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

3M

To Whom It May Concern;

© In my capacity as Regulatory Affairs Specialist, 3M ESPE Dental Products, St. Paul,
MN, USA, 1certify that the attached English version of the Instructions for Use (IFU)
for 3V ESPE’"” RclyX™ Luting Cement Kit intended for Russia, is truthful and
accurate.

iWole: 3M ESPE is responsible for ihe information contained in the English version of
the IFU. 3M Russia is responsible for the information contained in the Russian version
ofthe IFU.

Lin Ma. Ph.D., CQE Date 7

Regulatory Affairs Specialist
3M ESPE Dental Products

STA TE OF MINNESO I'A)
COUNTY OF RAMSEY )

On Ma> C>S m201 7. belore me. a Notary Public within and tor 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 owm free act and deed.

.dMJ. Sheet/, Notary Public
My Commission Expires, January 31 2020

i.ORIJ SHEETZ
Notary PoWlc
innesota

Eqi 7 2B
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ENGLISH
RelyX Luting Cement
Instruction for Use

General Information

3M ESPE RelyX Luting cement is a glass ionomer system comprised oftwo parts: a powder and a liquid.
The powder is a radioparque, fluoroaluminosilicate glass. The liquid is an aqueous solution ofa modified
polyalkenoic acid. RelyX Luting Cement provides the major benefits of glass ionomer cements -
adhesion to tooth structure, fluoride release along with additional benefits of low solubility, improved
fracture toughness and a low viscosity, non-stringy, slump-resistant mix.

RelyX Luting Cement is a self-cure system'using two dark-cure reactions to provide the improved
properties. RelyX Luting cement is radiopaque and is available ina white shade. The powder jar contains
16gm of material and the liquid bottle contains 9ml (1 Igm) of material.

Indications

RelyX Luting Cement indicates for use when luting:"

» Porcelain fused to metal crowns and bridges to tooth structure, amalgam composite or glass
ionomer core buildups

» Metal inlays, onlays or crowns

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

» Prefabricated and cast post cementation

» Orthodontic bands and appliances

¢ Porcelain fused to metal (PFM), metal, all-alumina or all-zirconia core restorations on implant
abutments

Contraindications: There is no known contraindication
Scope of use: Dentistry. Only for professional use

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. Ifallergic reaction occurs, seek medical
attention as needed, remove the product if necessary and discontinue future use ofthe product.

Contains potassium persulfate that 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 sulfate.

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 exposure to these materials. In particular,
avoid exposure to uncured product. If skin contact occurs, wash skin with soap and water. Use of
protective gloves and no-touch technique is recommended. Acrylates may penetrate commonly used
gloves. Ifproduct contact 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 information can be obtained from www.3MESPE.com or contact your local subsidiary.
Instructions for Use
Preparation

1. Remove the provisional restoration and all residual temporary cement.
2. Thoroughly clean the preparation with on oil-free pumice paste. Rinse with water and let dry.

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



Note: Do not desiccate the tooth. Desiccation of tooth structure is believed to cause post-operative
sensitivity in some individuals.

3. Pulp protection: Use a hand setting calcium hydroxide material with near exposures. Note: Use of
some tooth preparation treatments is contraindicated as their residue may adversely affect bond
strength or the setting reactions (e.g., Tubulicid Red). Contact your local 3M ESPE representative
or the 3M ESPE Customer Hotline for specific details.

4. Casting preparation: Thoroughly clean interior surfaces of cast crown, inlay or onlay.

Directions

1. Dispense powder and liquid: The standard powder/liquid ratio of 1.6:1 by weight can be obtained
by using an equal number of level scoops of powder and liquid drops. Three scoops of powder and
three drops of liquid will provide an adequate amount of material to seat one typical crown.

1.1. Shake the jar to fluffthe powder before dispensing.

1.2. Insert the scoop into the jar, overfill it with loosely packed powder and withdraw it against
the plastic leveler to remove excess powder and obtain a level scoop.

1.3. Dispense the desired number of powder scoops onto the mixing pad.
Note: The glass ionomer powders are sensitive to high humidity. Store with jar cars securely
tightened and away from high humidity. Replace cap immediately after use.

1.4, To obtain a proper liquid drop size, hold the RelyX Luting Cement liquid vial vertically with
the dropper tip down and without the tip contacting the mixing pad.

1.5. Squeeze the vial to dispense the desired number of liquid drops onto the mixing pad. Replace
cap immediately after use.

2. Mixing: Using a cement spatula, mix the powder into the liquid. To minimize water evaporation
and maximize working time, confine spatulation of the powder and liquid to a small area of the
mixing pad. All of the powder should be incorporated into the liquid within 30 seconds.

3. Working time of the standard powder/liquid ratio is at least 2.5 minutes from the start of mix at a
room temperature. Higher temperatures and vigorous spatulation will shorten working time. Lower
temperatures will lengthen working time. Note: Working time can be lengthened by using
refrigerated liquid or by mixing on a cold slab.

4. Crown placement: Load the crown by spreading a layer of the cement over all the interior surfaces
of the crown. Seat crown. Maintain pressure on crown to maintain position during setting process.

5. Clean up express. Excess material can be removed when cement reaches a waxy stage after a
minimum of 3 minutes from placement in the mouth (37°C or 98°F). Use a suitable instrument for
this process. Cement will set hard within 10 minutes after placement in the mouth.

Storage and Use
This product is designed to be stored and used at room temperature.
Values of humidity and pressure are not regulated.

Shelf life at room temperature is 24 months from the date of manufacture.
Ambient temperatures routinely higher than +27°C/80°F, or lower than +10°C/50°F may reduce shelf
life. See outer package for expiration data. Do not use after expiration date.

Glass ionomer powders are sensitive to high humidity. Store with jar caps securely tightened and away
from high humidity.

e Close Jar Lid tightly after use - Moisture Sensitive Materials.

» Use an appropriate technique that minimizes jar and scoop contact with liquid disinfectants.

» Do not refrigerate.

Transportation conditions: No special transportation condition required

Do not substitute 3M ESPE Vitremer Core Buildup/Restorative powder or liquid for RelyX Luting
Cement powder or liquid.
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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 - MMWR, December 19, 2003:52(RR-17), Centers for
Disease Control and Prevention.

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 Treatment” waste Class
B).

See the Material Safety Data Sheet (available at www.3MESPE.com or through your local subsidiary)
for additional disposal information.

Customer Information

No person is authorized to provide any information which deviates from the information 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

The outer pack (carton box) contents; 1 Powder Jar, 1Liquid Vial, 1Spoon, 2 Mixing pads, 1 Instruction
for Use.

Technical Characteristics

Mixing Time: 30 sec. (by hand); Working Time: > 1 min. 30 sec.; Setting Time < 8 min.; Film Thickness
< 25 pm; Flexural Strength > 10 MPa; Radiopacity > 1 mm Al.

Powder: 16 g (in one Jar); Liquid: 9 ml (in one Vial); Spoon: Length 8.38 £ 0.08 cm. Width 0.86 + 0.08
cm. Volume 86.85 mm”. Weight 1.34 + 0.10 g; Mixing Pad: Length 7.47 £0.15 cm. Width 6.20 £0.15
cm. Number of sheets: 60.

Composition
Powder: Silanized glass, encapsulated potassium persulfate and ascorbic acid, and white pigment.
Liquid: Methacrylates, water, tartaric acid, and BHT.

Description of packaging

Inner package; Liquid Vial (Oval Vial: Low Density Polyethylene; parameters: 1.70 + 0.04 x 2.72 +
0.04 cm. Height: 5.05 + 0.08 cm. Volume: 11.2 + 1.0 ml. Weight: 3.5 + 0.6 g. Neck Finish: 13-425. Cap
for Vial: Low Density Polyethylene; parameters: Height: 1.98 £ 0.25 cm. Thread pitch: 2.0 mm. Thread
length; 13.0 mm. Outer part diameter: 1.62 £ 0.25 cm. Outer diameter of the cap top; 4.0 £ 0.1 mm).
Glass Jar for Powder (Glass Jar: Amber glass; parameters: Height: 49.2 5 50.8 mm. Diameter: 30.5
32.3 mm. Volume: 17.0 ml. Weight: 27.0 + 1.5 g. Neck Finish: R3-24. Cap for Glass Jar; Low Density
Polyethylene; parameters: Height: 1.32 £ 0.05 cm. Outer diameter: 2.74 £ 0.05 cm. Inner diameter: 1.63
+ 0.05 cm. Thread pitch; 8 threads per 25.4 mm

Outer package: Carton box (Fiberboard; box size (LxWxH) 13.97 cm x 9.84 cm x 4.29 cm)

Labelling

Products are supplied in packaging labeled with the following information: the name and REF number;
the name and address of the manufacturer; content; LOT number; storage conditions; expiration date;
information about trademarks the name and address of EU Authorized Representative, “Caution: U.S.
Federal Law restricts this device to sale by or on the order ofa dental professional”; ISO 9917-2 standard
compliance; and symbols - Caution, refer to IFU, CE symbol, environmental packaging, recycling sign.
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Maintenance and repair
This medical device isn't subject to maintenance and repair.

Warranty

3M ESPE warrants this product to be free from detects in material and manufacture. 3M ESPE MAKES
NO OTHER  WARRANTIES. INCLUDING ANY IMPLIED WARRANTY OF
MERCHANTABILITYOR FITNESS FOR A PAR'fICULAR 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 ESPITs sole obligation shall be repair or replacement
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 as.serted,
including warranty, contract, negligence or strict liability.

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

Authorized representative on the territory of the Russian Federation:
ZAO “3M Russia"

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

+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

3mra(a>mmm.com

2016-07

3M, ESPE, RelyX, Lava, and Vitremer are trademarks of 3M or 3M Deutschland GmbH. Used under
license in Canada. © 3M 2016. All rights reserved. 34-8718-3422-1-A
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MepeBof C aHIIMIACKOTO S13blKa Ha PYCCKUIA A3bIK
LW rtat MuHHecoTa

CekpeTapb wWTaTa

AMOCTUNb
(Maarckas KoHBeHUMs OT 5 oKTsabps 1961 r.)

1. CrpaHa: CoegpHéHHble LLTatbl AmMepurkn

HacTosawmn oduymanbHbili JOKYMEHT: WVHCTPYKUMA MO NpuMeHeHUto LlemeHT gna dukcaymm
RelyX Luting B Habope

2. 6bIn1 noanmcaH Nopy k. Wvu{lorl J Sheetz)

3. BbicTynatwLueii B HoTapuyca wrarta MuHHecoTa

KauecTBe

4. cKpenJeH Nopu Ox. LWny, (Lori J Sheetz), HoTapuyca witata MuHHecoTa

neyaTblo/WiTamnom

Y poctoBepeHo

5B r. Cent-lon, wrart 6. faTa 03 mas 2017 .
MwuHHecoTa

7. CceKpeTapeM LuTata MuHHecoTa

8. 3a Neo 9488836-3

9. neyatb /U TamMn: «bonbLUasd neyarb 10, Moanucek /nognuces/
wrata MuHHecoTa * Ctvs CaiimMOH
1858» (Steve Simon)

CekpeTapb LiTaTa
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3M 3Ccn3 2510 KoHB3l ABeHIO

LeHnTan MpopgakTc CeHT-Mon, MnHHecota 55144-1000
(3M ESPE (2510 Conway Avenue
Dental Products) St. Paul, MN 55144-1000)

3M

Mo mecTy TpeboBaHWUA

B kauectBe Cneuuanncta HOpMaTMBHO-NMPaBoBOro perynuposaHunsa, 3M 3CII3 [eHTan [MpogakTc,
CeHT-lNon, MunHHecoTta, CLUA, A cBMAETENbCTBYIO, UYTO NPUNoXeHHasa VIHCTPYKLUMS N0 NPUMEHEHUIO
(IFU) Ha UemeHT ana dmkcaumm RelyX Luting B Habope Ha aHINIMACKOM NA3blKe ABNSETCA BEPHOW U
FOYHOM.

Mpumeyanne: 3M SCI3 HeceT OTBETCTBEHHOCTb 3a COAEP>KaHNe aHTIMNCKON BEPCUMN UHCT PYKLUN
no npumeHeHnto. 3M Poccusa HeceT OTBETCTBEHHOCTb 3a COAep>KaHune pyCCKON BEPCUU UHCTPYKLUN
Mo NMPUMEHEHMIO.

/nognuce/ 02 mast 2017 roga
Jinvn  Ma, [OokTtop dapmakonormn. KomneTeHTHbIN Jata

WHXKeHep Mo KauyecTBy

Cneupanncta HOPMaTUBHO-MPaABOBOr0 PerysiMpoBaHus

3M 3CIM3 AeHTtan MNpogakTc

LLITat MunHHecoTa )
Okpyr Pamcun) SS

02 mas 2017 roga JZinH Ma NnYHO 3acBMAeTeNbCTBOBa/Ia CBOE MPUCYTCTBUE nMepeao MHo. HoTapuycom
YyKasaHHOro OKpyra, MOATBEPAMB MHE MNPeAbsBleHNEM LOCTAaTOYHbIX [0Ka3aTe/bCTB, UTO OH SABNSETCH
JIMLLOM, YbUM MMEHEeM MOAMMCaH NpwiaraeMblii JOKYMEHT, U NMOATBEPAW MHE, YTO OH Mognucan ero no
CBOel COOCTBEHHOM BOJIE U COM/IAacuIO.

/nognuce/
JTopu 0. LWny, (Lori J. Sheetz), HoTapuyc
Cpok Moux nosiHoMouunii nctekaeT 31 aHBaps 2020 roga

L7Tamn: Nopu >k. Wwy (Lori J. Sheetz)
HoTapwnyc
MuHHecoTa
Cpok Moux nonHomoumnin uctekaeT 31 sHBapa 2020 roga
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PYCCKUNI

LemeHT gna dukcaynm RelyX Luting B Habope

MHCTPYKLUMA MO NPUMEHEHUIO

Ob6uwasa nHbopmaumnsa

LlemeHT gna wmkcaumm RelyX Luting npeacTaBnseT cO60M CTEK/OMOHOMEPHYH CUCTEMY,
COCTOSAILLYO M3 [ABYX 4acTeil: MOpollKa W >XUAKOCTW. B KauecTBe MNOpOLUKa WCMO/b3yeTcs
PEHTreHOKOHTPACTHOE  (PTOpa/ItOMOCUNINKATHOe CTekno. XXMAKOCTb MpeAcTaBnseT  coboi
BOAHbIA pacTBOp MOANGMMUMPOBAHHOM NOMMaNKeNongHoOn KucnoTbl. LlemeHT RelyX Luting
obecreymBaeT rnaBHble MNPenMyLLECTBA CTEK/IOMOHOMEPHbIX LEMEHTOB - afresvto K 3y06HOW
CTPYKTYpe W BblfjeNieHNne Topa B COBOKYMHOCTU C TaKUMW  [OMOSTHUTE/IbHBIMU
NnpevMyLLecTBamMn, KakK HM3Kas pPacTBOPUMOCTb, Y/ydLleHHas W3/10MOCTOMKOCTb WU He
obpasytoLLiast BOJIOKOH WIN HWUTE CMeCb, [N KOTOPOW Takke XapaKTepHa Hu3Kas BA3KOCTb U
YCTOMUYMBOCTb K yCajKe.

LlemeHT RelyX Luting - 3To camooTBepXAaroLlasacsa CUCTeMa, MCMONb3ylowas ABe peakuun
3aTBepeBaHus 6e3 BO3LENCTBUSA CBeTa C Lie/blo YYULLEHUS XapaKTepuUCTUK NpoayKTa. LiemeHT
RelyX Luting fBnAeTcA pPeHTreHOKOHTPAaCcTHbIM MaTepuasioM W npegnaraetca ¢ Genbim
OTTeHKOM. Bo diakoHe 415 nopoLuKa cofepXuTca 16 r marepuana, a Bo (ilakoHe 4718 XULAKOCTU
9 mn (11 r) matepuana.

Ha3HayeHMe / NOKa3aHMA K MPUMEHEHMWIO

LlemeHT gna ukcauum RelyX Luting B Habope npegHasHauveH

o Ana  dmkcaumm  (apgopoBO-META/I/INYECKMX KOPOHOK W MOCTOB K 3ybaMm, amasibrame,
KOMMO3MTY 1 BOCCTAHOB/IEHHOM CTEK/IOMOHOMEPHOW OCHOBE

» InA ukKcaumm MeTa/I/IMYeCKUX BKIALOK, HaKNaLoK UM KOPOHOK

* lna dmkcaunm LEeNbHOUVPKOHMEBBIX WU LENbHOUTHOMUHNEBBLIX KOPOHOK, Hanpumep, 3M
ESPE Lava nnm Procera AllCeram

*Ana gumkcaunn LWTNGHTOB

» [Ina dmkcaumm opTOLOHTUYECKMX KOJEL, 1 annapaToB

» CoefiMHEHUA METa/INIOKepaMNYeeKnx, MeTaUI/IMYeCKUX pecTaBpaunii ¢ LeNbHOaTFOMUHNEBBIM
W Ue/TbHOLMPKOHMEBBLIM Kapkacom ¢ abaTMeHTaMu UMM/IaHTaToB.

MpoTuBonokasaHusa: He BbIAB/EHbI

O6nacTb npumeHeHus CTomaTosorus. TonbKO AN NPOJECcCOHaNbLHON0 MCMob30BaHUS.

MHbopmayna o mepax NpefjoCTOPOXHOCTU A1 NalNeHTOB

[JaHHbIli NPOAYKT COAEPXWT BELLECTBA, CMOCO6GHbIE BbI3BaTb &TIEPrUYECKYI0 peakLuuio Y
onpejeneHHbIX UL NpU MonajaHun Ha KoXy. He wncnonb3yiTe [faHHbIA MPOAYKT [AN1S
NnauveHToB, WMELINX  W3BECTHble  C/yYan  assieprmm  Ha  akpunatel. B cnydvae
NPOLO/HKUTENIbHOIN0 KOHTaKTa MNpofyKTa C MArKMMU TKaHAMW POTOBOWM MOSIOCTM MPOMOWTE
nonocTb 6ONbLUIMM  KOAMYECTBOM BOAbl. [pyM  BO3HMKHOBEHWMM  &/INIEPrMYECKON  peakumm
obpatuTecb 3a COOTBETCTBYHOLLEA MeAMLMHCKOA MNOMOLLbIO, MpPU HEOoBXOAMMOCTWU ypanute
NPOLYKT M He UCMNOMb3YITe ero B Aa/ibHEeLLIEM.

B npogykTe codepXXuTcs nepcynb(aT Kams, KOTOPbI MOXET BbI3BaTb a/lIepruyecKyto
peakumio. MepcynbdaT Kamsa MOXKET CApPOBOLMPOBaTb PECMMPaTOPHYH  a/lIepruyecKyto
peakuuio y OnpefeneHHbIX Nuy.  3TOT NPOAYKT He c/fefyeT MPUMEHATb Jvuam ¢
NOATBEPXAEHHON YyBETBUTE/IbHOCTbIO K Cy/b(MTam Mo MpuyvHe BEPOSATHOW MepeKpECTHON
peakuun ¢ rnepcybaTomM Kanms.
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MHpopmayumsa o mepax NpefgoCTOPOXHOCTW LIS CTOMATONOTMYECKOro nepcoHana:

[aHHbIAi  NpPOAYKT COAEPXXUT BELLECTBa, CMOCOOHble BbI3BATb a//IEPrUYECKYHO Peakumio Y
onpejeneHHbIX vy, NPy nonagaHnm Ha Koxy. YUTobbl CHU3UTbL PUCK PasBUTUA aslieprnyeckom
peakuun, CcBeauTe K MUHMMYMY BpPeEMsSi KOHTaKTa C 3TUMM MaTtepuvanamu. B yacTHocTw,
n3beranTe KOHTaKTa C He3aTBepAeBLUMM NPOAYKTOM. [pu nonagaHMM Ha KOXHble MOKPOBbI
NPOMOINTe MX 06U/IbHBIM KOIMYECTBOM BOAbl C MbI/IOM. PeKOMeHAyeTcs paboTaTb B 3alUTHbIX
nepyaTtkax M TeM CaMbiM MWHMMU3NPOBATb HEMNOCPEACTBEHHbIA KOHTAKT C afre3vBoM.
AKpunatbl MOTyT TMPOHMKATb CKBO3b O00bIYHblE MeAVMUMHCKME MepyaTkKu. Ecnm  npogykT
nonagaeT Ha NepyaTKu, CHUMUTE UX U BbIOPOCLTE, MOC/Ie Yero He3aMeA/IMTE/TbHO BbIMOTE PyKM
BOAOM C MbUIOM W HafeHbTe HOBble MNepyaTky. [py MNOSABAEHUW anNepruyeckon peakumm
obpaTuUTeCh 3a COOTBETCTBYHOLLEA MEANLMHCKON MOMOLLbIO.

Macnopta 6e3onacHocTn MaTepuanos- (MSDS) komnaHunm 3M ESPE MOXHO NOMyyuuTb C
Bebcaita www.31VIESPE.corn nnm B MeCTHOM MpeLCcTaBUTENbCTBE.

NHCTpYKUNUN MO NPUMEHEHUIO
[TogrotoBka
1 ¥Ypanute BPeMEHHYIO NIOMOY 1 OCTATKN BPEMEHHOIO LieMeHTa.
2. TwaTenbHO OTNpenapvpynTe Mo/OCTb MeM30BOM MacTo He CcofepXkalleid macna.
MpomoiiTe BOAOW Y BbICYLUUTE.
3ameuanue: He nepecywmsainte 3y6. CuuTaeTcs, 4TO nepecylumBaHue 3yb6a MOXeT
BbI3BaTb MOC/IE0NEPALNOHHYIO YYBCTBUTE/IbHOCTL Y HEKOTOPbLIX MauVeHTOoB.
3. 3awmta nynbnbl: Mpyv 06HaXKEHMM My/bMbl UCNOML3YNTE MNPOYHYIO MNPOKNALKY U3
rMOPOKCUAA KaslbLUS.
3ameyaHue: He pekomeHAyeTCAa WCMONb30BaHWE HEKOTOPbIX MpenaparoB (Hanpumep,
Tubulicid Red), T.K. MX 0OCTaTOK MOXEeT OTpULATE/IbHO MOBANATL Ha CWUIY afresvm u
peakumio nonumepusaummn. ObpatmTecb K MeCcTHOMY npefctasutento 3M ESPE wm B
Mropadyo nnHuio ana kKameHtos 3M ESPE 3a KOHKPETHbIMU geTansamu.
4. MoparoTtoBka npotesa: TLWATENLHO OYMCTUTE BHYTPEHHME MOBEPXHOCTU KOPOHKW, BKIALKU
WV HaKagKu.

OCHOBHbIE 3Tanbl
1 [o3npoBkKa nopowika W >xunakoctn: CTaH4apTHOE COOTHOLLEHWE MOPOLUKA W XUAKOCTU

16:1 MOXHO no/yunTb, ecnn 6paTb paBHOE KOJINYECTBO MOJIHbIX MEPHbIX JIOKEeYeK

nopoluka (6e3 Bepxa) W Karefb >XWMAKOCTW. [ONsi yCTaHOBKM 1 00bIYHOM KOPOHKMU

[OCTATOYHO B3ATb 3 MEPHbIe JIOXKEUKN NopoLLKa (6e3 Bepxa) U TPU Kanam XnLKocTw.

1.1. BcTpsAXHUTE (hakoH, YT06bI B30MTb MOPOLLOK Mepes NpuMeHeHNeM.

1.2. BBeauTe MepHYH JIOXKEeUKYy BO ()I1akOH C MOPOLUKOM, HarofHWUTe eé C BepxXoMm
CbinyuyMM (He cCreXxaBLUMMCS) MOPOLKOM W CHUMUTE  M30bITOK  MOPOLLIKA
NnaacTMaccoBbIM LUMaTeNIeM, 4T0bObl MO/ly4UTb POBHO OfHY MEPHYI JIOXKEUKY
NopoLLKa.

1.3. Tlonoxute Heo6XOAMMOE KOJIMYECTBO JIOXKEYEeK TMopowiKa Ha O/1I0KHOT 414
3ameLLVBaHuA.
3ameuaHue: CTEK/IOMOHOMEPHbIE MOPOLLKM YYyBCTBUTE/IbHbI K BbICOKON BIAXHOCTW.
XpaHuTe (IaKoHbl C 3TMMM MOPOLUKaMW MJI0THO 3aKPbITbIMA N B CyXOM MeCTe.
3aBepHUTE KPbILWIKY HEMEAJ/IEHHO MOC/1E MUCMO/Ib30BaHMSA.

14. Ana nonydeHUs COOTBETCTBYHIOLLLEr0o pasmepa Karam, cnegyet yaepXusatb (PriakoH ¢
XUAKOCTbIO ans gmkcaumn RelyX Luting B BepTUKa/ibHOM MOSIOXEHUWN Kane/lbHULEN
BHU3, N N36eratb KOHTaKTa 0TBEPCTUA KanesibHYLbI C 6/TOKHOTOM [/1 3aMeLLMBaHuS.

15. HapaBute Ha (hakoH, 4TOObl BblgaBUTL HEOOXOAMMOE KOMMYECTBO Kareb Ha
6/10KHOT N5 3aMeLllnBaHNA. 3aBEPHUTE KPbILLIKY HEMELJ/IEHHO MOC/1e UCMO0/b30BaHNS.
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2. CmewwmBaHue: LLnatenem gns uemeHTa BHECUTe MOPOLUOK B XMUAKOCTb. A8 TOro, YTobbl
ncnapeHne ObII0 MUHUMA/IbHBIM, & BPEMS WCMO/Ib30BAHUSA CMeCU MaKCUMa/IbHbIM,
orpaHmybTe 061acTb CMELUMBAHUA MOPOLLKA M XMUAKOCTU MasibiM AnaMeTpoM. MopoLlok
Heo0X0ANMO BHECTU B XXMUAKOCTb B TeveHe 30 CeKyHA.

3. Bpemsa paboTbl nacTbl, NPWUroTOB/IEHHONO B CTaHZAPTHOW MpoMopuUUK MOopoLKa W
XXMOKOCTU, COCTaB/sieT He MeHee 2,5 MUMHYT C MOMEHTa CMeLUMBaHWA pacTBopa npu
KOMHaTHON TemnepaType. Bonee BbicOKas Temnepatypa W 3HePruyHoe CMeLLMBaHUe
COKpaTAT Bpemsi paboTbl. bBonee HM3Kas TemnepaTypa nMpogauT Bpems paboTbl.
3ameyaHue: Bpema paboTbl CO CMeCbl0 MOXHO YBE/IMYUTbL, ECMIN  UCMO/b30BaThb
OXNAKAEHHYIO XXMAKOCTb WK CMELLMBATbL MOPOLLUOK M XXULKOCTb Ha XO/I04HOM MIacTUHKe.

4. YcTaHOBKa KOPOHKW: HaHecuTe C€noii LeMeHTa Ha BCHO BHYTPEHHIOK 4acTb KOPOHKM.
MocTaBbTe KOPOHKY. HafaBuTe Ha KOPOHKY, YT0ObI OHa 3apnKcMpoBasiach.

5. CHATMe 136bITKa UemMeHTa. M36bITOK MaTepyasia MOXHO yAa/InTb, KOrfa LEeMeHT CTaHeT
BOCK006pasHbIM MUHUMYM 4Yepe3 3 MUHYTbI NOC/e YCTaHOBKM KOPOHKM (Mpu TemnepaType
nonoctn prta 37°C wwm 98°F). [Ona aToii npoueaypbl MCNOAb3YATE MOAXOASILLNIA
WHCTPYMeHT. LlemMeHT 3aTBepfeeT B TedeHue 10 MUHYT nocne MnOMeLeHUs B POTOBYHO
nosoCTb.

XpaHeHNe N Ucnosib3oBaHue

[JaHHbI NpoAyKT NpeAHa3HayYeH A/1s1 UCMO/Ib30BaHWS Y XPaHEHMS NPY KOMHATHOW TemnepaTtype.
3HaueHUs1 BNaXXHOCTU U [aB/IEHUSI He PerflaMeHTMPYHTCS.

CpoK rogHocTun MpU KOMHATHOW TemnepaType cocTaBnseT 24 mecaua, ¢ AaTbl U3rOTOB/IEHUS.
Temnepatypa oKpyXatoLlein cpefbl Bbie +27°C/80°F nnmn Hke +10°C/50°F MOXeT coKpaTUTb
CPOK rofHoCTW. [laTa MWCTeYeHUss CPoKa rOAHOCTM YyKa3aHa Ha HapyXXHOW ynakoBke. He
MCMo/Mb30BaTh MOC/e UCTEYEHUSA CPOKa MOAHOCTMU.

CTeK/I0MOHOMEPHbIE MOPOLLKM YYBCTBUTE/IbHbI K BbICOKOA B@XKHOCTU. XpaHuTe (PlakoHbl C

3TUMM MOPOLLUKaMM MMOTHO 3aKPbITbIMW, BAA/IN OT MECT C MOBbILLEHHOM B/IAXKHOCTbHO.

* [locne ncnonb3oBaHMA NNOTHO 3aKpbiBaiTe KPbIWKU Ha hiakoHax - BAaro4yBCTBUTESIbHbIN
mMaTepuas.

e CnepyliTe e00TBETCTBYHOLUENA METOAMKE, MO3BOMIAIOLIEA CBECTU K MUHUMYMY KOHTaKT
(hnakoHa 1N MEPHO NOXEUKN C XUAKMU Ae3NHDULNPYIOLUMIM BELLLECTBAMN.

* He oxnaxpaiiTe.

Ycnosusa TpaHcnoptuposku. Ocobble YC/I0BUSA TPAHCMNOPTUPOBKY He TpebytoTcs.

He mncnonb3yiite N1oMOGMPOBOYHbIA MaTepuan/pecTaBpayoHHbIA MOPOLLOK WM XUAKOCTb 3M
ESPE Vitremer BMecTO UeMeHTa gna dmkcaummn RelyX B XXMAKOM vnm NOPOLLKOBOM BUJE.

OuucTka u gesnHpekLnn

Je3nHpnumpyinTe NPoOAYKT MNOCPeACTBOM [Ae3VH(EKLNOHHbBIX Mpouesyp MPOMEXYTOUHOro
YPOBHA  (KMAKWIA  KOHTAKT), COrflacHo pekomeHgaumam LleHtpa no KoHTponto 3a
3aboneBaemMocTbld M AMepuKkaHcko — CTomaTonormyeckor — Accoumaummn.  TMpaBuna
MHgekumoHHoro KoHTtpona B Ctomatonornyecknx KnuHukax, Tom 52, Homep RR-17, a Takxke
LleHTpa no KoHTponto v MNpegoTepatleHno 3a601eBaeMoCTH.

YTununsauynsa

YTumzaumsa  yNnakoBKWU/COAEPXKMUMOro  JO/DKHA  OCYLLECTBNATLCA B COOTBETCTBUM €
MECTHbIMWU/PernoHabHbIMU/HaALNOHaNbHBIMU/MEXAYHAPOLHBbIMU TPeboBaHUAMMU.
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MeguuMHCKMe  U3aennus  AO/MKHbl - YTUAM3NPOBATbCA  MECTHbIMK - MYy6/MYHO-NPaBOBbLIMM
opraHusaumsamu B cootseTcTBUM ¢ CaHlMnH 2.1.7.2790-10 «CaHuUTapHO-3NNLEMNONOTNYECKINE
TpeboBaHMA K 06paLleHnIo C MeAULMHCKUMM OTX04aMmU» Knacc 0TX040B b).

[OnoNHUTENbHY0 WMHGOPMauMio no yTuamsaymm npogyKTa CM. B nacropte 6e30MacHoOCTH
MaTepuasia (MOXXHO HaliTh Ha cante www ..'IMI",SPI'..corn nnm B MeCTHOM hununane.

MHpopMaunsa gna nokynartens
3anpellaeTcs  nNpegocTaBNATb  MHOPMAaLMIO, KOTopas  OT/MyaeTcs  OT  MHdopmaumu,
9 A coepykaLleiica B 4aHHOW MHCTPYKLMK.

BHumaHue: T[lpojaxa U unCNoNb30BaHWe [AaHHOrO MpoAyKTa orpaHudeHa defepasibHbIM
3akoHo.m CLLUA v pa3peLleHa To/IbKO CTOMATOo/10ram.

KoOMMNNeKTHOCTb NOCTaBKMU

B HapyXHyl0 ynakoBKy (KapTOHHYH KOPOOKY) YyMakoBaHbl: (pNakOH C MOPOLLUKOM - 1 Wi,
(bNaKkoH C XXMAKOCTbIO - 1 LT, MepHas /lokeuka - 1 WT, 6/I0KHOTbI 415 3aMeLLvMBaHusA - 2 LT,
VMHCTPYKUMSA MO NPUMEHEHWNIO - 1 LT,

TexHuyeckasa cneymndpmkayms

Bpems 3amelumBaHuns: 30 ceKyHA (py4HbIM cnocobom); Pabouee Bpems: > Imhh 30 ceK; Bpems
3aTBepfeBaHMA < 8 MWHYT; TonwmHa cnoa <25 MKwm; [MpodHocTb Ha m3rnbé > 10 Mna;
PeHTreHoKoHTpacTHOCTL > 1 MM Al

Mopowok: 16 r (B ogHOM hnakoHe); XKugkocTb: 9 M (B ogHOM (hnakoHe); MepHas noxeuka:
AnvHa 8.38 + 0,08 cm, wwupuHa 0,86 £ 0,08 cm, o6bem 86,85 mm\ macca 1,34 + 0,10 r; BNOKHOT
4nsa 3ameluvBaHunA: gnvHa 7,47 £0,15 cm, wnpuHa 6,20 £0,15 cm, KonMYecTso SIMCTOYKOB: 60.

CocTaB

IMopoLLOK: CTEK/TIO CUMAHN3MPOBAHHOE, NepcynbgaTt Kanmsa U ackopobmHoBas KMUC/I0Ta B Karcysax
1 6esbIA NMUTMEHT.

YKnAKoCTb: MeTakpunatbl, BOAa, BUHHAsA KUCI0Ta 1 6y TUATMLPOKCUTONYOS.

CeepfeHnsa 06 ynakoBkKe

BHYTpeHHsA ynakoBka: (h1akoH AN XXUAKOCTU (p1akoH 0BasIbHON (hOPMbI: MOMMNITUEH HU3KOW
naoTHocTK; napameTpbl: 1,70 £ 0.04 x 2,72 + 0,04 cm, BbicoTa: 5,05 + 0,08 cm, obbem: 11,2 +
1,0 mn, macca: 3,5 + 0,6 r, TMn ropnbiwka: 13-425. Kpblwka ¢rakoHa Ana XULKOCTU:
NOSIM3TUNEH HU3KOW MJIOTHOCTKM; napameTpbl: BbicoTa: 1,98 + 0,25 cm, war pesbbbl: 2,0 MM,
ANnHa pesbbbl: 13,0 MM, AnamMeTp BHewHed 4Yactm: 1,62 + 0,25 cM, BHELWHWA [uaMeTp
BEPXYLWIKN Kpblwku: 4,0 £ 0,1 mMm), nakoH [1a nopowka (lakoH: KOPWYHEBOE CTEKIO;
napameTpbl: BbicoTa: 49,2 50,8 mm, avameTtp: 30,5 32,3 MM, 06bem: 17,0 mn, macca: 27,0 +
15 r. Tun ropnbiwka: R3-24. Kpbllka iakoHa A8 nopoLwlka: NonnaTWUAeH HU3KOM MA0THOCTY;
napaveTpbl: Bbicota: 1.32 + 0,05 cm, BHewHuin auvameTp: 2,74 + 0,05 cM, BHYTPeHHWI
AnameTp: 1,63 + 0,05 cm, war pe3bbbl: 8 BUTKOB Ha 25,4 M.

Hapy)kHast ynakoBKa: KapTOHHas Kopobka ((hMbpoBbIA KapTOH; pasmep Kopobku (OxXLUxB )
13,97 cm X 9,84 cm x 4,29 cm)

CBefleHNs 0 MapKUpoOBKe

W3genna noctaBnsOTCA B YNaKoOBKe C MapKMPOBKOW, COAepXKallei cnefyroLyo NHGopMaLmio:
HaMMeHOBaHVe U34eNns U HOMep MO KaTasiory; HasBaHue W ajpec Mpou3BOAUTENS; COLePXMMOe
YNaKoBKW; KO NapTUW; YC/IOBUA XPaHeHWUs; CPOK Mo4HOCTU; UH(OopMauusa 0 TOProebIX Mapkax u
HasBaHVe 1 agpec YnosiHOMo4yeHHoro npeacrtasutensa B EC; «BHumaHume: [Mpogaka faHHOro
ToBapa orpaHudeHa ®egepasibHbiM 3akoHom CLUA v paspewleHa TO/IbKO CTOMATO/I0ram»;
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cooTBeTCcTBMe cTaHgapty ISO 9917-2; v cumBonbl - BHuMaHue, cmoTpmuTe WHCTPYKUMIO MO
NPUMEHEHWIO, CO0TBETCTBUSA TpeboBaHnAM CE, nHdpopmauma 06 ynakoBke, 3HaK nepepaboTku.

TexHn4yeckoe 06Cl'|y)KI/IBaHVIe N PpeEMOHT
[laHHOoe MeMLMHCKOe U3fenne He NoANeXNT TEXHUYECKOMY 06C/TY)KUBAHUIO 1 PEMOHTY.

MFapaHTMHbIE 06593aTeNnbCTBA

Komnanna 3M ESPE rapaHTWpyeT OTCYTCTBME B 3TOM WU3LeNnM [Ae(eKTOB, CBA3aHHbIX C
MUCXO4HbIMM MaTepuasiaMnm N MNpPou3BOACTBEHHbIM npoueccom. KOMMAHWA 3M ESPE HE
OAET  HUKAKUX [OPYTUX TAPAHTUWA, BKJ/KOYAA TMOAPA3YMEBAEMbIE
FTAPAHTUW MPUTOAQHOCTU U3LENNA ONA MPOLAXWM JIMBO K NCMNOJIb3OBAHUIO
C OMPEAENEHHOW UENbKO. MMonb3oBaTenb HeceT OTBETCTBEHHOCTb 3a onpegfeneHue
NMPUroAHOCTN AAHHOI0 WM3LeNnsA K WCMOIb30BaHMIO B COOTBETCTBUM C ero (Mnosib30Baresns)
3afayamun. B cnyvae obHapyXeHUs gedeKTa U3fenns B rapaHTUAHBIA Nepuog ero ycTpaHeHue u
OTBETCTBEHHOCTb (prpMbl 3M ESPE orpaHMunBaloTCcs 3aMeHOM aHHOro usgenus.

OrpaqueHme OTBETCTBEHHOCTU

3a MCKMOYeHMEM cuTyauuid, NpAMO MpefyCMOTPeHHbIX 3aKOHOAATEeNIbCTBOM, KomnaHus 3M
ESPE He HeceT HMKaKOW OTBETCTBEHHOCTWU 3a J/il06ble YObITKM W yuiep6b, BbiTeKatoLive Wu3
NCro/Mb30BaHUA JAHHOW MPOoAyKLUMK, Byab TO NPsMble, KOCBEHHbIE, YMbILLIEHHbIE, C/yYaliHble
WM OMoCPefoBaHHbIe, HEe3aBMCUMO OT BbIABUHYTbIX OOBSACHEHWA, B TOM 4uC/ie FapaHTuii,
KOHTPaKTOB, HEOGPEXXHOCTU UM 06bEKTUMBHON OTBETCTBEHHOCTMW.

HanmeHoBaHWe U agpec Npou3BOANTENS;
3M ESPE Dental Products, 2510 Conway Avenue, St. Paul MN 55144-1000, USA / «3M 3CIM3
[OeHtan MpogakTtc», 2510 KoHeein ABeHto, CeHT-IMNon, MuHHecoTa, 55144-1000, CLUA

YMNONHOMOYEHHbIN npeacTtaBuUTENDb nponssoanTensa MeaAUUWNHCKOTIO nspgennsa Ha
Tepputopun Pd:

3akpbIToe akuMoHepHoe 06uecTBO «3M Poccusa» (BAO «3M Poccus»)

121614, r. Mocksa, yn. Kpbinatckas, 4. 17, ctp. 3

len.: +7 (495) 784 7474 | ®akc;+7 (495) 784 7475

Ajpec 3M1eKTPOHHOM MoyTbl: 3mra@mmm.com

©

2016-07

3M, ESPE, RelyX, Lava n Vitremer aBnswTcA ToprosbiMn Mapkamy Komnanun 3M wnnm 3M
Deutschland GmbH. Mcnonb3ytoTca no nvueH3nn, BbigaHHon B KaHage. © 3M 2016. Bce npasa
3alUNLLEHbI. 34-8718-3422-1-A

MepeBOL C aHINUIACKOTO fA3blka Ha.pyCCKWUI A3blK BbINONHEH MNepeBOAYMKOM DapdopoBCKOM
AnuHo EBreHbesHoi
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Poccuitickaa degepayms
"opog Mocksa
[BeHaguaToe Mast e ThiCAYM CEMHAALATOro roga

A, Abybukeposa PaBung PaBunbeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYH
BEPHOCTb KOMWUU C NpeACcTaBNeHHON MHe MHCTPYKLuK no npuMeHeHnto RelyXLuting Cement.

Mpu 3TOM CBMAETENbCTBYH MOAAMHHOCTbL MNOAMMUCK MepeBoAuYMka PapdopoBCKOi
ANNHbI EBreHbeBHbI.

Mognuck cpenaHa B MOEM MPUCYTCTBUU. JIMYHOCTbL MeEpPeBOJYMKA YCTAaHOB/EHa,
[,eecrnocobHOCTb NMPOBEPeHa.

3aperncTpuposaHo BpeecTpe: Ne 3'H /1 5"
OCyfapCTBEHHONM nownHbl (no Tapudy): 100 pybneir + 60py6nein,
pKasaHue ycnyr npaBoBoro

xapakTepa® 200 py6neii + 300 pybnei.

P.P. Aby6bukeposa

(MHUUWaNbI, hamunua HoTapuyca)

\NQCKGI/ .
Bcero .
MPOHYMEW&B CHLLIET™,,,
HOTAPWY
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