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Directions for Use

For dental use only

Uniclip Plastic Dental Root-Canal Posts in individual packs

Manufactured by:

Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Ballaigues,
Switzerland, Tel: +41(0)21 843-97 66, Fa\: +41(0) 21 843-9293

Description

Photos

Composition

Indication for use
Contraindications
Precautions

Adverse reactions
Step-by-step instructions

. Removing apd replacement
10. Disinfection, cleaning and sterilization
11. Transportation

12. Storage and shelf life

13. Environmental requirements
14. Conditions of use

15. Disposal

16. Manufacturer's warranties
17. Authorized Representative

©o0oNO A WN R

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM



1 Description
The Uniclip posts are plastic non-sterile dental endodontic posts for single use.

Post No./Size 108 208 308 no 210 310
Initial diameter 0.8 0.8 0.8 10 10 10
(mm)
Head length 5 55 6 5 55 6
(mm)
Body length 7.46 9.2 u 7.6 9.3 n
(mm)
Color white yellow red blue green black
T: o

o

t

CcM

108 208 308 110 210 310

Pack size:
Uniclip plastic posts in individual packs x 100 pcs.; sizes 108, 208, 308, 110, 210, 310.

2. Photos

Uniclip plastic posts; sizes from left to right:
108, 208, 308, no, 210, 310

3. Composition
Plastic - polystyrene PS (PG-33).

4. Indication for use
The Uniclip posts are used for coronal reconstruction of the root filled tooth.

5. Contraindications
None.
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6. Precautions

The post must be cleaned with alcohol before insertion in the canal.

7. Adverse reactions

No adverse reactions have been reported.

8. Step-by-step instructions

o g R
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Choose the correct root post by placing the
transparent drawing (with full size outlines of
the different sized root posts) over the
radiograph. Note the color of the indicated post
and select a drill set of the same color. The
length of the tapered section of the root canal
should be 2/3 of the total length. For curved
canals, select a root post with a tapered section
no longer than the straight section of the
coronal portion of the canal.

Phase 1 Preparatory drilling

Using the special penetration drill (REF C
0212), work at low speed (800-1200 rpm) but
high torque. The full length of the cutting
section should penetrate the canal.

Intermediate drilling

if necessary, use the special precalibrating drill
(REF C 0214). This drill is correct for all
lengths of root post with a diameter of 1 mm at
the tip.

Phase 2 Precision drilling

Prepare the canal to its final size using the
special calibrating drill. Employ the same
method as for the special penetration drill. The
finished preparation will be 0.2 mm longer
than the root post, which will prevent over-
stressing during tightening.
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Phase 3 Inserting the plastic burn-out post
Try each root post in its correctly sized canal,
but without pushing in completely. The
position of the tapered section of the root post
should correspond to the final position of the
cutting section of the precision calibrating drill.
Push the root post in completely. You are now
ready for the final test before taking the
impression.

Phase 4 Before taking the impression

Check that the heads of all posts cannot
interfere with each other during insertion. The
impression tray must not touch the head of the
post at any time.

Phase 5 Taking the impression

Inject the impression material into the retention
boxes and around the posts, covering them
completely.

Phase 6 Trying in the post before luting

Cut a flat all the way along the post, extending
it by a groove running under the base and
along the side of the retaining box. This allows
excess cement to escape and ensure perfect
sealing of the built up tooth.

Reconstruction



9. Removing and replacement
These procedures are not suitable for plastic posts.

10.

Disinfection, cleaning and sterilization

Foreword: For hygiene and sanitary safety purposes, all products and accessories must be
cleaned, disinfected and sterilized before each usage to prevent any contamination. This
concerns the first use as well as the subsequent ones.

General recommendations:

Use only disinfecting solutions which are approved for their efficacy and in accordance
with the DFU of the disinfecting solution manufacturer. For all metal instruments, it is
recommended to use anticorrosion disinfecting and cleaning agents.

For your own safety, please wear personal protective equipment (gloves, glasses, mask).

The user is responsible for the sterility of the product for the first cycle and each further
usage as well as for the usage of damaged or dirty instruments where applicable after
sterilization.

The appearance of defects such as cracks, deformations (bent, twisted), corrosion, loss of
color coding or marking, indicates that the devices are not able to fulfill the intended use
with the required safety level.

Use quality water in accordance with local regulations especially for the last rinsing step
or with a washer-disinfector.

Step-by-step procedure for sterilization of Uniclip posts;

Operation Operating mode Warning
DISINFECTION Immersion in NaOCl Do not wuse disinfecting solutions

solution (at least 2.5%) containing phenol or any products which
during 5 min at room are not compatible with the Uniclip
temperature. posts.

11.Transportation

No special transportation conditions are required, The devices should be transported according
to the rules applicable to each transport mode.

12 .Storage and shelf life

The shelf life is unlimited.

No special storage conditions are required.

Keep away from direct sunlight.

After sterilization, keep devices in sterilization pouches in a dry and clean environment.
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13. Environmental requirements
The product does not have an adverse impact on the environment during its life cycle.

14.Conditions of use
Use at: +10 - +35. The devices are not subject to repair. No special maintenance is required.

15. Disposal
Dispose in accordance with the local regulations and the policies and procedures ofyour medical
facility.

16. Manufacturer's warranties

The manufacturer is not responsible and shall not indemnify for any possible damage or
accidents caused by:
e Use of instruments unrelated to the system and instruments which can affect normal

operation.
e Failure to follow the instructions for use.
The user is responsible for testing of materials for fitness and use for any purpose not expressly

specified in the instructions!
For product quality issues, please contact the Authorized Manufacturer's Representative.

17. Authorized Representative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.

MAILLEFER INSTRUMENTS HOLDING Sari

Gregory THOMAS
RA Associate
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IMal?lnnecbop ucTpymenTe Xonaur (Maillefor Instruments Holding) u oro dounnansl (tToprosns S.ar l., NponasogcToo

SIEE Sari)
Aoy Beprep 3, CH-1338 banar Ten. +41 (0)21 843 92 92

info@dentsplymailiefer com
LiBeiiuapus dakc +41 (0)21843 92 93

www.dentsplymaillefer.com

NHCTpYyKLUnA

Anv npiiMCiieiiiisi tonbKo B cromarono!un

LT Tl cTOMaTosiornvyeckne angokananouble Lniclip
NNacTUKOBbIE

NMponssoacTtea KoOMNaHUu

Maiilefer Instruments Holding* Sari (Pentsply Mailletcr), Chemin du Verger, 3, CTM 338,
Ballaigues, Switzerland / Malktnedep Wwucrpymenre Xonnuw Capn (AcuTcunai
Mawnnnegep), Weeriyapun, len.: +41{0)21 843-97 66, dakc; +41{0) 21 843-9293

OnucaHune
doTorpaduu
CocTas
lMoka3aHus
11poTHBOHOKAa3aHHS
Mepbl NpesocTopPoXHOCTU
Mo6o4Hble 3hPeKTbI
Mowarosas UHCTPYKLMUA
MeToAbl 1 yCNnoBUA CTepuIMsaLmn
. YcnoBumA TpaHCHOP'TUPOBKH
11 YcnoBuA XpaHeHUs, CPOK FOAHOCT U
12. pefoBaHuMA K OXpaHe OKpYy>alolLlel cpeipbl
13 YcnoBua akcniyartauum
14. YTunmnsauyunsa
15. MapaHTUM NPON3BOAUNTENSA
16. YNONHOMOYEHHbIN NpeacTaBUTESNb
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1. OnHcaHHC
WTndTel Pniclip - 3T0 3HA0A0HTMYECKME NNACTUKOBbIE 04HOPa30Bble HECTEPU/IbHbIE LWUTUMTHI.

W3ngT/pasmep 108 208 308 %) 210 310
HauvanbHbIi 0.8 0.8 0.8 10 10 10
anametp (Mm)
OnnHa 5 55 6 5 55 6
rofioBkn (MMm)
OnuHa 7.46 9.2 n 7.6 9.3 n
paboyem 4acTu
(Mm)
UgeT 6enblii xen'nsi KpacHbli CUHNIA 3e/eHbIin YyepHbIi

T
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08 208 308 110 210 310

dopmbl BblIMycKa:

1 WrndTel Uniclip nnacTukoBblie B 0TAeNbHbIX ynakoBkax no 100 wT.; pasmepsbl 108. 208. .308.
110.210. 310.

2. Habop HiTug't'os lniclip 0,8 mm Scl; pa3BepTKM HeHeTpauMMOHHble cheynanbHblie (Special
Penciraiion Drill) - 3 wT.. pa3BepTkN Ka-TUOBPOBOUHbLIE crieymanbHble (Special Calibrating Drill)
- 3 HIT, maHgpcnb (Mandrel) - 1 wT. wtudTel Uniclip nnactukosbie - 120 wr.,

3. Habop wTudToB Uniclip 1 mm Set: pazBepTKn nNeHcTpauMoHubIe creymellbHble (Special
Penetration Drill) - 3 wT., pasBepTKM KannbpoBoUHble cneymnanbHble (Special Calibrating Drill)
- 3 WT.. pazBepTKa npekannbpoBoyHasa cneymansHasa (Special Precalibrating Drill) - 1wT..
maHgpcnb (Mandrel) - 1 wT.. wtndTel Wniclip nnacrnkosble - 120 wT.

NpnHagnexwuoc ru:

1 Pa3BepTKa neHeTpauuoHHasa cneunanbHasa (Special Penetration Drill) ana wtudToB Unimetric
n Uniclip ctanbHaa B ynakoBkax HO 6 wT. n no 100 wT.; pasMmepbl 008. 108. 208, 308. 110. 210.
310.

2. Pa3BepTka KanubpoBoyHaa cneunanbHasa (Special Calibration Drill) gua wrndTos Unimctric
n Uniclip cTanbHas B ynakoBkax HO 6 wT.: pasmepbl 008. 108. 208. 308. 110. 210. 310.

3. PasBepTka npekanubpoBoyHasa cneuynanbHas (Special Precalibrating Drill) gna [uTudgTos
Unimelric n Uniclip cTanbHaa B ynakoBKax HO 6 LT,

4. MaHgpcnb (Mandrel) gna wtudTos lniclip nnactnkoBas B ynakoBKax no 5 wr.

2. ®orolpacun

WTudgTel Uniclip nnactukoBble; pa3mepbl
cnesa - Hanpaso: 108,208.308. 110.210.310
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3. Cocran
Ionncrepen.
HIPHIBCLICHIOCTH IBLOTOBICHD! W3 HeRaRCIONei crazut. Manapeis m3roronicHa n3
HOABCTEPRINAL,

4, lMoxasauus.
Wy Uniclip  Henoas3viores  JUI8 BOCCTAHORICHNC  KOponkosoii  wacrn  3vda ¢
SAULIOMOHPOBANIIBIM KAHLIOM.

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



5. ripoiMnonokasauns
blcT.

6. Mepbl NPeAoCTOPOXXHOCTMW.

Mepen BHeeenuem B KaHas, WTURT cregyeT 06paboTatb CNUPTOM.

7. Mob60oYHble a(hheKTbl.
11e BbLIABMEHO.

8. lNowaroBas MHCTPYKLUA.

° &
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MopbepnTe noaxoAswmnii INTHHT. [lanoxus
npo3payHbIii MakeT (C peasibHbIM MaclITabom
WTU(HTOB pa3HPUX pasMepoB) Hag NPULENbHbIM
CHUMKOM. OTMmeTbTe  LUBET  BblGpaHHOro
WwTugTa ” BbIGCPU'TC pasBep'TKy TOro xe
useta. [nvMHa. Ha  KOTOpyl  cnegyeTt
pa3pabaTbiBaTb KaHan, A0/KHA COCTaBNATb 2/3
OT o6weir ero pAgauHel, li cnyyae ¢
NUCKPUBEHMbIMU KaHanamu. cnepyet
BblOMpaTh WTUPT HO A/IMHe pa3paboTaHHO!'o
KaHella. KOTopas He [O/hKHa MNpeBbINWTb
NPsIMOM y4aCTOK KOPOHKOBOW 4acTu KaHana,

®a3za | [penBapuTenbHaa pa3paboTka
Kanana

WcHo. Mazyii'Te ClleHnanmlyto NeHCTPaHUOHHYHO
paslioprk>' (Rf'J- C' 0212). pabwas Ha HU3KKX
obopo'tax  (800-1200 06/MWH), HO nNpu
BbICOKOM TOpKe. KaHan HeobxoAnMo
paspaboTaTb Ha MOAHYK AAWHY pabodeii
4yacTu pasBepTKMU.

MpomexyTouyHas pa3pabo ika kanana

Kcnn HeobxoAumo. NCMonb3yTe
CHEHMA/IbHYI0 HPCKa/IHOPOBOYHYIO pPa3BepTKy
(RHI- C 0214). Takasa pa3sBepTka NOAXOoAMT K
wTndtam 60  AAWHBLI € /LLIaMCTPOM
Konyuka B 1 mm.
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®asza 2 npeuii/ll0llnadl pazpaboTka kKaHana
Paspaborali'le kaucb3 [0 OKOHYaTeNbHOrO
pasmepa. NCNonb3ysA CHEHHa/bHYI0
KannbpoBOYHYI0 pa3BepTKy. PaboTaliTe Takum
e o06pa3oM, Kak UM € KaImbpoBaHHOM
pa3BepTKoii. OKOHYaTeNbHO pa3paboTaHHbIi
KaHa3 6ygeT Ha 0.2 MM A/IMHHee, YeM LUTUT,
4YTO MpefoTBPaTU I MepeHanpskeHWe MNpu
hukcaHuu.

dasa 3 BBegeHue wTudTa H3 6E330/IbHON
H/lae3maechl

MpunacyiiTe KaxAallH WTngT B
COOTBercreylllemM KaHane, Ho 6e3 MOSIHOro
ero BBeAeHUs. [10N0XeHNE BHY/IPUKOPUEBOIA
yacTm  WTUTAa [O/DKHO  COOTBC3'CTBOBATH
OKOHYaTeNlbHOMY MOMOXEHUIO paboyein vacTu
KaTMBPOBOYHOIA pas3BepTKU. MonHOCTHLI0
BeeanTe HIL()T B KaHan. 1'cnepb Bbl FOTOBbI K
nocsefHemy Tec Ty nepef CHATUEM OTTUCKOB.

<Va3a 1 Mepep cHA rHem oinicKoii
y6eantecb B TOM. 4YTO nMpu  BBEAEHUN
HITUQ'TOLL UX FONOBKM He 6yayT MewaTb Apyr
ApYry. B no6om cnydae, OTTUCKHAA /IOXKKa He
[0/MKHA KacaTbCA FO/I0BOK LITU(TOB.

("a3a 5 CHH rHe oi rHekoB

BeeanTte OTTUCKMOM mMaTepuan B
peTeHLMOHHbIe KOMNAaykKN M BOKPYr WTU('10B.
HOMTHOC'TbIO NEPEKPbIB UX.



®'nnx 6 MpunacoBka nNNU(TOB nepeq
hunkealwer|

BbipexxbTe  MNJIOCKOCTb  BAONb  WTUMDTA,
NPOAO/HKNTE ee KaHaBKOW nog ei'o OCHOBOW U
BAO/Mb OGOKOBOW CTOPOHbl  PETEHLWOHHOrO
Kosnayka. 3TO MO3BOUT BbIATU M3ULLIKaM
LemeHTa n ybeauTe A B OT/IMYHOM Mocaake
pecTaBpauuu.

Pecraspauyunu
MpoBeanTe  pecTaBpauuio  TPaAULMOHHBLIM
cnoco6om.

0, MeToabl 1 ycnonusa ctepmuansaunm

Meegenne: B uenax )UrveHbl W CaHUTAPHOW 6GC30HACHOCTU W3LENNA U HPUHAAIEXHOCTU
[JO/MKHbI  6bITb  OYMLLEHbI, NPOAE3VHAOUUMPOBAHbI M HPOCTEPUIN30BaHbI MNepes  KaxXablM
NCMOMb30BaHNEM [A/1 MpPeAoTBpallenus 3apaeHus. OTO KacaeTcsa KaK MepBoro, TakK U
nocneayoLWero Ucnoib3oBaHus.

O6wune pekomengaumn:

Wcnonb3yliTe TONbKO Je3vHpuunpyowmne pacTBopbl C NoATBEPXAEHHO
3(PheKTUBHOCTLIO N B COOTBETCTBUWN C UHCTPYKLUUAMMU MO MPUMEHEHUIO, COCTABNEHHbLIMU
nponssoauTenemM Ae3vHpuUuMpylowero pactsopa. [Ana o06paboTku  MeTanMyeckux
1wicl'pymcHTOL1T pekomeHa\e'l'Ca mMcnonb3oBan. aHTMKoppo3uoLnae ae3vngH!nlpylouwme
M oyHwWwallluve paesBopbl.

/0 Bawer 6e30nacHOCTW HajgeBaliTe cpeAcTBa MNepcoOHasibHOW 3awuTbl (MepyaTKy,
0YKW, MaCKW).

Monb3oBaTeNlb HeceT OTBETCTBEHHOCTb 3a CTepU/bLHOCTL 060pyJoBaHUA BO Bpems
NMepBoro HWKIa W TMpU  KaXKAOM MocnefyroweM  Menosib3oBamMuMH, a Takxke 3a
WCHO.3b30BaHHEe NoBpPeXAeHHbIX nm 3arpsA3HeHHbIX NnerpymMeHTOB nocne
crepunmsaHnu.

]loasncHuc  pasnuy[lbix AetekToB, Hanpumep rpewmH. gedopmaumun  (M3rmbos,
WUCKPWUBMEHW), KOPPO3UMX, BbIUBETaHUA LBETOBOMW KOAMPOBKU WM MapKUPOBKMW,
ABNSETCA [MOKa3aTeNneM TOro, 4TO YCTpoicTBa 60nee HC MOryT l'apaHTMpoOBaTb
Hagexawmnii ypoBeHb 6e30NacHOCTY NpY MPUMEHEHUN MO HA3HAYEHUIO.

Ncnonb3yiiTe BOAY, KauecTBO KOTOPOW COOTME'!'C3'Bye'T MECTHbIM HOpPMaMm, 0COBEHHO, Ha
nane nocnegHein MpPOMbIBKU  wan  ncllon{.30BaHnn  MotoLWe-Ae3UHPUHMP)OLWero
060pyA0BaHUSA.

rioiuat OBasi MHCTpYKLUUA gnuv crepn.w3aumn mnndos Uniclip;
Mpoueaypa Ye.ToBUH VpegynpexaeHnH
OJESNHPEKUWA Nmmepcuns B pacTBope 1le  HCHOMb3YA'TC  Ae3VHKEKHMOHMNbIE

NaOC'l (He meHee 25%) B pacTBopbl cofepxauime GEHON WK
'|'eueHmne 5 wMuH npu Tpyruve ITClHecTBa. Henogxogawme And
KoM natnOii TemllepaType. wTtugTos Uniclip.
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_Momaroas BHCTPY RGN LIS CTEPIAIIEIRNUL IPIIILLICRNIOCTCRH:

Ipoueaypa : Yeaonuy
Anrovantieekas o PasMeCTHTS UeIns B
OMHCTR 18 MOIOIC- JOTRC, TIOIC TUBKC 10
JCIMBBBIBPYIONeM rowreitepe, wrodn

| oBopyosamie 1130CIRATL KOWTAK 1A
MO Y
HECTPYMCHTAMI,
o locrasnre nx 8
MO
ACtuduips e
, OOOPY, OB e
Menee 3 sy upi 90
“C)

] Pyuias wo e Pusmecrire wiwnns u
VILTPWIBYROBS | JOTRS, HOACTABRE 1101
T OUNCTRS KORTCHECPR. 41001
H3OCKATH KON TR 12
MO, T
S EPA NS TAMI.
e llorpysuie s
ACBUBeRTUIONIILI
PAC TBOP 1B YICTAITHME
cBolfcraasn,
. HCNO. 13V AL SIPY
) BOSMOKHOC L,
A HSTPRE3RY KOBY 10O
VHHCTRY,

i !

| fponsinka o OONIBIAS TIPOMLIBRG
(e Menee ).

1
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Hpeynpesienns
BriGpocste Bee HBCTPYMCNTsI ¢
ARHLIMH M 3BAUHTCIBILIMA
HOBPCA ICHHAMH (CTROMASIILIC,
H3OTINTRIC HICPCKPYICHHLIC).
Hpn oveiennss YIIakosoR
HadoPa. HOJICTABOK W11
KOUTCHHCPOB B MOIOINLC-
ACsmpnimpyIonwee
OOOPYWOBAIIC 1 IONYeRaiiTe
KOWTAKTI MCAIY
HICTPYMCITANG,

Coaes v iire HHCTPYKIHM 3
COOOITTC YRS
HPOIBBO,BITS AR OTHOCHTCALIK
ROHICH FPAILIT (CM. TARGRY
ODILHE PCROMCILKULEH ).
Henoasyitre 1oa6Ko
0;100PCIHOS MOIOULE-
AC3HignnupyonIce
odopylosanne,
COOTBCTCTBYIONCS CTAILIAPTY
EN SO 15883, peryaspuo
olcy wnBaiire B kaamdpyiire
ero. L o
T e rpyMenax ne S kHno
OLITH BIUDILIN 3arpssncitiii.
Bripociree BeC HHCTPYMORTH ¢
ABULIMIT IE SHAUITC L HBIAMI
HOBPLA ICHISND (CIOMMIRLIL,
301103 ULIC H HCPERPY SCHNLIC).
Coe,vITe MICTPYRILIM 1
COOILINITIC VRO
HPONSBOUFTCHN OTHOCH ICILHO
KOHICITEPINNG (€A TARKS
OOHLIE PCRONMCILR I ),

Jlesungnstupyonuii pactsop e

JOLTARCH COACPRNTE CIC/ V0NN
B HOIOPUB KOPPO33OL:

WAL ICTILIOR, 3 LAKRE - 1.0
TPIOTAHORMHNOR, )
Henoansyiire Bosy. Raueerso
KOTOPOLIT COUTBCICIBY LT
AMCCTTIBIM HOPMEM.

et B, W A py oy
PAC LBOPE COSWPARITICH
HHPUOHTOP KOPPOSHH, TO
PCROMCILTVCTCA UPOMBIBATL

]

|




MHcnekums

YnakoBKa

Ctepunnsauus

1lpoBcpbTC n3pgenusa n
yfanuTe usgenus c
fehekTamu,
CobepuTe n3genus
(ecnu NpnMeHNMO).

PasmecTtuTe nsgenuns B
NOTKe, NoAcTaBKe Wn
KOHTelHepe, 4TOObI
n3bexxaTb KOT aKTa
mMexay uncTpymeHramm
N ynakymnTe B NakeT
[ANa cTEpUNU3aLnm.

1lapoBasa cTepunnsayms
npn 134 °C B TeyeHwue
18 mun.
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WHCTPYMEHTbI NCUOCPeACTBEeLLI0
nepes aBTOK/1aBMpOBaHME. M.
BbicywinTe fia ogHopa3oBoii
HETKaHOW maTepum unm ¢

M0 M0 1HBIO cywinnbHOM MalnHbI
6o (UNbTPOBAHHOIO CXAaTOro
BO34yXa.
3arps3HeHHble UHCTPYMEHTbI
noanexatT HOLITTOPHOM OUMCTKE Y
Ae3nHpekymun.

BbI6GPOCL'TC MHCTPYMEHTHI C
BUANMBbIMW AethopMaLmsamn
(n3rnbamu, NCKpPUBIEHUAMM),
nospexgeHnamu (ckonamu,
cnefjaMy KOppo3un) umm
dedekTamn (BblLBeTaHUEM
LBETOBOM KOANPOBKU UK
MapPKMPOBKMN). BAHAO1UM.MU HA
HpOLWIOCTb. 6e30HACHOETb UK
O)HkumonansllocTb
WHCTPYMEHTA.

N3beraiiTe KOHTaKTa .mexay
WHCTpYMEHTaMn. PasmecTuTe
n3genusa B NOTKe, NoACTaBKe
H.'ll KOHTeWHepe.

11poBepbTC CPOK FOAHOCTU
Hakc'Ta Ana crepunusaymn.
Ncnonb3yiTe HakeTb!, KOTOpble
ycTormumwn K TemnepaType 141
°C N N3roToB/ieHbI B
cooTBeTcTBUM ¢ FiN ISO 11607.
('t |'epnnnzann!0 npoBoanTe B
COO'TBETCTBMH C MapKMPOBKOI
Ha ynakoBKe.

Wcnonb3yem Uil aBTOKNaB
[OJKeH COOTBETCTBOBATL
TpeboBaHMAM cTaHaap'ToB BN
13060 v HN 285.

11pvimMeHsli'Te NPOBEPEHHYIO
npouenypy crepuamsaumm
coi'jiaciio ctaHgapTy 1SO 17665.
06cnyXnBaHme ycTpomncTea ass
aBTOK/1aBMPOBaHUA BbIMOMHANTE
B COOTBETCTBUM C MpPOLIeAYpOiA,
onpeneneHHowm
NpPoOVU3BOANTESIEM.

11pu cTepununsaymun
[lpHnep>xmBalTTecl. TObKO OTOH
pekoMeHA0BaHHOW npoLuenypbl.
KoHTponupyite athheKTUBHOCTb
(UenocTHOCTL YNakKoBKMN.




i OTCYTCTRIIC BIAMNOCTIS,
HIMCHCHS 1BCTA HHMKATOPOB
CTCPH.NNANIL, PII3HKO- :
; XUMIUCCRIC IHTCIPAIophL, t
IEPPORLIC TICH APASICTPOB
IVIKIIOR).

o O0CCcuCunLTC BPOCICKNBACMOCT)
BACeH, CSIIIannuX BpH

e - - = . 4. Jhponepe. . S
i Xpanest voe Lloese erepiaisanun } o CrepsiniocTs e MOWKCT ObITh
! W3ACANR CIICN el ' FAPMITITPORANHA, 8 CAVHIR, ¢CIn )
| NPaHIibL 8 VIRIKOBKA OVRPBITA. HOBPCARICHA
; ' CIEPHNIRNIHOUHOT WA BIRIRHAA,
= | VIAKOBKC B CYNOM it ¢ Hposepbre ciepinsauiomsie |
HHCTOM MCCIL, VIIKOBKY I MUTUHIINICKIC

W3NS ISP, L HCHOALBORBRUAHITICM
(HCIIOCTHOCTL VIKIKOBRIL,
VTCNTCTBHE BIELKNHOCTI, CDOI\').

10.Yci 10808 TPAaHCHOPTHPORKN
CacnnuibabIe VCAORHHA APAHCHOPTIPOBKIS e PR IYENMOTPCHBI. Hiaeans  21o0mis
TRRUICHOPTHPOBATLCS B COOTBCTCTRIIE C  HIPABILIGMIL .'lcfiC'l'ls}’lOlllll.\lll UM KWK IO BB
TPRHCHOPI.

L. Ycaonus Xpanenust H CPoK 1o00¢11
CpoR Xpaiienig e erpatiiici,
Cuesimnie YCIOBHH XPARCINA UC DPCIAVEMOTICNbLL
Xpmum, BHC JIOCTVIR HPAMOPO COOHSHIIOND B
Hocowe CTCPHIIIIBATHH I3QHH CIIC T XPAUITL B8 CTCPIHTUMHOBHRIX [IIRCTAN B CYROM #
HHCTOM MCUIC.

12, TpeGoRanns K OXPANE ORPYRAIOBICH CPE,til

3 eame e oKiBmnBacT NCrarnBHOTO  Boswiicrsing  na QEPYANOINNVIO Cpe/iy 8 1poliecee
ANMNCHPOIY IR,

13. Yeaosmst HRen iy avastim
Dxewvaraums: 10 - 2350 Hywenns e nouiesar peyonty. CHRIUUILHOIO TeXITHUCCKOI 0
QOCIIVIRIBUNES HC TPeOVeTLs,

14. ¥V raoassanus

Yorsunsanns OPABOTITCH B COOIBCTCTBHIL ¢ MCCTHLIM HIKOUQRITCILCTRBOM I NPOTOROJIRNMI
ROHKRPC THHOUO MOTHTITITBCROTO M MPCRCHI,

I5.Fapanvun nponssoanyens

npUII'Hi().'I.IITL‘.'II) He NeCeT OTBCTCTBROIHHOCTE B 1HC BLINMEBMIBAC E KOMICHCHIO 33 BOIMOKRHDLIT
}'lll‘.‘pﬁ I TICCHACTHLIC CONYIAN, BLISBIITHLIY
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e HMenoansopaniem HHCTPYMCITORB, 1E OTHOCHHINXCA K CHCTEME B KOTOPbIC MOI'YT
NPEUATCTROBATL HOPMAILHOMN padoTe.
¢ HecoBmoeHHer RECTPYRIN 110 IPHMCHENIO.

OTBETCTBCHHOCTL 30 TCCTHPOBANNG  MATCPHWTE 11 ero HPUIOJUIOCTH 11 HCNOLIOBAIME A1)
OG0T HEL SBIO e YRA3IHUOL B HUCTPYKIVLL HCCCT HONBLIOBITE b

To sonpocan xauecra wiacius cacayer odpanarnes K YNo:noMoteioMy npeiacTasuTesio
HPOM3BO,THTRIA.

16. Y noauomouennniii npexcrasures,
Q00 «Jienrewnaii PY s Pd. 129090, r. Mocksa. [ IpocnesT Mipa. 2.6, ten.: +7 (495) 988-28-
(8.

Nevats: 000 Mannnedep UHCTPyMeHTS XonawHr
QOO0 Mainnedep WHCTpymMeHTE Xonawkr (Maillefer instruments Holding)
(Maillefer Instruments Holding)
YemuH ay Beprep 3 Noannce
CH-1338 Banar 'peropu TOMAC (Gregory THOMAS)
Weehuapus CreumanKcT oTAeNa HOPMaTMBHO-NPABOBOTC
peryamposaHna
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Nopof MockBa.
I[Uecnmadiicimoco (peBpanH ABe TbiCAYM NATHAALATOro roga.

A MapTbiHoBa HaTanua AHApeeBHa, BpeMenno MCnonngtoruas 0sA3anHocTy HoTapuyca
eopoga Mocksbl AkumoBa neba Mopucosuya. CBMAETENLCTBY NOAMUNOCT b MOAMUCH,
caoenavmnon nepesoavmkom Kopuesown EBreHveli BacabeBuoi B.noem npucyTcTBUN. JINYHOE,,
ee ycTaHoBeua.

3aperucTpuposaHo BpeecTpe 3aXe r> .l y

B3bickaHo no Tapudy: 100 py6.

BPNCAMOTa
qn
y

llpouiiivim(fmf~ri“m4iepoeauo n CKpeirieuo neyaTolo Y 3 :tucm(<i<)e).

BPWO HoTapuyca

/12071
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Chemtn Ou Verger 3, CH-1338 Ballaigues
Switzerland

Té1+41 (0)21843 92 92
Fax+41 (021 843 92 93

Directions for Use

For dental use only

Unimetric Titanium Posts in individual packs

Manufactured by:
Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Ballaigues,

Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

1 Description

2. Photos

3. Composition

4. Indication for use

5. Contraindications

6. Warnings

7. Precautions

8. Adverse reactions

9. Step-by-step instructions
10. Removing and replacement
11. Disinfection, cleaning and sterilization
12. Transportation

13. Storage and shelf life

14. Environmental requirements
15. Conditions of use

16. Disposal

17. Manufacturer’s warranties
18. Authorized Representative
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1. Description
The Unimetric posts are non-sterile titanium endodontic posts for single use. The Unimetric
posts are available in two diameters (0.8 or 1.0 mm) and in various sizes with a long (sizes 108L,
208L, 308L, IIOL. 210L, 310L) or a short head (sizes 008S, 108S, 208S, 308S, 1I0S, 2108,
3108).

Unimetric 0.8mm: initial diameter 0.8 mm, taper: 2.65'

LY

-]
-
Om
L]
"
-43_.2‘3“"“

sk rl ?: i
2
i
28 5 5
58 TE¢
g B
7]
008 108 208 308
Post No. 008S loss 108L 208S 208L 308S 308L
Size
Head length 2 2 25 2.25 2.85 25 3.2
(mm)
Body length 6.25 7.5 75 9.25 9.25 n 1
(mm)
Color Purple White White Yellow Yellow Red Red

Unimetric 1.0mm: initial diameter 1.0 mm. taper: 2.65'
i N

Post 110S not 210S 210L 310S 310L
Size
Head 2 25 2.25 2.85 25 3.2
length
(mm)
Body 75 75 9.25 9.25 1n 1
length
(mm)
Color Blue Blue Green Green Black 1Black

Unimetric pack size
1 Unimetric titanium posts in individual packs x 25 pcs.: diameter 0.8 mm or 1.0 mm: sizes 008S. 108S,

108L. 208S, 208L.308S. 308L.110S. 110L.210S5,210L,310S. 3I0L.
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Accessories:

1. Unimetric 0.8 mm Tray for sterilization.

2. Unimetric 1.0 mm Tray for sterilization.

2. Photos

Unimetric titanium posts with a long (upper) or & short
(lower) head. On the photo 110L (upper) and 110S
(lower), diameter 1.0mm.

Unimetric 0.8 mm Tray for sterilization

Unimetric 1.0 mm Tray for sterilization

3. Composition
Posts: Titanium DIN 3.7165.

Trays: Polyphenylene Sulfide (PPS. Ryton R4), polystyrenecover is made of Polyetherimide

(PEl, Ultem 1010).

4. Indication for use

Coronal restorations reinforced with a metallic post. Restorations on non-vital teeth requiring a

post.
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5. Contraindications
None known.,

6. Warnings
None known.

7. Precautions

The post must be cleaned with alcohol before insertion in the canal. Avoid touching the posi

with your fingers after cleaning.

8. Adverse reactions

No adverse reactions have been reported.

9. Step-by-step instructions

REF C 0212

,  REFCo214

REFC 0213

YIIATT AL To L
REF C 0215 / C215T
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Take a root post of the estimated correct size from t'
Unimetric Set and compare it with the X-ray photo. TT
ideal size is the one which, when the head is level wil
the floor of the pulp cavity, has the tip of its screw threa
2/3 down the root canal.

Choose a long or a short head, according to the fin;
level of the reconstructed tooth. Note the color of tf
root post selected, and use a drill set ofthe same color.

Using the penetration drill, work at low speed (800
1200 rpm). The full length of the cutting section shoul
penetrate the canal. The final position of the head
indicated by either of the two rings on the drill: or
representing a long head, the other a short head. Drill |
a depth which will give a suitable final position for tf
selected root post.
If necessary, use the special precalibrating drill |
precalibrate the root canal. While drilling, continue unt
a resistance is felt.

Give the canal its final size by using the precisic
calibrating drill and the same method as for ti
penetration drill. The finished hole will be 2/10 longt
than the root post, which will prevent overstressing whe
tightening.
Try each root post in its correctly sized canal, hi
without pushing in completely. Check that the heads |
all posts cannot interfere with each other durin
insertion. If any post is too high, repeat operations no
& no 4.




Fill each finished root canal with zinc oxyphosphate
cement, using a Lentulo.

Insert each root post using tweezers or the wrench. Do
not screw tight! Also, do not simply pull the wrench
clear, instead tilt sideways while maintaining the axial
pressure. Wait for the cement to harden, then remove
any excess.

10. Removing and replacement
Unimetric titanium posts could be removed or replaced if necessary. A
The procedure for removing a metal post and its replacement is a standard procedure that is
common dentist training. The removing could be carried out using ultrasonic tips, for example Start-X # 4

(Wlaillefer, Switzerland). Using of operating microscope is strongly recommended for such procedure.
General steps of the removal,

. Dentist removes crowns, inlays, old fillings and other artificial constructs.
. Dentist disrupts the cement that holds the post in the tooth using an appropriate ultrasonic tip.
. Dentist puli the post with forceps.

11. Disinfection, cleaning and sterilization
Foreword: For hygiene and sanitary safety purposes, all instruments must be cleaned,
disinfected and sterilized before each usage to prevent any contamination. This concerns the first
use as well as the subsequent ones.
General recommendations:
e Use only disinfecting solutions which are approved for their efficacy and in accordance
with the DFU of the disinfecting solution manufacturer. For all metal instruments, it is

recommended to use anticorrosion disinfecting and cleaning agents.
e For your own safety, please wear personal protective equipment (gloves, glasses, mask).

e The user is responsible for the sterility of the product for the first cycle and each further
usage as well as for the usage of damaged or dirty instruments where applicable after
sterilization.

e The appearance of defects such as cracks, deformations (bent, twisted), corrosion, loss of
color coding or marking, indicates that the devices are not able to fulfill the intended use
with the required safety level.

e Use quality water in accordance with local regulations especially for the last rinsing step
or with a washer-disinfector.

Sten-bv-steD orocedure for sterilization of implanta Ple devices (posts) and accessories:

Operation Operating mode Warning
Automated cleaning » Place the devices in a  Discard any instruments with
with washer- kit, support or container large obvious defects (broken,
disinfector to avoid any contact bent or twisted).
between instruments or ¢ Avoid any contact between
posts. instruments or posts when
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OR
Manual cleaning or
assisted by an
ultrasonic device

Rinsing

Inspection

Packaging

Pul them \nthe vsfas\\er-
d\s\T\fecloT (al \easl 5
ram al 90 ®C).

Place the devices in a
kit, support or container
to avoid any contact
between instruments or
posts.

Immerse in the
disinfecting solution
with cleaning
properties, assisted by
an ultrasonic device if
suitable.

Abundant rinsing (at
least 1 min).

Inspect devices and sort
out those with defects.
Assemble the devices
(ifapplicable).

Place the devices in a
kit, support or container
to avoid any contact
between instruments or
posts and pack the
devices in sterilization
pouches.
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p\acrag\als, supports ox
coularaex ra AewasVxet-
d\s\rvfeclor.
Follow instructions and observe
concentrations given by the
manufacturer (see also general
recommendations).
Use only approved washer-
disinfector according to EN 1SO
15883. maintain and calibrate it

No visible impurities should be
observed on the instruments.
Discard any instruments with
large obvious defects (broken,
bent or twisted).

Follow instructions and observe
concentrations given by the
manufacturer (see also general
recommendations).

The disinfecting solution should
be free of the following
corrosion inhibitors: aldehydes
and di- or triethanolamines.

Use quality water in accordance
with local regulations.

If a disinfecting solution contains
a corrosion inhibitor, it is
recommended to rinse the
instruments just before the
autoclaving.

Dry on a single use non-weaved
cloth, or with a drying machine
or filtered compressed air.

Dirty instruments must be
cleaned and disinfected again.
Discard instruments which show
any deformations (bent, twisted),
damages (broken, corroded) or
defects (loss of color coding or
marking) affecting the resistance,
the safety or the performance of
the instrument or posts.

Avoid any contact between
instruments or posts. Place the
devices in kits, supports or
containers.

Check the validity period of the
sterilization pouch.

Use packaging which are



resistant up to a temperature of
141 °C and in accordance with

EN 1SO 11607.
Sterilization Steam sterilization at The instruments, posts and the
134 °C during 18 min. plastic supports must be

sterilized according to the
packaging labeling.

Use only autoclaves according to
the requirements of EN 13060,
EN 285.

Use a validated sterilization
procedure according 1ISO 17665.
Follow the maintenance
procedure for the autoclave
device given by the
manufacturer.

Use only this recommended
sterilization procedure.

Control the efficiency
(packaging integrity, no
humidity, color change of
sterilization indicators, physico-
chemical integrators, digital
records of cycles parameters).
Ensure traceability of procedure

records.

Storage After sterilization, keep Sterility cannot be guaranteed if
devices in sterilization packaging is open, damaged or
packaging in a dry and wet.
clean environment. Check the packaging and the

medical devices before using
them (packaging integrity, no
humidity and validity period).

12. Transportation
No special transportation conditions are required. The devices should be transported according
to the rules applicable to each transport mode.

13. storage and shelf life
The shelf life is unlimited. No special storage conditions are required. After sterilization, keep
devices sealed in sterilization pouches in a dry and clean environment.

14. Environmental requirements applicable to use of product
The product does not have an adverse impact on the environment during its life cycle.

15. Conditions of use
Use at: +10 - +35. The devices are not subject to repair. No special maintenance is required.
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16. Disposal

Dispose in accordance with the local regulations and the policies and procedures of your medical
facility.

17. Manufacturer's warranties
The manufacturer is not responsible and shall not indemnify for any possible damage a
accidents caused by:

e Use of instruments unrelated to the system and instruments which can affect normal
operation.

e  Failure to follow the instructions for use.
The user is responsible for testing of materials for fitness and use for any purpose not expressly

specified in the instructions!
For product quality issues, please contact the Authorized Manufacturer's Representative.

18. Authorized Representative
Dentsply RU LLC, Prospect Mira 6, Moscow. Russia, 129090, Tel: +7 (495) 988-28-08.

MAILLEFER INSTRUMENTS HOLDING Sari

Gregory THOMAS
RA Associate
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ljifcti*P IY O O O Maiinnedep NHcTpymeHTe XonguHr (Maillefer Instrumonts Holding) n oro dounuansl (Toprosns S.a r.l, Npou3BoACTBO
AN Sari)
ny Beprep 3, CH'1338 banar len *41 (0)21 843 92 92 info@dentsplymaitlefer.com
LBeliyapus dakc +41 (0)21843 92 93 www.dentsplymaillefer.com

NHCTpyKUnSA

Onn npyuMmeHeHNsA ToNbKO M cromalOnorHH

LT Tl Unimctric TUTaHOBbIE
MpoTmopcrea KOMHaHHN
iVlaillefer Instruments Holding Sari (Dentsply Maillefer), Cheniin du Verger, 3, CH-1338,
Ballaigues, Switzerland /Maiinnegep Hiic ipymeH rc Xongunur Capn (fdeH icinaii
Maiinnegep), UlneiinapiiH, Ten.: +41(0)21 843-97 66, ®akc: +41(0) 21 843-9293

OnucaHwne

doTorpapumn

CocTaB

Mokayanusa

[MpoTmMBOMNOKa3aHUA
MpepynpexaeHus

Mepbl NpefoCcTOPOXXKHOCTH
Mo6oYHbIe 3hheKThbI

Mowarosas MHCTPYKLNA

0 MeToabl 1 ycnoBusa cTepunnsaymm
1, YcnoBma TpaHCNOPTUPOBKMU

12 YcnoBusa xpaneHus, CPOK rogHocTum
13 TpeboBaHUA K OXpaHe OKpYyXaloLlen cpegpl
14 Ycnosusa skcniyataumu

15 YTunnnsauyms

16 Tapau TMN nNpown3BoguTENs

17 YNONHOMOYEHHbI NpeacTaBUTENb

b ©®NO U RN OpR

2014
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1 Onncnunc

WrndTel Unimctric - 3TO 3HA0A0HTMYECKNE WTUDTHI, BLIHO;HICHHBIC N3 TUTaHa, O4HOPa30BTHE,
HecTepunbHble. WTuUdTel Unimetric goctynHbl B AByX AnameTtpax (0,8 wam 10 mm) wu
pas3fINyYHbIX pPa3mMepoB C ASMHHOM (pa3mepbl 108L, 208L, 308L, 110L, 210L, 310L) wwm
KOPOTKOI rofioBkoii (pasmepbl 008S, 108S, 208S. 308S. 110S, 210S, 3108S).

Unimectric 0,8mMM: HayanbHbIA anameTp 0,8 MM. KOHYCHOCTb: 2.65'

E
fEl _s 6E\| s L 0 >0 5 L o a0
- i ou - oM len con R (<]
E o e 1 E -~ d
R P
d S
b _d 8§ o 1 ™ h
Lc A tr H
008 08 208 308
T¢d 1 008S 108S 108U 208S 208U .308S .108U
pasmcpbl\,
OnvnHa 2 2 25 2.25 2,85 25 32
r0/10BKU
(MMm)
[.'wHa 6.25 75 7.5 9.25 9.25 1n 1n
OCHOBHOW
yactu (Mm)
UpeT ®duroneToBbIA  Benblii Benbliin XKentbii  Xentbii  KpacHblli  KpacHblii

Unimctric 1.0MM: HayanbHbIA gnameTp 1.0 MM. KOHYCHOCTb 2.65"
£
S LE e SL g w s |
403 U

4'h om_.
\v  cm
P H T . d
£
10 e P
N oM
=%
n )
10 210 310
"\UTTHPT nos nowu 210S 2H)L 310S 3101.
pasmcplig\.
OnuHa 2 25 2.25 2.85 25 3.2
rO/10BKU
(M)
OdnuHa 75 75 9.25 9.25 n 11
OCHOBHOIA
yactn (Mm)
I (BeT CuHWiA CuHNIA 3eneHblii 3eneHbli UepLuwii UepHblit

®opMbl BbiNycka wWTUdTOB Unimctric
l. LW tudptel Unimctric TuTaHoBble B OTAE/bHbIX ynakoBkax no 25 17.: guameTp 0,8 mm uan 1.0

\lm; pasmepbl 008S, 108S. i08l1,. 208S. 2081.. 308S. 308!.. | 10S. 110!.. 21 0S. 210!.. 310S. 3I0L.
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2. Hadop wmidron Unimetric 0.8 mm Integral Set: PASRCPTRE HCHCUPAUHOHINDA  CHCIIIAILbAS

(Special Penctration Drill) - 1 wir., passeprra aimGpososs chet;mas {Special Calibrating Drill) -
i, kmou (Wreneh) - 1 i urrndrar Unimetrie vnanossie - 20 .

3. Hadop unmdnos Unimetric 1.0 mm Integral Set: passepika HCHETPAIONHAR  CHCIALIAR
(Special Penetration Drill) - 1w, passeprka opesasmGposounan esicisinsas (Special Precalibrating
Drilly T mia. passeprka kaanGposoanas coeimainiiag {Special Calibeating Drild) - 1w, k20w
{Weench) - 1w, mrdn Unimetric nsianosue 200,

4 Hadop momdnos Unimetric 0.8 mm L wyone ipanmonnii: PIBCPIRA  GCHRT PALMOHIEAY
cnenmaabhag (Special Penetration Drill) - ) e, paskepika kaaadporosiag eneipsanniag {Special
Calibrating Drilt) - 1w, knou (Wreneh) - 1w, wrrndrnt Unimetric tsranonsie - -4 i,

5. HaGop wmuros  Unimetric 1.0 mm acmoncrpaistonsii: PABCPTRA  NENCTPAIHOIHAY
cnetscibian (Special Peneteation Drill) 1 wir., passeprka OpCRAINGpoBLINIAS CicunabHan (Special
Precalibrating Drilly - 1 v, passepika kaandposounas encimaispag (Special Calibrating Dvilly - 1w,
Ko (OWrench) - 1o, masdon Unimeteic nnasosue -1 e,

0., Hadop nringrion Unimetric 0.8 mm- Set: passepiRn 10HC TPAIBONHBIC. CUCHMILILIC {Special
Peactration Drill) - 4 wrr., pasisepren KLIMGPOBOUHIE CHHULILILIE (Special Calibrating Drill) b arr,,
gy (Wrench) - 3w, avesdrns Unimetrie imagoriie - 143 .

7. Habop wrmros Unimetric 1.0 mm Set: passepren ienet paimoninie Clieipaibiue {Special
Penctration Drill) - 3 wrr.. pasrepika npekaaudporounan cuciuaniiag (Special Precalibrating Dreill) - |
M. PAsBepPTRD. KLMGpoBsouHan cueiasian (Special Calibrating Drifl)y - 3 wir., xnoun (Wrench) - 3
. g Unimetric saranosue 120 mir.

Hpuuaaeanocrn aas yerasossn mingvos Uninetric:
I Pasneprra nexcTpaunonnan cieanansnan (Special Penctration Drill) s wrudron Unimetric »

Uniclip craannas B ynakossax no 6 wir. 1 no 100 wr.: passicps 008, 108, 208, 308, 110, 210, 310.

2. Passepria kamdposounas enenmaanuan (Special Calibration Drill) Juis merndrron Uinimetric n
Uniclip craimnan s ynasoskax no 6 mr.: passeps 008, 108, 208, 308, 110, 210, 310.

3 Passepira npekaanGposonmas coonnaanias (Special  Precalibrating Drill)  1m nTiron
U nimetric i Uniclip eraasias s yoakoskax 1o 6 uts.

4. Kaou (Wrench) cvi wrndnon Unimetric ¢ramhoit s A naKoBKax uo | e,
5 -lorok ¢ kpumkoii s crepnzssam Unimetrie 0.8 mmy Tray.,
6. -lotok ¢ kpunkoii 1 crepisain Unimetrie 1.0 mm Tray.

2. Movorpadpnu
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l-ia6op wrmdproB Unimetric 1.0 mm Set

UWMFTFIG 1 W w1 ~ . Cojsket i

Pa3BepTka nemeTpauuoHmas cneyunaabHas
(Special Penetration Drill) Ans wtngTos
Unimeiric n Uniclip c -0 0000

Pa3BepTka KCMLIOPOBOYHasA cnewuansHas
(Special Calibration Drill) gns wtudTos
Unimctric n Uniclip cTtanbHas

Pa3BepTka nNpekanMbpoBoYHasa creunanbHas
(Special Precalibraling Drill) gna wrtngTos
Uiiimetric n Uniclip cTtanbHas

Kntou (Wrencli) ;tus wry{)roB Unimetric ctanbHoM

J10TOK C KpbILWKOl Ans cTepunmsaumn Unimctric 0.8

mm Tray
1

J10TOK C KpbILWKoi gns crepunmsaumm Unimetric 10
v mm Tray
1
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3. CocTtaB
TuTaH.

4. 1lolyasanus

BoccTaHOBMEHME KOPOHKOBOM 4YacTu 3y6a, C apMUpOBaHMEM METa//IMYECKUM WITUDTOM.
PecTaBpauus AeBuUTa/IbHbIX 3y60B C MCMOMb30BaHUEM LITU(TA.

5 TlpornBonokasanus
HCU3XXXTHHbI.

6. lNpepynpex’'gennsa

1-1CH3BCCTHbI.

7. Mepbl npcgocTopo’/knocrn
Mepef BHeCEHMEM B KaHasl, WTUPT cic.TyeT obpabora'ls cnuptom, llocjic ouncTkM WwTwl)ros. He

KacalTecb UX pyKamu.

8. Mo60o4YHbIe athhcKTLE
Mo604YHbIX 3PHEKTOB He BbISIBNEHO.

9. lowaroBas MHCTPYKLMUS.

-IEI REF C 0212
n
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BosbMuTe  WTUGT HY>XHOro pasmepa u3 Habopa
| 'nimelric u NnpoBepbTe, NOAXOAUT NN OH. NPUIOXUB €ro
K MpUUenbHOMY CHUMKY. lMpeanbHbIM  pa3MepoMm
CUNTAETCA TakoW, nNpM KOTOPOM BEPXHAS rpaHuua
WTUpTa HaxoAUTCA Ha YPOBHE KPbIWW HYNbMOBO/
Kamepbl, a ero KOH4YMK Ha 2/3 Norpy>xeH B KaHas.
BbibepnTe ANUHHYIO WAM  KOPOTKYHD TOMOBKY, B
3aBUCUMOCTUM OT OKOHYaTe/IbHOrO YPOBHS pecTaBpauuu.
OTMEeTbTE UBET BbIOPAHHOIO WTUMTA M UCNONb3YHTE
Habop apunell Toro xe ugeta.

Ncnoneayiite HCHETpPaLUNOHHY0 cneymanbHyto
pa3BepTKy, paboTas Ha HM3KMX o6opoTax (800-1200
06./MVH). KaHan HeobxoAumo pa3paboTaTb Ha NOJHYHO
OAnnHY  paboueldi  vactu  gpund.  OKOH4aTesbHOe
nonoxeHme BepxHein I'paiHinbi  ronoBku  wTugTa
onpegensieTcs HO OAHOMY M3 MapPKMPOBOYUHbLIX KOJeL, Ha
pasllopTKe: MepBOe YKa3blBaeT Ha KOPO'TKYK TOJI0BKY,
BTOpOe < Ha [ANUHHYW. Pa3pabatbiBailTe KkaHan Ha
Heo6xo4MMYto iviy6HHYy. KoTopas obecneunT
noaxoaaTuce oOKo[lya'TenbHoe MNOMOXeHWe BbIGPAHHOIO
wTngpTa.



Mpn Mcob6xoaMMOCrn NCNOMb3YNTE MPCKaINbpoBOUYNYO

cneyunanbHyH pasBepTKy AN Mnepekan nbpoBKu

KOPHEBOro KaHana. ]'lpofomkaiTc pa3pabaTbiBaTb KaHal
REF C 0214 [0 Yex Mop. MoKa He LLYTW re CONPOTUBEHNE.

4 PaspacoTanu'c Kanan [0 OKOH4YaTe/NbHOro pasmepa,

Ncnonb3yss KaJim6poBOYHYH CUEHHANbHYH pPa3BepTKY,
paboTas rakum e 06pa3oM, Kak M C MeneyvypaHMOHHOIA
pa3BepTKoil. OKOHYaTesbHOE o'miopcrue 6yaeT Ha 2/10
[NNTMHHee., yeMm TIHOT. yTo npcaoreparmy
nepeHanpsbkeHne npu ukcaymu.

REF C 0213

llpumaeyiiv'e KaxgblAi WTUHPT B COOTBETCTBYHLLEM
KaHane, Ho 6e3 MOMHOro ero BBefeHUs. Yb6eguTecb B
4'OM. Y4'0 NPV BBEAEHUWN LUITUGTOB, UX FONOBKU He OyayT

REFC0215 / C215T MewaTb Apyr apyry. Wcnm kakoii-nubo wu3 mnugy'os
C/INLIKOM BbICOKMWIA, NOBFrOpUTE NynKYbl 2 1 4.

6 3anonHuTe KaK bl pa3paboTaHHbIN KaHars
oKcngocthaToM HUMKA. UCMOMb3ys KavaroHauonuTesb

l.cntLilo.
REF A 0022

7 Beeanre Kaxablli WTUGT C MOMOLLLI0 WMUHHEYA WM

Kntwo4va. He 3akpyuuBaiiTe cuabHo! Kpome roro, uc

7 MPOCrO CHUMWTE K/KOY CO HITU(TA. a Hakiousiiye ero B

CY'OpOubI. He 0CNabnAas akcMaibHOro JaBfeHWst a Hero.

REFC 0201 MopoXau re. Moka LeMcUT 3aTBepfeeT, W yjanuTe
U3NNLLIKM.

10. MeToAbl 1Yycnonus cTtepmnusaumn

BeegeHne: B uenax rurveHsl n CaHMTapHOVI 6e3omacmnocy u MHCTPYMEHT A0J/1KEH ObITb OuUMLLELL
ﬂpO,D,EBVIH(pVILI,VIpOBaH n npocTepmnansoBaH nepen KaXKabIM I/ICI'IO;[b3OBaI/IVI6M ana
HpeaoTBpawenna  3apaXeHwus. 370 KacCaeTCA KaK ficpBoro, TaK W nocnegyrouiero
ncnonb3oBaHUA.

O6buwwne pekomeHgaunu:

e Wcnonb3yiiTe  TOAbKO  AesnHuUUMpylOWwmMe  pacTBOpbl € NOAYYIOPXKAENHOM
0htheKY'MBNOCTLIO N B COOMBETCTBUM C UHC IPYKIWAMU [0 [FPMMEHEHLLO, COCYAB/ICHUBLIMU
NPOM3BOAMY-€/ICM  Ae3UHGpULMpyowero pacreopa. /1nd 06paboTKym  MeTanInMyeckunx
WHCTPY.MEHY'0B PEeKOMeHAYeTCA MCMN0/b30BaTb aM4yMKOPPO3MONHbIe Ae3nH(l)mnupytowme
N oynwiaroLme pacTeopsbl.

e [ina Bawel 6e30nacHOCTW HajeBailTe cpeAcTBa MNEPCOHANIbHON 3awWmThbl (MepyaTky,
0YKMU, Mackn).

e llonb3oBay'c/ib Heced' OYBCTCYBCMMOCHY b 3a CUCPWU/BLIIOCTL 060PYA0BaHMA BO Bpems
MepBOlO HUKNA W NpPU  KaKAOM MOcAedylolweM WUCMONb30BaMuK, a rakxke 3a
ncnosib3oBaHmne NOBPeXAEHHbIX unM  3arps3HeHHbIX UMCrpymMemros  rnocrne
cTepuansaunm.

e [losABneHne pasnuMuHbIX AedeKToB, Hanpumep TpewwuH, gdedopmaynm (M3rno6os.,
NUCKPWUBNEHWIA), KOPPO3WUKW, BbIHBEranms LBEYOBON KOAWUPOBKU WM MapKUPOBKW.
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AaBnseTca  iioiciiBtiTCICM Toro. 4'l'o ycrpoic''sa 6onee wne Mol'yT lapanTmpoBaTb
Hagnexauwii ypoBeHb 6¢TONAacMOCTM NpU npuMeHeHMn J\o naBHa4venuio.

e lcnonbTyiiTe BOAY, KA4eCTBO KOTOPO COOTBETCTBYET MECTHbIM HOpPMaM, OCOH6EHHO, Ha
3faHe TMOoCneAHeil MPOMbIBKM WM uUcnonipoBaHMn  Motoule-ae3nH())mumnpyl0inero
o6opyoBaHuS.

Mowanias NHErpyknus AAvM CrepnnTaTl MMHAAHTNPYOHNX u3genuit {NnnugoH) u

lwmnna/lnexumnoctcll:

Mpoueaypa Ycnosus MpeaynpexaeHns
ABTOMATN'ECKas Pas.mecTUTC Usfenns B BbIGpoOCUTE BCE UHCTPYMEHTBI C
OuMCTKA B MOMOLL - no'I'Ke, NOACTaBKe WK ABHBIMW U 3HAYNTE/bHbLIMU
AE3VHPULMPYIOLLEM KOHTeliHepe, 4TOOb nospexaeHnsmMu (CIoMaHHble,
obopyAosaHue n36exaTb KOHTaKTa 30T HYTble 1 NepeKpyYeHHbIe).
MEXAy NHCTPYMEHTaMWn Mpn HOMeLEeNN yNnakoBOK
W NTruhTamm. Habopa, NoACTaBOK WK
MNocTaBbTe MX B KOHTeNHEepoB B MOHOLLLe-
Mool e- Ae3nHpuumpyto IHec
Ae3vHpuumpytouiee 060pyj0BaHNe Ne JonycKaiTe
ob6opygoBaHue(He KOHTaKTa Mexay
MeHee 5 MUHYT npu 90 WHCTPYMEHTAMMN WM WITU TaMMK.
n). CnepyiiTe UHCTPYKLMAM U
c06nlo;ianTe ykazanms
NPOV3BOANTENS OTHOCUTESIbHO
KOHLEHTpauun (CM. Takxe
ob6Lwure pekomeHgaummn).
Ncnonb3yiiTe ToNbKO
0106peHHOe MotoLLe-
fesvnuuunpytoLec
o6opyaoBaHue,
€00T-BCrCrByHoLLCe CTaHAApPTY
\'bl ISO 15883. perynspHo
06CcnyxuBanTe u KoULWGPyinTe
ero.
nnnm
PyuHas nw Pasmecl'ute nsgenvs B Ha HHC rpyMeH rax Hc 4O/IKHO
ynb'lpassykoBs NOTKe, NOACTaBKe WU 6bM-1>BUANMbIX 3arpsi3HEHWIA.
o4mcTKa KOHTeliHepe, 4TOoGbI BbIGpOCKTE BCE MHCTPYMEHTBI C

n3bexatb KOT akra
MEXY WHCTPYMeHTamu
mnn itn(])'ramn,
MorpysuTe B
[Ee3NH(CKHUOHHbIN
paeTBOp B YMCTAMLWMU

ABHbIMWU 1 3HAYNTENbHBLIMN
NOBPEXAEHMAMMN (CIOMaHHble,
N30rHYTblE N NepeKpyYeHHbIE).
CnepynTe MHCTPYKUUAM 1
cobnoganTe ykasaHus
HPOWN3BOAM |'enst OTHOCUTENIbHO

CBOMCTBaMMY, KOHLEHTpauum (CMm. Takxe
ncnonb3ysa, npu obwme pekomeHgaLmnm).
BO3MOXHOCTH, Je3nHhuLmpyoWwmin pacTsop ne
YNbTPa3ByKOBYIO [I0JKEH coaepxkaT!, crneaytoLmx
OYMNCTKY. WHWONTOPOB KOPPO3UN:
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anbernaos, a Takxe /in- U
rpu) raHo/laM1HOB.



IIpOMbiBKa

MHcnekuusa

YnakoBKa

CTtepunusanHs

O6unbHaa npomp.mka
(He meHee 1MUH).

11poBepb're MBMENHA U
YNayHTC MBMENHA C
neekTamu,
Cobepute usnenus
(ecnu NPpUMEHNMO).

iCiBMecTHTc n3nenns B
NOTKe, NOJCTAaBKC ith
KOHTeNHepe, YToObI
n3bexaTb KOHTaKTa
MeXNy UHCTPYMEHTaMu
nnn T'Tug'Tamm m
>MNakyH'Te B NakeT /A
C'TCPHMBaAHUN.

1lapoBas cTepunusalmns
npu 134 °C B TeyeHue
18 muH.
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NcHONb3YH'Te BONY, Ka4ecTBO
KOTOPOW COO0'TBE'TCTBYET
MECTHbIM HOopMam.
Ecnn B ne3anHUnpyroTCM
pacTsBope cofepxuten!
WHIMOGMTOpP KOppo3nu, To
pekoMeHAyeTCs NPOMbIBaTb
WHCTPYMEHTbI HEHOCPEACTBEHHO
nepej aBTOK/NaBUPOBAHMEM.
iShicyiiiH Tc Ha ogHopa3oBoii
HEeTKaHOW maTepuun nm ¢
NOMOLLbI CYLUIWUSIbHOM MalIUHbI
6o (UL TPOBAHHOIO CXATOro
BO34yXa.
3arpsiBHeHHbIe UHC TPyMe T bl
nognexart !!oBTOPMOWN 0UNCTKE U
Ae3nHpekumnn.
3bIGPOCPITC UHCTPYMEHTbI C
BUANMBbIMW AedopMaumsamm
(n3r'nbéamun. UCKpMBNEHNAMN),
HoBpeXxaeH nammn (cko.'iamli.
cnegamm Kopposmun) uam
fehekTam 1 (BbliTBETaH MeM
uBeToBOW KonmupoBku HAIL
MapKNUPOBKW), BAUAIOWNMN Ha
NPOYHOCTb, 6€30NacHOCTb Mn
(PYHKUMOHaNIbHOErb
_JH1C'TpymeHTa n;1n nrrugtoB™
MB6C!'alh Te KOHTaKTa MexXxay
WHCTPYMEHTaAMWN Uu
HTTU(TamMu. {pa3mecTuTe
n3genns B NOTKe. noacrali<e
NN KOHTENHEpe.
[MpoBepbTeE CPOK rogHOCTH
nakeTta gns cTCPUNMUBAHUN.
Ncnonb3yliTe nakeTbl, KOTOPbIe
yCTONUMBBLI K Temnepatype 141
°C N N3roToBJ/IeHbI B
cooTBeTcTBUM ¢ EN ISO 11607.
CTepunnsauuvio NpoBoauTe B
COOTBETCTBUM C MapKMPOBKO
Ha ynakKoBKe.
Ncnonb3yemblii aBTOK/IaB
[lO/HKEH COOTBETCTBOBATh
[peboBaHuaAM cTaHgapToB EN
13060 n 1-N 285.
11 puMeHANTe NPOBEPEHHYIO
npoueaypy CTEPUIN3ALLHT
cornacHo ctaHgapty ISO 17665.
06c.uyxmBaHuUC yc TpoiicTea ans
aBTOK/1aBUpPOBaHUA BIYHONMHANTE




B coo'njcTci'BHH ¢ npoueaypoi,
onpeaencLUomn
NPON3BOANTENEM,

11pn cTepunmsauum
npuaepXXuBanTecb TONbKO 3TOWN
pCKOMeNA0Bannoi npoueaypsbl.
KoHTponnpyinTe ahheKTUBHOCTb
(ucnoel'loeTb ynakoBKwy,
OrcyreTBHe B/IAXHOCTH,
N3MEHeHUs LBeTa MHANKATOPOB
cTepuansauunmn, MU3nKo-
XUMUYecKue VHTEerpaTopsbl,
LUMdpoBble 3aHHCK MapameTpoB
LUMKIOB).

Obecneyb Te NpocneXxmBaeMocTb
3anuceii.efenaMmHbIX npu

npoueaype.
XpaHeHuns *  riocjfe cTepunusayuu e CTepwIbHOCTb He MOXeT 6bITb
n3penns cnepyet rapaHTUPOBaHHa, B C/lyyae, ecnu
XPaHUTb B ynakoBKa OTKpbITa, NOBpexaeHa
CTEPUNN3ALMOHHO WM BNaxHas.
yNaKoBKe B CyXOM U e VpoBepb'Te CTEPUINIALHOHLYIO
YMCTOM MecTe. yMakoBKY ¥ MeAnLMHCKMe

n3genus nepes MCnonb30BaHNEM
(LeNnoCTHOCTb YNaKOBKMU,
OTCYTCTBME BNAXHOCTU, CPOK)-

11.¥YcnoBusa rpancnopTUpPoOBKU

CHeumanbinptO  ycrnoBMA  TPaHCMOPTMPOBKW  He  MPeAyCcMOTPeHbl.  M3genns  [O/KHbI
TPaHCMOPTMPOBATbLCA B COOTBETE3BHH C MNpaBuNamMy, AeNCTBYWOWMMW A8 KaX[aoro Buaa
rpaHcuopTa.

12.¥YcnoBna xpaHeHNs N CPOK rofHoe v

CpoK XpaneHus He orpaHumyeH, Crieyma.'lbHble YC/MOBUSA XpaHeHUs He npefycmoTpeHbl. locne
cTepunmsaunn mn3ngenna cnegyet XpaHuUTb 3anedyaTaHHbIMU B CTEPUAM3aLMOHHBLIX MakeTax B
CVXOM ” 4ncTtomMm MecTe.

13.TpeboBaHMA NO 3aLUM re OKpy">KalTelh cpefbl npyn paboTe ¢ U3gennem

M3penve He OKasblBaeT HCraTUMBHO[O BO3AEWCTBMSI Ha OKpyXalollyl cpedy B mnpoLecce
XM3HEHHOrO UMKna.

14.YcnoBusa 3kerEnyataumm

SkcnnyaTtauua: +10 - +35. N3genua He noganexart pemMoHTYy. CrneumanbHOro TeXHUYEecKoro
06cnyxmnBaHusa He Tpebycl'ca.
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15.YTunnsaum a

YTunnusauyms nposognTCcA B COOTBETCTBMM C MECTHbIM 3aKOHOAATE/IbCTBOM W MNPOTOKO/1aMKn
KOHKPETHOIo MegnuUnHCKOIo yypexaeHuns.

16N1'apau 'MW npoun3soaun rengd

Mpon3BoaMTeNb He HeceT OTBETCTBEHHOCTb W He BbiMN/layMBaeT KOMMEHCcALM0 3a BO3MOXHbINA
ywep6 1M HecyacTHbIe C/lyydau, Bbi3BaHHbIE:

e lcnonb3oBaHWEM WHCTPYMEHTOB, He OTHOCSALWMXCSA K CUCTEME W KOTopble MOFyT
NpenaTcTBOBaTb HOPMasibHOl pa6oTe.

e HecobnogeHMeM MHCTPYKLMN NO HPUMCHEHMUIO.

O'NIOTCTBCHHOCTb 3a TecTUpOBaHWe MaTepuana Ha ero MNPUrofHOCTb M MCMOMb30BaHWe ANs
N060o Lenun, SBHO He YKa3aHHOM B MHCTPYKL MU, HECET Mo/b30BaTe b!

Ho Bompocam kayecTBa u3fenvsi cnefyeT ob6paliaTbCAd K YMONHOMOYEHHOMY MpeacTaBUTeNto
npovn3BoAnTenNs.

17.Ynonno\toucuns[in npeacrtaBuTenb

000 wnlentcunain PY». P®. 129090, r. MockBa. MpocnekT Mupa, 4.6, Ten.. -\l (495) 988-28-
08.

Meyvatb: OO0 Maiinnecep NHcTpymeHTe XoNauHr
000 Malinnegep NHcTpyMeHTe XonauHr {Maillefer Instruments Holding)
(Maillefer Instruments Holding)
UemnH gy Beprep 3 Mognuck
CH-1338 banar 'peropn TOMAC {Gregory THOMAS)
LWeruapus CneuunanucT otgena HoOpMaTUBHO-NPaBOBOIro
perynuposaHus
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Nopog MockBa.
WecTHaguaToro (fleepa™a gBe ThicAYM NATHaLLATOrO roja.

A. MapTblHOBa HaTanua AHgpecaa/a, BpEMEHHO MCMOMHAKOWASA 06593aHHOCT U HOTapuyc
ropoga Mocksbl AknmoBa e6a bopucoBnya, CBUAETENLCTBYH NOA/IMHHOCT b NoOnuncu
chenaHHW) nepeBofunkoM KopHeBoi EBreHviein BacunbeBHOV B MOEM MPUCY TCTBUN. [///*
ee ycTaHoB/eHa.

3aperncrTpupoBaHo BpeecTpe 3aNe 3

B3bickaHo no Tapudy: UK py6.

BPWNO HoTapuyca

MpountYpad@Yw)) TAAMM(T” 1 cKpensieHo nevyaTblo

BPWNO HoTapuyca
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[f Chemin du Verger 3, CH-1338 Ballaigues Tél+41 (0)21843 92 92 info@dentspiymaillefer.com
Switzerland Fax +41 (0)21 843 92 93 www.dentsplymaillefer.com

Directions for Use

For dental use only

Radix-Anker-Standard and Radix-Anker-Long Titanium Posts in
individual packs

Manufactured by:

Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Ballaigues,
Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

Description

Photos

Composition

Indication for use
Contraindications

Warnings

Precautions

Adverse reactions

. Step-by-step instructions
10. Removing and replacement
11. Disinfection, cleaning and sterilization
12. Transportation

13. Storage and shelf life

14. Environmental requirements
15. Conditions of use

16. Disposal

17. Manufacturer’s warranties
18. Authorized Representative
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1. Description

Radix-Anker-Standard and Radix-Anker-Long posts are non-sterile titanium endodontic posts for
single use. The Radix-Anker-Long posts have a longer head as compared to the Radix-Anker-

Standard.

Radix-Anker-Standard post sizes:

No. 1 2
Size
Head length, mm 275 3.85
Head diameter, 25 3.0
mm
Body length, mm 6 7
Initial diameter, 115 135
mm

Radix-Anker-Long post sizes:

No. 1 2
Size
Head length, mm 45 6
Head diameter, 2.0 25
mm
Body length 6 7
Initial diameter, 115 1.35
mm
Pack size

3 3B
4,95 4.95
4.0 35
9 9
16 16

3

75

3.0

9

16

1. Radix-Anker-Standard titanium posts in individual packs x 12 pcs.; sizes 1, 2, 3, 3B.2.

2. Radix-Anker-Long titanium posts in individual packs x 12 pcs.; sizes 1, 2, 3.

Accessories:
1. Radix-Anker-Standard Tray for sterilization.

2. Radix-Anker-Long Tray for sterilization.

2. Photos
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Radix-Anker-Standard Tray for sterilization

Radix-Anker-Long Tray for sterilization

3. Composition

Posts: titanium DIN 3.7165.
Trays: Polyphenylene Sulfide {PPS, Ryton R4), polystyrenecover is made of Polyetherimide (PEI,
Ultem 1010).

4. Indication for use
The Radix-Anker posts are used to support the coronal restoration in case of insufficient residual
tooth structure {< 4 mm). This product should be used only in hospital environments, clinics or

dental offices by qualified dental personnel.

5. Contraindications

Insufficient residual dentin (at least 2 mm of tooth structure is required around the preparation).

6. Warnings

To obtain improved distribution of forces on the dental reconstruction, natural dentine must be
present over 2 or 3 mm all around the pivot.
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7. Precautions

The post must be cleaned with alcohol before insertion in the canal. Avoid touching the posts with
your fingers after cleaning. Dentsply Maillefer recommends the use of a rubber dam.

8. Adverse reactions

In the presenttechnical state, no adverse reactions have been reported so far.

9. Step-by-step instructions
The following rules must be respected in preparing the anchorage cavity and in seating and inserting
the Radix-Anker
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e Precision drilling is performed manually with the spiral bur C0216 and
the mandrel C0219.

9 Using the gauge C0191 the preparation for the Radix-Anker can be

checked as well as its position. The cutting of threads in the root cavity
will be realized by screwing the post in place alternately by a half-turn
clockwise and a quarter-turn anti-clockwise.

Unscrew the post to insert the sealing cement in the root canal and on
the post itself.

When the anchor post is reinserted, it must first be turned to the left
until it engages with the pre-cut thread, and only then screwed to the
right.

Clean the head and root section, then apply a dentine adhesive. The
composite material, resin or amalgam is applied for crown
restorations, temporary crowns and fillings.

PageSof 9
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10. Removing and replacement

Radix Anker titanium posts could be removed or replaced if necessary.

The procedure for removing a metal post and its replacement is a standard procedure that is a part
of the common dentist training. The removing could be carried out using ultrasonic tips, for example
Start-X # 4 (Maillefer, S\witzerland). Using of operating microscope is strongly recommended for such

procedure.

General steps of the removal:

. Dentist removes crowns, inlays, old fillings and other artificial constructs.

. Dentist disrupts the cement that holds the post in the tooth using an appropriate ultrasonic
tip.

. Dentist pull the post with forceps.

11.Disinfection, cleaning and sterilization
Foreword: For hygiene and sanitary safety purposes, all instruments must be cleaned, disinfected
and sterilized before each usage to prevent any contamination. This concerns the first use as well as
the subsequent ones.

General recommendations:

* Use only disinfecting solutions which are approved for their efficacy and in accordance with
the DFU of the disinfecting solution manufacturer. For all metal instruments, it is
recommended to use anticorrosion disinfecting and cleaning agents.

« Foryour own safety, please wear personal protective equipment (gloves, glasses, mask).

e The user is responsible for the sterility of the product for the first cycle and each further
usage as well as for the usage of damaged or dirty instruments where applicable after
sterilization.

e The appearance of defects such as cracks, deformations (bent, twisted), corrosion, loss of
color coding or marking, indicates that the devices are not able to fulfill the intended use
with the required safety level.

e Use quality water in accordance with local regulations especially for the last rinsing step or

with awasher-disinfector.

Step-by-step procedure for sterilization of implantable devices (posts) and accessories:

Operation Operating mode Warning
Automated cleaning »  Place the devices in a kit. + Discard any instruments with large
with washer- support or container to obvious defects (broken, bent or
disinfector avoid any contact twisted).
between instruments or « Avoid any contact between
posts. instruments or posts when placing
e Putthem in the washer- kits, supports or container in the
disinfector (at least 5 min washer-disinfector.
at90“C). e Follow instructions and observe

concentrations given by the
manufacturer (see also general
recommendations).
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OR
Manual cleaning or
assisted by an
ultrasonic device

Rinsing

Inspection

Packaging

Sterilization

Place the devices in a kit,
support or container to
avoid any contact
between instruments or
posts.

Immerse in the
disinfecting solution with
cleaning properties,
assisted by an ultrasonic
device if suitable.

Abundant rinsing (at least
1 min).

Inspect devices and sort
out those with defects.
Assemble the devices (if
applicable).

Place the devices in a kit,
support or container to
avoid any contact
between instruments or
posts and pack the
devices in sterilization
pouches.

Steam sterilization at 134
"C during 18 min.
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Use only approved washer-
disinfector according to EN ISO
15883, maintain and calibrate it
regularly.

No visible impurities should be
observed on the instruments.
Discard any instruments with large
obvious defects (broken, bent or
twisted).

Follow instructions and observe
concentrations given by the
manufacturer (see also general
recommendations).

The disinfecting solution should be
free of the following corrosion
inhibitors: aldehydes and di-or
triethanolamines.

Use quality water in accordance
with local regulations.

if a disinfecting solution contains a
corrosion inhibitor, it is
recommended to rinse the
instruments just before the
autoclaving.

Dry on a single use non-weaved
cloth, or with a drying machine or
filtered compressed air.

Dirty instruments must be cleaned
and disinfected again.

Discard instruments which show
any deformations (bent, twisted),
damages (broken, corroded) or
defects (loss of color coding or
marking) affecting the resistance,
the safety or the performance of
the instrument or posts.

Avoid any contact between
instruments or posts. Place the
devices in kits, supports or
containers.

Check the validity period of the
sterilization pouch.

Use packaging which are resistant
up to atemperature of 141*C and
in accordance with EN I1SO 11607.
The instruments, posts and the
plastic supports must be sterilized
according to the packaging labeling.
Use only autoclaves according to
the requirements of EN 13060, EN
285.



Use a validated sterilization
procedure according I1SO 17665.
Follow the maintenance procedure
for the autoclave device given by
the manufacturer.

Use only this recommended
sterilization procedure.

Control the efficiency (packaging
integrity, no humidity, color change
of sterilization indicators, physico-
chemical integrators, digital records
of cycles parameters).

Ensure traceability of procedure

records.

Storage e After sterilization, keep Sterility cannot be guaranteed if
devices in sterilization packaging is open, damaged or wet.
packaging in adry and Check the packaging and the
clean environment. medical devices before using them

(packaging integrity, no humidity
and validity period).

12.Transportation
No special transportation conditions are required. The devices should be transported according to

the rules applicable to each transport mode.

13.Storage and shelf life
The shelf life is unlimited. No special storage conditions are required, After sterilization, keep
devices in sterilization pouches in adry and clean environment.

14. Environmental requirements

The product does not have an adverse impact on the environment during its life cycle.

15. Conditions of use

Use at: +10 - +35. The devices are not subject to repair. No special maintenance is required.

16. Disposal
Dispose in accordance with the local regulations and the policies and procedures of your medical

facility.

17. Manufacturer's warranties
The manufacturer is not responsible and shall not indemnify for any possible damage or accidents
caused by:
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Use of instruments unrelated to the system and instruments which can affect normal
operation.

. Failure to follow the instructions for use.

The user is responsible for testing of materials for fitness and use for any purpose not expressly
specified in the instructions!

For product quality issues, please contact the Authorized Manufacturer's Representative.

18.Authorized Representative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.

MAILLEFER INSTRUMENTS HOLDING Sari

9 .

Gregory THOMAS

RA Associate
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I"fcW JJICpiYO OO Maiinnedop MHcTpymeHTe XonguHr (Maillefer Instruments Holding) n ero cdonnmansl (Toprosns S ar.l, npouseoacTso
KOHCYNbTMpoBaHve S ar.l)

ny Beprep 3, CH-1338 Banar Ten +41 (0)21 843 92 92 info@dentsplymaillefer.com
LBeliuapus dakc +41 (0)21643 92 93 WAW dentsplymailiefer com
NHCTpYKUUA

Ona npumenenna ToONbKO B cTOMarononuw

LLTndgtel Radix-Anker-Standard n Radix-Ankcr-Long
TUTaHOBbIe B OTAE/IbHbIX YNaKOBKax

|/|pOLIJ BoAgCcTBa KOMMaHUWN

Maillefer Instruments Holding Sari, Cliemin du Verger, 3, CW-1338, Ballaigiies,

Switzerland /M allnnegep MncTtpymewc XonauHr Capn, 11iseiiyapus, Ten.: +41(0)21
843-97 66, ®akc: +41(0) 21 843-9293

OnucaHune

doTorpachumn

CocTaB

lMokasaHnA
11poTmnBOMOKa.3a1Un4
Mpcoynpexaennsa

Mepbl NpefoCTOPOXKHOCTH
Mo6ouyHble ahdeKTbl
Mowaroeas MHCTPYKLUSA
YpaneHne n 3ameHa

© o0oNO O WN

MeToZbl 1 yCcnoBua cTepunnsauumn
12 YcnoBusa TpaHCNop3'MpoBKuM
13 Ycnosuma xpaHeHUs, CPOK rO4HOCTU
14 TpeboBaHUA K OXpaHe OKpyXawller cpelbl
15 YcnoBua akcnayataumuu
16 YTunnmnsauus
17 1'apaHTun npou3BoANTENSA
18 YNonHOMOYeHHbIi HpencTaBHTE b

2014
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1. OnucaHuve

Wtndptel Radix-Anker-Standard n Radix-Anker-Long - 3T0 3HOOAOHTUYECKUE LUTUTHI, BbIMOJIHEHHbIE
M3 TWTaHa, OAHOpa3oBble, HecTepunbHble. LWTndTel Radix-Anker-Long wnmetT 605ee AAVHHYIO

ronoBkKy no cpaBHeHut ¢ Radix-Anker-Standard.

Pasmepbl wtudtoB Radix-Anker-Standard;

or 1 2 3 3B
Pasmepp!-""--N
[nuHa ronosku, 2.75 3.85 4.95 4.95
MM
OuameTp 25 3.0 4,0 35
ro/I0BKN, MM
OnvHa 6 7 9 9
OCHOBHOI YyacTu,
MM
HauyanbHbIi ].15 135 16 16

anameTp, MM

Pasmepsb! wtngptos Radix-Anker-Long:

Utndt | 2 3
Pasmepp!""---.A
OdnvHa ronosku, 4.5 6 7.5
MM
OnameTtp 2.0 25 3.0
ros0BKW, MM
[nvHa ocHOBHOl 6 7 9
yacTm
HayanbHbii 115 135 16

ANaMeTp, MM

dopmMbl NOCTaBKMU

1. Wtndptel Radix-Anker-Standard TuTaHOBble B OTAE/bHbIX ynakoBkax no 12 wT.; pasmepsl 1, 2, 3,
3B.2.

2. WtndTbl Radix-Anker-Long TutTaHoBble B OTAe/IbHbIX YynakoBkax no 12 wr.; pasmepsbl 1, 2, 3.

MpuHagnexHocTu:

1, loTok c KpblWwKol ana ctepunusaumn Radix-Anker-Standard Tray.

2. ®oTorpadumn

WTtndtel Radix-Anker-Standard TuTaHoBble
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3. CocTaB

WtndpTel - TTaH DIN 3.7165.
Notkun - nonnpenunerncynsug (PPS, Ryton R4), Kpbilwka n3rotosseHa u3 nonnacdoupumnga (PE,
Ultem 1010).

4. T[Moka3aHusd

Wtndptel Radix-Anker ncnonb3yloTcs ANs apMUpoBaHWs pecTaBpauun KOPOHKOBOM 4vactu 3yba, B
Cnyyae HepgocTaTka OCTaTOYHbIX 3YOHbIX TKaHeid (MeHee 4 MM). [aHHbli NPOAYKT cnegyet
Mcrnonb3oBaTb  TOJIbKO B YCNOBMSAX  KJIMHUKUK unM  CTOMAaTOJ/IoOrM4ecKoro kabuHeTa,
KBanMuLUpPOBaHHLIM CTOMATOIOTNYECKUM NEePCOHANOM.

5. lpoTnBONOKasaHus

HepocTtaTtok 0CTaTOYHOro0 AeHTUHA: He06X0AMMO He MeHee 2 MM 3YOHbIX TKaHeli BOKpYr WTndTa.
6. lNMpepynpexpeHnsa

ONa ynydweHns pacnpegeneHns Harpy3ku Ha pectaBpauuio, AO/IKHO NPUCYTCTBOBAaTb 2-3 MM
€CTECTBEHHOIO AeHTUHA BOKPYT LWTU(TA.
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7. Mepbl NpeaoCTOPOXHOCTU
Mepepn BHeceHmem B KaHan, WTUdT cnepgyeT obpaboTarb cnuptom. [llocne OYMCTKM WTUKTOB, He

kacantecb ux pykamu. Dentsply Maillefer pekomeHgyeT ucnonb3osatb kodepaam.

8. Mo6oYHble ahdeKThbl

Mpu cywecTeyOWeEM TEXHUYECKOM COCTOAHUN No60oYHbIE peakunnm He oTMmedasinChb.

9. lNowaroBasd UHCTPYKLUUA

CnepyeT npuaepXxunBaTbCs aHHOW MHCTPYKLUU Npu NOATOTOBKE MOMOCTU, NMPUNACOBKE U BBELEHUN
wTtngta Radix-Anker.
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npeunsnoHHas paspaboTka kaHana NpoBOAUTCHA BPYUHYIO
cnupanbHbiM 6opom C0216 n maHapenbto C0219

MonoxeHune n paspaboTka kaHana nog wtndTt Radix-Anker moryT 6bITb
NpoOBEpPEHbI C NOMOryblo kanubpatopa C0191. HapesaHue pe3bbbl B
NnosioCTW KaHana Npou3BOAUTCA NMoovyepeHbIM BKpyYnMBaHmeMm wWtndra
B KaHan crnepsa Ha nNon-o60poTa No 4acoBOW CTpesike, 3aTeM YeTBepTb
o6opoTa - NpoTuUB.

BbIKpyTUTE WTUMT 4151 BHECEHUS (PUKCMPYIOTLETO LleMEeHTa B KaHan U
COOGCTBEHHO Ha cam WTudT.

MNpv NOBTOPHOM BBEJEHUM aHKEpPHOro LWTudTa, cnepsa ero cnegyer
NPOBEPHYTH BMEBO, UTO 6bl OH COBNAs C NPeABapuUTe/IbHO HAHECEHHO
pe3b60ii, U TO/IbKO MOTOM 3aKpy4uMBaThb BNpPaBo.
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N, _ -

OUUCTUTE rONOBKY WTHTA, YCTLE ROPHA, N HANECUTE ACHTUHHULINA
apre3ns. B kavecrse MaTepranos AN PECTaBPaLMiA, BPeMEeHHbIX |
KOPOHOK M NACMB NOAXOAAT KOMNO3UTHLIE MaTEPUAIbI U 3MANLTAMBI.

10. Yaanexune 1 3amena

Hhndrm Radix  Anker  tHranosuie voryy Obith VRCICHLL  HIAE 3aselenn upn
HEOOXO MO .

Hponeaypa yoicsnng MOTRLMeCKOro ITHQHTI ABIHCTCS CTALAPTHON CTOMATONOIHMCCKO
HPONCAYPOIT 3 9ACTHIO OOMECTT HOSUOTORKK CTOMATOA0IR. Y wienne uridra Momwer Obrvs
HPORCACHO ¢ RCHOILIOBANCN VILTRBYKOBOIT HACLIKIL tanpisep naca/kn Start-X Ne 4
(Mailleter, Hhseingapust). Terosieanno pekoMes/ive1es BCHOIL3OBAHHE  OUCPATTHOHIOID
MIKPOCROLLL.

OchnoBnbic KU N y.aLienns urrm[rra:

o CrniMalor KOPOHKIL. BICHLIKH. VRIS CRAPLIC 110MGLL 1§ IPYIHE HCKNCCTBCITILIC
KOHC P KILNL.

o BOMONLI HOIAXOBNICTE VOLTPABYROBOIT NUCIKN PRBPYDIAOT HEMCIHT, KOTOPL]
viepansacr nnadg 8 3yoe.

o HBBACKRIOT MITIgT © NOMONLLIO NNNINOS.

11.Mertoabl 1 YCN0BUA CTEPUAN3ALNN
Beeaeuue: B 1ennx rurmeHnl ¥ CARUTApHON He301acHOCT MHCTPYMEHT A0MKEeH DbiTh OUULEH,
NPOAECIMHGUUMPOBAH K NPOCTEPUANIOBEH NEPC KIKALIM NCNOALIOBIHNUEM ANA IPCAOTBRALIEHNA
3apaxkeHnsn. JTO KACACTCA KAK 11epuoro, Tak U NOCAEAYIONIErO HCNOAb3OBAHNA.

O6wue pekomeHAIUUN:

¢ VCNOAL3YIATE TONLKO AEIMHOULMPYIOINE PACTBOPD! € NOATBEPHASHHON IGPEKTUBHOCTLIO U
B COOTBEYCTBMU C NHCTPYRUMNAMU DO NPUMEHCHKWIQ, CQCTaBACtIIbIMUN I]pOMlBOﬂ"TEI]EM
Acsundmimpyiontero  pacisopa. Ao 06pabotKU  MCTANAMUECKUX  MHCTRYMEHTOB
PEKOMCHAYETCA WCNONL30BATEL AHTHMKOPPO3MOHHLIE ACIMHOUUMPYIOUIME M ounlaoWme
pacTBOpLI.

s [flna Bawein 6eszonachocTu HageBanTe CPeacTBa NepcoHANbHON 3aunuThl (NEPUATHK, OUKNK,
MACKK).
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¢ [lonn3oBarent neceT OTBETCTBEHHOCTL 33 CTEPUALHOCTE 0BOPYAOBIHNA BO BpPemA HepPBoro

UMKA3 W NPY  KamAaoMm

nocacayouiem UCNoAL3IOBaHUK, 3 TAKXKE 332 MCNOAL3OBAKUC

ROBPEKACHHBIX UAN 3ATPAZHEHHLIX UHCTPYMEHTOB IIOCAC CTEPUANIALIUAN.

¢ {lonsacHue pasnuvubblX  4e¢eKToB,

HANPUMCP  TPCUIWNH,

nedopmanun  (warnbos,

WCKPUBACHUIA), KOPPO3NK, BbIBETAHWUA UBCTOBOW KOAMPOBRU WAN MAPKUPOBKM, ABAACTCH
nokalatenem TOro, YT0 yCTPOUCTBA 60aee HEe MOTYT rapaHTUPOBaTh HANEKAWNA YPOBEHL

6e30nacHOCTM NPU BRUMCHEHWW NO HAZHAYRHWUK).

¢ UCnonb3ynTe BOAY, KaYECTBO KOTOPOM COOTBETCTBYET MECTHbIM 1OpMam, ocobeHHo, Ha

3Tane  nochesiHent
oBopynoBanna.

NPEOMbIBKA KUY

NowaroBas MHCTPYKUUA AAA

nuenonL3oBatinn

CTCPUAN3ALMKN  MMNAIHTUPYEMDIX

MOKIULE - AEINKPUUUPYIOINETO

uigennin  {(wtndTtos) wu

Npeayopexaetmns .
BLIEpOCUTE BCC MHCTRYMEHTH €
ABHLIMU Y1 3HBUNTCALHBIMUY
NOBPEMACHNAMM [CNOMAHHKEG,
U30rHYTHIE U NCPEKPYYCHHBIE).

Npy noMeuelnn YNakoBoK

1#abopa, NOACTABOK WK
KOHTEMHEPOSB B MOIOILe-
Aeamiduumpyiouiee

obopyaosanme e ponyckainte
ROUTAKTA MEIKAY MHCTPYMONTAMY
“an wTndTamm,

CnepyinTe MHCTPYKUMAM M
cobnoaainTte ykasanua
NPOM3BOAUTENA OTHOCUTENBHO
KoHUeNTRaUMY (cm. Taxwe obume
PEKOMEHABLMNI).

McnonwL3yitte Tonbko op06peitioe
MoILEe-Ae3InHOULMpPYIOULCe
o60pyn0B3aHKMe, COOTBETCTBYIONIEE
cranaapty EN 1ISO 15883,
peryanapHo obcnyusaiite v
Kanubpyiite ero.

NPUHAANEKHOCTEN:

[Npoueaypa | __Yonosws
ABTOMaTHYECKAN e Pasmecture nsnenns o
OUNCTKA B8 MOIOILC- NOTKE, NOACTABKE NN
Ae3nHdunpyomem ; KoHTEeNHepe, uTobb
obopyaosanme I M36eKaTh KOHTAKT

MCHKAY MHCTPYMEHTAMU |
AN WTNdTIMN,

. ¢ MNocrasbre ux B MOOLLEe-

I Aesunpuumnpyionee '
obopynosarve {He
meuee 5 muuyr npu 90
*C).

L WM T

e el

I Pysqiana nam ¢ Pasmecrnte napenma e i

[ Y/ILTPAIBYKOBA ONMCTKA NOTKE, BOACTABKE MAK :

KOHTEHHepE, YTo6bI
n360KITH HOHTAKTA
MEXKAY MHCTRYMEHTIMKN
nav windramm,

s [lorpysure B
AC3IMHGCKUWMOHHDbIN
PACTBOP B YUCTHILIMMMN

| CBOMCTBAMM, NCNOAL3YS,

PN BOIMOMHOCTH,
YAbTPA3IBYKORYIO QUNCTKY.

- —_—— et ——-
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Ha MHCTPYMEHTaX 1ie AoMKHO BuiTh
BUAMMBIX 33T PA3HEHNIA. i
Buibpocnre BCE MHCTPYMENTD) €
REHLIMM Y 3HAMUTEALHbIMK |
NOBPEKRACHUAMM ([CAOMAHHYIE, |
U3OTHYTBIC U NePEKPYUCHHBIC).
CheayiTe NHCTPYKUMAM K
cobnonanTe yrazanna
NPON3BOANTENA OTHOCKHTEALHO
KONnueHTpaumm {cm. Take obume
PEROMERAILNN},
Aesunduumpyionmii pactsop ve |
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AOMKEH COAEPIATL CADAYIOUINX
MHrubUTOPOB KOPPO3INM:
ANLACTUAOB, 3 TAKIKE An- UK
TPNITIHONAIMUHOS, '-

- -- —— e m——e =~

MpombIBka *  O6unbHan NPOMBIBKA (He | ¢ MCNONLIYATE BOAY, KaYECTBO
: menee 1 Mun). ! KOTOPOWU COOTBETCTBYET MECTHLIM
. HOPMaMm,
¢ Ecnu s aesnHduumpyiowem
PacIBope COAEPIKUTCA KHIMBUTOR
ROPPO3UK, TO PECROMEH/IYCTCA
NPOMBIBATH UHCTPYMEHTbI
HENOCPEACTECHHO 1NEPCL |
3BTORN3BUPOBAHNEM.
' & BbICylumTe Ha O/IHOPa30BOI
. HeTKaHOWN maTepun NHn C
! HOMOULI0 CYLIMALHON MaLIUIIL)
' Anbo GUALTPOBANHIOTO COKATOTO
_ . o .. Bosayxa.
MHCNeKIWA e NposepbTe M3penna v | e 3arpAaneHHLIE MHCTPYMEHTDI
YAIAATE N3ACHUA C ! NOJVIENAT NOBTOPHON OUNCTKE W F
Aedexrtamm. nesmnHdperumn,
o CoGepute napenma (ecrn | & BuiGpochbte MICTPYMEHTE ¢ 5
NPUMEHNMO]. BMAUMBIMKU AchOopmaLiuamm )
’ {uarnBamu, NCKpPUBACHUAMK), .
I NOBPEKASHUAMMN {CKONAMNK,
: _ CAC/AMU KOPPO3UKN) AN
! nedertamu {BbniBeTaHmem i
[ UBCTOBOM KOAUPOBKU AW
b MaPKUPOBKIA), BAMMAIOLWAMK 13 I
: NPOMHOCTL, HE301AaCHOCTL UAK
: GYHKLMONANBHOCTL NHCTPYMEHTa
: o o wau wInGToB.
YNaKkoBsKa *  PasmecTute uipenns s e WN30CraiTe KOHTAKIZ MEXKAY
AOTKE, NOACTABKE MAN MHCTRYMEHTAMU Wi ITUdTamun.
{ KoHTennepe, ytobnt Pa3mecture nanennn B 10THe,
I n360KaTL ROHTAKTa NOACTaBKE WM KOHTEeRHepe. i
MEXAY MHCTPYMEHTaMB | o [poBepbTe CpoOK rogHocTH NakeTa
nUAn WTndTammn n AR CTePUAUZAUNN,
ynaryiTe B nakeT AnA ¢ MCnoNL3ynTe NakeThbl, KOTOPLIe
' crepunnsaiivn. YCIQWUUBLI K TCMIepaType 141 °Cw
M3rOTOBAEHbLI B COOTBETCTBUM € EN
e + 15O 11607. _ _
Crepnanzauun ¢ (Naposas cTepuan3auma | & CTEPUNU3aLMIO NPOBOANTE B E
. npy 134 °C B Tesenne 18 . COOTBETCTRMU C MAPKUPOBKOMN HA
J ! MUH, . YNaKoBKE,

*  Ncnonw3yemolih anToKNas AOAKEH
COOTRETCTBOBATL TPeBOBaHMAM
cranpapros N 13060 v EN 285.

¢ {IpUMCHHATE POBEPCHHYIO
NpoueAypy CTCPUAN3ALNK
corsacio cranaapty 150 17665.
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XpaHeuus . ¢ Nocne crepuanzaymu
nigenua cneayet
i XpanuTn, B
' CTCPUANU3ZALMOHHON
YNaxKoBKe B CYXOM W
YUCTOM mecTe.

3 e m——— - = v a4 - - - wr e

12.¥Ycnosua TpaHCNOPTMPOBKY
Cneunanuiisie  yCAOBMA  TRAHCNOPTUPOBKM  Hie

*  OBcayxuBanve ycTpoicTsa Ans
ABTOKNABUPUBAHMUA BLINDAHANTE B |
COOTBETCTBUN C NPOLCAYPOH,
ONPEeARNCHHON NPOU3BOANTENCM.

s {lpu ctepunniaumun
NPUACPHRNBANTECH TONLKO STON
PEKOMEHAOBAIHHOW NPOLEAYPL!.

o Kontponupyire 3¢dbekTMBHOCTL
(11CNOCTHOCTL YIBKOBKMY,
OTCYTCTBUE BADKHOCTH, UIMCHEH WA
LBETA MHAWKATOPOS CTCPUAN3ALUMN,
PUINKO-XUMMHECHME MNTEIPATOPSI,
UMPPOBLIC 33NUCU NAPAMETPOB

' LUMKAOB).

I e ObecnevsTe NPOCAEKRUBAEMOCTD
321MCCN, CARNAHHBIX HPK
npoueaype.

¢ CTepuacHOCTL He MOXeT BbiTh
rapaHTUpPOBsatiNg, B CIYUAC, €CAU
YNaKoOBKA OTKPLITA, NOBPEKACHS
WKW BAAKHAR,

¢ [ponepbre CTEPUAN3ALNOHHYIO

. YNAKOBRY B ME/IMLIMHCKNE N3AECAKA

‘ nepes UcioNL3IoBaHuem

{LLeAOCTHOCTL YIAKOBKMY,
OTCYTCTBUE BAAKHOCTH, CPOK).

npeaycmotpennl. M3feaMa A0AKHbI

TPAHCNIOPTMPOBATLEA B COOTBETCTBNM C IIPABUAIMK, ACUCTBYIOUIMMU ANH KAKAOIO BUA2 TRPAHCNOPTA.

13.Ycnosua xpaHeHusn, cpoK rogHocTH

Cpoxk xpaHewua e orpanuuen. CrienwmanbHbie YCAOBUA XPaNeHUA HE NpPeaycMoTpeHbl. loche
CTEPMAU3ALUL UIAC/NA CACALYET XPAHWUTL 8 CTCPUANZALMOHNBIX NAKETAX B CYXOM 1 YACTOM MeCTe.

14.TpeboBaHuA K OxpaHe OKpYKaloeil cpeab!
N3aenne He OKa3biBaCT EraTUBHOIO BO3AGHCTBNA HA OKPYKAIONLYIO cpeay B NPOUECce MU3HCHIHOID

LUMKAD.

15.¥cnosua akcnayaraymm

Ikcnayatanma: +10 - 1350 Uspeans ke nojsesan
oBChyuBarnA He Tpebyercs.
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16.YTnnmnsauyna

Ytunusauma npoBOAUTCA B COOTBETCTBMW C MECTHbIM 3aKOHOAATEe/IbCTBOM W NpPOTOKONamMu
KOHKPETHOro MeanuymnHCKOro yypexaneHus.

17.MapaHTun nponssognTensa

Mpon3BoauTenb He HECET OTBETCTBEHHOCTb U He BbiNjaynBaeT KOMMEHCALMWIO 32 BO3MOXHbIW yliepo

NN Hec4dacCTHble C/lydan, Bbl3BaHHbIE!

*  Wcnonb3oBaHWeM UHCTPYMe[-'TOB, HE OTHOCSLWMXCA K CUCTEME M KOTOPble MOTYT
npensaTcTBOBaTb HOpManbHON paboTe.

+  Heco6nwaeHMeM WHCTPYKLUM NO NMPUMEHEHUIO.

OTBETCTBEHHOCTb 3a TECTMPOBAaHME Matepuasa Ha ero NpUrof4HOCTb M UCMNofb30BaHue s 6o

Lenu, sIBHO He yKas3aHHOol B MHCTPYKUUM, HeCeT nosib3oBaTtesib!

Mo Bonpocam kadyecTBa M3genus cnegyeT obpawiaTbCs M YNOSHOMOYEHHOMY NpeacTaBUTENIO
npousBoAuTens.

18.YNONHOMOUYEHHbIV NpeacTaBuTeNb
000 «[eHTcnnan PY», P®, 129090, r. MockBa, Mpocnekt Mupo, 4.6, ten.: +7 (495) 988-28-08.

Meyvatb: OO0 Maiinnedep NHCTpymeHTe XonguHr
OO0 Maiinne(dep NHCcTpymeHTe XonguHr (Mailiefer Instruments Holding)
(Mailiefer Instruments Holding)
UemuH ay Beprep 3 Moanuck
CH-1338 banar peropn TOMAC (Gregory THOMAS)
LBeiiLapus CneunanncT otaena HOpMaTUBHO-NPaBoOBOro
perynmpoBaHus
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KopHeBa EBreHns BacuibeBHa

1'opog MockBa.
WecTHaguaToOro oeBpansa gBe T bicAYM NATHaLLaAaTOro roga.

A. MapTbiHOBa HaTanma AHApeeBHa, BPEMEHHO MCNO. TAKWaa 0693aHHOCTUN HOTapuyc
eopogn Mocksebl AkumoBa Mneba bopucosnya. cBMOeTeNbCTBY NOA/MHHOCTL NOAMMUCH,
CAeVTHOV [gRgBOAUMKOM KOpHeBoii EBrenveli BacTbeBHOM B.N0eM NPUCy TCTBUN. Muy-HO
ee ycTaHoB/eHa.

3aperncTpupoBaHo B peecTpe 3a

B3bickaHo no Tapudy: MO pyo6.

BPWMO wmotaw

Mpo1(\po™ (1 *Hji/ M M ckpennexo neyaTbio ¥ | NHOT(-a-0B).
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1Y

Chemin du Verger 3, CH-1338 Ballaigues Té1+41 (0)21 843 92 92 info®0Oentsolymailletercom
Switzerland Fax+41 (0)21843 92 93 www.dentsplymaillefer.com

Directions for Use

For dental use only

EasyPost Dental Glass Fiber Endodontic Posts in individual packs

Manufactured by:

Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Ballaigues,
Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

Description

Photos

Composition

Indication for use
Contraindications
Precautions

Adverse reactions
Step-by-step instructions

. Removal and replacement
10. Disinfection, cleaning and sterilization
11. Transportation

12. Storage and shelf life

13. Environmental requirements
14. Conditions of use

15. Disposal

16. Manufacturer's warranties
17. Authorized Representative
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1 Description

EasyPost are non-sterile dental glass fiber endodontic posts for single use.

EasyPost sizes

No. 1 2
ODO, mm 0.8 0.8
OD3, mm 135 147
LI, mm 20.0 20.0
L2, mm 6.00 7.25
L3, mm 13.77 12.52
i u
1 12 L3
i0 D3 J
2 ¢b
Taper: 2.65°.
Pack size:

10
167
20.0
72
1251

10
183
20.0
9.00
1071

13
204
20.0
8.00
11.63

EasyPost glass fiber posts in individual packs x 10 pcs.; sizes 1, 2, 3,4, 5, 6.

2. Photos
EasyPost glass fiber post, size 1
1 — EasyPost glass fiber post, size 2
L EasyPost glass fiber post, size 3

—— EasyPost glass fiber post, size 4
EasyPost glass fiber post, size 5
___________ EasyPost glass fiber post, size 6

3. Composition

Material

Unidirectional glass fiber

Bisphenol A epoxy resin

Peroxide catalyst: 2,5-dimethyl-2,5-di
ethylhexanoylperoxy) hexane

White polyurethane

4. Indication for use

(2

Weight content (%)

813+ 1
182+ 1
05+0.2

0.7+0.2

13
222
20.0
10.00
9.63

The EasyPost is used to support the coronal restoration in case of insufficient residual toot
structure (< 4 mm). This product should be used only in hospital environments, clinics or denk

offices by qualified dental personnel.
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5. Contraindications
Insufficient residual dentin (at least 2 mm of tooth structure is required around the preparation).

6. Precautions
e The post must be cleaned with alcohol before insertion in the canal.

e Avoid reprocessing the post more than once because numerous reprocessing cycles might
reduce the useful life of the device and damage the marking.

= Avoid touching the posts with your fingers after cleaning.
e Shortening the post should be done outside ofthe mouth.

e Dentsply Maillefer recommends the use of a rubber dam.

7. Adverse reactions
No adverse reactions have been reported.

8. Step-by-step instructions

1) Root canal preparation. In case of insufficient residual tooth substance (< 4 mm), the EasyPost
is used to support the coronal restoration.

2) Predrilling with a Largo Peeso Reamer, Ref A 0009 no. 1or no. 2, depending on the diameter
(rotation speed 800-1200 rpm).

3) Precision drilling with the calibrating drill, Ref C0601 no. 1, no. 2, no. 3, or no. 4, depending
on the case (1000-2000 rpm).

4) Rinse and dry the canal.

5) Check positioning in mouth. Please keep a dentine collar of at least 2 mm around the
preparation.

6) Draw the post outside the oral cavity using a diamond-tipped disc.

7) Clean and condition the dentine walls with EDTA during | minute.

8) Rinse with sodium hypochlorite then dry with air and large diameter paper points.

9) Clean the post with alcohol.

10) Apply adhesive to the post (silane does not need to be applied to the post): it is
recommended to use a compomer or composite luting cement such as Dyract Cem in conjunction
with Prime&Bond + Self Cure. The post as well as the space and access cavity must be treated
with Prime&Bond + Self Cure. Please follow the manufacturer’s instructions. The compomer or
composite luting cement can be applied in the canal using a rotary paste filler (Lentulo).

11) Insert the post in the canal: please apply some pressure to ensure maximum adhesion.

12) Remove any excess.

13) Crown section: reconstruct a prosthetic false stump. We recommend using a composite core
build-up material (e.g. Dentsply Core X).

9. Removal and replacement

Easypost glass fiber posts could be removed or replaced if necessary.

The procedure for removing fiber glass post and its replacement is a standard procedure that is a
part of the common dentist training. The removing could be carried out using ultrasonic tips, for
example Start-X # 3 or #4 (Maillefer, Switzerland). Using of operating microscope is strongly
recommended for such procedure.
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General steps of the removal:
» Dentist removes crowns, inlays, old fillings and other artificial constructs.

< Dentist disrupts the cement that holds the post in the tooth using an appropriate ultrasonic
tip.
Dentist pull the post with forceps.

10.Disinfection, cleaning and sterilization
Foreword: For hygiene and sanitary safety purposes, all products and accessories must k
cleaned, disinfected and sterilized before each usage to prevent any contamination. Thi
concerns the first use as well as the subsequent ones.
General recommendations:
* Use only disinfecting solutions which are approved for their efficacy and in accordanc
with the DFU of the disinfecting solution manufacturer. For all metal instruments, it
recommended to use anticorrosion disinfecting and cleaning agents.

For your own safety, please wear personal protective equipment (gloves, glasses, mask).

The user is responsible for the sterility of the product for the first cycle and each furthi
usage as well as for the usage of damaged or dirty instruments where applicable afu
sterilization.

The appearance of defects such as cracks, deformations (bent, twisted), corrosion, loss
color coding or marking, indicates that the devices are not able to fulfill the intended u
with the required safety level.

Use quality water in accordance with local regulations especially for the last rinsing ste
or with a washer-disinfector.

Step-by-step procedure for sterilization of implantable devices (posts) and accessories

Operation Operating mode Warning
Automated cleaning = Place the devices in a = Discard any instruments with
with washer- kit, support or container large obvious defects (broken.
disinfector to avoid any contact bent or twisted).
between instruments or  «  Avoid any contact between
posts. instruments or posts when
e Put them in the washer- placing kits, supports or
disinfector (at least 5 container in the washer-
min at 90 °C). disinfector.

e Follow instructions and observe
concentrations given by the
manufacturer (see also general
recommendations).

e Use only approved washer-
disinfector according to EN 1SO
15883, maintain and calibrate it
regularly.
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OR
Manual cleaning or
assisted by an
ultrasonic device

Rinsing

Inspection

Packaging

Sterilization

Place the devices in a
kit, support or container
to avoid any contact
between instruments or
posts.

Immerse in the
disinfecting solution
with cleaning
properties, assisted by
an ultrasonic device if
suitable.

Abundant rinsing (at
least 1 min).

Inspect devices and sort
out those with defects.
Assemble the devices
(ifapplicable).

Place the devices in a
kit, support or container
to avoid any contact
between instruments or
posts and pack the
devices in sterilization
pouches.

Steam sterilization at
134 X during 18 min.
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No visible impurities should be
observed on the instruments.
Discard any instruments with
large obvious defects (broken,
bent or twisted).

Follow instructions and observe
concentrations given by the
manufacturer (see also general
recommendations).

The disinfecting solution should
be free ofthe following
corrosion inhibitors: aldehydes
and di- or triethanolamines.

Use quality water in accordance
with local regulations.

If a disinfecting solution contains
a corrosion inhibitor, it is
recommended to rinse the
instruments just before the
autoclaving.

Dry on a single use non-weaved
cloth, or with a drying machine
or filtered compressed air.

Dirty instruments must be
cleaned and disinfected again.
Discard instruments which show
any deformations (bent, twisted),
damages (broken, corroded) or
defects (loss of color coding or
marking) affecting the resistance,
the safety or the performance of
the instrument or posts.

Avoid any contact between
instruments or posts. Place the
devices in kits, supports or
containers.

Check the validity period of the
sterilization pouch.

Use packaging which are
resistant up to a temperature of
141X and in accordance with
EN ISO 11607.

The instruments, posts and the
plastic supports must be
sterilized according to the

packaging labeling.

Use only autoclaves according to
the requirements ofEN 13060,
EN 285.



Use a validated sterilization
procedure according 1SO 17665.
Follow the maintenance
procedure for the autoclave
device given by the
manufacturer.

Use only this recommended
sterilization procedure.

Control the efficiency
(packaging integrity, no
humidity, color change of
sterilization indicators, physico-
chemical integrators, digital
records of cycles parameters).
Ensure traceability of procedure

records.

Storage = After sterilization, keep e Sterility cannot be guaranteed if
devices in sterilization packaging is open, damaged or
packaging in a dry and wet.
clean environment. e Check the packaging and the

medical devices before using
them (packaging integrity, no
humidity and validity period).

11. Transportation

No special transportation conditions are required. The devices should be transported accordi
to the rules applicable to each transport mode.

12. Storage and shelf life

The shelf life is unlimited.

No special storage conditions are required.

Keep away from direct sunlight.

After sterilization, keep devices in sterilization pouches in a dry and clean environment.

13.Environmental requirements
The product does not have an adverse impact on the environment during its life cycle.

14. Conditions of use
Use at: +10 - +35. The devices are not subject to repair. No special maintenance is required.

15.Disposal

Dispose in accordance with the local regulations and the policies and procedures of your medit
facility.
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16. Manufacturers warranties

The manufacturer is not responsible and shall not indemnity for any possible damage or
accidents caused by:

e Use of instruments unrelated to the system and instruments which can affect normal
operation.

e Failure to follow the instructions for use.
The user is responsible for testing of materials for fitness and use for any purpose not expressly

specified in the instructions!
For product quality issues, please contact the Authorized Manufacturer’s Representative.

17. Authorized Representative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.

MAILLEFER INSTRUMENTS HOLDING Sari

Gregory THOMAS
RA Associate
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OO0 Maiinnctep NHcTpymeHte XonguHr (Maillefor Instruments Holding) n oro domnmansl (Toproonsa Sar.  NpoM3BOACTBO
S.a.rl, KoHCynbTMpOBaHWe Sari)

Yemunpy Beprep 3, CH-1338 Bastar Ten. +41 (0)21 843 92 92 info(gdentspiymailleter com
Lselinapus dakc+4l (0)21843 92 93 www.clentsplymaillefer.com

Wnctnykun4

Onga npnmc'ncnua ronbkKo B cromaTosionuw

LLI | (|n=1 cToMOoTONOrMYeckune angogontuyeckHe Easy Post
CTEK/I0BOJ/IOKOHHbIE B OTAE/MbHbIX YNaKoBKax

MpoHH”™oacl Ba KOMLULLILLIL

Mailletcr Instruments Molding Sari, Cheniin du Verger, 3, CH-1338, Bailaigiies,

Suitzerland /Maiinnedep VMHcTpyMeHTe XonawH Capn, LUBeHHapHs, Ten.: +41(0)21 843-
97 66, ®akc: +41(0) 21 843-9293

OnucaHune

doTorpapuun

C'ocTaB

TlokavaHua

[MpoTmnBONOKaTannA

Mepbl npe;80CTOPOXKMNOCTH
Mo6ouyHble ahheKTbl

Mowarosas MHCTPYKLUMA
YpaneHne v 3aMeHa

0. MeToAbl 1 ycroBua crepmnusaunm
11 YcnoBusa TpaHCNOPTUPOBKNA

12. YcnoBus xpaHeHus, CPOK rogHOCTU
13. TpeboBaHUA K OXpaHe OKpYXKalolle cpeabl
14. YcnosuAa skcnnyataymm

15. YTunmnsauus

16. MapaHTNK Npon3BoANTeNA

17. YNONHOMOYEHHbI NpeacTaBUTeNb

B ©ONDORWON R

2014
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1. Ouucanne

Uiy Easy Post ~ 970 M0AMITHYCCKHE CICKIOBMIOKOHNBIC O,TIOPAOBLIC HECTEPILILIHIC

wrHd Tl
Pasmeput wingros Easy Post: L L -
|~ Hlondr Ne | 1 2 3 4 I's o
t PasMepnl . | o N )
|LODO. Mm 0.8 0.8 .0 110 1.3 1.3
OD3. mm 1.35 1.47 1 1.67 1.83 | 2.04 2.22
LIl MM 1 20.0 20.0 200 200 ;200 1200
! 1_‘_2‘. MM : 6.00 7.25 7.2 - 19.00 800 1000
ddeww 01377 [a2s2 st e el 06 ]
3 L1 R
2 13
i © D3 i
@004 = T |

|
Kouyenoers: 2.65¢.

QopMul BRIIYCRAS

Mrndirit Basy Post CTCKNOBOJOKONNKIE B OTACALHBIN ¥IIaKoBKax Ho 10 mr.: pasmeps 1.2.3.4.

5.0.

2. ®ovorpagmu

3, Coecran

I!llm]u I sy Pml crch'mummmlmbln parsmep | 6

'__ Marcpuac

N | I“!I‘l(l)l_[" _njw Pos (,TCK.‘I()I!OJI()KOIIIlblli pawup ] ____ ____:_
- Lludrr Easy Post CTEKIOBONOKOINIBII, pasMep 2 -

s _" Hltngr Easy Post crex:iononoxonisii. passep 3 )
R Hltugr Easy Post crexiioponoxomiblii, passep 4 S
~ | Hug Easy l’osl c|u_<._|_(_a_|_;9_1|5>1<mun»|ii pasep 5

CCo; le;I\illlHL‘ 110 BCCY (%}

| O2MOHANPABICHIIOE CTEKIOBXIKIIO
[
. bucdenon A ymoxeionas emoia

l\.ua.lm.nup ~IICPOKCILL

(7-)I'll IFCRCUION, IIIL'PUi\LIi) FeRcan

Ilu LAHYPCT OCIn

4. Tlorazauus

IIvsdrrnr Fasy Post senonniviores

S TS
i o 18.21 ]_____. o
2 S-caerie-2.5- U 05102
LY ER (S

1S APMIPDOBAHIS PCCTARPAIINGT KOPOHKOBON vacTi 3v0a. B

CAVURIC HCOCTATRD OCTAIONHIN VOIS Tiaeit (venee b sis) Jlsii nposyin caeyer

HCTOTHL3OH3UT ), FOALRKY

B VCI0BIBIX

KAHINERI WY

]\']ii].'lllll)lil POBAH LI CTOMITOIOTHUCCKUN TICPCOTRLI0MS,
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HpoTunonokasanuy

Hetoeraror actarounoro jennmm (neoGxoumMo He senee 2 MM 3vOnnIx IKancii BOKPYT
urrndra).

6. Mepni npeaocropostiocrn

o lepea saecenines s kg nnsh1 caciyer odpiiorath cunpion.

» e oGpadarmsaiite Mg HoIee 0HOIO PUtL TUK KaK 11POBEICTNE MHOTORPATIOI
OGPABOTRI MOKCT CHISITEL CPOK CIO CIVKROB 1 HOBPCUITE MAPKIPOBKY.

o llocie ouncrkn mmsros ne KacaiiTeen nx pykamu,

o OOpesnnpe DITHGTA CIANCT HPOBOWTEL BIL POTUKOIT HOIOCTH,

¢ Hpowsso,arreans Dentsply NMaillefer pecosieiiye 1 inenoansonars, kodepam.

7. HloBounnie ypderin
He shissicuo.

8. Homarosast nncrpyimns

b Paspadorka kopieroro xanam. [3 Cyuace neoeranka oetaroummx 3y6nne xaneii (Metiee 4
MALL fenoasyetes Easy Post i apanposaiis peciaspaini Koponkosoii e 3yGa,
23 Hepsimas paspadoria ety sentost Largo Peeso Reamer, AC009 Net w:an No2, i
HIBHCHMOC T O IHaMCpa (CrRopoct b spantenis 800-1200 o6/stun).
33 Hpersnonnas paspadorka kanaaa semsposotsoli pussepikoii CO601 Not. N2, No3 o
Ne-b s sasnenyioctss or enryani (1000-2000 ob sisn).
43 HPOMBITL 10 BHICV BTG K,
3y Hpnmaeyivre wnisdre so piy. Homaos iic . coxpaninme MIIINA AL 2 AN ION U BORPYT
IRARN
63 Odpenie uumb'l BHC POTOBOIT HOTOCTI ¢ HOMOIBIO WIMIBIOIO JIHCKA
7) Ouuerivre 1t oGpUbOTAI e JICUTHI CTENOK Kl ¢ Hovomsio BIDTA » teucinge | MHNYTLL.
8 TIPOMOITTC PHIOXI0PUTOM HITPHS. BRICYRIITC BOSTVNOAL 1 GYMAKHBIMI IIHANMIT G0 1HIHO1O
AL LT
V) Odpadoraitte i cunprow,
1) Haneewre azresns ma nmisr (Caan me myRo 1d0ocn s na i) pekoMertyeres
RCNOALIOBIATE ROMIOMCPULIT 1K1 KOMIOSINLIE eMeHT LISt (PHECIUINN, TakaH—1aKOll KK
Dyract. comymeenio ¢ Prime & Bond - Sell” Cure. THgyr, KMECT 0 YCre Qb Ot
oopatorane Prime & Bond - Sell” Cure. Caeopiive  mucTpyKiussy BPOUSROIHTC S,
KOMBOMCPHIIT 11,111 KOMBOSHTNULIT IeMCHT JList (DUECAIINN MORNO BHCCTI B KAHAL ¢ HOMOILIO
Kaacouatoanis e (O oentulod.

FEY Bieaurre arridn 8 anad: o ViseTa. apizskinie esioro Yen:ni g1 Toro, urodn
NOC I EBCA B HOCHIOM BB ICHII T 13,

2) YURUINTC HMNIKI MR1CPHIIA,

13} KOponkoBas 4acth: BOCe LAHOBITE O1CY ICHBYIONIVIO KY 156110, Mul PeKoMer;iyen
HCHOILIORITH KOMUOBHTHBIT MXICPHAN JUIM BOCCTANOBICHIS KYAL1H 1y0a (hanpinep Dentsply
Core X

9. YaaseHue v 3aMcHa

Hengrnr Fasypost  Crer.IoBOI0RONHLIC VOIYE O OBTL VRLICHSD I BAMCHRNLE IP#
NCOONOINMOL §H,
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Hporeaypa yLUIenis CrekIoBoIoKoRIOo ITsa seuseres CTARAPTHON CTOMATOIOTHUCCKO
HPOUCIYPOI It vacThio ofinell no;woToBkl croamato.ora. Yimeune mrmgra sMower Huin
HPORCIICHO ¢ HCHOIBBOBIHEM YILTPABYKOBOIT Hacw Ik, Hanpusep nacaakn Start-X No3 1an
Ne 3 (Maillefer, THnetinapis). acTosteaniio peroMeyeTes HEno i sou e ONCPATIHIOUNOIO
MIKPOCKORL.
OcaoBise mwan youwenns nondira:
o CHIMMOT KOPOURH. BEVIKH. NS0T CIOPLIC I0MOL 1 pyrie HCRYCCTRCHITMIC
KOHCTPYRIUL,
o O noNOMLIO HOAXOAMIHSTT VIBTPUIBYKOBON  1NACH 1K PIPYIIAKOT  1eMeNT, KOTOphI
NACPHREBACT NrdrT 18 3yOe.

¢ 1hmackaor nrrnd ¢ oML oS,

10.Mero/tsn i yeJloRIS erepuiinianun
Bacaenue: B onexsx rrnenst 0o capmrapuoii Getonacnoetn mwsacuns i HPHHELICAKDOCT)
AOTAULL OWTH  OYUINCHEL  HPOICIHHGHINPOBANL 0 UPOCTCPIAIORING  NCPET KIS 1M
HCRQALIOBABUCM L UPCOTBPAIRCHIN BUPRACIIA. )TO  KICa 1o KUK HCPHOIO. TaK 1l
HOCIICIY KOMICT O HCHO L 30BN,
Obnuie peworeatmn:

o Henoapsyiire  joanko aemnduumpyionue  pacisopel ¢ no;nsepacieniodi
HPDCKTHBIOCTBIO 1t 1 COOTBCTCIBIN C JNICIPYRIIILMI 0 IPHMCHEIHIO, COC FARICHELIMIE
HPOIBBOIUTTCICN  wntidguuMpyiomero  pactsopa. Jlin o0paBoTkn  MCTLLIHUCCKNX
BHCTPYMCHTOR PCKOMCILTYCICH HENOAL30BAIL QINTIKOPPASIONHLNE JIC3HIGINGIPYIOnLEIe
I OMTIRUOIIIE PAC FBOPLL.

o JUm Bamelt Sesotacnovin i ienaiiie. cpeicisa nepeonaiinitoi s i (repuarsn,
LN TRRVATUNTER

*  HoA30BIICAL HECET  OTBCICIBCNNOCTL 30 CTCPIIBHOCIL  OBOPYI0BANS BO BPCASA
NCPBOTO. JUIKIRA H - P KQACIOM  HOCTIROVIONICN  HCHOAL3OBANNN, 4 TAOKKC  3d
HCHOLAOBANNC  HOBPCAICHHDIY I RUPHIHCHEBLIN  MHCTPYMCHTOR  BOCIC
CICPHIBEAIIN.

o Hoswicimie  pasananniN Cedgekros,  uanpusep  rpentii, aedopyains (srmbos.,
HERPHBICHIE).  KOPPOIIL  BRHIBCTAHNS  UBCTORMT  ROJIMPOBKI  1CH MApPKHPOBKIL,
ABTHCICH  HORIDRTCICM  TOIO, 910 ACTPOiicTia SOIee 118 MOPYT  FapaliTHpOBAT 5
IRUUICAHAHME YPOBCHL OL30OMACHOCTIN NP1 HPHACHCHINT 110 JEIAMCHHIO,

*  Henoansyiire Bo/ty. KIMCeTBO KOTOPOI COOTBCTCIBYCT MCCTHBIM HOPAMAM. 0COBCHNO. 11
DTANC HOCIHCTCHT NPOMBIBKE 1K HCHOIBIOBANIY  MOIOILC-ACHIBHITIPYI0Nero
QOOPY OBANI.

Homarosas unerpyrims (L crepuansumnsgs muLErmnpyesnIs i el (mrndron) i
NP LICRNOCTC:

Hpoweavpa Yenosns Hpeyvupes: whiss
U ABTOMATIMCCKAN e Pusmecture nacans s ¢ Buidpocirre see HucTpyYMenThl ¢
QUICTR 1B MOTONIC- | JOTKE, HOCICTAOBKRS 11.TH HBHLINMIE B SHAUNTC TLIBLINMIL
' ACsuBuupyionem | KOH1¢TIHePE, 11001 HOBPCACICHHAMH (CRONMAHIILIC,
. QOOPY WORINNIE ‘ IBOCIRKUTH RONTAK A HIOFHNTLIC H NCPCKPYUCHINLIS ),
MO HHCIPYMCTHTANA - o [Ipi HOMCIIHIS YIRIKOBOK

N HAl Ill'l'll(l)'l'il.\lll. I }Iilt—)llpil. HWITQBOR B
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Hlocrasbre nx
MOIONC-
ACIHHGUILIPYIOINCS [

i QGOPY, OBRHIC (110
[ MCHCC 5 MIEHYT upn 90
‘ °C).

LN L
Pyutias m oo PazmecTiiTe Wi B
YA PA3BYKORS ‘ AQTKE, HOJICTABKE 1111

|

OUIICTKA KonTeitnepe. wrodsl
1530CARNTL KOHTAKTA
MY HHETPYMCHTAMIT |
A T rgyranin, :

o [lorpysnre s

JCHNCRITIONINLI

PACTBOR B UHCTHIHMIL
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KOITCITCpOB 3 MOI0IC-
Aesmgunutpyionee
O0OPYAOBANNC 1O WOHVCKAITTE
ROHTAKTE MCH,TY
HUCTPYMCHTaM LA UrrHdyraMi.

s Cucayfire nucrpykumss i
cobmonaiire ykazanus
IIPOHIBOANTCIS GTHOCHTCILIID
KOHICIEIPAINH (CM. TAK®KC
OBIBIC PCROMCILTITTH).

e Henoansyiime ro)nk0
0 10perHOe MOI0INe-
Ac3duuupyone
OO0OpyAORAKNC.
COOTBCTCTBYIONICE CTANAPTY
ENISO 15883, perynsipuo
vOeayRUBIIE e 31 Kmbpyiire g
Cron.

*  |{a HHCTPYMCITAX NC JI0IKNHO
OLITH BIWIMBIX 3AUpA3LICHMI,

e Bulpocirre Bee HHCTPYMCITL ¢ |
ABHLINGL BT SO TC BN BIND !
NOBPCHKACHHANH {CAOMAHNDBIC,
H3OTHNTLIC H IICPCKPYHCHILBIC),

o (lreiviiTe HHCTPYKIHAM 1
COOO; 1ITTe YRA3UHNAS
HPOU3BOANTENS OTHOCHTCIRHO
ROHIEHTPANHN (CM. TEKKC
olnuie pexoMenanmn). :

o Jlcwmudnumpyionil pactsop ne |
JQCIRCH COICPARATL, CIREVIONLIN
BUIROITOPOR KOPPUIHH:
AIBICIHAOB. @ TAKKE HH- HIK

C_Ypuranodamunos.

*  HcenoansyliTe BOAY. KQUCCTRO
KOTOPOIT COOTBCTCTRYCT ‘
MCCTHLIM HOPAAM,

o Lienn B wsndnuupyiomenm
PACTBOPL COACPHRUTCS
HURGITOP KOPPOIMHK. TO
PCROMCILIYCTCS HPOMLIBATH
HICTPYMCHTLL HCHOCPECTBCHTI
HEPCE ABTOKIABIPOBALHCM. i

e Bricyunrre a oanopaiosoi |
NCTRANOH MATCPIT 1AM ¢ \
HOMOULIO CYIREBION MnHL |
00 GHILTPOBRARNGI O CHATOIO

__BoRIvNaL o

®  SUrpAIICHIULIC HICTPYMCHTH]
HOLICKAT IOBTOPHOT 0MICTRE 1




I Yiakosxa
i

| - e .
Crepasarsuins

Jledertam,
Codepure w3
(CCINT TIPHNMCHIHMO).

PasmecTrTe Wi3acns B
JIOTKES. NOACTABKE 1M
KoHTeiinepe, Hroohl
H30CKRATD KONTART

MOAAY HICTPYMENTANIL

HIH lll'l'll(l)'l’al\'iH H
}'IIaK)’ﬁTc B NARCT Jihd
Creprineaning,

npie 134 °C i reuenne
18 s
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laposay crepinrsns

. coorserersiy ¢ EN [SO 11607,

SIS I TUTHBIX 1P

- —— s e —y

RTINS S
Bridpockre HUCTPYMCUTDb ¢
BYLAHMBIMIL JACOPAAIISMN
(H3rn0AMH. HCKPHBICHHAMIT),
HOBPEKICHHIMH (CKOMAMH,
CHSJAMH KOPPO3IiH ) HIH
ACPEKTAMM (BLIIBE FAHNEM
HHCTOBOH KOAHPOBKH KN i
MAPKIPOBKHY ). BAHSLOIIMIL 112
HPONHOCT D, OCIONACHIOCT ] 1014
(PYHKIONHANBLHOCTD
MHCTPYMCUTA Wiy WTidyros.
Hs3Gerafite xonTakTa MeK Y
MIICTPYMCHUTAMIS HNH
inerndrrani. Passecto e
M B JOTRC. NOJICHIBKC
AN BOHTCnepe,

[Iposepnre CPoK roanne i
HAKETA JUIH CTEPHIII3aIum.
Henonn3yiite Bake rhl. KOTophic
yerolivunp K remueparype 141
“C o s ToRIeIb B

L I

Crepuataniio HpoByuTTe 8
COOTBCTCTRIIG ¢ MAPKIPOBKOIT
11 YIIKOBKC,

Hciomnayemelit anroskiaas
JOIPKCH COOTBCTCTROBATI,
Tpedosatnss cramiapros EN i

13060 11 I-N 285. [
Hpuarensitre nposepeinnie
HPOIGLYPY CICPHAN3MLIT :

coraiacno cranuapty 18O 176635,
Obcayxusaiiie yerpoiicTsn juis
ABTOK:IABYPOBANHA BLINGIHATITC
B COOTBCTCTBI ¢ HPOIC TN POIL,
OLPR NI
DPOHIBOUITCIICM,

Hpit erepuozaigm
HPICPARIBAITICCH TOULEO D10
PCKONMCILOBAILON TPOIC/YPbI.
Kotrrpoampyiite ahdekrisuocts
(HCTOCTHOCTh VIIKORKI,

OTCYTC FBUC BIAUANOCTH,
H3MCHCHIIS IRCTA HILTHKWTOPOR
CTepiasann, Gusko-
XHMHUCCKHC HETCIPATOPLL.
INGPOBLIC 3AINCH TIAPAMETPOR
ILUIKITOB).

OBeCnCuBLTe UPOCHICHHBACMOCTS

aed



Xp'CUIeHHs \\ocrie cTepunvnauv\u CTcp\ANbNocTb \lc NNO/KG' 6bITb
nngenva cnepyet rapanTupoBsanna. B c/lyyae, ecm
Xpe[LLTb B ynakoBKa OTKpbITa, NoBpexjaena
CTEPUNNTALLOLLION U BNaXKHas.
yNaKOBKE B €yXOM U 11poBcpbTe CTEpUNTBALMOMNMYIO
4VICTOM mecTe.

yNakoBKy U MegULMHCKNe
n3genusa nepen Mcnosib3oBaHWeM
(LeNoCTHOCTb YNaKoBKM,
OTCYTCTBUME BAAXHOCTU, CPOK

11.¥Ycnosua rpaiicnopi UPOBKKU

CneuvanbHble  YCNOBUS  TPAHCMOPTUPOBKH  HC  MNpeAycMOTPeHbl.  W3genus  AO/MKHbI

rPaHCHOPTUPOBATLCS B COOTBETCTBMM C MNpaBuiamu, AeACTBYHOLWMUMM AN KaXAOro Buga
TpaHcnopTa.

12.¥YcnoBua xpaHeHUA U CPOK HOANOCTH
C'pOK XpaHeHWUSA HC OrpaHuYeH.

CneyuanbHble YCNOBUS XPaHEHUSI He MPeayCMOTPEHbI.
XpaHUTb BHE A0CTYyna NpPsIMOro CO/IMEYHO!L'0 cBeTa.

lMocne cTepuansaumu wn3genua cnefyet XpaHUTb N cl'epynmsalllouHbIX MakeTax B CYXOM W
YNCTOM .MeCTe.

13. TpeboBaHMA K 0OXpaHe OKpYy>XatoLlen cpeabl

3genve He oOKa3blBaeT THOraTMBHOIO BO3/ICHC'IBMS Ha OKpYXXalollyl cpeay B mpouecce
XM3HEHHOTO LMKNa.

14. ¥YcnoBua akcnya raymm

dkcnnyatauua: +10 - +35. W3genna He nognexart pemMoHTy. CneunanbHOro TeXHUYECKOro
06CcNy>XXnBaHMA He TpebyeTcs.

15. ¥ rununsauyums

YTUnusauusi npoBOAMTCS B COOTBETCTBUM C MECMM/IM 3aKOHOZAre/bC'rno.M M MPOTOKOIaMu
KOHKPETHOro MeAULMHCKOr0 YUpexaeHus.

16. Tapav W1 npounssonin ens

11pon3150anTenb He HECET OTBETCTBEHHOCTb W He TAMaaymBac! KOMMNEHcALUUO 3a BO3MOXHbIi
ywep6 mnn mecyac'!'[{ble cnyvan, W.FIMKTHTAE;

e lcnonb3oBaHMemM WHC1'P\MCHTO15. HC OTHOCALLMXCA K CUCTEME M KOTOpble .MOryT
NpensaTCTBOBaTb HOPMasibHOM paboTe.

e llecobnofgeHnemM HHCTPYKHUM HO HPHMCMCHUIO.
O'NK'TCTBCHHOCTL 3a TeCTUPOBaHMe mMaTepuana Ha ero NPUrogHoOCTb W UCHO/b:30Banmne ans

no6oii Lenu, SBHO He ~YkasaHHO B MMErpyKumu. uccei' nonb3oBaTtesib!
110 BONpocaM KayecTBa M3aennm cnef\eT o6pawn'n.ca K YHONHO.MOYenHOMy NpeAcTaBUTENIO
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NPOH3BOINTC .

17.YuoanomMoucHnbli NPeaAcTaBuTe b
Q00 «Jlesrrennafi PY». Pd, 129090, r. Mocksa. IMpocnekr Mupa. 1.6, teit.: +7 (495) 988-28-
08.

MNeuaTs: QOO0 Mavinnedpep UHCTpyMeHTC XONANHE
Q00 Mainnnectep UHCTpYyMEHTC XONAUHr {Maillefer Instruments Holding)
{Maillefer instruments Holding)
Yemwn Ay Beprep 3 Noanuce
CH-1338 banar rperopy TOMAC (Gregory THOMAS)
WeeiLapus CneumanucT oTaeAa HOPMATUBHO-NPABOBOIO
peryhmpoBaHus
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KapueBa EBreHua Baerabesuna

Fopo() Mocksa.
WecTHaguaToro pepans Aee ThicAvya NATHaALaTOro roga.

. bdapTbimoa Mannans Aiidpeeeua. BpeMeHHO ucno.'iHHioufaH 065s13aHHOCT M HOTapuyca
ropoga Mocksbl AkumoBa 'ne6a bopucosuya, cBUAETENbCTBYIO NOA/MHHOCTb MOAMMUCH,
cenaHHoi nepesoaunkom KopHeBoil EBreHuein BacunbeBHOM B MOeEM MpMCy TCTBMKU. JIMuHoa
ee ycTaHoB/eHa.

3aperncTpupoBaHo B peecTpe 3a/lb
B3bickaHo no Tapudy: 100 py6.

BPWO HoTapuyca

T

I s:. N

npBA(Djrt)ery” jj.jrojiy.N)?0eaiio v ckpenneHo neyaTbio /JL nucT{-a.-0B

‘r'*re ,.:n "N

BPWNO HoTapuyca
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Chemin du Veraer 3. CH - 1338 Ballaiaues T6l +41 (0)21 843 92 92 inffo@dentsplyma
Switzerland Fax+41 (0)21 843 92 93 www.dentsplyma

APPENDIX TO DIRECTIONS FOR USE

Radix-Anker-Standard and Radix-Anker-Long Titanium Posts in
individual packs

Manufactured by:
Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Ballaigues,

Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

MAKE CHANGES TO THE FOLLOW ING PARAGRAPHS OF THE DIRECTIONS
FOR USE

8. Adverse reactions/events
Breakage of Radix-Anker posts during treatment may result in injury to the patient
requiring tooth extraction or surgery.

DATE: October 30, 2015

MAILLEFER INSTRUMENTS HOLDING SARL

Quality & Regulatory Compliance Coordinator

Page
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LLTndtel Radix-Anker-Standard n Radix-Anker-Long
TUTaHOBbIE B OTAe/IbHbIX YNaKOoBKax

|_|pOI/I3BOp,CTBa KOMMaHnn

Maillcfcr Instruments Holding Sari, Chemin du Verger, 3, C/N1338, Ballaigucs,
S>vitzerland / Maiinnepep WHcTtpymeHTe XonaguHr Capn, Weeliyapusa, Ten.: +41(0)21
843-97 66, ®akc: +41(0) 21 843-9293

BHECTU MWENENWA BCANEAYOWWE MYHKTbl MHCTPYKL WA

8. NMob60oYHbIe peaKHNU/HEXeNnaTeNbUbIC ABNEHUS
Monomka wTnucToB Radix-Anker lio BpemMss nevyeHuss MOXeT MNpPUBECTU K TpaBMe naymeHtTa Wu

HEeo6X04MMOCTHM yaaneHus 3y6a Uan XMpypruyeckoro BMellaTenbcTBa.

OATA: 30-e okTA6psa 2015r.

Maillefer Instruments Holding Sari

Mperopy TOMAC

KoopanHaTtop no KayecTBy U HOpPMaTMBHbLIM BOMpocam
1lonnuck

11cuatb Maillefer Instruments Holding Sari
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MepeBOAYNK ®ponosa MapuHa MuxainosHa

Nopop MockBa
[eBaTOro HosAOpPA fABe ThICAYN NATHAALATOro roja.

A. Aknmos 'ne6 bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBY NOA/IMHHOCTb

nognucy, chenaHHoin nepesogunkom ®ponosoi MapmHoii MuxainoBHON B MOEM NpUCy TCTBM
TIMYHOCTb ee ycTaHoOB/EHA.

3aperncTpupoBaHo B peecTpe 3a Ne '90

B3bickaHo rno Tapudy: 100 pyo6.

nAay -0

JapmiiHypmmib, nwHymepoBaHO M1 CKPenIeHo nevyaTbio Ainelr (-a,-0B).

HoTapuyc
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SRSPLY Chemin du Verger 3, CH-1338 Ballaigues Té1+41 (0)21843 92 92 info@dentspiymaillefer,corr
2 B LW Switzerland Fax +41 (0)21 843 92 93 www.dentsplymaiilefer.corr

APPENDIX TO DIRECTIONS FOR USE

Uniclip Plastic Dental Root-Canal Posts in individual packs

Manufactured by:

Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Ballaigues,
Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

MAKE CHANGES TO THE FOLLOWING PARAGRAPHS OF THE DIRECTIONS
FOR USE

1 Description

AMEND SECTION:
Pack size:

Uniclip plastic posts in individual packs x 100 pcs.; sizes 108, 208, 308, 110, 210, 310.
REMOVE FROM THISSECTION ALL OTHER HEMS AND LIST OF ACCESSORIES.

2. Photos

Uniclip plastic posts; sizes from left to right:
108,208,308, 110,210,310

REMOVE FROM THIS PARAGRAPHALL OTHER ITEMS.

3. Composition
Plastic - polystyrene PS (PG-33).

8. Step-by-step instructions
ADD INFORMATION:

Instruments for the posts placement are sold separately.

CHANGE THE TITLE OF PARAGRAPH 9 OF THE INSTRUCTIONS AND REPLACE HS
CONTENTS:

9. Disinfection.
Foreword: For hygiene and sanitary safety purposes, products must be disinfected before usage
to prevent any contamination.
Operation Operating mode Warning
DISINFECTION Immersion in NaOCl Do not wuse disinfecting solutions
solution (at least 2.5%) containing phenol or any products which

during 5 min at room are not compatible with the Uniclip
temperature. posts.

NOW
NDO.
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13. Conditions of use

The devices are regularly operated at temperature: 32 ° to 42 ° C. The devices are not subject to
repair. No special maintenance is required.

Ballaigues, June 2, 2015

Gregory THOMAS

RA Associate
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111tndorbl cromariornycyknc dugokavanelible Hniclip
nnacnnyyulble

11pon nn)Aactn;i KomnaHuu

Maillefcr Instrimicnts Holding Sari (I)en(sph Maillcicr), Cdumin du Verger, 3, CM-1338,
Ballaigiies, Snit/criand / Maii.i.iecljcp 1(iieipymewe XonguHr Capn (deurcunaii
Maiinnedep), iMuennapun, lon,; bl1(0)21 S43-97 66, Pak-e: bl1(())21 843-9293

BUKCTM USMKUKHWA B CA1IAMOWHI. NYHKTbBI HHC 1BYKLUHH

1 OnucaHue

BAKCT!IusmunkTBa B B34/

d>op>ii,i ni.mycKa:

lA|1T1V|8Tb| I"iiiclip ii."iaci nK'wnne BoTncabin,IX MTKoBKax \\o 100 wT.: nasmunbl 108 208 108
no. 210.110. ' 11 . ~

YANAM'B W3 agmTon) BABIBAA BCB ;(BYMN1B wno3wuw W NnTCOK
NBUNALNKXXNOMBM,
2. ®oroipagun

WTngTel Uniclip nnacTnkoBble; pa3mepbl
cneBa Hanpaso: 108. 208. 308. 110. 210. 310

YANTANTB 3A30AHHOTO MYHKTA BC334BY! 131IMv63HLUHH

3. Cno)cram
Wonucrcpen PS (PO-33).

8. lMowarosan nucrpykmma.

AOHOAH3ITb H11POBY3A[(H1H1:
/O'la )CianoBKH nung'toB ncnonb3yll'icm nuc'rp\mculnl. npnobpetaembie 0TAENbHO.

IINLYATIITTT 1A 8TI-AYNT/nl HHCTBYKUHH H 3AMBHHTbL BrOCOZIBBXXAHB/T;

9. Ocvundek'una

BeegeHne: B uenAax rurveHbl M caHUTapnol 6e30nacHOCTU  U3AenuA  [O0/MKHbI - 6bITb
NPAXNININ® " OupolllNiun nepes NCMO.JIb30bILUMEM A1 UPCNOTBPATCINSA 3apaXeHns.

JMTpoegypa 1 > CJIOBLLL HDe;p [11)exaennn
[0].:311 K1)blun>1 Mmmepens B  pacguope He wucnonb3ylrrc  ge3vun(|)eKHMOHNbIE
Na(X 1 (ne meHee B ; pacTBopbl cogepxawwue ())enon  W/H

Avn npu ! ap\ |NC HeweeTBa. Henogxogdwuve Ans
--- KONiiiai'iictH-reNHiepaiApe. ; HOHG]'10 B PAnckp.
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L. M eaonust awewavarangn

LB et nenpasno ORCHINTEPY 0TS
420«
pedy

HPIE TIAHBECILULIN AN TONUCPRrypL: or 327 1o
Isawsng e nozeensar peMOIN

\ Unenoianioro aesunueckoro VOCIIVIRHBANIGT (10
e,

Biiol. 2 ons 2015,

Fperapn TONAC (Gregory FITOMAS)
Hoones
Mosumiii cotpyaong per. oprana
Hewanmn: Maiivediop Hucmpyyicmne Yoroune Coap

Hlvanr om Bepowep 31338 b s
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MepeBogumK Eroposa AnuHa AnekceesHa

| opos Mocksa.
MMATOro HIOHA ABE ThICAUYM HATHAALAHIOIO roja.

A4 MwupTbinoBa HaTaTda J/MOp™eBva. BpemMewto ucnavwowaa OoOoAWWWCTN noTapuyca

ropoOa MockeBbl AkumoBa [aeoa KopucoBuya. cBMocTeabCTBYH noO.nwmocTM noOmicu.
cAe.Mwnov nepeBoYMKoM VcopoBoii Aunmon AMEKCCEBMOM OMOEM MpKeyLeTBWB AnunocTb et
venuiiiod'ieiui.

'Kipepiicnipiipoaaiio B peecTpe 3aKe

B3bickaHo )0 Tapudy: i0)) /n~

BPNO noTapuyca

MpoLwHypoBaHO, NPOHY/HA

BPWO HoTapuyca
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Maillefer Instruments Holding S.ar.l. et ses filiales (Trading S.ar.L, Manufacturing S.”r.l., Consulting S.dr

Chemin du Verger 3, CH-1338 Baliaigues Tel +41 (0)21843 92 92 info@dentsplymaillefer.com
Switzerland Fax+41 (021843 92 93 www.dentsplymaillefer.com

APPENDIX TO DIRECTIONS FOR USE

Unimetric Titanium Posts in individual packs

Manufactured by:

Maillefer Instruments Holding Sari, Chemin du Verger, 3, CH-1338, Baliaigues,
Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

MAKE CHANGES TO THE FOLLOWING PARAGRAPHS OF THE DIRECTIONS
FOR USE

1. Description

“AMEND SECTION:

Unimetric pack size:
1 Unimetric titanium posts in individual packs x 25 pcs.; diameter 0.8 mm or 1.0 mm; sizes 008S, 108S,

108L, 208S, 208L, 308S, 308L, 110S, 1I0L, 210S, 210L, 310S, 310L.
REMOVEALL OTHER ITEMS FROM THIS SECTION.

AMEND SECTION:

Accessories:
1 Unimetric 0.8 mm Tray for sterilization.

2. Unimetric 1.0 mm Tray for sterilization.

REMOVE ALL OTHER ITEMS FROM THISSECTION

2. Photos

Unimetric titanium posts with a long (upper) or a short
(lower) head. On the photo 1IOL (upper) and 1l10S
(lower), diameter 1.0mm.
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Unimetric 0.8 mm Tray for sterilization

'remove ALL OTHER ITEMS FROM THIS PAKJTMKAYTI

9. Step-by-step instructions
add INFORMATION:
Instruments for the posts placement are sold separately.

14.Conditions of use : ,9 =to 42 ° C The devices are not subject to
The devices are regularly operated at temperature. 32

repair. No special maintenance is required.

Ballaigues, June 2, 2015

Gregory THOMAS

RA Associate
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AONOUHERTEE W HICTRY VLI

HEvid roy Unimetric 1irmaioBuic B8 0T 1CLILIN YHAROBRAX
Hpunsso e sn Rovasea

Maiileler Enstramemts Holding Sack Chemin du Verger, 3, CH-E338, Ballaigues,

Switzerland 4 Mudioaedep e rpy vesnne Moo anne Capag eciiapus, Tea: +410)21 843-
97 06, bare: H41(0) 21 843-9293

BIECTH HBNERERBS COi DN I0HUE SINVTRTB ICTe Y KT

I. Ouuennne
SEPC Y FNT LRI g 0,
Bopaa sy s mngros U nimeteie
' P i Lanmeteie vinaaioine s e o0 0 By vinane e S e aavietp 8 vt g LG

NPl BISSTUSN, TUSLL JONS e ey ond L TEeN T N ) STOS, il
1

VAL T LTI 3 e L e a1 il sitllie

GESCTIE ISR g
LB eERoe e
Aror cupraniieis peciepn i Lann ctrke 08 nam Lray,
. kel CRprac i rrecrepinin e e s L i,
M AEITL I CVHON P a3 i Ly et i i i ditilitil
2, ool paini
T R R I R PRI IR BECPAN

S RO TRt oaE b otods TR npasaepe 1)
A N N A (I IR MR TRACAE TR IRV

L Tad

AR v puakon s e sma Unnnetric U8
mm
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N10'toK € KpbIWKOW ;b cTepunu uiiimi Uriimclric 1,6
mm Tra\

YOANUWTb W3AAHHOIO NYHKTA BOKjJHATHK HO'W!(HH. .

9. NoTtaroBawn Hwucip\iciuia.

HoHaYHHTh HHO®OTW LUHIM:
YCTaHOBKU LUTUMPTOB 1CMosb3yroTcs HICTP)'MeuThl, nprobpe'tacmbic O'TAeNbI,

14.YcnoBHa ovciLiyarauyun
N3pgennu vcnpaBHOo ")kennya' TMpVKYLCa mMpy vo\um}la;n>mbiX vMwmcuunax ‘TecMmncpatypln: oit 32° go
42° (.. W3pgeums Hc wmopgncnan’ pemoH Ty. CHCMManbIlOTO 'Texmmyecko!d) o6CcnyXmBaHUSA HC

TpebyeTcA,
Bx'nr. 2 noHsa 2015 1.

I'perop TOMAC ((Jrey, oty TLIOMAS)
Mognuce/
Mnagwmnii coTpyaHMK pci', opraHa
MevaTb: Mw'n:icchep HucTpymeTumc Xo.idwi,” Capu

1N\ww aro Bepncep 3 133B Ba:ne
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MepeBofumkK EropoBa A:lina AnekceeBHa

lopog Mocksa.
Ihimo.’0 HIOHA [ABe ThbICAYM HATHALUATOrO roja.

}Y. MapTbiHoBa [ManuuHsa AHApeeBHa, BPEMENUO HCHO.TAlM™as 0043aHHOCTH HOTapuyc
<'opoOa Mocksbl .'iIKHMoea [siegja [OpHCOBHYa. CBMOETEALCTBYK MOL/IMHHOCTbL HOAMUCT
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Maillefer Instruments Holding S.ar.l. et ses filiales (Trading S.a r.L, Manufacturing 8./ r.l., Consulting 3 i r.l)

fgSPLY ; -
q Chemin du Verger 3, CH-1338 Baltaigues T61+41 (0)21 843 92 92 info@dentsplymaillefer.com
Switzerland Fax +41 (0)21843 92 93 www.dentsplymaillefer.com

APPENDIX TO DIRECTIONS FOR USE

EasyPost Dental Glass Fiber Endodontic Posts in individual packs

Manufactured by:
Maillefer Instruments Holding Sari, Chemin du Verger 3, CH-1338, Ballaigues,

Switzerland, Tel: +41(0)21 843-97 66, Fax: +41(0) 21 843-9293

MAKE CHANGES TO THE FOLLOWING PARAGRAPHS OF THE DIRECTIONS
FOR USE

8. Step-by-step instructions

ADD INFORMATION:
Instruments for the posts placement are sold separately.

14. Conditions ofuse

The devices are regularly operated at temperature: 32 ° to 42 ° C. The devices are not subject to
repair. No special maintenance is required.

Ballaigues, June 2, 2015

Gregory THOMAS

RA Associate

low
IDO.
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NONONUKNUNK KUHCTPYKL NN

LLITUg Tl cTOMa! osioyccKue aHaoAoHTMYecKue Easy Post
CTEK/I0BOJ/IOKOHHbIE B OTAENbHbIX YNaKoBKax

MpowBoaews KoMnanmnu

Maillcfer Instnimcnls Holding Sari, CIKmiii du Verger, 3, CWN338, Ballaigues,
Switzerland /Mannnegep NWnerpymete XonguHr Capn, WneHyapnu, Ten.: +41(0)21 843-
97 66, dake: +41(0) 21 843-9293

BHECTWU WNSMEHEHWA BCNEAYWOWWE NYWTN bl MHCTPYKL NN

8. lMowaroBaa MHCrpykumAa

AOMONHTD MHOPOPMALMEN:
,D,I'IFI YCTaHOBKUN I/II'II/I(*)TOB NCMONb3YKHOTCA UHCTPYMEHTDI, np|/|o6peTaeMb|e OTAEeNbHO.

14YcnoBusa akcmnyaTamHH

Plr3pennsa ncnpaBHO 3KCMyaTUPYHOTCA NPU MOMUHA/bMNbLIX 3HAYEeHUAX TemnepaTypbl: oT 32° 4o
42 C. WN3pgenna He nopgnexar pemMoHTY. CneymanbHOro TEXHUYECKOro OO6CNY>XUBaHUA He
TpebyeTcs.

Banar, 2 ntona 2015 r.

1'peropy TOMAC (Gregory TMOMAB)
/'Moanuce/
Mnagwmnii cCOTPYAHMK pPer. opraHa
/MevaTb: Maiingegep NHcTpymeHTe XonauHr Capn

LWmwnH aro Bep.ncep 3 133H ban)r/
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MepeBoAYUK Eroposa J1/wuna AnekceesHa

Mopog Mocksa.

MATOro NHA ABe ThICAYN NATHAALATOrO roga.

/I, MapTbiHoBa HaTanua AHAgpeeBHA, BPEMEHHO WCrOAHAWILAA 0643aHHOCTM HOTApPH
ropoga MockBbl AkumoBa [neba bopucoBuya, CBUAETENbCTBYHW MNOAAMHHOCTSbL noan\
coenaHHon nepesBofymkoM /EropoBoil ANMHOU AneKkceeBHOW B MOoeM npucyTcTBUKU. JTMyHoa
ycTaHoBNeHa.

3aperucTpupoBaHo B peecmj)e 3a Jlb

B3bickaHo Nno Tapuagy: 100 _pyb6.

BPMNO HoTapuyca

MpowHypoBaHo, npo! naeyo neyaTblo

BPMO HoTapuyca
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