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General Information

Impregum™ Penta™ H DuoSoft™ is heavy-bodied and light-bodied consistency polyether

impression materials, respectively, to be used with the mixing device, Pentamix™. The mixing

ratio is 5 volumes base paste: 1volume catalyst.

Due to its lower Shore hardness, the impression material is suitable for use with impressions

with slight undercuts even without additional blocking out.

Impregum Penta H DuoSoft and Impregum Penta L DuoSoft are not available in all countries

N Jhese Instructi°ns for Use should not be discarded for the duration of product use. For
details on Pentarnijc and accessories, Polyether Adhesive, Penta™ Elastomer syringe,
Penta Mixing Tips - Red, and Impregum™ Garant™ L DuoSoft™, please refer to the
corresponding Instructions for Use.

Indications

Impression of inlay, onlay, crown, bridge, and veneer preparations
*  Functional impressions

Fixation and Implant impressions

The base paste of tins product contains substances that nay cause an allergic reaction by skin
contact m certain individuals. If prolonged contact with oral soft tissue occurs, flush with large

tunounts of water. If an adverse reaction is observed in a patientdiscontinue use of the product in
this patient and seek medical attention as needed.

Known allergens are 1-Dodecylimidazole and mint flavors.

For Dental Personnel

The base paste of this product contains substances that may cause an allergic reaction by skin
contact m certain individuals. To reduce the risk of allergic response, minimize exposure to these
materials. In particular, avoid exposure to uncured product. If skin contact occurs, wash skin

Wfter' USe of Protective gloves and a no-touch technique is recommended.
3M MSDSs can be obtained from www.mmm.com or contact your local subsidiary.

Preparation

Blocking out

> Block outundercuts or areas where gingival recession exists to prevent the impression
material from locking” onto the tooth structure. Failure to block out may make tray
removal difficult or cause extraction of natural teeth or prostheses. Blocking out is
especially important when usmg impression materials with high Shore hardness.

Prepare impression trays

All impression trays generally used for precision impressions are suitable.

> For sufficient adhesion, apply a thin layer of Polyether Adhesive to the toy and allow to dry
completely according to the Polyether Adhesive Instructions for Use.
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Prepare Pentamlx/Penta DuoSoft cartridge/poly bag
JIace the Impregum Penta H and L DuoSoft poly bags in the corresponding designated 3M |
ESPE Penta cartridges only!
Place the cartridge in the Pentaraix mixing unit and attach a new Penta Mixing Tip - Red.
" Ifa new mixing tip is installed when the cartridge is inserted, check whether the drive shaft)
is engaged before you start mixing.
> With newly filled cartridges, start mixing and extrude and discard the first unevenly mixed;
paste prior to the first use for impression taking. Do not use the paste to take an impressionl
until the color of the paste is homogeneous.

Retraction

Retraction cords as well as solutions and pastes based on aluminum chloride, aluminum sulfate, j
or iron sulfate are suitable retraction agents. Recommendation: 3M ESPE Astringent Retraction
Paste/Retraction Capsule. The paste containing aluminum chloride is directly applied from the 1
retraction capsule into the sulcus. The paste can be used as an alternative to, or in combination {
with, retraction cords or other retraction methods, depending on the clinical situation and thef
practitioner’s application technique.

Y Areas from which impressions are to be taken should be kept dry.

> Prior to taking the impression, completely remove all residual retraction agents by rinsing
and drying.

Dosing and Mixing
> Dosing and mixing are performed automatically in the Pentamix device.

Times
Working Time from start of Setting Time from start of |ntraoral Setting
mixing* minrsec mixing* min:sec Time** min:sec
Symbols on product  _ ss -
Impregum
Penta H 2:30 6:00 3:30
DuoSoftPenta Putty
........ STty mguci temperatures wiui
shorten the worklng time, while lower temperatures will prolong k We recommend a working]
time 8F 1:45 minrsec and comptiance with the Tindicated from the start of mixing to !

assure an ideal impression result at all times under clinical conditions.
* Start of mixing = entry of paste into the mixing tip.
*“ For product combinations, longer times are valid.

Impression Taking
One-step technique
> For application around the preparation, attach the Penta Elastomer syringe to the mixing
tip of the Pentamix device and fill with Impregum Penta L DuoSoft

> Subsequently change cartridges and load Impregum Penta H DuoSoft onto the tray
previously prepared with adhesive.
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A While loading the tray, apply the mixture into the sulcus or cavity from bottom up,
always keeping the tip of the application nozzle immersed in the material and in contact
with the surface ofthe tooth.

Depending on the number of units to be syringed, initiate application around the
preparation appropriately to finish syringing and tray filling at the same time. Failing
this, the syringe material will set more rapidly than the tray material, leading to
distortions of the impression.

> Immediately after application around the preparation, position the loaded tray in the
mouth and hold it there without applying pressure until setting is complete.

> To remedy initial adhesion (“setting the valve”), especially with upper jaw impressions,
remove the tray from the gingiva on one side in a posterior position. If this proves
difficult, it may be necessary to carefully blow some air or water between the impression
and the gingiva

Functional Impression
' N erpreparing the custom tray with adhesive, load Impregum Penta H DuoSoft onto the

tarr. place the tray in the desired location in the mouth, and have the patient perform
fooctional movements. Ll

> Ifrequired, use Impregum Penta L DuoSoft or Impregum Garant L DuoSoft for precise
impression taking (correction).

After Impression Taking

> Thoroughly examine and explore the sulcus of the prepared teeth and surrounding dentition.
Remove any residual impression material from the mouth.

Hygiene
> Place the impression in a standard disinfectant solution commonly used for impressions for

the period of time recommended by the manufacturer. Excessive disinfection may damage
the impression.

>  After disinfection, rinse the impression under running water for approx. 15 sec.

Model Preparation

Y Prepare a cast from the impression with a commercial specialized stone plaster no earlier
than 30 min and no later than 14 days after taking the impression.

> To avoid introducing bubbles into the model, briefly pre-rinse with water and dry with air
before pouring.

> Do not use surfactants as these impair the quality of polyether impressions and are not
required!

> Polyether impressions can be silver-coated, whereas copper-coating is not feasible.

Cleaning
> Paste that has not set may be removed with ethanol or by rinsing with water and soap.
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Notes f;

At temperatures below 18°C/64° F, the viscosity of the pastes may increase sufficiently to |
make mixing in the device difficult. After keeping the pastes at 18°C764° F for at least one |
day, the processability is re-established without compromising quality.
Direct exposure to sun and moist storage conditions damage the impression.
Polyether impressions should not be exposed to solvent-containing liquids as this may result!
in swelling and imprecise modelling.

» 3M ESPE Polyether materials may only be combined with 3M ESPE polyether materials, 1
When doing so, it is absolutely essential to observe the working and setting times of thef
individual products.

Storage and Stability

Store the product at 18-25°C/64-77° F. Do not refrigerate!
Do not use after the expiration date.

Store impressions dry and below 30°C/86° F in the dark.

Customer Information

No person is authorized to provide any information which 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 1
ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A ]
PARTICULAR PURPOSE. User is responsible for detamining 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
Deutschland 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 June 2016
RUS: Authorised representative of the manufacturer in RF:
ZA0 “3M Russia", Russia 121614, Moscow, Krylatskaya str. bldg. 17/3 T.+74957847474
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HasHaueHwne

MaTepuan cTOMaToMOrMYeCKUIA OTTUCKHON nonmadmpHbld Impregum DuoSoft (Impregum Penta
H DuoSoft) npeactaBnseT co60i CUNbHOW KECTKOCTM  OTTUCKHOW  MaTepuan, [Ans
MCNONb30BaHNA B CMECUTENIbHOM YCTpoicTBe Pentamix™. KOMMOHEHTbI COOTHOCATCS Kak 5
06BbEMOB OCHOBHOM NacTbl: 1 06beM KaTasmsaTopa. brarofaps HU3KOMY YPOBHIO TBEPAOCTY MO
LLlopy OTTMUCKHOI MaTepvan noAXoAUT Takke AN Hernyb6okKux MNOAHYTPEHUA aaxe 6e3
[ONONHUTENIbHOIO 6/I0KMPOBaHNS.

Impregum Penta H DuoSoft n Impregum Penta L DuoSoft focTynHbI He BO BCex CTpaHax.

MokasaHusa
e OTTMCK 3y60B, OTNPenapupoBaHHbIX NMOA BKNaAKV U HaKNaAKW, KOPOHKM, MOCTOBUAHbIE
npoTesbl

*  OHKYOHIBHLE OTTVCKA

° duKcauMOHHbIE CNEMNKK U CNenKu npu NpoTe3npoBaHNN Ha UMNIaHTaHTax
OCTKn

[aHHOro NPOAYKTa COMEPXKaTCs BELLIECTBa, CNIOCOGHbIE BbI3bIBATL Y OTAE/bHbIX

nonagaHUn Ha KOXy annepruyeckme peakuun. Mpu AnnTenbHOM KOHTakTe C

**nwmu TKAHSAMW MOMOCTM PTa NPOMbITb OGU/bHBIM KONMMYECTBOM BOfbl. 6 C/ydyae OKa3aHUs

no6ouHoro [ECTBMS Ha MauueHTa, NPeKpaTUTe WCMO/Mb30BaHWe 3TOr0 MpoaykKTa y 3TOro

nauueHTa 1 Npy HeO6XOAMMOCTY, 06PATUTECH K Bpauy. 3BECTHLIMM annepreHaMu senstoTes 1-
AoAe UUIMMUAA30/ U MSATHBIE apOMaTH3aTOoPb.

[Nns cTOMaTo/MI0rMYecKoro nepcoHana

B 6a30B0li NacTe fJaHHOr0 NPOAYKTa COAEPXKATCS BELLECTBA, CMOCOOHbIE BbI3bIBATbL Y OTAE/bHbIX
nofeldi Npu NonafaHuM Ha KOXY annepruyveckue peakumu. Ons CHUXKEHUS puUcKa anieprim,
CBEAUTE K MUHUMYMY KOHTAaKT C 3TUMWU MaTepuanaMu. B ocoGeHHOCTV n3beraiiTe KOHTaKTa C
HEeMosYMEPU30BaHHbIM NPOAYKTOM. Mpu BO3HUKHOBEHUM KOHTAKTa C KOXE NMPOMOWATE KOXy

MbI/IbHbIM PacTBOPOM. PeK0|\/|eH,qyeTc;| MNCMNOo1b30BaHME 3alIMTHbIX MEPYaTOK U 6ECKOHTAKTHOM
TEXHUKN.

[ecTBytoLime MHDOPMALMOHHbIE IMCTbI MO Mepam 6e30MacHOCTI KoMnaHuy 3M A0CTYMHbI Ha
WWW.MMmm.com WK B BallleM MECTHOM (hunnane.

lMogrotoBka

brnokuposaHne

BrokupoBaTb NOAHYTPeHWUs WM 061acTW, rAe CYLLeCTBYeT peLeccus [ecHbl, 4TO6bl
npeaoTBpaTUTb CUMbHOE  «CLIEM/IEHNE» OTTUCKHOMO Matepuana ¢ 3ybom. OTcyTCTBUE
GNOKMPOBKN MOXET 3aTPYAHUTL YAasieHne OTTUCKHOW NIOXKKM WU CTaTb NPUYUHOW YAaneHns
eCTECTBEHHbIX 3y060B WM NpPoTe30B. BNOKMPOBKa OCOGEHHO BaXHa MNPV UCMOMb30BaHUU
OTTUCKHbIX MaTepranoB C BbICOKOI TBEPAOCTLIO Mo LUopy.

MoarotoBKa OTTUCKHBIX JIOXKEK
Moaxomar No6ble OTTUCKHbIE NOXKKN, 06bIYHO MNCMosib3yeMblE ANA CHATUA TOYHbLIX OTTUCKOB.
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> Jlns AOCTaTOYHOrO CLIEM/IEHMSt HAaHeCUTe TOHKMWIA Cnoil noxeuHoro agresvea (Polyether
Adhesive) Ha NOXKy W AainTe MOMHOCTHI0 BbICOXHYTh B COOTBETCTBMMU C MPUBEAEHHBIMU B
WHCTPYKUMX MO NPUMEHEHMNIO MONM3MPHOTO aAre3nsa yKasaHUAMU.

MogrotoBka KapTpumka Pentamix/Penta DuoSoft
A Momewarite Impregum Penta H 1 L DuoSoft Tonbko B cneymanbHblii kapTpumpk 3M ESPe |

Pental
MomecTuTe KapTpUIK B CMECUTeNbHOE YCTPOWCTBO Pentamix u npucoeguHUTe HOBbIE |
Hacafku CMecuTeNbHble KpacHble Penta - Eciu  npu  3anpaske  KapTpumpial

yCTaHaB/IMBAETCA HOBasi CMeCUTe/bHas Hacafika, TO MNepefj CMeluMBaHUEM Heo6X0fMMO!
MPOBEPUTL NPaBWUILHOCTb YCTAaHOBKY KapTpUKa.

*  ® cflyyae TOMbKO YTO BCTaB/IEHHLIX KapTpUKeA nepes nepBbiM ynoTpeGneHvem ans!
CHATWS OTTUCKA NPUCTYNWTE K CMELLMBAHMWIO 1 BblAaBUTE AYLLYHO B Hayasle HepaBHOMEPHO ?
CMeLLaHHYH Maccy. He ucronb3yitTe maccy Ans CHATWUS OTTMCKA, MOKa LBET Macchbl He \
CTaHeT FOMOTEHHBbIM.

PeTpakuus

Moaxo4AT peTpakuMOHHbIE HWUTW, a TakkKe PacTBOpbl M MacTbl, OCHOBaHHble Ha X/opuae

aIIOMUHNA, CynbaTe aloMUHUA UK Cy/bdiaTe dkesesa.

PekomeHpaums: petpakumoHHas nacta 3M ESPE Astringent Retraction Paste/ Retraction

Capsule. lMacTta, OCHOBaHHas Ha X/opufe antOMUHWUA, HAHOCUTCA HEMOCPeCTBEHHO W)

PeTPaKLUMOHHON Kancynbl B 3yboAecHeByt0 6opo3gy. Macta MoXeT 6biTb MCNOMb30BaHa B

KayecTBe anbTepHATMBbI WAM B COYETAHWM C PETPAHLLOHHBIMW HUTAMWU WU SPpYTUMK,

PETPaKLMOHHbIMU METOAaMW B 3aBUCUMOCTM OT KIMHUYECKOW CUTyaumn 1 cnocoba HaHeceHus

MPaKTUKYHOLLMM Bpayom.

> 0651acTu, ¢ KOTOPbIX TPEOYETCA CHATL OTTUCK, JO/MKHbI ObITb CYXUMW.

Y Tpexge Yem caenaTb OTTUCK, TLLATENbHO YOEPUTE OCTaTKN PETPAKLMOHHOIO areHTa nyTem
MOIOCKaHWSA 1 NPOCYLLKN.

Jo3npoBKa 1 cMmeLLInBaHne
> [l0o3pOoBKa 1 CMeLLMBaHWe NPOM3BOAATCA aBTOMATMYECKM B anrnaparte Pentamix.

Pabouee Bpems

Bpems 3acTbiBaHUs OT  Bpems [eiicTBuUS B

Bpemsi 06paboTKM OT Havana
HaYana CMeLMBaHNS™  pOTOBOW MNONOCTU**

CMELLUMBAHUS* MUHICEK

. MUHXEK
MMBO/Ibl Ha

n3genmn Stf ! ) v

Impregum Penta 230 )

H DuoSoft ' 6710 3:30
Impregum 3:15 6:3© 3:15

Penta L DuoSoft rkfc, o 1

Bce ynomsaHyToe pabouee Bpems cooTBeTcTBYeT ISO 4823:20%». bo3ee BbICOKMe TemnepaTypbl
COKpaLLatoT, a 6onee HU3KME TeMmepaTypbl YBEMUMBAIOT paboyee Bpems. [ng Toro, 4tobbl B
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KIMHUYECKNX YCNOBUIKO BCerpa AoCTturas, onTumManibHOro pesynbtata npu CHULWK ONUCKa, Mbl

PEKOMEHAYeM CnefoTh pabovemy BpemeHu 1:45 MIOMNCEK W YKa3aHHOrQ ----——--
CXBaTblBaHUA C Hayasia CMeLUnBaHKS.

+Bpems Hauara CMeLLIBAHMA = MOMEHT BBOZA MacTbl B CMECUTENbHYHO HacaaKy

** [N KOMOMHALMIA NPOLYKTOB JTydLLIE 60/1ee MPOAO/DKUTE/TEHOE BPeMSt 00paboTKu.

CHATVE OTTUCKA
TexHuka ,EI,BOI7IHOFO CMELLIMBaHUA
» HanonHute maccoit Impregum Penta H DuoSoft onnCKHY NOXKY C npeaBapuTesibHO
HaHEeCEHHbIM afre3nBoM.
> [lpy HanoMHEHWM JNIOXKKU W LUNpULEBaHUM 3y604ecHeBO 60po3fbl, MNOMOCTE U
MOLHYTPEHUI HOCKK anmn/MkaTopa Ha [03aTope Takxke CrefyeT AepXaTb MOrpy>xéHHbIM B
martepuan u B KOHTaKTe C NOBEPXHOCTbHO 3y6a.
B 3aBMCMMOCTM OT KO/MMYECTBA YHaCTKOB BHECEHUS MaTepuasna HadvHaliTe HaHeceHue
BOKpYT 06/11acTX NpenapupoBaHns COOTBETCTBYIOWMM 06pa3oM, YToObl OAHOBPEMEHHO
MBEPMLWTH BHECEHWE MaTepmaa B pOTOBYHO MOMOCTb U HaMOJIHEHWE OFTUCKHOM JIOXKKM.
BrnporaBHoM cryyae BblaB/MBaeMblii U3 [03aTOpa MaTepuan MOXET OTBepheTb
X .. °bICTpee- 4emM MaTepuan B OFTUCKHOM NOXKE, YTO NPUBEAET K AethopmauMn OTTUCKa.

Hell*PCACTBeHH® nocfie MHbeKLULW BBEeAWUTE HarO/HEHHYH) OTTUCKHYHO JIOXKY B pOT U
LepXuTe, He npunaras 4asfieHns, [0 NOMHOro 3aTBEPAEeBaHMS.

IS °6MelYeH/A BblBemeHns noxky («YcCTaHaBnvBas 3ac/OHKY»), B OCOOGEHHOCTM npwu
CHATaA OTTUCKOB C BEPXHEN YEMHOCTH, OTTAHUTE /IOXKKY OT YeNH0CTU B 0611aCTN ANCTA/IbHbIX

3yTioB. ECNM NpU 3TOM BO3HMKAKOT OC/MIOXKHEHMS, CieyeT OCTOPOXHO BBECTU BOAHYH MW
BO3AYLUHYH CTPYHO MEXAY C/IM3UCTON 1 OTTUCKOM.

PYHKUMOHA/bHBIA OTTUCK

> [locne M3roToBMEHUS WHAMBUAY/IbHOW NTOXKN W MOKPbITas ee aAre3aMBoM HarofHuUTe ee
matepuanom Impregum Penta H DuoSoft, BBeanTe NOXKY B >KEMAeMbIl YTHOreK nonocTta
pTa v NonpocuTe NalMeHTa BbIMOMHUTL PYHKUMOHANbHbIE ABUXKEHWS.

> [p He® 6xoammocTu, mucnonb3yiite Impregum Garant L DuoSoft gna cHATUA TOYHOro
OTTUCKA (KOPpeKums).

["locrie cHATUS OTTUCKA

> TuwaTtenbHo o6cnefyiite 3ybofecHeBytd 60po3gy — OTMpenapuMpoBaHHOro 3yba U
OKPY>KaLMIA IEHTUH. Y annTe 0CTaTKU CNENOYHOro MaTepmana u3 nofocTu pra.

"nrneHa

> [lomecTuTe OTTWUCK B CTaHAAPTHbIA Ae3VHMULMPYIOLLMIA pacTBOpP, NPUMEHSEMBbI 0ObIYHO
AN OTTCKOB, Ha BPEMS, PeKOMeH40BaHHoe npoussoauTenem. YpesvepHasn AesvHpeKUMS
MOXET MOBPEAUTL OTTUCK.

> [locne fe3vH(peKLUn NpoMonTe OTTUCK MPOTOYHOW BOAONM Ha NPOTSXKEHUM NpUMepHO 15
CEKYHJ. r

MpenapupoBaHne Moaenn

> OTnuBaliTe Mojenb U3 cneuuanbHoro runca He paHee 30 MUH U He no3gHee 14 fHeli nocne
BbINONHEHUA OTTUCKA.
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> Bo wusbexaHune o06pa3oBaHUS My3blpbKOB BO34yXa Ha MOAENM MNpPOMONTe BOLOM

V)

NpoCyLLMTE BO3AYXOM OTTUCK MepPes 3aMBKOM runcom. )
o o . A
N He ncnonb3yinTe cypdakTaHTbl, Tak KaK 3TO MOXET MOBPeAMTb NOAN3(UPHON OTTUCKHOM
macce!

A TonuampHble OTTUCKM MOXHO MOCEPe6PUTDL, HO HE MOKPbIBATb MEbHO.

Ouunctka

> He3sacTbIBLUME KOMMOHEHTbI OTTUCKHOI CMbITb 3TAHONIOM WM BOAON C
MbI/IOM.

MpumeyvaHns

> [lpu TemnepaType OKpyXawoLero Bo3gyxa Hwke 18°C/64°F KOMMNOHEHTbl OTTUCKHOM
Maccbl MPUOBPETalOT KOHCUCTEHLMIO, KOTOpas MOXEeT Bbl3BaTb 3aTPyLHEHUS Mpu
CMeLlvBaHUM B annapate. [locne BblAepXMBaHMA maccbl npu Temneparype 18°C/64°F B
TeyeHMWe XOTH Bbl OZHOIO IHA ee XapaKTepUCTUKN BO3BPALLAIOTCA, HE BNINSAS HA KaueCTBO.

> T[lpsAMoe monagaHue COMHEYHbIX /y4Yeldl W XpaHeHWe BO BNAKHOM MeCTe HaHOCAT
MOBPEXAEHNS OTTUCKY.

> TlonmMadupHble OTTUCKM HEe [O/MKHbI COMPUKAcaTbCA C XKUAKOCTAMW, COZepXKalLym:
pacTBOPUTENN, TaK KaK 3TO MOXET Bbl3BaTb pa3byxaHue N UCKaXXEHWEe MOLENN.

> [onuagmpHble MaTepuansl 3M ESPE mMoryT codeTatbcs TONbKO ¢ nonnspupammn 3M ESPE

Heobxogumo cTporo cob6nogate paboyee BpeMsi U BpeMs 3aTBEpAEBaHUs OTAE/bHbIX
MPOAYKTOB.

YCnoBus 1 CPOK XpaHeHns

XpaHuTb npu Temnepatype 18-25°C/64-77°F. He 3amopaxuBaTb!

He ncnonb3yiitTe NPOAYKT MO UCTEYEHWUN CPOKa FrOAHOCTY. m
XpaHuTe OTTUCKU B CYXOM, TEMHOM MOMeLLeH1M Npu Temnepatype Huke 30°C/86°F.

CpoK rofHOCTU M3AeNWiA rapaHTUPYeTCa B COOTBETCTBMM C MapKMPOBKOM Mpu ycnor
XpaHeHMs1 corfacHo pekomeHgaumam (18-25T). Cpok rogHocTh npogykra 30 mecaues npt
CO6/IIOAEHNN YCNOBUIA XPaHEHMS.

TpaHcnopTpoBKa

Mpn  TPaHCNOPTUPOBKE M3AeMA  MOFYT WUCMbITbIBaTb  KPAaTKOBPEMEHHOE  WU3MEHEHWe,
TemnepaTypbl, BAUsOLLEe Ha 6e30MaCHOCTb U XapaKTepUCTUKKX W acTal. MeauumHckoe naaenue!
TPaHCMOPTUPYIOT BCEMW BUaMM TpaHcnopTa.

KoHCTpyKUuuA
CocTtaB

BasoBas nacTa: NOSMaKUIEHOKCUZ CONOMMED, TPUTALILLLLA, afPOKapOOH, KU3eNbryp
(zmaTomoBas 3em1s1), NUTMEHTbI, IHIMOGUTOP, apoMaTH3aTop.

Kartanusartop: anmaTnyeckuii agmp, Keapl, K13enbryp
MOSINaNKNIEHOKCUL, COMONNMED, NMUTMEHTBI.
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TexHUNYecKue:

basoBas macTa; macca, Mma = 300, rabapuTHbIe pa3Mepbl, MM: LUMPUHA = 60 * 6, ANNHA, BKNHOYas
Konnayok - 130 + }0, yaenbHbii Bec = 1- 1.2 (cTaHgapT: Boga = 1)

Katanusatop: macca, Ms = 60, rabapuTHble pasmepbl, MM: LUMPUHA = 27 + 3, ANMHa, BKOYas
Konnayok - 130+ 10, yaenbHblid Bec = 1- 1.2 (CTaHgapT, Boga = 1)

Ytnwwmzauma

YTnnnsmposaTb MeAULIMHCKOE U3feNne B COOTBETCTBUAN C

NOKa/IbHbIMU/HAANOHAIbHBLIMUY MeXAyHapo4HbIMW TPe60BaHNAMM 3aKOHOAATE/IbCTBA.
MeaVUUHCKME  U3AennUs  AOMKHbI - YTUAM3MPOBATbCA  MECTHbIMU  NY6ANYHO-NPaBOBbLIMU
opraHusauuamy B cootsetcTBun ¢ CaHlMuH 2.1.7.2790-10 «CaHnTapHO-3NUAEeMNON0rnYeckme
TpeboBaHWA K 06palLleHNI0 C MeAULIMHCKUMI 0TXO04aMu» Kiacc 0TX040B b.

HdhopMaLys 7151 NOKyTiaTesia
3anpeltaeTcs NpefocTaBNATb  MH(OPMaLMiO, KOTopas OT/AMYaeTcs  OT  MH(opMauuu
COTEMKATENCB B JAHHOW MHCTPYKLMM ’

:00653aTenbCTBA

3M Deutschland GmbH rapaHTupyeT OTCyTCTBME B CBOEi MPOAYKUMM LedeKToB,

C UCXOLHbIMW MaTepuaniaMy 1 NPou3BOACTBEeHHbIM npoteccom. KOMIMAHUA 3M

OAET WUKAKUX OAPY ™ T[APAHTUIA, BKNHOUASA NHOBLIE

6t0”\p asymeBaemble ob6s3aTenbcTBAa B OTHOWEHNMN TOoBapHOTro
m3gennmim M NX MNPUMEHUMOCTMU A1 KOHKpPEeTHbIX uenem

HeceT OTBETCTBEHHOCTb 3a OnpefefieHne MNMPUrogHOCTU AaHHOTO W3Aenuns K

0 B COOTBeTCTBMM C ero (monb3oBartens) 3afjavyamMu. B cnydae o6Hapy>keHus

Hafenss B rapaHTUiAHbIA Mepuog OTBETCTBEHHOCTb (upmMbl 3M Deutschland GmbH

" PEMOHTOM W 3aMeHOW [aHHOTrO u3genus. He MOANEXUT TEXHUYECKOMY
/1 PEMOHTY.

2 OTBETCTBEHHOCTI
ANCIOTOYEHMEM CUTyauuid, NpsMo NpeLyCMOTPEHHbIX 3aKOHO4ATeNbCTBOM, KOMMaHus 3M
Deutschland GmbH, He HeceT HWKaKON OTBETCTBEHHOCTVM 3a /il06ble OTpuUATeNbHbIE
NOCNeACTBUA WK YLUep6, CBA3aHHble C MCMOMAb30BAHMEM [AaHHOW MNPOAYKUMM - MpsMble
KOCBEHHbIE, YMbILWEHHbIE, CNydaliHble WM OMNocpefoBaHHble, HEe3aBUCMMO OT BblABUHYTbIN

OOBACHEHMWIA,  BKMKOYas  rapaHTUW,  KOHTPaKTbl, HEOPEeXHOCTb  WAM  OOBEKraBHYIO
OTBETCTBEHHOCTb.

VHthopmaumsa no cocTosHUIo Ha anpens 2017

RUS: ¥YNonHOMOYEHHbIV NpeacTaBuTeNb NponssoauTens B PO:
3A0 «3M Poccusax», Poccus 121614, Mocksa, yn. Kpbinatckas 17/3 T. +74957847474
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Ihereby certify that the document
hereto is a true copy of the

April 18,

Dr. Claus cast

as official representative
Klbcker, Notary



[MepeBog ¢ aHTTIMNCKOTo n HeMeLKOro A3bIKOB Ha LI CKWI A3bIK

Y[ocToBepeHHass Konus

«3M Lonunang MmoX» Kapn-LIJypu,-vLIJTpacce, 1 MecToHAXOXgeH M~
41453, r. Hoice, Tepmaring 3CM3 Mnau, 82229, 3eedenbs, MepmaHus

Ten.: +49 (0)8152 700-0
dakc: +49 (0)8152 700-1366
«3M» Be6-caiiT: www.3MESPE.corn
3n. noyta: info3SMESPE@3M.com
Per. Homep WEEE: DE 36963167
Per. Homep nnatenslunka HAC: DE
120679179

28 mapTta 2017 T.

[Lns NpeAbsBNeHWs Mo MeCTy Tpe6oBaHMs

(Impregum Penta H DuoSoft) - OTTVICKHOM nonuna®mPHbI Impregum DuoSoft

KomnaHusa «3M [HoitunaHg FM6X», pacnonoxeHHas no agpecy: Kapn-Lypu-LUTtnacce 1 4147 m -

HOATBEPXKAAET, UTO CieAslMe CTPaHULbI NPeACTaBAAOT COGOM BblgepXKaHa MHAYKLUN " UM eHeH [ .’

«3M [oiiunaHg MmM6X»
«3M Opan Kea»

(Mognuce)
KpucTtuH Wank
OTfen HopMaTUBHO-NPaBOBOr0 PerynmpoBaHus

Cromartonornyeckas otpacib repmaHun
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HacToswmmM noaTBep>KAaeTcs, YTO JOKYMEHT, NpunaraeMblii K HacTOSALLEMY YA0CTOBEPEHMIO,
ABNAETCSA BEPHOM Konuel NoAINHHUKA.

r. WrtapH6epr, 18 anpens 2017 .
(Mevatb)
Hukonayc Knékep
Hotapuyc r. LUtapHbepr

(Moanuce)
[-p Knayc actpod, ncnonHsawowmnin 0653aHHOCTM HOTapuyca,
oumymanbHbIA NpeacTaBUTeNb HoTapuyca Hukonayca Knékepa

(Fep6oBas nevaTh)
Hukonayc Knékep
HoTtapuyc r. LLTapH6epr

AMNOCTUNb
(B coOTBETCTBUM C [MAarckoil KOHBeHLMeRn 0T 5 okTA6ps 1961 r.)

1. Crpana: degsepatuBHas Pecnybnuka epmaHuns
HacToawmin ohnunanbHbIii JOKYMEHT
2. noAnucaH UCNofHAKLWMM 0643aHHOCTM HOTapuyca A-poM Knaycom
FacTpodom
3. [feiCTBYKOLMUM B Ka4ecTBe omumManbHOro npeacraButens Hukonayca
Knékepa, HoTapuyca r. LLtapHGepr
4.  CKpenneH LO/MKHOCTHOM nevaTbio/WwiTamnom Hotapuyca r. LtapH6epr
Hukonayca Knékepa
Y [LOCTOBEPEHO
B r. MOHXeHe 6. 18 anpensa 2017 T.
Mpenceparenem 3emensHoro cyga Il r. MioHxeH
332 HOMepom 910a-776/17
Mevatb/WwTamn: 10. Mognuce OT NMEHN:
(Fep6oBas nevatb) (Mognuce)
basaPus Tomac 3Hrenb
Mpefcenatens 3eMebHOrO
cypall r. MioHxeH

© o~ o
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MepeBoa JaHHOTO TeKcTa CAeNnaH MHOM, nepeBogYMKOM MamegoBbiM TUMYpPOM [l>KaBaHLW UPOBUYEM

MNOAMUCH

Poccuitckaa depepaymns

Mlopon Mocksa
[JBajuaThb cefbMOro anpens gse ThiCAYM CEMHAALATOrO roga

A’ MapTblHOBa HaTams AHLpeeBHa, BPEMEHHO MCMOMHAOLWAs 0643aHHOCTY HOTapuyca ropoga
Mocksbl AkumoBa neba bopucosnya, CBUAETENLCTBYI NOAMMHHOCT b NOANUCK NepeBoaUmKa Mameos

Tumypa [>kasaHLInposuya.
JInyHOCTb ero ycTaHos/eHa.

3aperncTpuposaHo BpeecTpe: N #

B3bICcKaHO rocyfapcTBeHHOM nownHbl (no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycnyr npaBoBOro U TEXHNYECKOro XapakTepa: .., py6.

MOAMUCH

H.A. MapTbIHOBa
lep6oBas nevyaTsh 1*00 Y

HoTapuyca ropoga Mockebl AKumosa I.
MHH 770400047587

Bcero npoLwHypoBaHo, NPOHYMepoBaHO
1 cKpenneHo nevyaTbldo 4 nucT(a)(oB)

BPWNO HoTapuyca
NoArNmCb

Poccuiickan degepauusi
["opog MockBa

[BajuaTb cefbMoro anpens fiBe TbICAYN CEMHAALATOrO roja

A, MapTbiHoBa HaTanms AHLpeeBHa, BPEMEHHO MCNOHAOLLAA

06513aHHOCTU HOTapuyca ropoga Mocksbl AkumMoBa Mneba Bopucosuya,
CBW/ETENbCTBYIO BEPHOCTb KOMWUM C NPeACTaBNeHHOro MHe nepesoga

3aperucTpuposaHo B peecTpe: Ne

B3blCkaHO rocyapCTBeHHOV nowwnuHbl (Mo Tapudy): /O pyb6. g0 kon.

YnnayeHo 3a oKasaHue ycnyr

py6. 00 kon.

Bcero npownTo, NPOHYMepoBaHO, CKPeneHo
nevateto /7 nuct(a) (o B)
BPWO HoTtapuyca
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3M Deutschland GmbH ct& I£ 9 P y Postal Address:
41453 Neuss ESPEPIlatz
i Germany 82229 Seefeld

I\/I Germany

*+49 (0)8152 70(H)

<S>+49 (0)8152 700-1366

Internet: www.3MESPE.com

E-Mail: info3MESPE@3M.com
I WEEE-Reg.-Nr.DE 36963167

VAT-ID: DE 120679179

To whom it may concern March 28, 2017
1 . XK

Registration documents for Impregum Garant L DuoSoft - IFU

We 3M Deutschland GmbH, Carl-Schurz-Str. 1, 41453 Neuss, herewith confirm that
the following pages are an excerpt of the Information for Use.

3M Deutschland GmbH
3M Oral Care

Christine Schalk
Regulatory Affairs

Site 41453 Neuss * Hanctelsregister B 1878 Amtsgerioht Neuss
GeschaftsfOhrer Dr. John Banovetz, Prot. Dr. Joerg Dederichs, Michael Peters, Rob Schokker, Stefan Schulz
voisitzender der Geschaftsfuhrung: Dr. John Banovetz; Vorsitzender des Aufsichtsrates: Gunter Gressler
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Product Description

Impregum™ Garant™ L DuoSoft™ is a Hght-bodied consistency polyether impression material

supplied in the Garant cartridge. The mixing ratio is 2 volumes base paste: 1volume catalyst.

Due to its lower shore hardness, the impression material is suitable for use with impressions with

slight undercuts even without additional blocking out.

For details on Garant™ Dispenser, Garant™ Mixing tips and Garant™ Intraoral Tips Polyether

Sdhesive, Impregum™ Penta™ H DuoSoft™, please refer to the corresponding Instructions for
se

ar 111686 Instructi®ns for Use should not be discarded for the duration of product use.

Indications

Impression ofinlay, onlay, crown, bridge and veneer preparations
*  Functional impressions

Fixation and Implant impressions

Precautionary Measures

The base paste of this product contains substances that may cause an allergic reaction by skin
contact w certain individuals. If prolonged contact with oral soft tissue occurs, flush with large

a/ﬂ/Ba ater.Ifan adverse reaction is observed in a patient discontinue use ofthe product in
flus patient and seek medical attention as needed.

Known allergens are 1-Dodecylimidazole and mint flavors.

For Dental Personnel

The base paste of this product contains substances that may cause an allergic reaction by skin
contact in certain individuals. To reduce the risk of allergic response, minimize exposure to these
materials. In particular, avoid exposure to uncured product. If skin contact occurs, wash skin
with soap and water. Use of protective gloves and a no-touch technique is recommended.

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

Preparation
Garant dispenser/cartridge:
> Upon use of a new cartridge and with each new mixing process, start without attaching the

mixing tip by extruding a small quantity of paste until both components emerge uniformly.
> Remove clogged paste, if necessary.

Subsequently, install the Garant Mixing Tip White and Garant Intraoral Tip White.

Impression trays:
All impression trays generally used for precision impressions are suitable.

> For sufficient adhesion, apply a thin layer of Polyether Adhesive to the tray and allow to dry
completely according to the Polyether Adhesive Instructions for Use.

Retraction

Solutions based on aluminum hydroxide chloride or aluminum sulphate, are suitable retraction
agents. Retraction with threads or rings containing epinephrine (adrenaline), 8-hydroxyquinoline
sulphate or iron (111) sulphate may impair the setting of polyether impression materials.
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> Areas from which impressions are to be taken should be kept dry.

= Insubgingival preparations, hemostatic threads or rings may be used.

= Prior to taking the impression, completely remove any residual retraction agent by;
rinsing and drying.

Times
Processing time Setting time from start  Residence time in the
from start of mixing* of mixing* mouth**
mimsec min:sec mimsec
Impregum .
Garant L DuoSoft 2:00 5:30 3:30
Impregum
2:30 6:00 3:30

Penta H DuoSoft

The working times shown are in conformity with 1SO 4823:2000. Higher temperatures will |
shorten the working time, while lower temperatures will prolong it. We recommend a working
time of 1:45 mimsec and compliance with the indicated setting time from the start of mixing to
assure an ideal impression result at all times under clinical conditions.

#Start of mixing = entry of paste into the mixing tip.
+¢For product combinations, longer times are valid.

Impression Taking

One-step technique

> Load the selected material onto the impression tray according to the corresponding
manufacturer instructions.

> At the same ora later time, apply Impregum Garant L DuoSoft around the dry preparation
from bottom up, keeping the tip ofthe intraoral tip immersed in the material at all times, and
in contact with the surface of the tooth.
- If required, fill a separate Elastomer syringe directly from the mixing tip without

attaching the intraoral tip.

> Without delay, place the loaded tray in the mouth and hold it in place without applying

pressure until setting is complete.

To remedy initial adhesion (“setting the valve”), with upper jaw impressions,
remove the tray from the gingiva on one side in a If this proves difficult it
may be necessary to carefully blow some air or water the impression and the
gingiva.

Functional impression

> After taking a functional impression with a heavy-bodied  medium-bodied consistency
polyether material, use Impregum Garant L DuoSoft j « precise impression taking
(correction).

After Impression Taking
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Th°rOUghly exaTbe explore the sulcus of the prepared teeth and surrounding dentition.

>
Remove any residual cured impression material from the mouth.

Hygiene

> Place the impression in a standard disinfectant solution commonly used for impressions, for
the period of time recommended by the manufacturer. Excessive disinfection may damage
the impression.

> After disinfection, rinse the impression under running water for approx. 15 sec.

Model Preparation

>

»

>

Prepare a cast from the impression with a commercial specialized stone plaster no earlier
than 30 min and no later than 14 days after taking the impression.

To avoid introducing bubbles into the model, briefly pre-rinse with water, and dry with air
before pouring.

D° nOt 113 surfactants 38 Jlese the quality of polyether impressions and are not
necessary!

Polyether impressions can be silver-coated, whereas copper-coating is not feasible.

Garant Dispenser: Remove paste that has not set using an alcohol-soaked cloth. The
dispenser handle and plunger can be autoclaved up to a temperature of 135° C/2750 F

Disassenmble the diisperser before autoclaving. Glutaraldehyde-besed solutions can be used
for disinfection.

Impression Tray: The adhesive can be removed from impression trays using acetone.

Notes

Turning or reattaching the mixing tip without subsequent impression taking may lead to
carry-over of paste and clogging.

At storage temperatures below 18°C/64° F, the pastes may contract such way that precise
dosmg cannot be guaranteed even at room temperature.

Direct exposure to sunlight and damp storage conditions may damage the impression.
Polyether impressions should not be exposed to solvent-containing liquids, as this may result
in swelling and imprecise modelling

3M ESPE Polyether materials may only be combined with 3M ESPE polyether materials
Doing so the working and setting times ofthe individual products must necessarily be kept

Storage and Stability

Store the product at 18-25° C/64-770 F. Dp notnM praM
Do not use after the expiration date.

Store impressions dry and below 30°C/86° F in the dark.

Customer Information

No person is authorized to provide any information which deviates from the information
provided in this instruction sheet.
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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 A7
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
Deutschland 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 April 2017
RUS: Authorised representative of the manufacturer in RF:

ZAO “3M Russia”, Russia 121614, Moscow, Krylatskaya str bldg 17/3
T.+74957847474
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Ha3HauyeHue

MaTepuan CTOMATO/IOTMYECKWIA OTTUCKHOW nonmadmpHblii  Impregum DuoSoft (Impregum
Garant L DuoSoft) npezcTtaBnseT co6oii cuCTeEMY MOMMIMPUPHBIX OTFHCKHbIX MaTepuanos
HU3KOI BA3KOCTK, MOCTaB/fEMbIX B KapTpumkax tuna Garant COOTHOLUEHWE CMeLIMBaHUA - 2
06beMHbIe YacTh 6a30B0Oi NacTbl: 1 06beMHas YacTb KaTaimnsaropa.

Bnarogapsi HU3KOMY YPOBHIO TBepAocTv no LUopy, OTTUCKHOW MaTepuan He TpebyeTt
npeABapuTeNnbHOro 6/I0KMPOBaHNS HETNYyBOKMX NMOLHYTPEHWIA.

[ns nonyyeHns 6onee Nogpo6bHON MHopMauuy 0 nucToneTe-gucneHcepe Garant, a Takke 0
Hacagkax CMecuTeNbHbIX 6Genbix Garant ¥ BHYTPMPOTOBBIX HakOHeYHMKax Garant,
nonnaupHom noxeyHom agresmse, Impregum Penta H DuoSoft, cM. cooTBeTcTBYylOLLME
NHCTPYKUMU MO NPUMEHEHNIO.

VHCTPYKLMIO MO NMPUMEHEHNIO U3AENUS CnefyeT XpaHUTb Ha MPOTSKEHWUU BCETo neproja
ero UCMosb30BaHNS.

OTTUCK 3y60B, OTMPEnaprpoBaHHbIX NOA BKMIAAKMA W HaKNafKW, KOPOHKM, MOCTOBUAHbIE

OTTUCKK
Cnenkuy n cnenku npu npoTesnpoBaHNMnM Ha UMNNaHTaHTax

HOCTWh

B 6a30B0i1 NacTe faHHOrO M3AENNsA COAEPXKaTCs BELLECTBA, CMOCOOHbIE BbI3biBaTb Y OTAENbHbIX
Nofer nNpu nonajaHnuy Ha KOXy annepruyeckve peakuyun. pu AIMTeNbHOM KOHTakTe C
MATKUMW TKaHAMMW NOMOCTM pTa NPOMbITb 06MbHBIM KONMYECTBOM BOAbl. B cryyae okasaHus
No6OYHOro AENCTBMS Ha NauMeHTa, MPeKpaTuTe WCMONb30BaHWE 3TOr0 MPOAyKTa Yy 3TOro
naumeHTa u Npu HeobXoANUMOCTN, 0OpPaTMTECH K Bpauy.

3BeCTHbIMU annepreHamu ABnsOTCS 1 -A04eLMNNMINAA301 U MSATHbIE apOMaT3aTopb.

,ﬂ,ﬂﬂ ctomMaTtonormnyeckoro nepcoHana

B 6a30B0i1 NacTe AaHHOrO U3MeNNs COAEPXKATCS BELLeCTBa, CNOCOOHbIE BbI3blBAaTb Y OTAE/MbHbIX
NOAeA Npu nonagaHuy Ha KOXy annepruyeckue peakumn. Ons CHUXKEHWUS pUCKa annepriuu,
cBeAuTe K MUHUMYMY KOHTaKT C 3TUMWU MaTepuanamu. B ocobeHHOCTU M3bGeraiite KOHTaKTa ¢
HEeMnoMMepPU30BaHHLIM NPOAYKTOM. Mpy BO3HMKHOBEHUM KOHTaKTa C KOXeli MpoMOiiTe KOXy

MbIfIbHbIM PacTBOPOM. PeKOMEH/AYETCS UCMO/b30BaHNE 3alMTHbIX NepyaToK U 6eCKOHTAKTHOM
TEXHUKN.

MogroTtoBKa

Josatop/kapTpugx Garant:

> |_|pVI MNCMosb30BaHMN HOBOIro KapTpuaXa U B Ha4da/le KaXAoro npouecca CMeLlnBaHWA,
nepen Tem, Kak Hagetb CMECUTENIbHYKO HacCafKy, BblAaBUTE HE3Ha4YUTE/IbHOE KO/IMYEeCTBO

nactbl 4Tobbl ybeauTbca B TOM, UTO 6asoBasg MacTta WM KataimsaTop pPaBHOMEPHO
BbIAENATCA U3 OTBEPCTUI KapTpumpKa.

> [lpu 06HapyXXeHUW 3aKyNOpKW, yaanTe 3aTBEPAEBLLYH NacTy.

3aTeM HageHbTe CMecuTeslbHyt Hacafky 6enyto Garant U BHYTPUPOTOBOM HaKOHEYHUK
6enbliA.
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OTTUCKHbIE NOXKN:

MoaxofsaT Nobble OTTUCKHbIE TOXKKKN, 06bIYHO UCMO/b3YeMbIe 418 CHATUSA TOYHbIX OTTUCKOB.

Y [na [QOCTaTOYHOro CUEnsieHWs HaHecuTe TOHKMIA Cnoit noxkeyHoro apresvsa (Polyether
Adhesive) Ha NIOXXKY ¥ AaliTe NONHOCTbIO BbICOXHYTb B COOTBETCTBUM C NPUBEAEHHLIMU B
WHCTPYKLMM NO NPUMEHEHWUIO JIOXEUYHOI0 aAre3msa yKasaHUAaMu.

PeTpakuus

[na peTpakuuu MOLXOAAT, Harmpumep, PacTBOpPbl HA OCHOBe TUAPOXJ0PUAA aIOMUHUS UK

cynbhata antoMuHMSA.  Mcnonb3oBaHvMe HUTEA WM KOMew, cofepxXawmx  anuHepuH

(appeHanuH), 8-rMAPOKCUXUHOMMH cynbaT unm cynbgat xenesa (1), MOXeT nomeluatb

3aTBepLeBaHMIO MOMUIPUPHBIX OTTUCKHBLIX MaTePUasIoB.

> Y4acTOK, C KOTOPOro Hafo CHATb OTTUCK, LO/MKEH ObITb CYXUM.

A Tpn  HeobxoAuMOCTM, A8 KAYeCTBEHHOro  MPOCHATUSA  MOAAECHEBbIX — y4acTKOB
BOCMO/Ib3YATECH FEMOCTATUHYECKMMIN HUTAMU W KOSbLIAMW.

> [lepes CHATMEM OMMCKa TLLATE/IbHO MPOMOITE H MPOCYLUMTE YYaCTOK, O4YMUCTUB €ro
OT OCTATKOB PETPAKTUBHOIO BELLECTBA.

Pabouee Bpems

Bpems 06paboTkM OT  Bpems 3aTBepaeBaHns Bpems 3aTBepfeBaHus

Hauasna CMeLLnBaHNs™ 0T Hauana B POTOBOIA NONOCTU**
MUH: CEK CMeLIMBaHUS™ MWH: ceK
MUWH: CEK
Impregum 2:00
Garant L DuoSoft : 5:30 3:30
Impregum
2:30 6:00 3:30

Penta H DuoSoft

Bce ynomsaHyToe paboyee Bpems cooTBeTcTBYeT 1SO 4823:2000. bosiee BbiCOKME TeMMNepaTypsbl
COKpawatoT, a 60nee HU3KME TemnepaTypbl Bpems. [Ln TOro 4to6bl B |
K/IMHWYECKNX YCNOBUAX BCErja foCTUraTb ONTUMAbHOro NPV CHSITAW OTTUCKA, Mbl
PEKOMEHAYEM cfneAoBaTh pabouvemy BpemeHn 1:45 MUHCEK YKa3aHHOTO BpeMeHn >
CXBaTbIBAHUSA C Ha4yasia CMeLLNBaHUS.

*Hauano CVELLMBAHWS = Haua/10 MoJaYM MacTbI B CVMECUTESTbHYIO Hacam

** [ CMELLBaH NMPOIYKTOB PEKOMEHYETCS MPOL/MTb Bpevst 00paboTKIA:

BbinonHeHne oTTUCKa

OfHo3TanHasa metTogmka

> HarnonHWTe OTIUCKHYHO JI0XKKY BbIOPaHHbIM MaTepuanom B COOTBETCTBUM C YKasaHUAMU
Npov3BOAUTENS.

> OfHOBpPeMEeHHO WM rMocne 3toro Hadvecute Impregum Garant L DuoSoft Bokpyr
OTNpenapupoBaHHON W NPOCYLUEHHOW KynbTW 3y6a CHW3Y BBepX, TakK, 4TOOblI KOHeL,
BHYTPUPOTOBOIO0 HaKOHEYHMKa Obl/1 MOMHOCTLIO MOrPY)XeH B MaTepuan 1 conpukacaics
MOBEPXHOCTbHO 3y0a.
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Mpu  HeobXoAMMOCTM, [OMONHWUTENbHO 3anofiIHATE BHYTPUPOTOBOI [03aTOp ANS
3N1aCTOMepPHbIX OTrackHbIX MaTepuasioB HEMOCPeACTBEHHO U3 CMECUTEebHOW HacaaKwm,
He HajeBasi NPy 3TOM BHYTPUPOTOBOW HaKOHEUYHUK.

Cpa3y nocne 3TOro 3aMKCUPYWTe HanoMHEHHYH /I0XKKY B POTOBOW MOMOCTU M
yaepXuBaiiTe ee, He HalaBNuBasl, 10 3aTBEPAEHNS MaTepuana.

[ns obneryeHnss BbIBEEHUS NOXKW, B OCOBEHHOCTU MPU CHATMM OTTUCKOB C BEPXHEi
UeNCTU, OTTAHUTE JIOXKKY OT YeNMHCTM B 0611aCTW AMCTanbHbIX 3y60B. Ecnm npu atom

BO3HMKAIOT NPO6IEMbI, CieflyeT OCTOPOXXHO BBECTV BOAHYO MU BO3AYLUHYIO CTPYHO MEXAY
CNU3UCTOM N OTTUCKOM.

BbinonHeHve (YHKLMOHANbHbBIX OTTUCKOB

> Tlocnie BbINO/IHEHUS (DYHKLMOHANLHOIO OTTWCKA C MOMOLLBIO MOAU3(UPHOIO MaTepuana
rycToil WM cpefHeil KOHCUCTEHLMW, BOCMONb3ylTecb Matepuanom Impregum Garant L
DuoSoft gna OCTVXeHNUA TOYHOCTU BbIMOHEHNA OTTUCKA (KOppeKLuun).

[Mocne CHATUA OTTUCKA

A TwartenbHO OCMOTPUTE MNOMOCTb pTa Ha MpeAMeT ocTaTka OTTUCKHOW MacCbl B
3y060eCHEBOI 60P03Me U B MEX3YOHbIX MPOMEXYTKAX U NOAHYTPEHUAX. Y aanuTe 0cTaTku
3aTBepfeBLUEro maTepumana.

Crepunusauyus

> [loMecTuTe OTTUCK B CTaHAAPTHbIN Ae3VHMULMPYIOLLMIA PacTBOP, NPUMEHSEMbIA 06bIYHO

ANS OTTUCKOB Ha BPEMS, PEKOMEH[OBaHHOe NPOW3BOAUTENEM. Ype3amepHas [e3vH(eKums
MOXXET MOBPEAUTL OTTHUCK.

* [locne ae3avHMeKUMN NPOMOITe OTTUCK MPOTOYHON BOAONK Ha MPOTSKEHWM NpUMepPHO 15
CeK.

> OTneiiTe OTTUCK C NMOMOLLBK KAa4eCTBEHHOMO ruca, XenaTesibHO He paHblie, YeM yepe3 30
MVH., HO He MOo3Xe, Yem Yepe3 14 fHeli Nocne CHATUS OTTUCKA.

A Bo un3bexaHue 06pa3oBaHWS My3bIPpbKOB BO3AyXa Ha MOAENN MNPOMONMTE BOAOA K
NPOCyLUNTE BO3AYXOM OTTUCK Mepe 3a/11MBKOWA M1McoM.

> l3berainte MCNONMb30BaHMA  Cyp(akTaHTOB, T.K. OHW  CHMXAKT  KayecTBO
NONN3UPHBIX OTTUCKOB U B HUX HET HaA06HOoCTM!

> T10113hunpHbIE OTTUCKM MOXHO NOCEPebpuTh, HO HeMb3s MOKPbIBATbL MebH0.

> T[luctonet-gucneHcep Garant: YcTpaHWTe He 3aTBepfeBLUYH0 MacTy C MOMOLLbIO
CMOYEHHOIN B CNUpTe TKaHW. Py4yky Aosatopa M MOpLUEHb MOXHO aBTOK/1aBUMPOBaTb Mpu
Temnepatype [fol35 C/275 E Pasbepute pfos3atop Mepef aBTOKIaBMpoBaHueMm. [ns
[e3VH(EeKLMMN MOXKHO MUCMO/b30BaTh PACTBOPbI HA OCHOBE rNK0Tapanbieruja.

>  OTTUCKHbIE NOXKW: AAre31B MOXHO CHATb C OTFACKHbIX JIOXEK C MOMOLLbHO aLeToHa.

MpumedvaHus
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I_IOBopaLIl/IBaHVIe nnn nepeHacagka CMecuTelbHOro HakKoOHe4YHuUKa 6e3 nocnepgyrouiero
BbIMONMHEHNA OTTUCKa MOXEeT NpuBecTn K NepeHecCceHU nactbl U (*)OpMVIpOBaHVIIO
oTBepaeBwero martepunana.
Mpu TemnepaType xpaHeHns Hxe 18°C/64°F, nacTbl NpmobpeTaloT KOHCUCTEHLMIO, Npu
KOTOpPOM TOYHas [03MpOBKa He MOXET OblTb rapaHTUpoBaHa [Jaxe MNPU KOMHATHOM
Temneparype.

» [pamoe BO3AENCTBME CONHEYHOIO CBETA U BNXHbIE YC/IOBUA XPaHEHUS MOTYT NOBPeAUTb
OTTUCK.
MonuagmpHble OTTUCKM He [OO/DKHbI COMPUKAcaTbCA C OKUAKOCTAMMU, CofepXalimmu
PacTBOPUTE/IN, TaK KaK 3TO MOXKET BbI3BaTb PasbyxaHune N NCKaXKeHNe MOLENN.
MonnaupHble Matepuansl NPOM3BOACTBA KOMMaHMU 3M ESPE MOryT coveTatbCs TOMbKO C
nonuampaMyM npoussoacTea komnaHum 3M ESPE. Heobxogumo cTporo cobnogartb
pabouee Bpems 1 Bpems 3aTBEpAeBaHNA OTAe/bHbIX MPOLYKTOB.

XpaHeHme M cTabuUNbHOCTb

XpaHuTe NpoayKT npu TemnepaType 18-25°C/64-77°F. He 3amopaxuBartb!

XpaHuTe cyxue OTTUCKN B TEMHOM MecTe npu Temnepatype Hke 30°C/86°F B TEMHOM MecTe.
CpoK roAHOCTU W3[eNIMIA rapaHTUpPYeTCs B COOTBETCTBMM C MApPKMPOBKOM NpU YCNOBUM
XpaHeHWa corfacHo pekomeHgaumam (18-25°C). Cpok rogHocty npogykta 20 Mecaues npu
CO6/II04EHMI YCIOBUI XPaHEHMS.

He ucnonb3yiTe NpoAyKT N0 UCTEYEHUN CPOKA.

TpaHCI'IOpTVIpOBKa

Mpy  TPaHCMOPTUMPOBKE  W3AENNA  MOFYT  UCMbITbIBaTb  KPaTKOBPEMEHHOE  W3MEHEHMWe
TemnepaTypbl, BAMAOLLEe HAa 6e30MaCHOCTb U XapaKTePUCTUKIN U3Lennid. MeanLMHCKOe n3genive
TPaHCNOPTMPYHOT BCEMM BUAAMM TpaHCMopTa.

KOHCTpyKLMA

CocTas

Base paste: nonuankuneHokcuz, corosmmep, rmapokapboa, TPUMMMLEPWUA, KW3enbryp (auaTtomosas
3em/151), MUrMEHTBI, aMpaTUYECKUIA 3UP, UHIMOUTOP, apOMATI3ATOP.

Catalyst paste: nonmanKuneHoKCUg, Conommep, KU3enbryp (auatoMoBas 3eMist), angaTnyeckuin agup,
rMAPOKap60oH, MPOTeHHbIA KBapLL, TPUIMLEPUA, NMUTMEHTbI, 8pOMaTn3aTop.

TexHunuyeckune XapaKTepuctnmkun
O6Lme pa3mepbl KapTpumka, MM: anvHa = 124 2, wmpnHa = 56 +2, BbicoTa = 28 +2

basoBas nacta: NNOTHOCTb, rp/cM3= 1-1,2; yaenbHblii Bec —1-1.2 (cTaHAapT: Boga = 1), 3anax, L
BMZ: nacta abpmKOCOBOrO LiBETA C XapaKTepPHbIM 3arnaxom

Kartanusatop: nioTHOCTb, rp/cM3=1-1,2; yaenbHbIn BeC: : Boga = 1),Touka
Bo3ropaHusa ,°C = > 93 3anax, UBeT, BMA: KpacHasa nacra co 3anaxom

Ytunuslauunsa
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YTnnn3nposaTs MeAULMHCKOE 1U3efve B COOTBETCTBMU C
NOKaNbHbIMW/'HassMOHATbHBIMU/MEXAYHaPOAHbIMU TpeboBaHMAMM 3aKOHO4AaTeIbCTBA.
MeguuuHCcKe  M30ennsa  JOMKHbI - YTUAU3MPOBATLCA  MECTHbIMWU — MY6/IMYHO-NPaBOBbLIMM
opraHusaumamu B cootsetcTBun ¢ CaHlMnH 2.1.7.2790-10 «CaHunTapHO-3nnaemMmnosnormyeckme
TpeboBaHMs K 06paLLeHNIO C MEAULMHCKMUN OTXO4aMU» KNacc 0TX040B b

NWHdhopmMmaumm ana nokynartens

3anpelyaetca nNpefoCTaBNATb  MHGOPMAUMIO, KOTopasd OT/MYaeTca OT  MHgopmaumu,
COLepPXKaLLelica B JaHHOWN NHCTPYKLUMN.

fapaHTuiiHble o6a3aTenbciea
KomnaHusi 3M Deutschland GmbH rapaHTvpyeT OTCyTCTBME B CBOEM NPOAYKUUW AedeKTOB,
CBA3aHHbIX C UCXOAHBLIMW MaTepuanamn 1 NPon3BOACTBEHHbIM npoueccom. KOMMAHWA 3M
Deutschland GmbH HE OAET HUKAKWX APYTUX TAPAHTUN, BK/IKOUASA NHOBbLIE
MOAPA3YMEBAEMBLIE  OBA3ATE/ILCTBA B  OTHOLWEHWMWX  TOBAPHOIO
COCTOAHUA WMBOEANA N UX MPUMEHVMOCTU ANA KOHKPETHbIX LEEN.
OTBETCTBEHHOCTb 3a OnpefesieHVe MNpPUrogHOCTU AaHHOTO M3Aenus K
B COOTBETCTBMM C ero (Mmonb3oBatens) 3agaqamu. B cryyae o6GHapy>xeHus
n30ennsa B rapaHTUAHbIA Nepuog oTBETCTBEHHOCTb (mpMbl 3M Deutschland GmbH
carpaHwxunaetcs PEMOHTOM W 3aMEHOM [aHHOro um3genus. He NOANEXUT TeXHUYECKOMY

06CNY>KNBAHWIO 1 PEMOHTY.

wpaHH4YeHHe OTBEeTCTBEHHOCTHU

3a MCKMOYEHMEM CUTYaLMiA, NPAMO MNPedyCMOTPEHHbIX 3aKOHOAATe/NbCTBOM, KOMMaHus 3M
Deutschland GmbH He HeceT HMKako/ OTBETCTBEHHOCTM 3a /t0Oble OTpULaTeNbHbIE
MocneacTBus WM yuwiepb, CBA3aHHble C WCMO/b30BAHWEM [AHHOW NPOAYKUMMW: MpsAMble,
KOCBEHHbIE, YMbILL/IEHHbIE, ClyYaliHble WKW OMOCPefoBaHHbIE, HE3aBUCUMO OT BbIABUHYTHIX

OOBbACHEHWI,  BK/OYaA  rapaHTUW,  KOHTPaKTbl, HEOPEXHOCTb WM OOBEKTUBHYHO
OTBETCTBEHHOCTb.

MHopmMaLms no coctosHMio Ha anpens 2017

RUS: ¥nonHomMo4eHHbI NpeAcTaBuTens NpoussoguTens B PO:
3A0 «3M Poccusx», Poccus 121614, Mocksa, yn. Kpbinatckaa 17/3
T. +74957847474
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| hereby certify that the document
affixed hereto is a true copy of the
original

Stamberg, April 18, 2) I7

|S 7_

ny XX
Dr. Claus Gast|-oph, notary a.D,,
appointed as official representative
of Nikolaus KlOcker, Notary

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Land: Bundesrepublik Deutschland
Diese dffentliche Urkunde

ist unterschrieben von dem Notar a.D. Dr. Claus Gastroph
in seiner Eigenschaft als amtlich bestellter Venreter des
Notars Nikolaus M6cker in Stamberg
sie ist versehen mit den Siegeln des Notars Nikolaus KBcker in
Stamberg
Bestatigt

inMOnchen 6. am 18. April 2017
durch den Prasidenten des Landgerichts Mtinchen Il

unterNr. 910 a- 777/17
Siegel 1(LJLtoterschrift

'UjOhjuL* 'bUAts,
Thomas Engel '
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MepeBod C aHIUIACKOTO M HEMEL,KOTO SI3bIKOB Ha PYCCKUiA 13bIK

Y [oCcTOBepeHHasl Konus

«3M [fonunaHg FM6X» Kapn-Llypu-LTpacce, 1, MeCTOHaX0XAeHMe:
41453, 1. Hoiice, M'epmanms ACM3 Mnau, 82229, 3eeenba, MepmaHus

Ten.:+49 (0)8152 700-0

dakc: +49 (0)8152 700-1366
Beb6-cant: www.3MESPR.com

3n. noyta: infoSMESPE@3M.com
Per. Homep WEEE: DE 36963167
Per. Homep nnatensiinka HAC: DE
120679179

«3 M »

28 mapTta 2017 .

[ns npeawbsaBneHns no MecTy Tpe6oBaHus

PerncrpaunoHHble JOKYMEHTbI Ha KapTpuix ¢ matepuasiom
APUMeHeHMIo Impregum Garant L DuoSoft—wuHcTpyKums no

KomnaHua «3M [loinuynaHg Mm6X», pacnonoxeHHas no agpecy: Kapn-Lypu-LTtpacce 1 41453 r Hoiicc HacToAwmm
NOATBEPXKAAET, YTO CrefytoLme CTpaHWLbl NPeAcTaBasaoT CO60M BbIAEPXKKY U3 MHCTPYKLUM MO NPUMEHEHWIO.

«3M [foiunang FmeX»
«3M Opan Kea»

(Mognuce)
KpucTtuH Wank
OT4en HopMaTUBHO-NPaBOBOr0 PEryIMPOBAHNA

Nune™™ T aX0® e™e: 3> HOAC T°PIOBL1APeecTP B 18™, yuacTKoBbIIA Cyg I. Holice
~lnencens DK° HbaroseTu- W0d- *P MoPs [lesepnxc. Muxaans Metepc, Po6 LLlokkep, LLTtedan LlynbL,
Mpepcenatens npasnenus: 4-p MxoH baHosetw,. Mpegcegatens HabntogatensHoro coseta: 'toHTep Mpeccnep '

Cromaronoruyeckas otpacns 'epmMaHum
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HacTosdwmm nogTBepXxaaeTcs, UTO AOKYMEHT, npuiaraemblil K HaCTOSILLEMY YAOCTOBEPEHMIO,
SBNSETCS BEPHON Konmei NOANNHHUKA.

r. LLTapH6epr, 18 anpens 2017 r.
(Meyatb)
Hukonayc Knékep
Hotapuyc r. LLTapHGepr

(Mognuce)
[-p Knayc Factpod, ncnonHawowmnin 0653aHHOCTU HOTapuyca,
ouumanbHbIn NpeacTaBuTeNlb HoTapuyca Hukonayca Knékepa

(CepboBas neyatb)
Hukonayc Knékep
Hotapuyc r. LLTapH6epr

AIMOCTWN/b
(B cooTBeTCTBMM C ["aarckoli KOHBeHLMeR 0T 5 okTs6psa 1961 r.)

1. CrtpaHa: deaepaTusHaa Pecnybnumka MepmaHus
HacToawmin opmymnanbHblii LJOKYMEHT

2.  NoANMCcaH UCMONHALWMM 0683aHHOCTM HOTapuyca A4-pom Knaycom
acTpodom

3. [eicTBYHOLWMM B KauecTBe ouumanbHOro npeacrasutens Hukonayca
Knékepa, HoTapuyca r. LLTapH6epr

4. CcKpensieH LOMKHOCTHOM neyatbio/WiTaMnoMm HoTapuyca r. LLTapH6epr
Hukonayca Knékepa

Y LOCTOBEPEHO
5. BT. MIOHXeHe 6. 18 anpensa 2017 .
7. TNpepcepatenem 3emenbHoro cyaa Il r. MioHXeH
8. 3aHOMepoM 910 a- 777/17
9. Meyvatb/wTamn: 10. Mognucb OT UMEHU:
(Fep6oBas neyatb) (Moanwuce)
basapus Tomac SHrenb

Mpeacenatens 3eMefibHOr0
cyna Il r. MoHxeH
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MepeBoa AaHHOTO TeKCcTa CAeNlaH MHOW, nepeBogunkoM MamefoBbiM TUMypoMm

MOAMUCH

Poccuitckaa depepayuns
Mopog Mocksa
[BajuaTb cefbMOro anpena Ase ThicCAYM CeEMHaLaToOro roga
A, MapTbiHOBa HaTanma AHfpeeBHa, BPeMEHHO MCNOMHAIOLLAA 0653aHHOCTU HOTapuyca roposa
Mocksbl AkumoBa 'neba boprcosmnya, cBuaeTeNbLCTBYO NOAIMHHOCTb NOANMCY NepeBoj4rka MavieoB
Tumypa [>kasaHLLMpoBuYa.
JIn4HOCTb ero ycTaHosneHa.

3aperucTpuposaHo BpeecTpe: No Yy -
B3bICcKaHO rocyapcTBeHHO NoLWMHbI (Mo Tapudy): 100 py6.
YnnayeHo 3a oKasaHue ycnyr npasBoBoro 1 TeXHMYECKOro xapakTepa:

MOAMUCH

H.A. MapTbIHOBa

lep6oBas nevaTb
HOoTapuyca ropoga Mocksbl Akumosa IM.b
WHH 770400047587

Bcero npoLwHypoBaHo, NPOHYMepPOBaHO
nckpenneHo neyaTblo  $  mcT(a)(0B)

BPWNO HoTapuyca

MoAMUCH

Poccuiickasn ®epepauusi
"opog, Mocksa

[BajauaTb cefbMoro anpens Ase TbICAYM CEMHAALATOro roga
A, MapTblHOBa Hatanna AHZpeeBHa, BPEMEHHO UCMOMHAOLAsA
0643aHHOCTN HoTapuyca ropoga Mocksbl AkumMoBa Mne6a Bopucosuya,
CBUAETENLCTBYIO BEPHOCTb KOMUW C NPeSCTaB/IeHHOro MHe nepesoja.

Bcero npowwmTo, NpoOHyMepoBaHo, CKPenIeHo
neyatbto | X nuct(a) (o B)
BPWO HoTapuyca
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certified copy

3M Deutschland GmbH Carl-Schurz-StraGe 1 Postal Address:
41453 Neuss ESPE Plate
Germany 82229 Seefeld
Germany

*+49 (0)8152 700-0

S+49 (0)8152 700-1366
Internet www.3MESPE.com
E-Mail: infoBMESPE@3M.com
WEEE-Reg.-Nr. DE 36963167
VAT-ID: DE 120679179

To whom it may concern March 28. 2017

Registration documents for Intra-oral syringe - purple - IFU

We 3M Deutschland GmbH, Cart-Schurz-Str, 1, 41453 Neuss, herewith confirm
the following pages are an excerpt of the Information for Use.

3M Deutschland GmbH
3M Oral Care

(

Christine Schalk
Regulatory Affairs

Site <1453 Neuss mHandelsregister. B 1878 Amtsgericht Neuss

°1?'106* Dederichs-Michael Petos- Rob Sohokker, Stefan Schulz
vorsitzender der Geschaflsfuhrung: Dr John Banovetz; Vorsitzender des Aufsichtsrates: Gunter Gressler
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Product Description

Intra-oral Syringes - Purple are used to apply polyether impression materials around
preparations. They have a maximum capacity of 1.5 ml of impression material and are filled
individually with die aid of the hand dispenser (e.g., Garant™) right from 50 ml cartridges.
1be Intra-oral Syringes are available in the colors purple for 3M ESPE polyether impression

materials (mixing ratio 2:1) and green for addition-type silicone impression materials (VPS)
(mixing ratio 1:1). v J

A 111686 Instructions for Use must be kept for reference for the duration of product use. Please
refer to the relevant instructions for use for details about the impression materials used in the
application syringe.

Indications
Intra-oral Syringes - Putple: Syringing preparations with polyether precision impression
materials m accordance with ISO 4823 Type 3 and Type 2, provided the polyether
impression materials are intended for syringing.

Syringes -UTI" not be used for impression materials with a higher consistency or

LLIPaSte f0im (e-g-’ “«PT8&I01aerials for filling the tray in accordance with
IMJ 4823 Type 1and Type 0 or pastes for bite registration).

V*. mixing spirals and plungers are color-coded to ensure clear correlation of the Intra-oral
Synnge to the cotrect material class (polyether or addition-type silicone impression materials)-

W dr*"T ® 7 221 = 3M ESPE PO'YMIK ” Pre55'0" matoials Impregum™

Green - Mixing ratio 1:1= addition-type silicone impression materials (VPS).

The content of an Intra-oral Syringe is sufficient for syringing about 2-4 preparations, depending
on the quantity apphed around each unit An Intra-oral Syringe must only be used on one patient!

» Have the hand dispenser with the inserted 50 ml cartridge ready for use (see Garant
installation instructions, for example).

> Remove the original cap or the mixing tip left on the cartridge from the previous use from
the 50 ml cartridge. Retain the original cap!

> Check the cartridge openings for possible blockages in accordance with the instructions for

the pastes6 1LLETe381° Mmaterial; Press out a small quantity of base paste and catalyst to equal

Remove the plunger ofthe Intra-oral Syringe.

place the Intra-oral Syringe on the openings of the Garant cartridge and hold firmly in place

while filling. Leave the mixing tip in an angled position; do not fold open

> Use the hand dispenser to fill the Intra-oral Syringe with the required amount of impression

material, but do not exceed the marking line (about 1 cm below the mixing tip joint).

> Remove the Intra-oral Syringe from the 50 ml cartridge and close the 50 ml cartridge using

the original cartridge cap. ’ 6
When the cap is used more than once, make sure that the catalyst paste does not come
into contact with the base paste to prevent paste carryover.
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N Place the plimger in the Intra-oral Syringe, pushing the paste in the syringe barrel no further i
than to the joint of the mixing tip.

- Any paste extruded on the sides of the mixing tip joint must be wiped off before the !
application in the mouth.

- Once prepared as described above, the Intra-oral Syringe can be stored for as long as 12 |
hours. It may be necessary to prepare a number of Intra-oral Syringes in advance, ;
depending on the number of preparations to be syringed, in the case of larger prosthetic |
work.

Immediately before application, fold out the mixing tip of the Intra-oral Syringe at an angle f

of 180° (until resistance is felt).

- The mixing tip must be folded out completely to prevent leakages at the mixing tip joint.

AN Press out a small quantity of paste onto a mixing block until the base paste and catalyst flow }
out in an even, homogeneous mixture.

N Immediately apply the impression material around the preparation in accordance with the
instructions for use.

- Refilling an Intra-oral Syringe which has been emptied or partially emptied is
prohibited.

>

Notes

» Intra-oral Syringes cannot be autoclaved.

*  The Intra-oral Syringe - Purple with the mixing ratio 2:1 may be used solely for 3M ESPE
polyether impression materials, and the Intra-oral Syringe - Green with the mixing ratio 1:1
may be used solely for addition-type silicone impression materials (VPS). Filling the Intra-
oral Syringe with the wrong paste will cause incorrect mixing results.

Disposal
> Dispose of Intra-oral Syringes, just as other mixing tips, along with the other practice waste.

Customer Information

No person is authorized to provide any information which 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
Deutschland 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 October 2012
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OnuncaHne H N M "

[o3atop BHYTPMPOTOBOI (HMONETOBbIV MCMONL3YETCSH AN HAHECEHUSA MOMNIPUPHBIX OTTUCKHbIX
Macc Ha 0bnacTu npenaprpoBaHus. MakcuMmanbHas BMECTMMOCTb J03aTtopa cocTtaBnsieT 1,5 mn
OTTUCKHOIO Martepuana; OH 3arnojiHAeTCA MpuY MOMOLWM NUCTONeTa-gucneHcepa (Hanpumep,
Garant) HenocpeACTBEHHO 13 KapTPUIKed eMKOCTbIO 50 Mn.

[Jlo3atopbl BHYrpvpoTOBbIe BbiMycKatoTCA (moneTosoro ugeta Ansa 3M ESPE nonvadupHbIxX
OTTUCKHbIX MaTepuasnoB (COOTHOLUEHWE KOMIMOHEHTOB cMmecu 2:1) un 3eneHoro upeta ansa A-

CUIMKOHOBbLIX  (BUHW/NOMIUCUMIOKCAHOBbLIX)  OTTUCKHbIX  MaTepuanoB  (COOTHOLLEHME
KOMMOHEHTOB cmecu 1:1).

ATY VHCTPYKUMIO MO NPUMEHEHWIO CNefyeT XpaHWTb Ha MPOTSKEHWM BCEro nepuoja
CMONb30BaHMA MaTepuana. CM. COOTBETCTBYHOLLYH WMHCTPYKUMIO MO MPUMEHEHWIO A/

nony4yeHns 6onee MNoAgpo6HOW MH(opMauMn 06 MCNONb3yeMbIX B [03aTOPe OTTUCKHbIX
maTepuanax.

Ob6nact NpUMeHeHUs

o [lo3aTop BHYTPMPOTOBON (PMONETOBLINA: WUCNOML3YETCA AN  BHECEHWUS  MOMMUIPUPHBIX
OTTUCKHBIX MaTepuasnoB BA3KOCTbO Tuna 2 n 3 no craHgapty I1SO 4823 Ha obnactu
npenapupoBaHuna Mpu ycroBuUW, YTO 3TU MaTepuabl NPeayCcMOTPEHbI AN UHTPAOPaTbHOIO
BHeCeHus.

Henb3s ncnonb3oBaTb BHYTPUMPOTOBbIE [03aTOPbI C MaTepuaiaMmun 601ee BbICOKOW BA3KOCTU WU/

C ApyrMMu npofykramu B nactoobpasHoi qopme (Harmpvmep, C OFTUCKHbIMU MaTepuaiamm

™mna 1wmm 0 no ctaHgapty 1SO 4823 nnu maTepranamu Ans perucrpaumm npukyca).

CmelUvBaOLMe Banbl M MOPLUHM A03aTopa BHYTPUPOTOBOrO MMEHT LIBETOBYH KOAMPOBKY,

o603HavaloLy0 A8  Kakoro Tuha martepuana npefHasHayeH [AaHHbIA - gosatop  (4ns
NonNaUpPHOro nam A-cUIMKOHOBOIO):

PUONETOBbIN = COOTHOLIEHNE KOMMOHEHTOB CMeCU 2:1 = o padppHble OTTUCKHbIE
maTepuansl 3M ESPE
(Hanpumep, Impregum, Permadyne).

3e/eHblid - COOTHOLLIEHVE KOMMOHEHTOB cmecn 1.1 = A-CUNVKOHOBbIE OTTUCKHbIE
MaTepuansi
(BMHUNNOMMCUIIOKCAHOBBIE).

CoepX1MOro 403aTopa BHYTPMPOTOBOIO XBaTaeT /11 HAHECEHMS OTTUCKHOTO MaTepuana Ha 2 -
4 efyHWUbI MPenapyrpoBaHKNs B 3aBMCMMOCTM OT TOFO, Kakoe KOMMYecTBO MaTepuasa 6biio

HAaHECEHO Ha KaXayl U3 Hux. [lo3aTop BHYTPUPOTOBO MpefHa3HayeH TONMbKO Ans
0[HOPa30BOro MCMo/b30BaHKs!

> [lpuroToBbTe NMUCTO/MET-AUCMNEHCEP CO BCTAB/IEHHLIM B HEr0 KapTpumkam eMKOCTbio 50 Mn
(cMm., HanprMep, MHCTPYKLMIO Mo 3anpaske MNuctoneta-gucneHcepa Garant).

> CHUMUTE 3aLMUTHBIA KOMNAYoK WAN CMECUTENbHYH HacafKy, OCTaBLUYKCSH Ha KapTpuake
eMKOCTbtO 50 M/1 OT NpefblayLLero ncrnonb3oBaHUs. CoxpaHuTe 3alUTHbIA Konayok!
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> T[lpoBepbTe OTBEPCTUSA KapTpuaXKa Ha NpesMeT BO3MOXHbIX 3aKyNnopuBaHWin B COOTBETCTBUM
C MHCTPYKLMER N0 NPUMEHEHUIO OFTUCKHOIO MaTepuana; BblAaBuTe He6O0/bLLOE KOIMYECTBO
maTtepuana o paBHOMepPHOro BbIxoza 6a30B0i NacTbl U KaTasm3aTopa.

A BbIHbTE NOPLUEHL M3 4,03aTOPA BHYTPUPOTOBOIO.

> T[lomecTuTe [03aTOp BHYTPUPOTOBOM HA OTBEpCTUA KapTpuixa Garant ¥ Kpenko
yLepXuBaiiTe ero Ha MecTe B rnpoLecce 3anofiHeHus. OCTaBbTe CMeCUTENIbHYI0 Hacaiky B
HaK/IOHHOM MOJIOXKEHWNN; He PacKaablBaTb.

> lcnonb3yiTe  NUCTONET-AMCMEHCEP  ANA  3aMOfHEHWs  [o3aTtopa  BHYTPMPOTOBOrO
Heo6X0AVMbIM KONMYECTBOM OTTUEKHOrO MaTepuana, HO He MPeBbILLAaNnTe NMHUKO OTMETKU
(NpMepHO 1CM HMXKe COeAMHEHNSI CMECUTENbHOW HacaKm).

A CH/MMUTE [03aTop BHYTPUPOTOBOWN C KapTpuaka eMKOCTbio 50 M1 M 3aKpoiTe KapTpumk
eMKOCTbH0 50 M/, MCNOMb3yA 3aLMTHbIN KONaYoK KapTpuaxa.
- Ecnm konnavok ucnonb3yetcs 6osee ofHoro pasa, ybegutech, 4To 6a3oBas nacta u

KaTann3aTop He CconpuKacaroTcs ApYr C 4PYroM BO U30eXaHUs CMeLLEeHNS.

> YcTaHOBWTe NOpLLUEHb B 403aTOP BHYTPUPOTOBOIA, CMECTUB NacTy B LMAUHAPE f03aTopa He
Janee, YeM cCoeiMHeHNe CMeCUTENbHOIN HacaaKM.

Mpy BbiXoAe MacTbl MO OOKaM COeAMHEeHWs CMEeCUTENbHOM HacafKu, HeobxoauMmo ee
BbITEPETb [0 Hayana BHECEHUS MAcChbl B MOSIOCTL pTa.
MOArOTOBNEHHbI ONUCAHHLIM  Bbille CNOCOOG0OM  [03aTOP BHYTPUPOTOBON MOXKET
XpaHnTbCA B TeueHue 12 yacos. B cnyyae 60nbLL0ro o6bema paboT no npoTesnpoBaHnto
MOXEeT OKa3aTbCA HeoOXOAMMbIM 3apaHee MOArOTOBUTb HECKO/IbKO [03aTOpoB, B
3aBUMCUMOCTM  OT  KO/IMYECTBa  OTMPenapuMpoBaHHbLIX  YYaCTKOB, Ha  KOTOpble
npeanonaraeTca HaHeCTV OTTUCKHbLIM MaTepuarn.
A HenocpeACTBEHHO nNepef HaHeceHVWEM pa3orHMTe CMecUTeflbHYH Hacajky [fosatopa
BHYTPMpPOTOBOro nog yrnom 180° (Noka He NOYYBCTBYETCA CONPOTUB/IEHNE).
- Heobxoaumo MOJSIHOCTbIO Pa30rHyTb CMECUTENIbHYK0 Hacagky, 4YTo6bl MpefoTBpaTUTh
YTeUKY Ha COeUHEHNN CMEeCUTENbHOW HacafKu.
> BblgaBnvBainTe He60/bLIOE KOAMYECTBO MacTbl Ha candeTky, MOKa OCHOBHas nacta wu
KaTanms3aTtop He Ha4yHYT BbIXO4UTb PABHOMEPHOW, TOMOTEHHON CMEChH0.
> HesamefinTeNbHO HaHecMTe OTTMUCKHOW MaTepuas BOKPYr 061acTu nmpenanpupoBaHus B
COOTBETCTBUM C UHCTPYKLMEN NO NMPUMEHEHMIO.

3anpelyaeTcs MOBTOPHO 3amofHATL [0GATOP BHYTPVPOTOBOW, KOTOPbIK 6bin

OMOPOXXHEH MOJIHOCTbHO WJTN YaCTUYHO.

MpumeyvaHue

o [o3aTopbl BHYTPUPOTOBbIE HE MOTYT ObITb aBTOK/MaBMPOBaHa

o [lo3aTop BHYTPMPOTOBOIN (HMONMETOBbLIA C COOTHOLUEHMEM KOMMOHEHTOB CMecn 2:1 MOXeT
ObITb MCNONb30BaH UCKAOUUTENBbHO Ans 3M ESPE nonnatmpHbIX OTTUCKHbLIX MaTepuanos.
3anonHeHne fo3atopa BHYTPMPOTOBOIO  HeHaxTcacaBes  MacToi  BefeT K
HernpaBWU/IbHbIM pe3ynibTaTaM CMeLUVBaHUS.

KoHCcTpyKumsa
MaTtepuanbl

MopleHb - MOAMaMuA, CMEeCTUe/lbHbIA 31eMEHT - MOAHOKEUMETUNEH, KapTpUmK -
NoAMNPONMNeH, KOpNyc CMeCcUTeNs - NoNMKapooHaT
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TexHnYecKne XxapaKTepuCcTUKn
Paswvepbl, MM: gyinHa = 104 £1, umpuHa: 28 £0,5, Bbicota: 50 +1

Y1tunusaums

> YTUuMsnpynTe [03aTopbl BHYTPUPOTOBbIE, KaK U ApYre CMecuTe/lbHble HacazKu, BMecTe C
OCT&/IbHbIMW OTXOAaMM MPaKTUKN.

MeguuyHCcKe  U30enns  JOKHbI - YTUAU3MPOBATLCA  MECTHbIMU  MYy6/IMYHO-NPaBOBLIMU

opraHusauusmmn B cootseTcTBMM ¢ CaHlMuH 2.1.7.2790-10 «CaHnTapHO-3nnMaeMmMonornyeckme

TpeboBaHNA K 06paLLEHNIO C MeAULIMHCKMUN 0TX04aMU» Knacc 0TX0408B b.

MHhopMaums ans nokynartens

3anpelaetca NpeAoCTaBNATb  MH(OpMauMio, KoTopas OT/IM4YaeTcs OT  MHdopMaumm,
CoZepXKaLLleiica B JaHHOW MHCTPYKLMN.

MapaHTUiiHble 0653aTeNbCTBA

KomnaHmst 3M Deutschland GmbH rapaHTMpyeT OTCyTCTBME B CBOEl MPOAYKUMN AedeKTOoB,
CBA3aHHbIX C MUCXOL4HbLIMW MaTepuasaMu 1M NpPou3BoAcTBeHHbIM npoueccom. KOMIMAHUA 3M
Deutschland GmbH HE AAET HUKAKUX APYTUX FTAPAHTUI, BK/TKOUAA JIHOBbIE
MOOPA3YMEBAEMbBIE  OBA3ATE/IbLCTBA B  OTHOLWEHWM  TOBAPHOIO
COCTOSAHVA W3AEANA N X MPUMEHWMOCTW OJ19 KOHKPETHbLIX LIENEN.
Monb3oBaTeslb HeceT MONHYHD OTBETCTBEHHOCTb 3a OMpeAeneHvie MNPUrogHoCcTU AaHHOro
MPOAYKTa CBOMM KOHKPETHbIM LensamM. Ecnv B NpoaykTe 6yayT 06Hapy>KeHbl AeeKTbl B MEPUOS,
[eCTBMS rapaHTuMKn, Balwumm WCKAUMTENbHLIM MPaBOM W eAMHCTBEHHOW 0643aHHOCTbLIO

NPOU3BOANTENSA ABNAETCA YCTpaHeHWe AethekTa Uy 3ameHa AeeKTHOM NpogyKuuu Mapku 3M
Deutschland GmbH.

OrpaHunyeHvie 0TBETCTBEHHOCTU

3a MCKIOYeHVeM cuTyauuid, NpAMO MpPesyCMOTPEHHbIX 3aKOHOAATeNbCTBOM, KoMMaHus 3M
Deutschland GmbH He HeceT HMKakol OTBETCTBEHHOCTU 3a /t06ble OTpULATES/IbHbIE
MOCNeACTBMA WM ylwepb, CBfA3aHHble C WCMO/b30BAHWEM [JaHHOW MNPOAYKUMW: MpsMble,
KOCBEHHbIE, YMbILLUIEHHbIE, CMyyvaiiHble WM OMoCpefoBaHHble, HE3aBWCUMO OT BbIABUHYTbIX

OOBACHEHWI,  BKNKOYas  rapaHTUKM,  KOHTPaKTbl, HEOPEXHOCTb WM OOBEKTUBHYHO
OTBETCTBEHHOCTb.

MHhopmaums no coctosHuio Ha Anpenb 2017 roga

WHdopmaums no coctosaHMio Ha anpenb 2017
RUS: ¥nonHOMOYEHHbI NpeacTaBUTENb NPON3BOAUTeNs B PO:

3A0 «3M Poccus», Poccua 121614, Mocksa, yn. Kpbinatckas 17/3
T. +74957847474
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t hereby certify that the document
affixed hereto is a true copy of the
original

Stamberg, April 18, 2017

Dr. Claus Qtestrikph, notary a.D.,
appointed as official representative
of Nikolaus Klocker, Notary

APOSTILLE
(Convention de La Have du 5 octobre 1961)

3. Land: Bundesrepublik Deutschland
Diese offentliche Urkunde

ist unterschrieben von dem Notar a.D. Dr. Claus Gastroph

in seiner Eigenschaft als amtlich bestellter Vertreter des

Nocars Nikolaus FO6cker in Stamberg

5. sie ist versehen mit den Siegeln des Notars Nikolaus Klocker in
Stamberg

w &

Bestatigt

inMiinchen 6. am 18. April 2017
7. durch den Prasidenten des Landgerichts Munchen Il

o

unterNr. 910a - 77517
Siegel [ (Cddnterschrift

© ©

(Loucia ~winU
Thomas Engel/
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[MepeBog, C aHrIMINCKOTO 1 HEMELLKOTO 513bIKOB Ha PYCCKUIA S13bIK

YpocTtoBepeHHas Konvs

«3M ﬂ,OqunaHp, rM6X» Kapﬂ-LprU'-LUTpaCCG, 1 MeCTOHaXO)K,quVle:
41453, . Hoiicc, 'epmaHus 3CIM3 Mnay, 82229, 3eetenss, MepmaHns

Ten.:+49 (0)8152 700-0

dakc:+49 (0)8152 700-1366
Beb6-canT: www.3MESPE.com

on. noyta: mfo3MESPE@3M.com
Per. Homep WEEE: DE 36963167
Per. Homep nnatenswmka HAC: DE
120679179

«3 M »

28 mapta 2017 .

AN npeabsasneHUs Nno MecTy TpeGoBaHus

PerncTpaumoHHble JOKYMeHTbI Ha [103aTop BHYTPUPOTOBOV (hVONETOBbIV —/HCTPYKLMSA MO NPUMEHEHWIIO

KomnaHua «3M [oitunaHg M'm6X», pacnonoxeHHas no agpecy: Kapn-Lypu-LUTpacce, 1, 41453, r. Hoiicc, HacTosiLmm
NOATBEPXKAAET, UTO CreaytoLme CTpaHuLbl NPeACcTaBNA0T COB0M BbIAEPXKY U3 MHCTPYKLMU N0 NPUMEHEHUIO.

«3M [oiunaHg MmM6X»
«3M Opan Kea»

(Moanuce)
KpuctuH LWank
OTgen HOpMaTMBHO-MPABOBOr0 PerynMpoBaHns

MecToHaxoxzaeHue: 41453, r. Holicc. Toprosblii peecTp B 1878, yuacTkosbiii cyA r. Hoiicc.
[OvpekTopa: A-p [xxoH BaHoseTw, npod. A-p Vopr Oedepvxc, Muxaans MeTepc, Po6 LLokkep, LLiTetdaH LLlynbL.
Mpeacesatens npaenexns: 4-p [hkoH baHoseTw,. MpeacedaTent HaGntoAaTensHoro coeta: MoHTep peccnep

Cromaronoruyeckas oTpac/ib repmaHun
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HacTosdwmm NoATBEPXKAAeTCs, YTO AOKYMEHT, NpuaaraemMblil K HaCTOSLLEMY YAOCTOBEPEHUIO,
SBNSETCS BEPHON KONMEN NOASMHHUKA.

r. WrapH6epr, 18 anpensa 2017 .
(Meyatb)
Hukonayc Knékep
HoTtapuyc r. LLTapH6epr

(Mopgnuce)
[-p Knayc Mactpog, ncnonHsAwWwmnin 0643aHHOCTM HOTapuyca,
ohmumManbHbIR NpeacTaBuTeNb HoTapuyca Hukonayca Knékepa

(Fep6osas neuvarb)
Hukonayc Knékep
Hotapuyc r. LLTapHG6epr

AMNOCTUNb
(B cooTBeTCTBMM C ["aarckoi KoHBeHUwMel 0T 5 okTa6ps 1961 r.)

1. CrpaHa: ®egepaTusHas Pecnybnuka MepmaHus
Hactoawmin opuumanbHblil JOKYMEHT

2. nofnucaH UCMONHAKLWMM 06593aHHOCTH HOTapuyca a-pom Knaycom
acTpogom

3. [eicTBYHOLWMM B KayecTBe ouLmnanbHOro npeacrasmtens Hukonayca
Knékepa, HoTapuyca r. LLTapH6epr

4. cKpenjeH LO/MKHOCTHON neyatbio/lWITamMnomMm HoTapuyca r. LLtapH6epr
Hukonayca Knékepa

Y LOCTOBEPEHO
5. BT. MIOHXeHe 6. 18 anpenda 2017 .
7. Tpeacepatenem 3emenbHoro cyga Il r. MioHxeH
8.  3aHOMepomMm 910 a-775/17
9. TMevaTb/wTamn: 10. Mognucb OT NMEHN:
(Fep6oBas nevatb) (Mognwcek)
baBapus Tomac JHrenb

Mpefceparens 3eMefibHOrO
cyga ll r. MoHxeH
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[MepeBof faHHOTO TekcTa chenaH MHoOW, nepeBoguynkomMamMmefoBbIM TumypeM fiif aBaHLL

MOAMUCH

Poccuitckaa depepayuns
Mopog MockBa

[ABajuaTb cegbMOro anpens gBe ThiCAYM CeMHaLaTOro roga

A, MapTbliHOBa HaTanma AHfpeeBHa, BPeMEHHO UCNOMHAOLLAaA 0693aHHOCTW HOTapuyca ropoga

Mocksbl AKnmoBa I'neba bopucosnya, cBnMaeTeNbCTBY NOANMHHOCTb NOANMUCK NepeBoaYMKa Mameao
Tumypa [>KasaHLMpoBUYa.

JINYHOCTb €ro ycTaHoB/EHA.

3aperucTpuposaHo BpeecTpe: Ne 7 - 79&0 9
B3bICKaHO rocyaapcTBeHHOI nownHbl (no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycnyr npaBoBOro ¥ TeXHUYECKOro xapakTepa:--—— pyo.

MOAMUCH

MO C/
ep6oBas neyaTb

HoTapuyca ropoga MockBbl AKT \7\/ ear.b
VHH 770400047587 - o

Bcero npowwHypoBaHo, NpPOHYMepoBaHoO
1 ckpenneHo nevaToo [l nucT(a)(oB)

BPWO HoTapnyca

MoAMUCH

Poccuiickaa ®epepauusi
"opos Mocksa

[BajuaTb cefbMOoro anpens fjge TbiCAYM CEMHaALATOro roga
1, MapTbiHOBa HaTtanua AHfpeeBHa, BpEMEHHO WCNONHAOWasn
0653aHHOCTN HOTapuyca ropoga MockBbl AknmoBa Mne6a bopucosuua,
CBUAETENbCTBYID BepHOCTb Niili=c lipealH"neHHOro MHe nepesBoda

3aperncTpuposaHo B p
B3blCKaHO rocyfapCTBEHHIAN NOWNNHBI (N0 Tapudy): py6. 00 kon.

YnnayeHo 3a okasaHue yC/nyr NpaBoOBOr0 M TeXHWYECKOro xapakrepa:
py6. 00 kon.

Bcero npowwnTo, NPOHYMEPOBaHO, CKPErieHo

neyatbio__ 9 nucr(a) (o B)
H.A. MapTblHOBa BPWO HoTapuyca
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