTMPenapupoBaHHbIA y4acTOK OT
OCTaTKOB BPEMEHHOI 0 LiEMEHTa C MOMOLLbIO He cofepkalleil Macna WAngoBabHON NacTbl.

4. MpomoiTe NOBEPXHOCTb OTMNPenapupoBaHHOro 3yba WAM NonocTM CTpyerd BOAbI U NpoCyLuMTe
BO3JYLUHOIN CTpyei, BaTHbIM U 6YMaXKHbIM TaMMOHOM.

4.1.  ToBepxHOCTb 3y6a A0/MKHA ObITb YyTb BAXXHON. MOBEPXHOCTL 3y6a He cneayeT NepecyLUnBaTh.

4.2.  OTnpenapvpoBaHHbIN YYaCTOK WM MONOCTb CNeayeT BbICYLWMTb 40 flerkoro 6necka. Kak u npu
MCNONb30BaHMM  1O60r0  MOCTOSHHOIO  LiEMEHTa  MepecylumBaHWe  MOXeT  MpUBECTU K
nocneonepawuyoHHON YyBCTBUTENbHOCTW.

5. NprmMepbTe MOCTOSAHHYHO KOHCTPYKUMIO. [lpoBepbTe, XOpOWO M OHa noaxoaut. B cnydae
Heo6X04MMOCTI BbINOSHUTE MOArOHKY.

6. O6paboTaliTe NOBEPXHOCTb CKNEMKMN pecTaBpaumm ctpyeri necka ¢ AbO3 (50 MKM, 2 6ap, 1 MuH).

7. TwartenbHO OUYUCTUTE NOBEPXHOCTL CKEKM pecTaBpaumu.

8. B0 Bpems LieMEHTUPOBaHNSA He JONYCKainTe nonagaHnsa KPoBM U C/IIOHbI Ha MOBEPXHOCTW.

YKasaHus

1 MpumeHeHne

11.  CHumute ¢ gosatopa Clicker KpbIlWKy, OMYCTUB AJ1 3TOFO pblyar BHW3 TaK, YTOObl KpbILLKa
COCKO/Ib3HYNa C f03aTopa.

12.  [pn nepsoM MCNO/Mb30BaHUM HOBOWN YNakOBKW BblaBuTe HeOO/bLUOE KOMMYECTBO Martepuana,
4TOObl YAOCTOBEPUTLCS B TOM, UYTO OH pacnpefensieTca paBHOMEPHO. ITy MOpUMIO MaTepuana
MOXHO BbIOPOCUTb.

1.3.  TlonHOCTbKO OTBEAMTE pblyvar, YTOObI BbLW@BUTh 103y LieMeHTa Ha 6/TOKHOT A5 3aMeLLnBaHus.
MopoxanTe, noka nacta MOMHOCTLIO BbIAABUTCA, 3aTEM OTNYCTUTe pblyar. [loBTopuTe NpoLeaypy
[ANA MONyYeHUs AOMONMHUTENbHOM nopumn MaTepuana. MacTa BblgaBnMBaeTCs aBTOMATUYECKU B
0AnHaKoBoM 06beMe. (Bosiee TOUHOe COOTHOLLIEHWE MO Macce coctasnseT 1.3:1).

14. TpumevaHre. BblaBnvMBailTe 1M CMELUMBANTE  LEMEHT  HEMOCPeACTBEHHO  nepeq
1CMOMb30BaHNEM, YTOObI MPefOTBPaTUTL UCMAaPeHMe BOAb! U BbICbIXaHWE LeMEHTHbIX MacT.

15. TpoTpute HaKOHEYHWMK Ao3aTopa YMCTOW Maprieid, 4YTobbl M36eXaTb B3aUMHOIO 3arpsA3HeHUs
nacr.

16. HapgeHbTe KPbILWKY Ha [03aTOP W NJIOTHO BCTaBbTe [0 LLUEMYKA.

17.  Wcnonb3ys NNacTUKOBLIA WMAM METIIMYECKUIA LINaTenb ANS LEeMEHTa, CMellvBaiTe NacTbl B
TedyeHne 20 eeKyH[ [0 MOMyYeHUS OLHOPOAHOro OTTeHKa. W36eraiiTe nonagaHue My3bIpbKOB
BO34yXa.

18. Bpems paboTbl cO cmecbto cocTaBnseT 2,5 MuHyTbl npu 23°C/73°E. Tpu 6Gonee BbICOKUX
TemnepaTtypax n 60nee [O/ITOM eMELLUMBaHNMA BpeMsi paboTbl MOXET YMEHbLUUTLCA. Bonee HM3Kas
TemnepaTypa MOXeT YBe/IMUNTb BPeMs paboTbl.

19. HaHecuTe TOHKMIA CNOIA LEMEHTA Ha BHYTPEHHIOK MOBEPXHOCTb pecTaBpauun. LIeMeHT MOXHO
HaHOCUTb TaKXXe HernocpefeTBEHHO Ha NMOBEPXHOCTb 3yba Npu (hKcaummn BKNaLA0K UHEA 1 OHNEN.
1.10. Cnerka HaXMuTe Ha PUKCUPYyEMYLO pecTaBpaumto. He ocnabnsaiiTe gaBneHMe Ha KOHCTPYKLMIO,

4TOO6bI OHa OCTas1aCh B NPaBUILHOM MOMOXKEHWMN MPU OTBEPXKAEHWM LIEMEHTa.

2. YncTka n obpaboTka

2.1.  V3nMwku uemeHTa Nydlle yganatb Nocie Henpogo/KUTENbHOro CBETOOTBEPXAeHWA (no 5
CEKyH[] Ha [MOBEPXHOCTb, CTaHAAPTHOW MOMIMMEPU3ALMOHHON Namnoi) WA  Ha  3Tane
CaMOOTBEPXK/EHWS, KOrda LEMEHT MMeeT BOCKOOOPa3HYH) KOHCUCTEHLMIO (Yepe3 2 MWHYTbI Mocne
HaHeceHus). Mcnonb3yinTe Ana 3TOr0 COOTBETCTBYHOLUMA WHCTPYMEHT (Hanpumep, 30HA WK
cKelinep).

2.2.  3aBepLumTe 06paboTKy M NPOBEPbTE OKK/IO3MI0 MOC/E NMOMHOTO OTBEPXKAEHUS MaTepuana (Yepes
5 MUHYT MOC/e HAHECEHMS]).
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YCNnoBuA UCMob3oBaHUA N XpaHeHUs. CPOK ro4HOCTMW.

MpoayKT pa3paboTaH A/19 MCMOMb30BaHMS MPY KOMHATHOM Temnepatype. 3HaYeHWs BAKHOCTM M
[laBNeHnA He pernaMeHTUPYHTCS.

Ecnn npoayKT XpaHWncsa B XONOAHOM MeCTe, nepes 1cnosb3oBaHMeM emMy Heo6X04MMO AaTb HarpeTbes
[0 KOMHaTHOW Temnepatypbl. CpOK XpaHeHWs MNPy KOMHATHOW TemnepaTtype COCTaBnsieT 24 mecaua.
lMocTosHHas OKpy»atowan Temneparypa Bbiwe 27°C (80°F) MOXET COKpaTUTb CPOK XpaHeHud. [aty
NCTEYEeHMSA CPOKa roAHOCTU CM. Ha YMaKoBKe.

He pgonyckaliTe BbICbIXaHWs NacTbl. XpaHUTe [03aTop C NI0THO 3aKPbITON KPbILLKOIA.

CpoK TrOAHOCTV W3MeNWin rapaHTUPYeTCA B COOTBETCTBUM C MapKUPOBKOM MpW YCNOBUM XpaHeHWs
COrNacHoO peKoMeHZaLUusAM.

YcnoBus TPaHCMopTUPOBKU. [Mpu TpaHCNOPTUPOBKE U3AEeNUA MOTYT UCMbITLIBATL KPaTKOBpPeMeHHOoe
M3MEHeHWe TeMnepaTypbl, He BAKAIOLLEe Ha 6e30NacHOCTb Y XapaKTepUCTUKIN U3LeNNIA.

OuncTKa 1 fe3nHpeKuuns

[e3nHpuumpyinTe aTOT NPOAYKT NOCPEACTBOM COOTBETCTBYHOLLMX MPOLEAYP NPOMEXYTOYHOr0 YPOBHS
(KMOKWIA KOHTAKT) COrMaCcHO PEKOMEHAAUMsSIM LIEHTPOB MO KOHTPO/O 3ab0neBaHuin, 0A0OPEHHbIM
AMepUKaHCKOM CTOMATO/OrMYeckor accoumauymeid. PyKOBOACTBO MO MH(EKLUMOHHOMY KOHTPO/O B
CTOMATO/IOMMYECKNX MeAULNHCKMX yupexaeHmsax - MMWR, Odekabpb 19, 2003:52(RR-17), LieHTpbI o
KOHTPO/IKO 1 NpornakTmKe 3aboneBaHui.

CnpaBoyHasa nuTepartypa

LIeHTp No KOHTPO/O M NPOUNaKTUKK 3a60/1eBaHNIA. PyKOBOACTBO MO Ae3nH(eKLMN 1 CTepuimnsaumm B
MeMLMHCKOM yupexaeHun, 2008, Pyrana B.A., Bebep [.)K., KOHCYNbTaTUBHbIA KOMUTET MO NPaKTuKe
NH(MEKLMOHHOrO KOHTpONsA 3apaBooxpaHeHus (CDG Guideline for Disinfection and Sterilization in
Healthcare Facilities, 2008. Rutala WA, Weber DJ, Healthcare Infection Control Practices Advisory
Committee (HICPAC).

TexHU4YecKoe 06Cy>XMBaHWE U PEMOHT
HenpyvMeHMMO K aHHOMY C/yyalo.

Ytununsayma

YTunusaums  ynakoBKW/COAEPXWMMOro  [0/DKHA  OCYLLECTBATHLCA B COOTBETCTBUU c
MeCTHbIMW/pernoHabHbIMU/HaUMOHaIbHbIMU/MEXAYHAPOAHbIMU TPe60oBaHMAMU.

MeauuuHCKMe U3aenuns SO/MKHbI YTUAU3MPOBATECA MECTHLIMU NMY6/IMYHO-MPABOBLIMI OpraHu3aLMsamm
B cootBeTcTBMM € CaHlMnH 2.1.7.2790-10 «CaHuUTapHO-3NNAEMNONOrNYeCKne TpeboBaHUA K
06paLLEeHMIO C MeANLUHCKUMUK 0TX04amMM» KlacC 0TX040B b).

MHopmauusa onia nokynarens

3anpeLyaeTca NpefoCcTaBNsATb MHAOPMALMIO, KOTOpas OT/IMYaeTC OT MH(OpMaLMK, CoAepKallencs B
[AaHHON MHCTPYKLUMW.

BHumaHwe! TMpofaxa v ncnonb3oBaHMe AaHHOro NpoayKrta orpaHuyeHa defepanbHbiM 3akoHom CLUA
N paspeLLieHa TO/IbKO CTOMATO/Ioram.

KOoMM/IeKTHOCTb NOCTaBKMU

Bo BTOpMYHOI ynakoBKe CTaHAapTHOro Habopa HaxoAWTCA: LEMEHT cTomaTtonornyeckmin RelyX Luting
2 B posvpytowein cucteme Clicker (2 wrt.), 6n0KHOT Ana 3amelumBaHus (1wT.), WUHCTPYKUMSA MO
npumeHeHnio (1wr.).

Bo BTOPUYHON yrakoBKe 03HaKOMWTE/bHbIA Habopa HaxoamuTCa: LEeMeHT cToMaTosnornvecknin RelyX
Luting 2 B fo3upytoLein cucteme Clicker (1 wt.), 6/10KHOT Ana 3amelumBaHms (1WT.), MHCTPYKLUMA MO
npuMeHeHnto (1wr.).

TexHUYeckme XxapaKTePUCTUKN
MpoyHoCTb Ha n3rn6 >20 MMMa; MpoyHoCcTb Ha oxatue >50 MIa; Agresvsa K AeHTuHy >3 MIa;
Agresnsa K amanu >5 MMMa; TonwmHa uKeupytowen nneHkn <25 Mkm; Pabouvee Bpems> 120
CeKyHf; YcTtaHoBneHHoe Bpema < 300 cekyHA; PeHTreHOKOHTpacTHocTb > 1 MM Al; KnucnotHasa
apo3na < 0,05 mm/u.
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Josnpytowan cuctema Clicker: ganHa: 19,81 + 0,50 cm, wupuHa: 2,54 £0,13 cm, BbicoTa: 3,51 +
1,38 cm, macca: 19,22 + 1,00 .

BnokHOT ans 3amewwmBaHudA: gnuHa: 7,47 + 0,15 cm, wwupuHa: 6,20 + 0,15 cM, KOMMYeCTBO
JIMCTOYKOB: 60.

CaefieHns 06 yrnakoBKe

MepBrYHasa ynakoBka - gosupytowias cucrema Clicker: kopnyc (MOAMNPONWUIEH CO CTEK/I0BOSIOKHOM),
HaKOHeYHUK pgosatopa (NONMMpoONWAeH CO  CTEK/I0BO/IOKHOM), MOpLUeHb  (MonuauieH  aTtep
(Polyphenylene ether), nonuctupon (Polystyrene) 3anofHEHHbIA CTEKNOBOIOKHOM)).

BTopryHasa ynakoBka: KOpobOKa (KapTOH; nmapameTpbl: Ans CTaHAapTHoOro Habopa: 23,18 x 6,75 x 6,75
CM; Ans 03HaKOMUTENbHOro Habopa: 23,18 x 6,75 x 3,49 cm), N0TOK (NONMCTUPON; napameTpsbl: 22,86 X
6,48 X3,29 cm)).

CBefileHNA 0 MapKMpPOBKe

N3genna nocTaBnatoTCs B YNakOBKE C MapPKMPOBKOW, cogepkalleid Ccrefyrowyo WHGOpMaLuIo:
HavIMeHOBaHWe U3Lennsd U HOMepP MO Katasiory; HauMeHOBaHVe W agpec MpOou3BOAUTENSA; COAEPKUMOE
YNaKOBKW; KOA MapTUW; YCMOBUA XPaHEHUs; CPOK TOAHOCTW; MH(OpPMauLM0 O TOProBbIX MapKax
KoMmnaHuM 3M; Ha3BaHWe W afpec YMOSHOMO4YeHHOro npegcrtasutens B EC, ynosIHOMOYEHHOro
npeactasutens B YKpauvHe, YMNONHOMOYEHHOrO nNpeAcTaBuTens npoussoauTens B Poccuu;
cooTBeTcTBME cTaHAapTy ISO 9917-2; cumBonbl - «OcTopoXxHO! O6paTuTecb K MHCTPYKUMK MO
NPUMEHEHNIO», CUMBO/T COOTBETCTBUA TpeboBaHMAM CE; CMMBOM «3KONOrMYeckas YynakoBKa» U
CMMBO/ YMaKOBKM, NOANeXaLLeil nepepadboTKe.

["apaHTUiMHbIE 065s13aTeNbCTBA

KomnaHus 3M ESPE rapaHTMpyeT OTCYTCTBME B 3TOM M3AeNMn Ae(eKTOB, CBSA3aHHbIX C UCXOAHbIMU
martepuanamm 1M npou3BOACTBEHHbIM npoueccom. KOMIMAHUA 3M ESPE HE OAET HUKAKUX
OPYTUX TAPAHTUI, BK/IOUAA MOAPA3YMEBAEMbBIE TAPAHTUW MPUTOAHOCTWU
M3NENNA ANA MPOOAXU JIMBEO K WCMOMb3OBAHWIO C OMPEAE/IEHHOW LENBLO.
Monb3oBatelb  HeCeT OTBETCTBEHHOCTb 32 OMNpeAeneHve MPUrofgHOCTM  [aHHOrO  U3fenvs K
1CNOMb30BAHMIO B COOTBETCTBUM C ero (nosib3osatens) 3afavyamu. B crydae o6Hapy»xeHus petekra
n3nenmMs B rapaHTUHbLIA Mepuof, ero YcTpaHeHWe W OTBETCTBEHHOCTb (upmbl 3M  ESPE
OrpaHN4YMBatOTCA 3aMEHO AaHHOIO M3eNms.

OrpaHnyeHne OTBETCTBEHHOCTH

3a UCKNIOYEHMEM CUTyauuiA, NPSAMO NpPeLyCMOTPEHHbIX 3aKOHOAaTelbcTBOM, KoMnaHus 3M ESPE He
HeceT HMKaKOoW OTBETCTBEHHOCTU 3a /t06ble YObITKM 1 YLepb, BbITeKatoLwme 13 UCMO/b30BaHUA JaHHOM
npoaykumn, 6yab TO nNpsiMble, KOCBEHHbIE, YMbILI/IEHHbIE, C/yYaiiHble WX  OMNOCPefOBaHHbIE,
He3aBUCMMO OT BbLUBUHYTbIX OOBACHEHWIA, B TOM 4YUCNE rapaHTWil, KOHTPAKTOB, HEOPEXHOCTU Wn
06BEKTVBHOMW OTBETCTBEHHOCTMU.

HanmeHoBaHVe 1 agpec NPon3BoAUTENSA:

OdurumanbHbIA NPON3BOANTESb:

3M ESPE Dental Products, 2510 Conway Avenue, St. Paul MN 55144-1000, USA / «3M 3CIN3
[OeHTtan MpopakTte», 2510 KoHeelt ABeHto, CeHT-IMon, MuHHecoTa, 55144-1000, CLLA

MecTo npon3BoACTBa:
3M ESPE Dental Products, 2111 McGaw Avenue, Irvine, CA 92614, USA/ «3M 3CI3 [eHTan
MpogakTc»

YNO/THOMOYEHHbIN NpefcTaBuUTeNlb MPOU3BOANTENA MEAULIMHCKOrO U3LeNns Ha Tepputopun PO:
3A0 «3M Poccusa»

121614, r. MockBa, yn. KpbLuatckas, . 17, ctp. 3

Ten.: £7 (495) 784 7474 | dakc:=7 (495) 784 7475

AJpec 3NeKTPOHHOM NoYTbI: 3mra@mmm.com

2016-07
3M, ESPE, RelyX, Clicker, Lava and Vitrebond Toprosbie mapku komnaHun 3M / 3M Deutschland GmbH.
McnonbsytoTtes no nuueHsnn B KaHage. © 3M 2016. Bce npaBsa 3allyLLEHbI.
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MepeBog AaHHOTO TEKCTa cAenaH MHON, nepeBoguymkom KnenHesbiM BukTopom ropesnyem

MNoAMNMCH

Poccuiickasi defepaums
"opos Mocksa

[BajLaTb YeTBEepPTOro asrycTa e ThiCA4M ceMHaaLaToro roga

A, Akumos 'ne6 Bopucosmy, HoOTapuyc ropoga MoCKBbI, CBUAETeNbCTBY MOAAMHHOCT b NOAMNCH
nepesofuynka KnenHesa BukTopa Mropesuua.

Moanwnch caenaHa B MOEM NPUCY T CTBUN.

JTInyHOCTb NognucasLLero JOKYMeHT yCTaHOB/EHaA.

3aperncrpuposaHo BpeecTpe: No 3In3gn

B3bickaHO rocyfapcTBEHHON nownuHbl (no Tapudgy): 100py6.
YnnayeHo 3a oKasaHue ycayr mpaBoBOro M TeXHWUYECKOro xapakTepa:

NoAMNMUCH

CepboBas neyaTb
HoTapuyca r.MockBbl
Aknmosa I'.b

Bcero npowHypoBaHo, MPOHYMEPOBAHO
M cKkpenneHo neyaTbid M nucT(a)(oB)

HoTapuyc
noANMMNCb

Poccuiickas ®egepayus
[opog MockBa
[lBajuaTb YeTBEPTOro aBrycra AiBe ThiCAYMN CEMHAALATOr0 roja.

ne6 Bopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
b KOMWW C NPeSCTaBNEHHOTO MHe JOKYMeHTa.

nposaHo B peecTtpe: Ne
rocyfapcTeeHHoli nownuHbl (no Tapudgy): 1 O py6. 00 kon.

HO 3a OKasaHwe ycnyr npaBoBOro 1 TeXHUYECKOro XapakTepa:
py6. 00 kon.

[.6. AKumos

Bcero npoLLmTo, NpoHyMepoBaHo, CKpern/ieHo
neyaroto \ 2~ nmct(a) (0 B)

Hotap
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