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2510 Conway Avenue
St Paul, MN 55144-1000

To Whom It May Concern:

In my 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
3M ESPE Vitremer™ Core Buildup/Restorative intended for Russia, is truthful and
accurate.

/5 7
Ll 1a M. Stark, M S. Date
Regulatory Affairs Specialist
3M ESPE Dental Products

STATE OF MINNESOTA)
COUNTY OF RAMSEY )

On March 2017, before me, a Notary Public within and for said county, personally
appeared Idalia M. Stark, 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.

>heetz, Notary Public
tmission Expires, January 31 020

LOWJIS»«ETZN ~
Notoiy Public
Minnokota
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SMESPE

VITREMER™ CORE BUILUP/RESTORATIVE

General Information

The Vitremer core buildup/restorative system, manufactured by 3M ESPE, is comprised of shaded
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amount of material for most core buildups. Using a separate mix for each restoration to be placed
is recommended. Shake the jar to fluffthe powder before dispensing. Insert the scoop into die jar,
overfill it with loosely packed powder and withdraw it against the plastic leveler to remove excess
powder and obtain a level scoop. Dispense the desired number of powder scoops onto the mixing
pad. To best obtain a proper liquid drop size, hold the Vitrcmer liquid vial vertically with the
dropper tip down and without the tip contacting the mixing pad. Squeeze the vial to dispense the
desired number of liquid drops onto the mixing pad.

Notes;

* The glass ionomer powders are sensitive to high humidity. Store with jar caps securely tightened
and away fix>mhigh humidity.

*» The glass ionomer liquid is light sensitive. Protect it from ambient light by dispensing just prior
to use and replacing vial cap immediately after dispensing.

10. Mixing. Using a cement spatula, mix the powder into the liquid. All of the powder should be
incorporated into the liquid within 4S seconds. Working time of the standard powder/liquid ratio
is 3 minutes from the start o f mix at a room temperature. Higher temperatures will shorten working
time. Lower temperatures will lengthen working time. Back load a delivery tip by pressing it over
the mixed glass ionomer, insert piston flush with the back of the tip and place tip into a 3M ESPE
dispenser.

11. Placement. Placement of the material in a dry field is recommended. Syringe the mixed glass
ionomer into the cavity keeping the syringe tip immersed in the material to minimize air
entrapment. Contour the restoration using a plastic matrix or appropriate placement instrument.
For core buildups, syringe the glass ionomer into undercut areas, around pins, around posts and
fill the preparation. Condensing the glass ionomer with a damp cotton pledget held with a cotton
pliers rather than using a metal plugger can prevent incorporating surface voids in the material.

12. Curing. Light cure the glass ionomer by exposing its entire surface area to 40 seconds of
visible light fix>ma 3M ESPE curing unit or other dental visible light curing unit of comparable
intensity. The maximum depth of material for light curing should not exceed 2 mm. For core
buildups where a metal matrix band has been placed, light cure the glass ionomer from the occlusal
for 40 seconds.

Self cure set time is 4 minutes from the start of mix at oral cavity temperature. For core
buildups, any soft axial areas may be light cured or allowed to self cure following matrix removal.

13. Finishing. Immediately after curing, the glass ionomer restoration can be contoured using
conventional rotary instruments under water spray. The Sof-Lex™ disc system, manufactured by
3M ESPE, used wet emd Sof-Lex strips, manufactured for 3M ESPE, are recommended for
polishing. Immediately after curing, the glass ionomer core buildup can be prepared using
conventional rotary instruments with water spray.

Notes:

» The prepared glass ionomer core buildup is compatible with conventional impressioning
materials.

* The prepared glass ionomer core buildup should be kept wet with saliva or lubricated to prevent
bonding to chemical-cure provisionals.
* The prepared glass ionomer core buildup will not bond with temporary luting cements.

Pages of7
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MonoXmTe HeoOGXOAMMOE KOMMUYECTBO NOXEK MOPOLLKA Ha G/IOKHOT N8 CMeLUMBaHUs. UTOObI
MONYUYUTb Kamna HYXHOro pasmepa, [epXute (NakoH C XWAKOCTbO B BepPTUKa/bHOM
MONMOXEHMN, He KacasCb MOBEPXHOCTM NYHKWU, U KamnHWTe OAHY Kanak pacTBopa B NYHKY A/
cMelLmBaHus. HapgaBute Ha My3blpéK, YTOObl BblAaBUTb HEOGXOAMMOE KOMMYECTBO Karmesb Ha
ONOKHOT AN CMELLVBaHUS.

MMpumeyaHns:

* CTEK/IOMOHOMEpPHbIE MOPOLLKK YYBCTBUTE/IbHbI K BbICOKOI BNaXKHOCTMW. XpaHuTte ny3bIipbKu C
STUMK NOPOLLUKaMK NMMIOTHO 3aKPbITbIMA N B CyXOM MECTE.

* )XUKOCTb CTEK/IOMOHOMEPA SIBNSETCS CBETOUYBCTBMTE/IbHON. 3allyilaiTe eé oT BO3/eiCTBIS
CBETa, OTKpbIBasi HEMOCPeACTBEHHO Mepef MCMoMb30BaHWEM W HEMEASIEHHO 3aKpbluas (h1akoH
KPbILLEYKOV Nnocne B3STWS XUAKOCTH.

10. CmewmBaHve. LLnatenem Ana LemeHTa BHECUTE MOPOLLOK B >XMUAKOCTb. Becb MOpoLUOK
[O/MKeH OblTb 3aMellaH B XWAKOCTb B TeuveHue 45 cek. CraHAapTHOe Bpems CMeLUvBaHuA
MOPOLLKA WM XWUAKOCTWM COCTaBNAeT 3 MWHYTbl MOCNe Hayana CMeLUMBaHWSA NPY KOMHATHOM
Temnepatype. Mcnonb3oBaHWe Matepuana npu 6osiee BbICOKMX TemnepaTypax YMeHbluaeT
pabounin nepuof,. bonee HWU3Kas Temnepatypa NPOAANT BPeMsi paboTbl. 3ano/IHUTE CMELLIAHHbIM
CTEK/IOOHOMEPOM  PacrpefeNnTeNlbHbI  HAKOHEYHWK, MpUXaB ero BepXHUM TOpLEBbIM
OTBEpPCTUEM K MNOATOTOBNEHHOM CMecu, 3aTeM BCTaBbTe B 3TO )K€ OTBEPCTME MOPLUEHb W
noAcoeAnHnTe HaKOHeYHUK K go3atopy «3M ESPE».

11. HaHeceHve. MaTtepuan peKoMeHAYyeTCs HaHOCUTbL Ha CyXoe onepaunoHHoe none. BbLiasuTe
CMeCb CTEeKNOMOHOMEpa W3 Ao3atopa B MOMOCTb, MNOrpy)Kad HaKOHEYHUK [o3aTopa
HeNnocpeACTBEHHO B MaTepuas, 4Tobbl M30eXaTb MOMNafjaHWs B Hero My3blpbKOB BO3AyXa.
OKOHTYpUuTe NIOMOY C MOMOLLBIO M1aCTMACCOBOM MAaTPULLbl UM MOAXOAALLErO UHCTPYMEHTA
TUna wrondgepa-rnagunkn. Ona HapawmBaHna 3yOHON TKaHW BblUABUTE CTEK/IOMOHOMEpP W3
[03aTopa Ha NOBEPXHOCTU CPEe30B M BOKPYT LUTUQTOB M CTEPXKHEN, MOCe Yero 3arnosiHUTe UM
nonocTb. MOBEPXHOCTHLIX MYCTOT B MaTepuase MOXHO M36exaTb MyTemM KOHAEHCUPOBaHUSA
CTEK/IOMOHOMepA CbIPbIM X/10MKOBbIM TaMMOHOM, YAEPXUBAEMOr0 MIOCKOrybuammn 13 x/ornka.
He cneflyeT NpuMeHATL MeTa/IINYECKME MOMOTOUKM.

12. O6paboTKa. NpoBeanTe CBETOOONYUEHNE BCEM MOBEPXHOCTM CTEK/IOMOHOMEPA B TeveHne 40
CeK ¢ nomoubto otononumepmnsatopa «3M ESPE», BbiMyckaemoro KomnaHuen «3M ESPE»,
WA WHOTO YCTPOWCTBA CBETOOTBEPXKAEHUA C UCTOYHWKOM BUAUMOrO CBeTa COMOCTaBUMONWA
MHTEHCUBHOCTW. MakcumanbHas rnybuHa MaTepuana, MOABEPraemMoro CBeTo06paboTKe, He
[O/MKHA npesbiwarb 2 MMm. [Mpy HapawmBaHuM yacTu 3y6a, rge yctaHOB/iEHa MeTal/inyeckas
maTpuua, CTEeK/IOMOHOMep cnefyeT (hoTonoAuMMepun3oBaTb B TedeHWe 40 CeK CO CTOPOHbI
)KeBaTeNlbHOM MOBEPXHOCTW. Bpemsi camMOOTBEPXKAEHMS Npu  Temnepatype MNonocTv pra
cocTtaBnseT 4 MWH. OT Hayasna 3amewmBaHus. [Mpu HapawmBaHuWM 3yOGHOW TKaHW O6ble
HeOTBePXKAEHHbIE y4acTKM MO ocu 3yba nocne ypaneHus MaTpuubl MOXXHO MOABEPrHYTb
(hoTOMONIMMEPU3ALLMN NN MOLOXKAATL UX CaMOOTBEPXKAEHUS.

13. O6paboTka. Cpasy ke nocne ¢GoTonoANMepU3aLM NIOMOY MOXHO OKOHTYPUTb C MNOMOLLbHO
00bIYHbIX  CTOMATONOMMYECKMX  POTALMOHHBIX WMHCTPYMEHTOB C  BOASHbIM  CTPYWHbIM
OXNnakaeHneM. [ns NONMPOBKM PeKOMeHAyeTcs MpUMEHeHMEe KomnnekTa auckoB Sof-Lex,
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MepeBOfd LAHHOTO TeKCTa CAenaH MHOR, nepeBoA4YMKOM MamMefoBbIM TUMYPOM
[xaBaHWMpoBMYEM BN HA X NTeNnbCcTBO ; Noe820081864 BhifaH otgeneHmem YO M C no
CraBpononbckomy kpat o 1 04.10.2012 roga.

NoAMCh

Poccuitickaa defepayms
fopog Mocksa

[BajyuaTs BOCbMOro MapTa ABe ThiCAYM CEMHAALATOrO roga

[ Axkvnmos Cne6 BopucosmY, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYO MOANMHHOCT b NOANMUCH
nepesoguymka Mamegosa Tumypa [>kaBaHLW MpoBUYa.

Moanunch caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTb NOANMCABLIEro JOKYMEHT YyCTAaHOB/EHA.

3aperucTpupoBaHo BpeecTpe: No 2~ A 'Y 'fAoUO

B3blcKkaHO rocyfapcTBeHHOW nownunHbl (No Tapudgy): 100 pyb.

YnnayeHo 3a oKa3aHue yc/nyr npaBoBOro U TeXHWYECKOro xapakTepa:

MOAMWCh

I".B.~1Kumno
fepboBas nevyartb
HoTapuyca r.Mocksbl
AkumoBa l.b

Bcero npowHypoBaHo, NPOHYMepOBaHO
N ckpenneHo neyaTbto _[2__nucT (a)(oB.)

HoTapuyc
noarnmchb

Poccuiickas ®epepayus
["opog MockBa
[BaguaTs BOCLMOro MapTa fiBe ThICAUYM CEMHAALATOrO rofa.

AxumoB 'ne6 bopucosuy, HoTapuyc ropoga MockBbl, CBULETENLCTBYHO
BELLOCTb KOMUM C NpefCcTaBNeHHOro MHe nepesofa.

ACTpUpoOBaHO B peecTpe: No ¢ i
AB31*KaHO rocyfapCcTBeHHol NownHel (no Tapudy): /A py6- 00 Kon.

m5"aueHo 3a 0KasaHue ycnyr npaBoBOro M TEXHUYECKOro XapakTepa:
py6. 00 kon.

I.6. Akumos

Bcero npownTo, NpOHyMepoBaHO, CKPenIeHo
neyatbto 20 nuct(a) (o B)

HoTapuyc
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