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Registration documents for Astringent Retraction Paste - IFU

We 3M Deutschland GmbH, Carl-Schurz-Str. 1, 41453 Neuss, herewith confirm that the
following pages are an excerpt of the Informations for use with an additional comment about
the representative ofthe manufacturer in Russia.
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U2 - 95x120 mm - 44000766558/01 - 4-farbig nach Euroskala (CYAN ¢« MAGENTA »SCHWARZ) - 12-405 (sr)

Optional: Procedure with cord
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SEITE1 - 95x120 mm - 44000766558/01 - SCHWARZ - 12-405 (sr)

® BENGUSH

Product Description

Astringent Retraction Paste is an astringent retraction paste for any situation in which a
tempofary displacement of the marginal gingiva and/or the assurance of a dry and clean
salo B is required. The acidic paste containing aluminum chloride is applied directly from the
rebadion capsule into the sulcus. A hemostetic effect results from the compression on the
gums by the paste containing aluminum chloride as an astringent. This hemostatic effect
qucMy doses any small blood vessels which might be unintentionally opened. Depending on
the dmical situation and working technique of the person performing the treatment, the paste
can be used as an alternative to or in combination with retraction cords or other retraction

m ~xxis. Any suitable, commonly available dispensers, e.g., the Capsule Applicator can be
used for application of the retraction paste. A retraction capsule contains sufficient material
for up to 3 teeth, but may not be used on more than one patient.

These Instructions for Use should not be discarded for the duration of product use.

Use
« All Indications for temporaiy displacement of the marginal gingiva and to provide for a dry
sulcus when the periodontium is healthy, such as:
- Taking impressions, either with impression material or as digital impression
- Cementation of temporary and permanent restorations
- Preparation of Class Il and V fillings

Contraindications: the astringent retraction paste must not be used in patients suffering from
a diseased periodontium, open furcations, or exposed bone.

Precautionary Measures

The user must wear protective goggles during treatment with the astringent retraction paste.
If eye contact occurs, wash immediately with plenty of water and consult a physician if
necessary.

3M MSDSs can be obtained from www.mmm.com, or contact your local subsidiary.

Application

» Remove a retraction capsule from the blister (mmediately before use only), place it in a
suitable, commonly available dispenser, and check to see that the retraction capsule is
firmly seated in the dispenser.

N Remove the sealing cap from the capsule tip (immediately before application only) and
discard.
- The capsule tip is rounded and must not be shortened because this would result in

sharp edges.

» Dispense a small quantity of paste onto a mixing block and discard (Fig. 1).

» Rinse the sulcus thoroughly with water and dry lightly with air before application of the
paste.

» Introduce the capsule tip into the sulcus, opening the sulcus (Fig. 2).
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SEITE2 - 95x120 mm - 44000766558/01 - SCHWARZ - 12-405 (sr)

Move the capsule tip in the sulcus slowly and evenly around the tooth, pressing out the
paste and filling the sulcus all around with enough retraction paste so that an excess
appears (Fig. 3).
If required by the clinical situation, the retraction paste can be used in combination with
a cord to open the sulcus further (Fig. 4).
Allow the astringent retraction paste to react for at least 2 minutes in the sulcus (Fig. 5).
Keep all moisture away from the site during this period.
- An overly long residence time may cause damage to tissue.
Remove the retraction paste completely from the sulcus after the residence time, using a
mixture of air and water and with the aid of a suction device (Fig. 6).
- The patient must not swallow the retraction paste.

Concluding the Treatment
» Carefully check the sulcus of the treated teeth and the surrounding areas. Remove any
astringent retraction paste from the mouth.

Cleaning

« Contact with astringent retraction paste may cause metal parts to corrode. Remove any
residual paste on the instruments immediately with water.

+ Follow the corresponding instructions for use for using and disinfecting the dispenser.

Disposal
» Dispose of empty retraction capsules in the normal waste of the medical practice.

Storage and Stability
Store the product at 15-25° C/59-77*F.
Do not use after the expiration date.

Customer Information
No person is authorized to provide any information that deviates from the information provided
in this instruction sheet.

Warranty

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

Limitation of Liability

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

Information valid as of February 2012
RUS: Authorised representative of the manufacturer in Russia: ZAO "3M Russia",
Russia 121614, Moscow, Krylatskaya str. bldg.17/3, T.+74957847474
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® PYCCKMI

OnucaHne npoaykTa

Astringent Retraction Paste aBnsetca nacToin, UCNONb3YEMON 415 peTpakyum
[ECHEBOro Kpas umnu obecnevyeHus cyxoii 1 YncToii 3yboaecHeBoi 60po3apl.
MacTta CO4EPXUT B CBOEM COCTaBe X/I0pUZ a/llOMUHUA 1 UMEET KUCMIOTHYIO cpegy.
MacTta HaHOCKUTCS B 3y60Z€eCHEBYI0 6OPO3AY HEMOCPELCTBEHHO 13 KANCy/bl.
FemocTatnyeckunii 3 hekt obecneynBaeTcs ObICTPOI KOMIPeCCUen cocyos
onarogaps xnopuay anoMuHus. Femoctatnyecknin ad ekt obecneunsaeTcs

B C/lyyae He CU/IbHOTo O6LLMPHOTO NOBPEXAEeHUS TkaHeld. B 3aBMCMMOCTH OT
KNWHUYECKON CUTyalumn 1 TEXHUKN paboTbl CTOMATONOrA, nacta MOXeT BbiTb
NCnoib30BaThCA OTAENBLHO UK B COYETAHUM C PETPAKLUOHHBIMU HUTAMU WK
WHBIMWU MeTOoZaMu peTpakuuu. Ins BBeAeHNA peTPakLMOHHOK nacTbl MOryT 6bITh
Ncnosib30BaHbl 06LeA0CTYNHbIE [03aTOPbI, TaKKEe Kak, Hanpumep, AUcneHcep C
kancynamu. B 0fHON peTpakunoHHOW Kancyne CoOAepXNUTCsA KONYecTBo matepuana,
HeobxoanMoe AN peTpakuun AecHbl B 06nacTi Tpex 3y60B, HO TO/bKO 418 OAHOM0
nauueHTa.

7 [aHHYl0 VHCTPYKLMIO NO NPUMEHEHMI0 CNeayeT XpaHuTb Ha NPOTSKEHNM BCETO
nepuoja 1cnonb3oBaHus NPoAyKTa.

[pymMeHeHne

« [lokasaHns 4na peTpakuun 4ecHeBoro kpas U 0becneyeHms cyxoi 3y604ecHeBou
00p0o34b! NPy 340pOBOM NapOSOHTE CneaytoLne:
- CHATWe OTTUCKOB CMIEMNOYHOI Maccon Unn N3roToB/ieHNe LG POBOro OTTUCKA
- ®ukcayma Ha LLeMEeHT BPEMEHHbIX 1 NOCTOSHHbIX OPTONeANYEeCKUX KOHCTPYKLUIA
- Mpenapuposanue nonocteid no Il n'V knaccam no bnaky

MpoTnBONOKa3aHNA: peTpakLMOHHas KpOBOOCTaHaBIMBalLWas nacTa He f0/KHa
NCNONb30BaThCA Y NALMEHTOB C 3a60/1€BAHNAMI NAPOOHTA, C OTONEHHBIMI 30HAMM
dhypkaLuit KopHeit 3yba 1M yyactkamm OrofIeHHON KOCTH.

Mepb! NpeoCcTOPOXHOCTH

B npouecce Mcnonb3oBaHus peTpakLMOHHON KpOBOOCTaHAB/MBAOLLEN NacTbl,
Heo6X0AMMO HajeBaTb nepyatki. B ciyyae nonafaHus B rnasa, NPOMbITb GOMbLIMM
KOSIMYECTBOM BOAbI W, NPU HEOGXOAMMOCTH, 06PATUTLCS K Bpayy.

[leiicTBytoLme MHopMaLnoHHble NCTbl komnakum 3M M808 no mepam 6e30nacHoCTH
AOCTYMHbI HA WWW.MMmM.COM WK B NOKafbHOM (punuane.

HaHeceHue

» 3BnekuTe Kancyny ¢ peTpakLMoHHOi nactoil U3 6auctepa (HENOCPeACTBEHHO
nepeg Ucnosb30BaHNeM), NOMECTUTE ee B AUCNEHCEP U yOeanTeCh, YTO Kancyna c
peTpakLyMOHHOM NacTol NPOYHO 3aKpensieHa B fo3aTope.
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SEITE4 - 95x120 mm - 44000766558/01 - SCHWARZ - 12-405 (sr)

» CHUMUTE C HOCMKA Kancysbl YNIOTHUTETIbHbIA KONA4yoK (HEMOCPEACTBEHHO Nepes
NCnosib30BaHNEM).

- Hocuk nmeet okpyrnyio hopmy, ero He crefyet o6pesatb, Tak kak 3T0 MOXeT
NPUBECTM K 06Pa30BaHNI0 OCTPbIX KpaeB Kancysbl.

» BblfaBute He60/bLIOE KOMYECTBO NacTbl Ha 6/10KHOT /19 3aMeLlnBaHNs
(puc.1).

» [pex/je YeM HaHeCcTn nacTy, TwartenbHo nNpomoiite 3y6ogecHeBY0 60po3ay
BOJO W cierka npocywure ee BO34yXoM.

» BcTtaBbTe KOHeL kancynbl B 3y6ofecHeByt0 60po3gy (puc. 2).

» MezneHHo 1 paBHOMEPHO NPOBOAMUTE KOHEL, Kancynbl B 3y604eCHEBON 6opo3ze
BOKpYr 3y6a, BblAaBnunBas nacty, v 3anofiHas et B JOCTATOYHON Mepe
3y6ogecHeByo 60p0o3ay Tak, YTOObI BbICTYNAMN U3IULWKN PETPAKLMOHHON! NacTbl
(puc. 3).

- Ecnmu Toro TpebyeT knuHU4Yeckas cutyaums, T0 peTpakyoHHas nacta Moxet
NCNOMb30BaTbCA B COYETAHUN C PETPAKLNOHHON HUTBIO, BbIMOHAKLWEN Posib
[OMONHUTENIBHOTO MeTOAa peTpakLu 4ecHeBOro kpas (puc. 4).

» OcTaBbTe peTpakLMOHHYI0 KPOBOOCTAHABIMBAIOLLYIO NacTy B 3y604eCHEBOM
00po3/e B TeUeHNe He MeHee 2 MUHYT (puc. 5). He fonyckaiTe B TeYeHWUe 3TOr0
BPeMeHMW nonagaHune Bnarum Ha obpabatbiBaemblil y4acTok.

- UpesmepHO NpoA0/IXUTENIbHOE BPEMS BO3AENCTBUS MOXET NPUBECTU K
NOBPEXAEHNIO TKAHM.

» [MONHOCTLIO yaanuTe peTpakuMoHHY nacTy U3 3yboaecHeBoit 60po3abl Npy NOMOLLY
BO34yxa 1 BOAbI, MCMOJb3ys NpK 3TOM acnupartop (puc. 6).

- W36eraiTe npornatbiBaHue nayneHToOM peTpakLMOHHON NacTbl.

3aBepLueHne 06paboTKu
» TuaTensHO NpoBepbTe 3y60AecHEBY0 60p03ay 06paboTaHHOIO 3y6a 1 OKpyXatoLLero
ero npocTpaHcTBa. [ainte nauueHTy NpononockaTb por.

Ouncrtka

+ KOHTaKT C peTpakLNOHHO KpOBOOCTAHABNBAKLLEN NACTON MOXET NPUBECTM K
KOpPPO3nUn MeTaNNNYeCcknX MHCTPYMEHTOB. HesaMeaIMTeNbHO YaanaiiTe ocTaTku
nacTbl C MUHCTPYMEHTOB MPK NMOMOLL M BOABI.

« Cobnwpaiite ykazaHus, npuBefeHHbIe B COOTBETCTBYHOLLEA MHCTPYKLMN MO
NPUMEHEHN0 1 Ae3nH ek go3aTopa.

YyTununsauus
» lcnonb3oBaHHble Kancysbl ANs peTpakyMOHHOM nacTbl yTUAN3UPYeTCa BMecTe ¢
00bI4YHBIMU MEANLMHCKMMI OTXOLAMMU.

XpaHeHne 1 CPpoK roHOCTU
XpaHutb npoaykT npu 15-25°C/59-77°P.
He ucnonb3oBatb Mo UCTEYEHUN CPOKA TOLHOCTH.
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Hdopmaumsa ana nokynarens
3anpeujaeTtcsa npefoCcTaBaATb MHPOPMALIMIO, KOTOpasi OTANYAETCA OT MHGopMaLnK,
coflepxalyeics B 4aHHON NHCTPYKLNL.

[apaHTUiMHbIEe 0653aTeNIbCTBA

KomnaHnus 3M Deutschland GmbH rapaHTupyeT oTcyTCTBME B CBOEN NPOAYKLMM
AeekToB, CBA3AHHbLIX C UCXOAHLIMU MaTepuanamn 1 NPpou3BOACTBEHHbIM NMPOLECCOM.
KOMMNAHWA 3M Deutschland GmbH HE JAET HUKAKUX APYTNX TAPAHTUN,
BK/TIOYAA NMOBbLIE MOAPA3YMEBAEMbIE OBA3ATE/IBCTBA B OTHOLWEHWN
TOBAPHOIO COCTOAHNA U3JENNIA U UX NPUMEHUMOCTW ANA KOHKPETHbIX
LENEW. MNMonb3oBaTenb HeCET OTBETCTBEHHOCTL 3a ONpefeeHne NpUrogHocTy
[aHHOTO W3enns K UCNONb30BaHUI0 B COOTBETCTBUM C ero (N0N1b30BaTesis) 3ajadamu.
B cnyyae 06HapyxeHus aedekToB U3aenus B rapaHTUiiHbIA Nepuos 0TBETCTBEHHOCTb
¢mpmbl 3M Deutschland GmbH orpaHnynBaeTCcs pEMOHTOM W 3aMEHON JaHHOTo

nsnenus.

OrpaHunyeHne 0TBETCTBEHHOCTY

3a ncKNoYeHnem cuTyaLmnii, NpsaMo npeaycMOTPEHHbIX 3aKOHOA4ATe/IbCTBOM, KOMNaHUs
3M Deutschland GmbH He HeceT HuKaKoit OTBETCTBEHHOCTU 3a N0ObIe OTpULLATENbHbIE
nocneAcTena unu ywep6, CBA3aHHbIe C UCNONb30BAHUEM [aHHOW NPOLYKLMN:

NPAMbIE, KOCBEHHbIE, YMbILL/IEHHbIE, C/ly4aliHble UKW ONOCPeA0BaHHbIE, He3aBUCUMO
OT BbIBNHYTbIX 0OBACHEHWIA, BKOYAS rapaHTUm, KOHTPaKTbI, HEOPEXHOCTb UM
00BbEKTUBHYI OTBETCTBEHHOCTD.

ViHhopmauus no coctosHuio Ha hespasnb 2012 roga

RUS; YNo/MIHOMOYEHHbI npeacTtaBuTenb nponssognutens B P: 3A0 "3M Poccus®,
Poccua 121614, MockBa, yn. Kpbinatckasa 17/3, T.+74957847474

UKR: YNoNHOMOYEHHbIN npeacTaBuTenb B YkpanHe: 000 "3M YkpauHa", 03680,
YkpauHa, r.Kues, yn.AmocoBa 12.
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MEPEBOJ, C AHI/IMACKOrO W HEMELKOIO £3bIKOB HA PYCCKUA A3bIK

3aBepeHHasa Konus

3M foiunang Mm6X Kapn-Wypu-lWTpacce 1 MouToBbIA agpec:
41453 Hoiicc 3CN3 Nnay
FepmaHus 82229 3eedhennbp
Mepmanus

3M 3CI3 TenedoH +49 (0)8152 700-0

Tenedpakc +49 (0)8152 700-1366
Be6-caiit: www.3MESPE.conn
E-Mail: infoSMESPE@3M.com
Per. Ne no Aup. EC 06 oTxogax
anekTpuy. W/ anekTpoH, 060pya.:
DE 36963167

Homep HAC: DE 120679179

Ona npegbaBneHnsa no mecty Tpe6oBaHuUA 06 theBpana 2014 roga
KoHTakTHOe nuuo: Proaurep ®paHke
e-mail:
ruediger.franke@mmm.com

PernctpaunoHHble [OOKYMEHTbl 479 PeTpakuMOHHOM KpOBOOCTaHaB/MBaKLWeErn nacTbl
Astringent Retraction Paste - MHCTpPYKUMA NO NPUMEHEHUIO

Mbl, 3M Joiunang Tm6X, Kapn-Wypu-WTpacce 1, 41453 Holicc, HacToAWwWMM NOATBEPXAAEM, 4YTO
NHpopmaumusa, cofepxawasaca Ha HUKecneaywuwmx cTpaHuuax, SABASETCA W3BAEYEHUEM U3
WHCTpYKUMM N0  MPUMEHEHW C  AOMNOSIHUTENbHbIM  KOMMeHTapuem 06  YNOSTHOMOYEHHOM
npegcrTaBuTene npoussoauTtens B Poccun.

3M foitunaHg T'mo6X
JeHTan MNpopaakrc

(noanucsb)
Piogurep ®paHke
OTnen ceptudmkaLmm

MecToHaxoxpaeHune; 41453 Hoilicc * ToproBblii peecTp: B 1878 YuacTkoBblii cys Hoiieca * Mpepacepatens
HabnwgaTenbHoro coseta: Kypt-XeHHUHT Buetxodd

McnonHuTensbHblit gupektop: Pesa Bauupu, [-p Mopr Aepepuxc, CTedan Lynbl * Ynpasasiowmuii gupektop:
Pesa Bayupu
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Bcero npowHypoBaHo,
MPOHYMepOoBaHO W CKpPenseHo
neyatbto_ °

JINCTOB.

BPHE nomapiyes
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Bcero npolwHypoBaHo,
MPOHYMEPOBAHO U CKPENEHO

neyaTtbto
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A
NNCTOB.

17 WAP 20H

fopog MockBa.

7 domuHa Anna BanepbesHa, BPEMEHHO UCMOMHALAA
0643aHHOCTM HOTapuyca ropoga MockBbl KOHMHOIA
Onbrv BaniepbeBHbl, CBUAETENCTBYID BEPHOCTb 3TOM KoM
C MOA/IMHHUKOM [OKYMeHTa. B nocnegHem noJuucTok,

334epKHYTbIX CMOB W WHbIX  HEOrOBOPEHHbIX
EHMIA WM Kakux-nnboy 0co6”.MCTEA  HeT.
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