3.Dynamic Screw (if necessary):

41.314.03%.01-2,
41.314.074.01-2,
41.316.076.01-2,
41.317.073.01-2,
41.318.067.01-2,
41.320.044.01-2,
41.320.067.01-2,

41.314.040,01-2,
41.316.044.01-2,
41.316.078.01-2,
41.318.044.01-2,
41.318.068.01-2,
41.320.047.01-2,
41.320.068.01-2,

41.314.045.01-2,
41.316.059.01-2,
41.316.081.01-2,
41.318.045.01-2,
41.318.071.01-2,
41.320.048.01-2,
41.320.070.01-2,

41.314.052.01-2,
41.316.071.01-2,
41.316.084.01-2,
41.318.048.01-2,
41.318.074.01-2,
41.320.050.01-2,
41.320.074.01-2,

41.314.064.01-2,
41.316.072.01-2,
41.316.094.01-2,
41.318.051.01-2,
41.318075.01-2,
41.320.051.01-2,
41.320075.01-2,

41.314.067.01-2,
41.316.073.01-2,
41.317.065.01-2,
41.318.064.01-2,
41.318.076.01-2,
41.320.060.01-2,
41.320.079.01-2,

41.314.070.01-2,
41.316.074.01-2,
41.317.071.01-2,
41.318.065.01-2,
41.318.080.01-2,
41.320.065.01-2,
41.320.082.01-2,

41.320.090.01-2, 41.320.094.01-2, 41 .325.054.01-2, 41.325.067.01-2

Instruction of use | pes

Accessories:
Dynamic screwdriver {if necessary):
43.618.201.01-2, 43.624.201.01-2, 43.632.201.01-2

1. PRODUCT PRESENTATION

AN Telladiom Espodia 5.0 products are supplied as non-sterite In 8 heat-svaled pack containing
asingle device, enuring the product is untouched siace being packaged.

2. DESCRIPTION & INTENDED ¥SE
PRODUCTTYPES
2 somns C€ '

——s

M-mmmhummummwwww
on the presthetic working modsl; (2) permanent clamping of the attachments andfor
thinic, following stertiisation {see Point Cleaning &

wod device conmecting directly $0 & prosthetic sttachment of

mmmmmlummuumm

.Totdlen.'lh oL in )
+ Maximum tightaning torque (given in N.cmw}
+ Commection to the screw hesd

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA

Variants:

* Dymaapic Scopws: Scraw that is suitable for milled stractunes wiich may or may not requise
anguiation In the screw entry channel. To work correctly, onty Nae with 3 ‘Dymemic
scrawdriver’, which esahies angled balting 8nd prevests screw crowning.
+Screw or Straight screw: Screw that is sultable for erilled structures not requiring sngwiation
= the soww ewtry chaanel. Precaution for scraws or stradght screws: A sultable screwdriver
should be wed (besad on the screw head coanection type) to enawre comect belting,
PETORING SCIRY CIOWRING.

mz’m 5 Fitanum alloy (TT 6-Al 4-¥) per international stendards ASTA F136-1 aad

Dascription: Metallic attachment with connection Mede (0 coanect te the complementary
Implant/analogue. Mnmmmm with diffesert connections
{soe cammpatibitities in the catatogue).

Inteaded uss: Provide spport for the prosthetic restoration; intended to replace dentsl perts
£0 restore proper mastication.

Labeliing: The mmmmmhmbnm
« identification: Engaging / Non-Empaging
+vatue of gingival height (G given inmm)

+vaive of camavited height (HC given fn ), exclusive to the JTi-base.
«compatibility code (Comp. OO0}



Variants:

' Oynamic TiBase: TiEtase type suitable for milled structures requiring angulation in the
screw entry channel. Thist A can also be used in structures without cattal angulation.
=Straight TiBase: TiBase type suitable for milled structures not requiring artgulation in the
screw entry ctianrrel.

=Non-rotating TiBase: Suitable attachment in production of bridges, bars 6 multi-structures.
« Rotating Ti*se: Suitable attachment in production of individual structures.

mTTiBase: Attachment with a 9mm cemented surface designed specifically for cases
requiring a larger support surface to achieve a stronger, more resistant structure. Available in
Non-Engaging (ideal for producing several structures) and Engaging (ideal for producing
Individual structures) formats. Material: Anodized Grade STitanium alloy (Tl 6-Al 4-V) per
International standards ASTMF136-13 and 1SO 5632-3.

«Gingival height (G): There are a number of variants with different gingival heights
depending on the type of TiBase chosen. The TIBases with greater gingival heights facilitate

w (~ where the gingival margins are uneven.

3) Scanbody extraoral
Oeacription: Plastic device that attaches and adapts perfectly to theTiBase without rotation.

Intended use: Attaches to the TiBase to identify the position and orientation of the dental
implant (or similar) when scanning.

Labelling: The description on the label provides Information on:
« Type: code Identifying the TiBase group with which It should be used. The part Is Identified
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by laser-engraving on Its side.

Material: PEEKTM CLASSIX - biocompatible thermoplastic polymer specifically suited for
healthcare use.

4) Screwdrhar

Description: Tool or support instrument for handling and bolting the TiBase-screw-implant
(or analogue) system.

Intended use: To assemble and/or position the TIBase-screw-Implant (or analogue) system.
Intended for continuous use over a short period of time (less than 60 mins).

Labelling; The description on the label provides Information on;
~Head type
<Total length

Variants:
= Oynamic Screwdriver: Tool for the handling of and thread dyrtamic screws.
= Screwdriver: Tool for the handling of and thread screws or straight screws.

Materials; Stainless steel.
3. INDICATIONS

The TiBase and screw system comprises prefabricated prosthetic components)
connect directly onto the endosseous dental Implant; designed to be used in pro
restoration.

4.CONTRAINDICANONS

Titanium attachments are contraindicated for patients who are allergic or hypersensitive to
theTitanfianTi6-Al4-V alloy.

5.WARNINGS

Talladium Espaha S.L implant products can only be used by dental professiooals familiar with
the maxillary implant field and its specialities, e g. planning and diagnostics, surgery,
dentistry, and prosthetic technique.

The system components facilitate the clinical and laboratory worit. Clinical staff are
responsible for using each product asstated in the instructions arid deciding if the productis
Suitable for the specific patient situation to obtain the best results

Products labelled for single use carmot be reused. This is to avoid loss of functionality and risk
of cross-infection between patients. Talladium Espana S.L. accepts no responsfett” for any
attemptto reuse the same.

6.PRECAImMONS

Consult use restrictions on the label. Pay attention to the measurements, threading phases
and dimensions of the product used, as the proper combination of componenu depmds on
the choices made. Ensure the different screw threading comprising the ~stem catalogue ire
correct and pay attention to the attachntent-Implant and screw-screwdriver coiwtecting
parts.

If the protective packaging is broken, we recommervd reluming the product for replacement.
Using the screws:

Do not use the same screw in the laboratory (production proces) and the dink (fixittg the
prosthesis in the patient's mouth). Do not use screws w ith~ their originat sealed packaging
when fudng the prosthesis in place.

Titanium, like any other metal subject to cortstant loads, suffers fatigue artd its mechanical
resistance decreases. For t good mechanical operation of the prosthesis on the implant, the
anchoring system must be secured; thus, should any type of wear or defect be detected in the

screw, thisshould be replaced.

Screws placed in the mouth must be aligned with the axis of the implant.



TESTIMONIO DE LEGITIMACION DE FIRMA

numero 669 asiento del Libro Indicador Seccion

Segunda.

Yo, M.CRISTINA HERNANDEZ RUIZ, N otario del
llustre Colegio de Catalunya, <con residencia en
Lleida, DOY FE: considero legitima la firma que
antecede de Don ESTEBAN XAM MAR MANGRANE, con DNI
numero 40.881.655-Y, en <calidad de Administrador
unico de Talladium Espana S.L., con CIF numero
B25322421, por haber sido puesta en mi presencia. -

En Lleida, a cinco de julio de dos mil

veintiimo.

SEAODE THSHRRIC

LEGMUACIONESY
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Do not use r narrow-platform TiBase for posterior restorations (molars and premolars) as ttie
system may fall.

Additional precautions fbr the clinical procedure:
The products must be safely attached to prevent aspiration during Intraoral use.

With immediate loads derived from recently inserted implants, the bolted components must be
handled vrith aA due care and manually with all due care, waiting for osteo-integration
beforeapplyiitalorque.

Special to be taken when threading the attachments which hold the unitary
reconstosEtions n place to avoid unisecessary terssion on the implant inserted into the bone,
Thesite may be oime obstructed following the operation or due to scarring. Thus, it needs to

(checked anc cleaned to ensure they work properly. Ensure the prokhesis Is correctly
inserted by mer s of an x-ray, focusing on the head of the connection, at an angle of 90
degrees from th axis.

The shelf-life o reusable products depends on various factors, including method and
duration of each use and handling b e tw ~ uses. Thus, a close inspection and operational
tests are needec >rior to reusing them. If Instruments are found to have oxidised surfaces,
dispose of then Even the slightest corrosion means the instruments are no longer
biocompatible.

7.0PERATIOfl a USAGE

In the laboratory
a] Before insertin any attachments, ensure all components are clean and undamaged. Check
that all the comp inents are compatible.

b) Place the TIBa e on the replica implant, present on the working rrxKlel. The TiBase cut Is
the equivalent of he screw entry in the future prosthesis, so position the TiBase Kcording to
the required posi ion of the angled hole. Fix in place with a suitable screw, Full torque is not
required; lighten he screw a little to ensure theTIBase Is held in position, as required.

c) Couple the sc. nbody to the TiBase. The outer lengthwise scanbody cut corresponds to the
opposite side of | ie TiBase cut and adapts to it, achieving a single coupling point.

d| Talladium Es( Iha S.L scanbodies are reusable, so the scanbody cteeds to be checked to
ensure it is seait d on the TiBase with no gaps or sideways movements. Continued use may
lead to internal vearing of the geometry. Stould these problems be detected, replace the
scanbody with a m»ewone.

e) Itisgeneral!) recommended to work with a removable gum shield to ensure the TiBase and
scanbody are c( rectlypositioned.

f] ) Once the mBase and scanbody are in position, start scanning. Digitally design the
prosthesis usini the CAD library of the DAS corresponding to the compatibility of the TiBase
used. Ensure' tf | compatibility number indicated is chosen (see the compatibility number
in 'Extraoral | brary Codes', included with Che CAD library; also available
at: www.dyn.ir4ieabuttnent.com), A poor choice In terms of compatibility will lead to
incorrectly don< vrork, given the variability in the parameters In each of these compatibilities.
Talladium Espaf i S.L accepts no liability for a poor choice in compatlbitily from the library.

Beware: For 3T iase, follow the preceding steps with (he standard TiBase for (his connection
and the compa Ible scanbody. Once scanned and with the digital model prior to milling
completed, re( lace the standard TiBase from the scan with the 3TIBase. Cut the 3TiBase
to 7 mm (or mm where necessary) using a cutting disc. Polish the cut areausing
rubber to prev” any ridges or edges forming, Ensure the correct height isselected from
the library based on tlw cut made.

Beware: The straight TiBase is designed to scan using the Dynamic pScanbody system from
Talladium Espana S.L.

Note: Check the CAD library user guide at: wvrw.dynamicabutment.com. Instructions on how
to use the Dynamic pScanbody system are available at; www.das-eifu.com. Feel free to
contact Taladium Espana S.L. to ask for a free hard copy of the IFUsyou require. You will
receive the document within Sworking days. Remember that Talladium Espaiia S.L. has a
Customer Service Hotline (T"- A73 289S80) for queries and CAD software library
installations.

In the clinic:
a) The products are supplied as NON-sterile. Therefore, they should be cleaned, disinfected
and sterilised prior to intraoral use (see section Cleaning and Sterillsationl.
b] Remove the temporary restoration, where applicable.
c) Always consult the user manual from the manufacturer of the original implants.
d| insert the fixed prosthesis and tighten the prosthetic screws to the recommended torque.
Warning: Excess torque may crack or damage Che screw.
Close the screw access channels.

.CLEANING AND STERILISANON

products are supplied as NON-sterile. Therefore, they should be cleaned, dKinfected and
Used prior to being used in the mouth.

e the product from its packaging and start to clean ai\d disinfect, preferably in an
itrasonk bath with a cleaning and disinfecting solution normaily used with medical devices.

Always handle with powder-free gloves.

Recommended sterilisation method: damp heat In an autoclave, applying a standard 121°C
cycle (or 15 minutes (asperUNE ISO 1766S-1).

For the USA: sterilize in a pre-vacuum autoclave at 132 ‘ C for 4 minutes and leave to dry for at
least 30 minutes. Sterilization autoclaves and accessories authorised by the FDA for the
recommended sterilization parameters, pursuantHo the AAM ST79 standard, must be used.
All surgical instrunents must be sterilised prior to use. Prevent any risk of contamination by
ensuring the product does not come Into contact with non-sterile objects.

9.TRACEABILITY
On the bottom half of the accompanying label there are 3 tabs containing information on

device traceability. These extra lab” can be removed and added to the patient card or
patient file (clink & laboratory). This information needs to be recorded to avoid future
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mishaps and ensure stock is correctly resupplied, in addition to providing knowledge of all
compatible irtstruments/tools required by the medkal professional.

10. MAGNETIC RESONANCE (MR) SAFETY INFORMATION

The system has not been assessed in terms of safety and compatibility with magnetic
resonance (MR) environments. No heating, displacement or image interference tests have
been performed for AARenvirorwnents.

11. STORAGE

The product should be kept in its original packaging in a dry place at room temperature, e.g.
18to 3B'C, away from direct sunlight.

12. ELIMINATION

Once the shelf life of aTalladium Espaiia S.L product has been reached, it should be processed
in accordance with the legislation and standards of the appropriate authority, under
environmental requirements and considering all relevant levels of contamination

Warning: Inform the manufacturer, Talladium EspaAa S.L., and the relevant authority of
any serious incident related to the product.

Authorized representative company In Russia:

Company MK ERKASTOM XXILLC.,
117303 Russia, Moscow, 13/2, Kerchenskaya Str, Moscow,
phone >7 (495) 318-01-58, e-mail: infoeerkastom.ru

Each packaging contains a single device. The
quantity of product in each packaging is
specified in the product label as following:
Qty:l For the Uansport, the product individual
packaging's are introduced in padded
envelopes that ensure the jHDduct protection
until its arrival to the customer. In case of a big
quantity of producL the sbacbets are grouped
in plastic bags and placed in a carton box. The
size of the box depends on the number of
samples. In both cases a copy of the
instructions for use is sent.
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MUCbMEHHBIN nepesoj BbINOJ/IHEH C AHIIMIACKOTO W UCMAHCKOrO A3bIKOB Ha pyCCKI/II7I A3bIK

AHININNCKUN Pes. 2021-01
DTIBASE_2101 EN_RUS
MOCNEAHWNI NEPECMOTP:

02.07.2021

/NoroTun; WHopmanms o
OAAH3MVIK ABATMEHT COJIFOLLIH3 (DYNAMIC KOMNaHUN-Npon3BoanTene:
ABUTMENT SOLUTIONS)/ Tannagnym ScnaHbs C.J1.

CuncTema AeHTaNbHbIX AnHamuyeckmx abatmeHToB (DENTAL SYSTEM (Talladium Espafla S.L.)
DYNAMIC ABUTMENT) yn. BupoixuHuv Bynbg, 17 - 25005

Nepunga, NcnaHua

MHCTPYKUMA NO NPUMEHEHUIO (C/Virginia Woolf, 17

HasHaueHue; Ans 3aMeHbl OTAeNbHbIX CTOMATO/OMMYECKNX KOMMOHEHTOB B 25005 Lleida - Espafta)
opTONeAMYecKOii pecTaBpaLi Ha MMMIaHTaTax Npu BOCCTaHOB/EHUN

Hagnexatleli XXeBaTeslbHON (yHKUMN. OThen TeXHNYECKOW NOLAEPKKN U

cny>x6a paboTbl C KNMEHTaMK:

(+34)973289580

www.dvnamicabutment.CQin
www.dynamicabutmeni.es

MpumMeyaHmne: B cnyvae NHOObIX
HECOOTBETCTBUI B nepesoje
HaCTOoALEro AOKyMeHTa
NPENMYLLECTBEHHYHO CUTY UMEET
TEKCT
Ha NCMaHCKOM fA3blKe
/nognuce!

CNCTEMA AEHTANbHbIX ANMHAMUWYECKNX ABATMEHTOB (DENTAL SYSTEM DYNAMIC
ABUTMENT), BktoYas:

1TnnScanbody gna abatmeHToB Dynamic Ti-Base (Scanbody type for (DynamicTi-Base) (npu
HeobxoAnMmocTH) (Npy Heo6X04MMOCTH):

30.412.001- 2,30.413.002.01-2, 30.413.004.01-2,30.413.005.01-2,30.414.003.01-2

2. AbatmeHTbl DynamicTi-Base (DynamicTi-Base) (npn HeobxoanmocTn):

31.311.049.01 2,
31.312.001.01- 2,31.312.003.01-2,31.312.006.01-2,31.312.011.01-2,31.312.014.01-2,31.312.016.01-2,31.312.019.01
-2,31.312.021.01-2, 31.312.023.01-2, 31.312.026.01-2, 31.312.029.01-2, 31.312.033.01-2,31.312.038.01-2,
31.312.040.01- 2, 31.312.042.01-2, 31.312.044.01-1,31.312.047.01-2, 31.312.102.01-2,31.313.002.01-2,
31.313.004.01- 2,31.313.007.01-2,31.313.012.01-2,31.313.013.01-2,31.313.015.01-1,31.313.017.01-2,
31.313.022.01- 2, 31.313.024.01-2, 31.313.027.01-2,31.313.030.01-2,31.313.035.01-2,31.313.037.01-2,
31.313.039.01- 1,31.313.041.01-2,
31.313.043.01- 2,31.313.045.01-2,31.313.048.01-2,31.313.051.01-2,31.313.125.01-2,31.313.131,01-2,
31.314.005.01- 2131.314.018.01-2, 31.314.028.01-2,31.314.046.01-2,31.314.052.01-2,
31.314.080.01- 2,31.314.091.01-2, 31.314.124.01-2, 31.321.049.01-1,31.322.001.01-2,31.322.003.01-2,
31.322.006.01- 2,31.322.011.01-2,31.322.014.01-2,31.322.016.01-2,31.322.019.01-2,
31.322.021.01- 1,31.322.023.01-2,
31.322.026.01- 2,31.322.029.01-2,31.322.033.01-2,31.322.038.01-2,31.322.040.01-2,31.322.044.01-2,
31.322.047.01- 1,31.322.102.01-2,31.322.128.01-2,31.323.002.01-2,31.323.004.01-2,31.323.007.01-2,31.323.008.01
-2,31.323.012.01-2, 31.323.013.01-1 31.323.015.01-2, 31.323.017.01-2, 31.323.020.01-2, 31.323.022.01-2,
31.323.024.01- 2,31.323.025.01-2,31.323.027.01-2,31.323.030.01-2131.323.035.01-2,31.323.037.01-2,
31.323.039.01- 2,31.323.041.01-2,31.323.045.01-2,31.323.048.01-2,31.323.051.01-2,31.323.125.01
-2131.323.131.01-2, 31.324.005.01-2,31.324.018.01-2,31.324.028.01-2,31.324.046.01-2, 31.324.052.01-2,
31.324.080.01- 2,31,324.091.01-2,31.324.124.01-2

3. BuWHT Dynamic (Dynamic Screw) (npy1 He06X0AnMOCTHN):

41.314.039.01- 2,41.314.040.01-2,41.314.045.01-2,41.314.052.01-2,41.314.064.01-2,41.314.067 01-2,
41.314.070.01- 2,
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41.314.074.01-
41.316.074.01- 2,

41.316.076.01-
41.317.071.01- 2,

41.317.073.01-
41.318.065.01- 2.

41.318.067.01-
41.318.080.01- 2,

41.320.044.01-
41.320.065.01- 2,

41.320.067.01-
41.320.082.01- 2,

41.320.090.01-

WMHCTPYKUMS MO 3KChyaTauum: 1 wr.

MpuHaanexHocTu:

2,41.316.044.01-2,41.316.059.01-2,41.316.071.01-2,41.316.072.01-2,41.316.073.01-2,
2,41.316.078.01-2,41.316.081.01-2,41,316.084.01-2,41.316.094.01-2,41.317.065.01-2,
2,41.318,044.01-2,41.318.045.01-2,41.318.048.01-2,41.318.051.01-2,41.318.064.01-2,
2,41.318.068.01-2,41.318.071.01-2,41.318.074.01-2,41.318.075.01-2,41.318.076.01-2,
2,41.320.047.01-2,41.320.048.01-2,41.320.050.01-2,41.320.051.01-2,41.320.060.01-2,
2,41.320.068,01-2,41.320.070.01-2,41.320.074.01-2,41.320.075.01-2,41.320.079.01-2,

2,41.320.094.01 -2,41.325.054.01 -2,41.325.067.01-2

OTBepTka Dynamic (Dynamic screwdriver) (npy Heo6xogumocTw):

43.618.201.01- 2, 43.624.201.01-2, 43.632,201.01-2

1. NPE3EHTAUWNA N3OAENNA

Bce wusgenua komnaHuu Tannaguym OcnaHba C.J1.
(Talladium Espafta S.L.) nocTaBnstoTCS HECTEPUIbHBLIMUK B
WHAVMBUAYaNbHON 3anasHHOW Mpo3pavyHoOi  YMakoBKe,
KOTOopas rapaHTUpyeT LieNnoCTHOCTb U3Lenns.

2. ONMNCAHWNE N NPEAYCMOTPEHHOE
MPUMEHEHWE

TWMbI MPOAYKLUNN

M BuHTbl (Screws! CE 0051 3

OnwucaHune; U3roToBNEHHOE YCTPOICTBO MOACOEANHAETCS
HenocpefCTBEHHO K OPTOMeAuYecKoMy aTTaumMeHy Wu
3y6HOMY npoTesy.

MpegycmMoTpeHHOe  npuMmeHeHue: (1)  ycTaHOBKa
aTTauMeHOB W/MAM MpoTe30B AN MMMNAAHTUPOBaHMS
KOMWiA/aHanoroB  MMMNaHTata Ha  OpPTOMeAuYecKoit

paboueit Mmogenu; (2) HepasbeMHasi MKcaLmst aTTauMeHOB
Wvan NpoTe30B Ha WMNAaHTaTbl B KAWHWKE Mochne
cTepunnsaumm (CM. NyHKT «OUNCTKA U CTEPUIN3ALUAY).
MapKnMpoBKa: OMNuUcaHWe Ha 3TUKETKe nNpeacTaBnseT
CneayroLLyo MHhopmauumio:

- MeTpnyeckmne nokasatenu (M)

- O6was gavHa (L B Mm)

- MakcumanbHbI MOMEHT 3aTsXKKK (NprBegeH B H.cv)

- CoeaunHeHE C TOMOBKOW BMHTA
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BapuaHThbl:

- BuHTbl Dynamic (Dynamic Screws): BUHT NOAXOLMT
AN hpe3epoBaHHbIX KOHCTPYKLWIA, TPeOYoLWMX Ui He
TPebyIoLWNX HAKNOHHOMO0 MPOTOYEHHOro OTBEPCTMA
BUHTA. [N KOPPEKTHOM paboTbl MCMOMb3yWTe TOMbKO
oTBepTKy Dynamic (Dynamic screwdriver), koTopas
Mo3BONSET BbIMNONHATL 0ONTOBOE COEAMHEHWE  MOA
HaK/MIOHOM Y MpeAoTBpaLLaeT Npope3biBaHWE FO0BKY.
BuHT (Screw) mnnm npsmoii BUHT (straight screw): BUHT
NoAXo4AuUT Ana  (hpe3epoBaHHbIX  KOHCTPYKUWIA, He
TpebyOLWMNX HAKNOHHOTO MPOTOYEHHOr0 OTBEPCTUSA
BUHTa. Mepbl NpPeaoCTOPOXHOCTM AN BUHTOB WM
NPAMbIX BWHTOB: Heob6xo4UMo 1cnonb30BaThb
COOTBETCTBYIOLLYIO OTBEPTKY (Ha OCHOBaHUM Tuna
COEfJMHEHNA TOMIOBKM BWHTa), 4TObbI 06ecneynTb
npaeunbHOe 60N1TOBOE COEAMHEHME, MPeAoTBpaLlatoLLee
npopesbiBaHKe ro0BKM.

MaTepunan: TuTaHOBbIA cnnas, mapka 5 (Ti6-Al4-V) B
COOTBETCTBUM C MEXAYHAPOAHbIMU CTaHAapTamu ASTM
FI36-12 n ISO 5832-3.

21 TiBaseCE 0051 3
OnucaHne; MeTaNINYeCKnUil aTTauyMeH C COeAMHEHMEM,

CMPOEKTMPOBaHHbIIA ans COefIUHEHNS c
[OMOMHUTENbHBIM MMMNIaHTaToOM /  aHanorom
uMnaaHTata.  JloCTYnHbl pasfMyHble COBMECTUMbIE
BapMaHTbl  C  Pa3fIMYHBIMU  COEAMHEHUAMU  (CM.
COBMECTMUMOCTb B KaTasore).

MpeaycMoTpeHHOe MpPVYMeHeHMe: oGecneyeHune
NOAAEPIKKM opToneauyYecKoit KOHCTPYKLIMK;

npeaHasHayeH A1 3aMeHbl CTOMaTOM0rMYECKNX YacTeli ¢
LIeNIb0 BOCCTAHOBUTL MOJSTHOLLEHHOE YXEeBaHMe.
MapKnpoBKa: OnucaHWe Ha 3TWKETKe npefcTaBnser
crnefyoLLyo HopMaLuio:

- ngeHTUMKauma: ¢ 3axeaTom/6e3 3axsara
- napameTp BbICOTbI feCHbl (G B MM)

- napameTp LEMEeHTUPYeMOW BbICOTbI
ncknountensHo ans 3Ti-base

- Kof, coBMecTumocTu (cosm. 0000)

(HC B wMm),



BapnaHTbl:

AbatmeHTbl Dynamic TiBase (Dynamic TiBase): tin
TiBase nogxoaut Ans (hpe3epoBaHHbIX KOHCTPYKLWIA,
TPebyIOLWMX HAKNOHHOrO MPOTOYEHHOro OTBEpPCTMSA
BUMHTa. JTOT TWUN TakKXe MOXET MWCMoMb30BaThbCs B
CTPYKTYpax € KaHanom 6e3 HaknoHa.

AbatmeHTbl npsamble TiBase (Straight TiBase): Ttun
TiBase noaxoauT ansa hpe3epoBaHHbIX KOHCTPYKLNIA, He
TPebyOLWMNX HAKMNOHHOTO MNPOTOYEHHOr0 OTBEpPCTMS
BUHTA.

Hespawatowmiica  TiBase (Non-rotating
aTrayMeH MpuUrofeH [Af8  WU3roTOBNEHUSA
NNaCTUHOK N MHOT03/1EMEHTHbBIX KOHCTPYKLIMIA.
Bpawatowmiica TiBase (rotating TiBase): aTTaumeH
npurogeH  Ana  U3rOTOBAEHWS  WHAWBMAYaNIbHbIX
KOHCTPYKUWIA.

3TiBase: aTTauMeH C LLeMEHTUPYEMO MOBEPXHOCTHIO 9
MM paspaboTaH cneuunanbHO 418 Cnyyaes, TPedyroLmnx
60NbLUeil ONOPHOIN MOBEPXHOCTM AN NOy4YeHUs 6onee
MPOYHOIA 1 60Mee YCTOMUMBON KOHCTPYKLMK. [ocTyneH
B BapuaHTax 6e3 3axBarta (Non-Engaging) (ngeaneH ans
CO3[aHUA HeCKOMbKUX KOHCTPYKLUA) M C 3axBaToMm
(Engaging) (ngeaneH fgnd co3faHus WHAMBUAYATbHbLIX
KOHCTPYKUWiA). MaTepunan: aHOgUPOBaHHbIA TUTaHOBbIT
cnnas, Mapka 5 (Ti6-Al4-V) B COOTBETCTBMU C
MeXayHapoHbiMKn cTaHgapTamm ASTM F136-12 n 1ISO
5832-3.

- BobicoTa gecHbl (G): BOCTYNHbI HECKONLKO BApUAHTOB C
pasnnuyHOl  BbICOTOM [eCHbl B 3aBUCMMOCTM  OT
Bbl6paHHOro TiBase. TiBases ¢ 60/blleii BbICOTOM
[ecHbl 06neryatoT paboTy B Cnyvyae HepaBHOMEPHOCTY
Kpasi 4ecCHbl.

3) 3JKcTpaopanbHbIA TWN
extraoral) CE

OnucaHue: nnacTMaccoBoe
npukpennseTcs "
HeBpallatowwmxcs TiBase.
MpefycMOTPEHHOE MpPUMEHeHWe: MNPUKPENfeTca K
TiBase ang UAeHTUMUKaLMM NOMOXKEHNA U OpUEHTALMN
[eHTaslbHOro wumMmnnaHtata (WaM aHanora) BO Bpems
CKaHMpoBaHus.

MapKunpoBKa: OnucaHue Ha 3TWKeTKe npeacTaBnseT
cneayoLLyo HhopmaLumio:

- Tun: Ko, naeHTUdMUMpyrowmin rpynny TiBase, ¢
KOTOPOW OH LO/MKeH Ucnonb3oBatbes. detanb
naeHTUUUMpYeTCS

TiBase):
MOCTOB,

Scanbodv (Scanbodv

YCTPOICTBO,  KOTOpOE
XOpOWOo  MOAXoAUT  ans

/Kpyrnas repboBas neyatb (MOBTOPSAETCS Ha CTpaHuLe 2
pasa):

HotapuansHas koHTopa MAPU KPUCTUHBI
OPHAHAEC PYNC

(MARIA CRISTINA HERNANDEZ RUIZ) *
JOBEPUE MPEBbILLIE BCEIO *

NEPNAOA (LLEIDA)/
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C MOMOLLbIO Na3epHOl rPaBUPOBKK COOKY.

Matepuan: MI3K KNACCUKC (PEEK CLASSIX) -
61OCOBMECTUMBIN TePMONIaCTUYHBIA nonvmep,
CneunanbHoO npefHa3HaueHHbIA N1 UCMONb30BaHMS B
MeauuuHe.

41 OTBepTKa (Screwdriver) CE

OnucaHuWe:  WHCTPYMEHT  WAM  BCMOMOTaTefbHbIl
WHCTPYMEHT [ANA  MaHWnynupoBaHus 1 60OATOBOrO
CoeauHeHns cucTeMbl TiBase-MMnaaHTaT-BUHT (MK
aHanora).

/nognuce/

MpefyCMOTPEHHOE MNpUMEeHeHWe: fns cb6opku wuunm
YCTaHOBKWM  cuUCTeMbl  TiBase-BUHT-UMnaaHTar  (Uim
aHanora). MpepHa3HayeH ans HenpepbIBHOIO
MCNONb30BaHUA B TEYEHWE KOPOTKOrO MNepuofa BpeMeHu
(meHee 60 MUH.).

MapKupoBKa: onucaHvWe Ha I3TWKETKe MpeAcTaBnseT
CNefyoLWyro MH(opMaLmio:

* Tvn ronosku

» Ob6Las gimHa

BapuaHThI:

» OTBepTka Dynamic (Dynamic screwdriver): UHCTPYMeHT
4na paboTbl ¢ U BBepTbIBaHWA BUHTOB Dynamic (dynamic
screws).

« OTBepTKa (Screwdriver): MHCTPYMEHT Ans paboTbl C U
BBEPTbIBAHWA BWHTOB (SCrews) WAM NpPsSMbIX BUHTOB
(straight screws).

MaTepuanbl: HepXaBetoLas cTasb.

3. MOKA3AHWA
TiBase n cucTema BWHTOB COCTOSAT W3 OPTOMEAMYECKUX

KOMIMOHEHTOB  3aBOACKOIo M3roToBsieHNA,  KOTOpble
HeNnocpeacTBeEHHO  COEAMHAKOTCA C  BHYTPUKOCTHbLIM
AEHTa/IbHbIM nMnnaHTaToM; npegHasHa4eHbl aons

MCcnosib30BaHNA BOpTOI'Ie,U'I/ILIECKOVI KOHCTPYKUUN.

4. MPOTUBOMOKA3AHUNA

TutaHoBble arTayMeHbl NpPOTMBOMNOKAa3aHbl ons
naLmeHToB, NMELLNX annepruo nm
rMnepyyBCTBUTENbHOCTb K  TUTaHOBOMY  CnnaBy
Ti6-Al4-V.

5 MPEAYNMPEXAEHWNA

MmnnaHtatbl  NpoOM3BOACTBA  KOMMaHuu  Tannaguym
AcnaHba CJ1.  (Talladium  Espafia S.L.) moryt

MCNonb30BaTbCA WCKIKUYUTENBHO I'IpOCbE‘CCVIOHaJ'IbeIMVI
cTomMmatonoramn, KOTopble ABNAKTCA 3IKCnepTamMn B
obnacTu nMnaaHTaToB ansa BerHeI7I YENHCTN N CMEXHbIX
obnacTsx, Hanpumep, nnaHupoBaHNMA W AOWNarHOCTUKN,
Xupyprun, ctromatonormn n MeTogoB npoTesnpoBaHnA.

KOMMNOHEHTbI  CMCTEMbl  06/1eryatoT  BbINONHEHWE
neyebHoin ¥ nabopaTopHoi paboTbl.  KnuHWYeckuii
MepcoHan HeceT OTBETCTBEHHOCTb 3@ WCMOMb30BaHMe
Ka)KA0ro M3fenns B COOTBETCTBMU C WMHCTPYKLMEA U 3a
NPUHATUE PELIEHMs O TOM, HACKOMbKO KOHKPETHOe
nsgenve NOAXoAnT 359 KOHKPETHOM CUTyauuu nauueHTa
M HaCKOJ/IbKO XOPOLLMe pe3ynbTaT MOXHO MOAy4YnTb.

3penus,

MapKMpOBaHHbIE A15 O4HOPA30Bble, HeMb3s
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MCMNoMb30BaTb MOBTOPHO. 3T0 HE06X0oAMMO, 4TO6bI
n3bexkaTb  MOTepM  (PYHKUMOHANILHOCTM WM puUCKa
nepeKpecTHol UHeKuUM Mexay naymeHtTamu. KomnaHus
Tannaguym 3OcnaHba C.J1. (Talladium Espafia S.L.) He
HeceT OTBETCTBEHHOCTU 3a MH06YI0 MOMbITKY NOBTOPHOIO
MPUMEHEHUA OLHOMO M TOr0 Xe U3LeNnus.

6. MEPbI MPEAOCTOPOXHOCTUN

CM. Ha 93TUKETKE OrFpaHWYeHUs MO  MPUMEHEHUHO.
O6pallaiiTe BHUMaHWE Ha U3MepeHUs, aTarbl HapesaHus
pe3b6bl 1 pasMmepbl WCMOMb3YEMbIX W3fenuid, Tak Kak
NpaBWfbHOE COYETaHWe KOMMOHEHTOB  3aBUCUT  OT
chenaHHoro BbiGopa. Y6eauTech, 4TO W3 KaTanora
CUCTEMbI MPaBUMLHO BbIGBPAHO HapesaHue pe3bObl BUHTA,
06paTMTe BHUMaHWe Ha COEAMHUTENbHbIE — AeTanu
aTTauMeH-UMMIaHTaT ¥ BUHT-OTBEPTKA.

Ecnn 3allMTHas YnakoBKa pa3opBaHa, PeKOMeHAyeTcs
BEPHYTb M3Ae/ne 415 NocneayoLLeli 3amMeHbl.

Mcnonb3oBaHWe BUHTOB:

3anpeLyaeTca MCNonb3oBaTb OfUH W TOT >Xe BWUHT B
nabopatopun (MPOV3BOACTBEHHbLIA MPOLLECC) U KIMHUKE
(bvkcauyms npotesa BO pTy nauueHTa). Mpu dukcaumm
npoTe3a Ha MecTe YCTaHOBKM 3anpeLiaeTcs UCronb30BaTh
BWHTbI 6€3 OPUrMHANBLHON FepMETUYHON YNaKoBKM.

TuTaH, Kak W N6OA [pyroii MeTans, nofBepraercs
MOCTOSHHBIM Harpyskam, WCMbITbIBAeT YCTanocTb, U €ro
MexaHun4ecKas MpPOYHOCTb CHMdKaeTcs. [na obecneveHms
XOpOLLei MexaHN4ecKol paboTbl NpoTe3a Ha MMNJaHTaTe
KpeneXxHas cucTema [O/MKHa OblTb HafeXHON. Takum
0o6pa3oM B CAyyae OOHapy>XeHMs Kakoro-nm6o Buga
n3Hoca un peekTa B BUHTE ero He06X04NMO 3aMEHUTD.

BuHTHI, pacnonoXeHHble BO PTY, [AO/DKHbI ObITb
BbIPOBHEHbI MO OCK MMMNIaHTaTa.



YOOCTOBEPEHWE MOANVHHOCTW Mo4nncu

3anucb HoMep 669 Bo BTOpOM pasfene Peectpa.

A, M. KPUCTUHA SPHAHAOEC PYWNC (M. CRISTINA HERNANDEZ RUIZ), HoTapuyc
HoTtapuanbHoii nanatel KatanoHuu (Catalufta), ¢ mectoHaxoxgeHvem B Jlepuge (Lleida), HACTOALLNM
MOATBEPXOAHKD: uTo cunTato NOAAMHHON BbILIECTOALLYH nognucs rocnoguHa 3CTEEAHA KCAM-MAPA
MAHITPAHE (ESTEBAN XAM MAR MANGRANE), umetoLero ysocToBepeHue NYHOCTU HOMEP
40.881.655-Y, BbICTyMaroLLEero B Kayectse EANHONNYHOIO ynpasnstoLwero komnaHuy Tannagmym 3cnanbsa CJ1.
(Talladium EspaAa S.L.), UHH B25322421, npocTaBneHHYtO B MOEM MPUCYTCTBUN. *

Nepwnga (Lleida), naToro utons age Tbicaun gBaguatb Nepeoro roga.
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/Mapka:

MAPKA ANA 3ABEPEHNA
JOKYMEHTOB -
HOTAPUAJIBHBLIE MANATbI
«

JOBEPUME MPEBbLILWIE
BCEIo *
A242448982/

/Kpyrnas rep6oBasi neyatb
HoTtapunanbHasa KoHTOpa
MAPUWN KPUCTUHBbI
3PHAHAEC PYUC (MARIA
CRISTINA HERNANDEZ
RUIZ) * LOBEPUE
MPEBLILIE BCEIO *
NEPNOA (LLEIDA)/

/Mapka HomuHanom 0,15 eBpo/

Inodnuchbl

/Kpyrnas Haknelika:

HOTAPNAJ/IbHOE 3ABEPEHVE+
FEHEPA/IbHBIVA COBET HOTAPVATA
NCNAHUWN *HOTAPUAT EBPOIbI *
JOBEPWE MPEBbLILLIE BCEIO *
0267466227/



Inodnucbl
Mepbl NPefoOCTOPOXXHOCTK, CBSiI3aHHbIEe ¢ TiBase:

3anpeLlaeTcs MCMo/b3oBaTh cucTemy TiBase C Y3Koii
nnaThopmoit A4ns BOCCTaHOBMEHUS 33{HWX 3y60B 3yGHOI
ayry (Monsipbl ¥ NpeMonsipbl), Tak Kak CUCTEMa MOXET
CNoMaThCs.

JononHuTenbHble Mepsbl
KNMHUYECKO NMPaKTUKn:

MpeaocTOPOXHOCTM  ANs

W3nenns [0MKHbI GbiTb HAAEXHO 3aKPen/eHbl, YTo6bI
npeoTBpaTUTL MX BAbIXaHWe MPU WCMONb30BaHUM B
nonocTy pra.

MprvHMMass BO BHUMaHWe HeMe[/IEHHbIE Harpysku,
noslyyaemble OT HeiaBHO YCTAHOB/IEHHBIX MMM/IAHTATOB,
c KOMMOHeHTamu, cKpennsemMbiMu 6ontamu,
Heob6xo4MMO 06pallaTbCsl CO BCEA OCTOPOXKHOCTLHO,
0Xnjas OCTEOMHTErpauuio A0 MPUIOXKEHNS KPYTALLEro
MOMEHTA.

Heo6Xxo04MMO NPOSBNATL KpaliHIOl O0CTOPOXHOCTb BO
BPEMSI Hape3aHWsi pes3bObl Ha aTTauMeHax, KoTopble
(DUKCUPYIOT TOMOXEHWE OAUHAPHBLIX PEKOHCTPYKLMIA,
uTO6bI M36EXKaTb HEXENaTeNbHOTrO HampsHXKeHWs  Ha
VIMNJIAHTAT, BCTAB/IEHHbIA B KOCTb. YUYaCTOK MOXET 6bITh
3aCOpeH Moc/ie onepauuy UM BCIeAcTBUE py6GLEeBaHUs.
Mo3aToMy ero Heo6Xo4uMO NPOBEPWUTb W OUUCTUTS,
uTO6bl OH (PYHKLUMOHWMPOB AOMKHBIM 06pasom. C
MOMOLLbIO peHTreHa y6eanTechb, YTO MPOTe3 BCTaB/EH
npaBunbHo,  obpawas  BHWMaHMe  Ha  TOMIOBKY
coefiuHeHusl, nog yrnom 90 rpasycoB OTHOCUTENIbHO OCHU.

Cpok rofHoCTY n3genuii MHOFOKpaTHOro
MCMONb30BaHNS 3aBUCUT OT pasHbIX aKkTOpPOB, BK/IHOYAS
METOL W [JIMTENbHOCTb KaXAOro WCMONb30BaHNs, W
06palLeHmne C U3eNMAMU MeXIY NPUMEHEHNUAMMN. Takum
06pas3om, nepef KaxabiM MOBTOPHbIM WCMO/b30BaHUEM
HEo6X0AMMO MPOBOAUTL BHWUMATENbHbIA OCMOTP U
3KCN/yaTaUMOHHbIE WCMbITaHWA. [pu 0GHapYXeHUK Ha
MHCTPYMEHTax OKMC/IEHHBIX NOBEPXHOCTEN
MHCTPYMEHTbI HEeo6XoAyMO yTWUIM3UpOBaTb. Hanuuue
JaXe Maneiei KOppo3num 03Ha4aeT, YTO UHCTPYMEHTbI
60onbLUe He ABNAIOTCH GMOCOBMECTUMbIMM.

7. QKCMNNYATAUNA:

B nabopatopuu:

a) Mepen  ycTaHOBKOW  NMOGbIX — aTTauMeHOB
y6eauTecb, YTO BCE KOMMOHEHTbI SBASHOTCS YNCTbIMU 1
HenospexfeHHbIMW. [poBepbTe COBMECTUMOCTb BCeX

KOMMOHEHTOB.

b) Pasmectute TiBase Ha Mogenu-gy6nvkare
uMmnnaHTata. KaHaska Ha TiBase cOOTBETCTBYeT 3axofy
(pe3bbbl) BMHTA B  Oygywwidi  npoTe3, NO3TOMY

pasmelwaiiTe TiBase B COOTBETCTBMM C TPebyeMbiM
MOMOXKEHNEM HaK/OHHOIO 0TBepCTMSA. 3auKcmpyinTe Ha
MecTe C  MOMOLLbID  COOTBETCTBYHOLErO  BUHTA.
MaKcMManbHbIA KpyTALWMIA MOMEHT He TpebyeTcs; mpu
Heo6XOAMMOCTM  3aTAHUTE HEMHOrO BUHT, YTOObI
obecneynTb hrkcaumto TiBase B Tpebyemoi nosuumu.
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8. OUNCTKA N CTEPUNU3ALNA

M3penna noctaBnaioTca  HectepuibHbIMU.  [loaTomy
nepef MUCNonb30BaHWEM B MOJIOCTU pTa UX HEOOXOANMO
OUYNCTUTL, Ae3NH(ULMPOBATL U CTEPUIN30BATD.

WN3BneknTe n3genve U3 ynakoBKU W HAYHUTE OUNCTKY W
AE3VH(EKUMIO, NPeAnoYTUTENbHO B YNbTPa3BYKOBOM
BaHHE C  OYMLLALWMM U Ae3UHQULMPYIOLLUM
pacTBOpPOM, WCMO/b3yeMbIM 0ObIYHO /11 MEANLMHCKUX
n3gennii.

Bcerpga paboTaiite B HEONYAPEHHbIX NepyaTkax.

PeKOMeH/0BaHHbI CNocob6 CcTepunusauun: BAAXKHbIN
Xap B aBTOKNase, CTaHAapTHbIA UMKA 15 MUHYT npu
TemnepaTtype 121 °C (B COOTBETCTBMM CO CTaHAApTOM
UNE ISO 17665-1:2007).

Ons CLUA (USA): cTepunusyinTe B npefBakyyMHO
aBToknase npu Temnepatype 132 °C B TeuyeHue 4-x
MUHYT. [laiiTe BbICOXHYTb B TeuyeHue MuHuUMyMm 30
MUHYT. Heo6xo4nMo Mcnosb30BaTb CTEPUN3ALMOHHbIE
aBTOK/1aBbl " NPUHALNEXXHOCTH, 0406peHHbIe
YnpaBneHVeM MO KOHTPOK 3a NPOAYKTaMW NUTaHUS Y
nekapcTBeHHbiMM  cpegctBamu  CLUA  (FDA), ¢
PEKOMEH0BaHHbIMW  MapaMeTpaMu CTepunusauny B
COOTBETCTBUM CO cTaHgapTom AAMI ST79.

Mepen 1CM0/1b30BaHNEM BCE  XMpYypruueckue
VHCTPYMEHTbI  Heob6XoAuMo  CTepunu3oBaTb. [
NpefoTBPalLeHNs  pucka  3arpsisHeHus  w3beraiite

KOHTaKTa n3fenna ¢ HeCtepunbHbIMW nNpeamMmeTamu.

9. MPOCNEXNBAEMOCTb

B HuXHel yacTu npunaraemoii 3TUKETKU uUMetoTcs 3
TabnMuku C€ MHopMauueli 0 MPOCNEXUBAEMOCTH
n3genus. 3t L,0N0ONHUTENbHbIE TabnnuKn
HeobXOAMMO CHATb/OTpe3aTb W BKNEUTb B KapTy
nauueHTa. 3ty nHhopmaLmio cnegyet
3aperucTpmpoBaThb, YTobbl B ByayuieM nsbexarb c60eB
M obecneunTb Haf/exallee MOMO/IHEHME 3amacoB, a
TaKxe rapaHT1poBaThb 0CBEfJOM/IEHHOCTb 0
COBMECTUMbIX WMHCTPYMEHTaX, HeobX0oAUMbIX Ans
MeAULMHCKNX pabOTHMKOB.

10. NVH®OPMALNA

BE3OMACHOCTMU B
MATHAUTHOIO PE3SOHAHCA (MP)

Cnctema He OUEHMBaIUCL C  TOYKM
6e30nacHOCTM M COBMECTMMOCTM B YC/OBUSX
MarHMTHoro pesoHaHca (MP). Ons  ycnosuit
MarH1MTHOro pesoHaHca He NMPOBOAWUANCH UCTbITAHWSA Ha
HarpeBaHuve, CMEeLLIEHVE U UCKaXXeHWEe N306paXKeHNA.

rno TEXHUKE

YCNOBUNAX

3peHus

n. XPAHEHUE
W3genne cnegyeT XpaHUTb B OPUTMHaNIbHOM yNakKoBKe
MpW KOMHaTHOI TemnepaType, Hanpumep, oT 18 go 25
°C, B CyXOM MecTe, BAanu OT BO3AeWCTBUA MPAMbIX
CONTHEYHbIX NyYei.

12. YTUNN3ALNA
Mo uCcCTeYeHUW CpoKa TFOAHOCTW W3AENnUs KOMMaHUu
Tannaguym 3cnadbs C.J1. (Talladium Espafta S.L.)



C) MoacoenmHuTe ckaHb6oam K TiBase. HapyxHas
npofiofibHag KaHaBKa Ha CKaHOOAW COOTBETCTBYET
MPOTUBOMOMOXKHON CTOPOHEe KaHaBkM Ha TiBase K
corfacoBaHa C Heil, Takum o6pa3om obecreymBas
OT/EeNbHYI0 TOUKY CLIENKM.

d) CkaHboau KomnaHum Tannaguym cnanbs C.J1.
(Tailadium Espana S.L.) sBnswTCcA ycTpoiicTBaMu
MHOropa3oBoOro NpPUMeHeHUs, NO3TOMY WUX HEO6XOAUMO
npoBepsATb, 4TOObI 0bGecneunTb UMX Mocagky Ha
ocHoBaHue TiBase 6e3 3a30p0B M GOKOBbIX CMELLEHWA.
HenpepbiBHOE UCMONb30BaHNE MOXET MNPUBECTU K
M3HOCY BHYTPEHHel reomeTpun. ECim BO3HUKHYT Takume
npo6nembl, 3aMeHUTE CKaHH60AM HOBLIM.

e) Kak npasuno, pekomeHayeTca paboTtaTb CO
CbeMHOI1 3y6HOI Kanoii, 4Tobbl 06ecnevnTb NpaBuabHOE
pacnonoxeHue TiBase u ckaHboaw.

f) Mocne pasmeweHns TiBase n ckaHbogu Ha
MeCTe HauyHUTe CKaHupoBaHue. CKOHCTpyupyiite B
LncpoBOM BuAe NpoTe3, ucnonb3ysa 6ubnnoteky CAIP
KoMnaHun «Andindc» (DAS) ¢ y4eToM COBMECTMMOCTM
1CNonb3yemoit CUCTEMBI TiBase. Boibepute
OTOOpPaXEHHbIA HOMEpP COBMECTMMOCTM (CM. HOMep
COBMECTUMOCTU B «3JKCTPAOPa/IbHbIX GUOANOTEUHBIX
Kofgax»,  BKAwuvad  6ubnmoteky  CAIP,  Takxe
[JOCTYMNHYK Ha Beb6-cainte www.dynamicabutment.com).
HenpaBunbHbIl BbIGOP C TOUKM 3pEHUS COBMECTUMOCTM
npuBefeT K HenpaswIbHOMY BbIMOSIHEHUIO PaboThl,
YUUTbIBAS M3MEHUYMBOCTb NApaMeTPOB B KaXAO0M M3 3TUX
coBMecTUMOCTeli. Komnanus Tannaguym 3cnaHbs C.J1.
(Tailadium Espana S.L.) He HeceT OTBETCTBEHHOCTb 3a
HenpaBu/bHbI/ BbIGOP COBMECTUMOCTM U3 6UBINOTEKN.

BHumaHve! Ona 3TiBase BbINOAHWTE NpeablayLLme waru
CO cTaHfapTHbIM TiBase Ans 3T0ro COeAUHEHUA U
COBMECTMMbIM CKaH60gM. [locne CckaHMpoBaHUA W
3aBepLieHns  MOCTPOeHUs  UWgpoBOM  mogenu, Ao
(hpesepoBaHNs,  3aMeHMTE  CTaHAapTHbli  TiBase,
MCronb3yemblii Npu ckaHupoBaHuK, Ha 3TiBase. C
NMOMOLLbIO PexyLLero Aucka otpexbTe 3TiBase 4o 7 Mm
(Mnm 5 MM, rae HeobxoauMmo). OTWAMGYIATe cpe3aHHbIN
YyYacToK, YTObbI npeaoTBpaTuThL obpa3oBaHue
HEpPOBHOCTEA WAM  OCTpbIX YrnoB. Ha 0CHOBaHWK
BbINONHEHHOr 0 pa3pesa BblbepuTe 13 COOTBETCTBYHOLLEN
616MOTEKN NPaBU/bHYHO BbICOTY.

BHumaHve!  TMpamoin  TiBase  (straight TiBase)
paspaboTaH N9 CKaHWPOBaHWA C MOMOLLbID CUCTEMbI
Dynamic pScanbody oT komnaHun Tannaguym 3cnaHbs
C.J1. (Tailadium Espana S.L.).

MpuMeYaHue: CBEPbTECH C PYKOBOACTBOM M0/1b30BATENS

61bmoTeku CAIP Ha caite;
www.dynamicabutment.com. WHCTpyKuma no
npuMeHeHnto cuctembl Dynamic pScanbody cMm. Ha
cainte:  www.das=eifu.com. Tlpu HeobxoaMMOCTM

obpatuTecb B KomnaHuio Tannaguym 3cnaHbs C.J.
(Tailadium Espana S.L.) gns nonyveHus 6ecnnaTHoOM
MeyaTHOM KOMWM WHCTPYKUMM NO NPUMEHEHWI0. Bbl
nonyuute [OKYMEHT B TeuyeHue 5 pabouux [AHeil.
CnefyeT MOMHMTb, 4TO Yy KOMNaHuM Tannaguym
AcnaHba C.J1. (Tailadium Espafia S.L.) ecTb ropsuvas
NNHKA 06CNyXnBaHNA KIMEHTOB (Ten. +34 973 289580)
LNs 3anpocoB 1 ycTaHoBku MO 6mnbnuotekn CANP.
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HeobXo4uMo  YTUNN3MPOBaTb B COOTBETCTBUM  C
3aKOHOJATENIbCTBOM W CTaHAapTamMu COOTBETCTBYHOLLENO
opraHa, Tpe6GOBaHUSMM K OKpy>alolleid cpege v ¢
YUETOM BCEX OTHOCSLLMECS K JAHHOMY C/ly4ato YPOBHel
3arpsasHeHus.

BHumaHme!  Coobwimte  KOMNaHWM-MPOU3BOAUTENIO
Tannagmym 3cnaHbsa C.J1. (Tailadium Espafia S.L.) u
COOTBETCTBYIOLLEMY OpraHy O J/to6bIX CepbesHbIX
WHUMAEHTAX, CBA3AHHbIX C U3Le/IMeM.

YNONHOMOYEHHBI npegcrasuTens B Poccun:

OCHKO "MK "3pkactom XXI",

Poccus, 117303 Mocksa, yn. KepueHckas, 13, cTp. 2,
Ten. +7 (495) 318-01-58, agpec 3neKTPOHHON MOYTLI:
info@.erkastom.ru

B kaxgol ynakoBKe COLEPXMWTCA OfHO Wu3denue.
KonnyecTBo M34envini B KaXXAON yNakKoBKe YKas3aHO Ha
3TUKETKe usgenus cnegyowum obpasom: Kon-so: 1. Ans
TPaHCNOPTUPOBKN VHAMBUAYANbHbIE YAKOBKW U3Lennii
nomeLLatloT B KOHBEPTbl C MArKOW MOANOXKOM, 4TO
obecneunBaeT 3alMTy M3Lennsa BNAOTb 40 MOMEHTA ero
[OCTaBKM  mokynatento. [Mpyu  Hanuuum  6OMbLIOTO
KONMYeCcTBa W3AeNnin KOHBEPTbI-Calle NOMeLllalT B
NNacTUKOBble MNaKeTbl W YKNaAblBatOT B KapTOHHYHO
KOpo6Ky. Pa3mep KOpOOKM 3aBUCUT OT KO/JMYecTBa
06pasuoB. B 06oux cnyvasx BKIadblBaeTca 3K3emnnap
WHCTPYKLUMU NO NPUMEHEHNIO.

YC/NIOBHbIE OBO3HAYEHNA

MapkumpoBka Howmep naptum
CE 0051
a MapkmpoBka MAT Marepvian
CE
Cm. MpownssoauTens
ca VHCTPYKLMIO M0
MPUMEHEHMIO
He 3anpeLgetcs
1CMo/b30BaThH WCro/b30BaHMe B
MOBTOPHO cnyyae
MoBpeXIeHA
YMaKoBKU
Howmep B HecrtepunbHoe
Karasiore A n3xaenvie
XpaHuTb BAam [Jata
OT CO/HEYHbIX MpOV3BOACTBA
nyyei
Qty Konnuectso Rx AMEpVIKaHCKoe
only (befiepaibHoe
3aKOHOATENbCTB
0 OrpaHNyMBaeT
npoaaxy
[aHHOTO 13fenus.
VickntounTensHo
ons
NpogeccuoHasIbH
bIX CTOMATO/I0r0B

W no nx 3akasy.



B KnuHuke:

a) M3pgenua  noctaenawTcd  HECTepunbHbIMU.
CnepoBartesbHO, nx Heobxo4Mmo OYUCTUTD,
Je3nHpMLMpoBaTh n CTepunn30BaThb nepeq,
MCMOoNb30BaHWEM B MOIOCTM pTa (CM. pasgen «OuucTka un
CTepunn3aums»)

b) YpanuTe BpEMEHHbI NpoTe3, eciuM  3To
NPUMEHMMO.

c) Bcerga obpauiaiitecb K pyKOBOACTBY MO

aKcnayataumu, npefocTaBeHHOMY MPOW3BOAUTENEM
OpPUTMHANbHbLIX UMNAAHTATOB.

d) YCTaHOBMTE HECLEMHbIA MpPOTE3 U 3aTAHWTE
OpTOMefMyYeckne  BUHTbI  C  PEKOMEHJ0BaHHbIM
KPYTALWMM MOMEHTOM. MpedynpexaeHune: M36bITOUHbINA
KPYTALWMA MOMEHT MOXET NPMBECTM K 06pa30BaHUI0
TPeLUHbI UM NOBPEXAEHNIO BUHTA.

e) 3aKpoiiTe KaHabl 4OCTYyNa K BUHTY.

Inodnucbl
/Kpyrnas repb6oBasi neyatb (MOBTOPSiETCA Ha CTpaHuLLe 2 pasa):
HotapuansHas koHTopa MAPN KPUCTWHbBI 3PHAHAEC PYUC
(MARIA CRISTINA HERNANDEZ RUIZ) * LOBEPWE MPEBbILWE BCEIO *
NEPWAOA (LLEIDA)/
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MMepeBoj faHHOro TeKCTa BbINOJHEH MepeBofYMKOM AnekceeBbiM AfleKceem AnekcaHapoBuyeMm.

Poccuiickas depepaums

["opopg Mocksa.

[BaguaTb NepBoro MioMA ABe ThicAYNM ABajLaTb NMepBOro rofa.

A, TlMpokoweHKkoBa EneHa EBreHoeBHa, HOTapuyc ropoga MOCKBSI,
NOA/IMHHOCTL MOAMNUCU MepeBos Anekces AnekcaHapoBuya.

Moanuck chenaHa B

JInyHOCTL nopLiK™aB

cBMAeTeNnbCTB!

'-2021-"6-1T'b/

3apeructp”oBaH
loro pevicteua: 400 py6. 00 Kon.

YnnayeHa 3a

lMpoLwHypoBaHo, N
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w  ABUTMENT
Y—  SOLUTIONS

DENTAL SYSTEM DYNAMIC ABUTMENT

Instructions for use

Purpose: to replace individual dental components Inorthopedic
restoration on implants while restoring proper chewing fgnction.

1. PRODUCT PRESENTATION

AllTalladlum Espafta S.L products are supplied as r>on-sterlle In a heat-sealed packcomalning
a single device, ensuring the product Isuntouched since being packaged.

2. DESCRIPTION & INTENDED USE
PRODUCTTYPES
1 scravirs C i

Description: Manufactured device conrtecting directly to a prosthetic attachment or
restoration.

Intended use: (1) mounting the attachments and/or prosthesis to Implant replicas/analogue
on the prosthetic working model; (2) permanent clamping of the attachments and/or
prosthesis to the implants In the clinic, following sterilisation (see Point Cleaning &
Sterilisation).

Labelling: The description on the label provides information on:
= Metrics (M)

<Total length (Lin mm)

=Maximum tightening torque (given in N.cm)

= Connection to the screw head

Variants:

= Dyrsamic Screws: Screw that Is suitable for milled structures which may or may not require
angulation In the screw entry channel. To work correctly, only use with a '‘Dynamic
screwdriver', which enables angled bolting and prevents screw crownirtg.

=Screw or straight screw: Screw that Is suitable for milled structures not requirirtg angulation
In the screw entry channel. Precautiors for screws or straight screws: A suitable screwdriver
should be used (based on the screw head conrteaion type) to ensure correa bolting,
preventing screw crowning.

Material: Grade STitanium alloy (Ti 6-A14-V) per international standards ASTM F1J6-13 and
1SO 5832-3.
21miBaic C€

Description: Metallic attachment with connection made to connect to the complementary
implant/analogue.There are various compatible variants avaibble with different connections
(see compatibilities in the catalogue).

Intended use: Provide supportforthe prosthetic restoration; intended to replace dental parts
to restore proper mastication.

Labellirtg: The description on the label provides Information on:
~identification: Engaging /Nort-Engaging

<value of glrtgival height (G given in mm)

«value of cemented height |[HC given in mm). excluHve to the 3T1-base.
=compatibility code (Comp.0000)

Variants:

«Dynamic TiBase: TIBase type suitable for milled structures requiring artgulation in the
screw entry channel. This type can also be used in structures withoutcanal angulation.
=Straight TiBase: TiBase type suitable for milled structures not requiring angulation in the
screw entry channel.

= Non-rotating TiBase: Suitable attachment in production of bridges, bars & multi-structures.
= Rotating TiBase; Suitable attachment in production of Individual structures.

=STiBase; Attachment with a 9mm cemented surfoce designed specifically for cases
requirirtg a larger support surface to achieve a strortger, rttore resistant structure. Available In
Non-Engaging (ideal for producing several structures] and Engaging (ideal for producing
Irtdividual structures) formats. Material: Anodized Grade S Titanium alloy (Tl 6-Al 4-V) per
interrtatiortel startdards ASTM Fi 36-13 and 1SO 5832-3.

«=Gingival height (G):There area number ofvariants with different gingival heights
depending on the type ofTiBase chosen.The TiBaseswith greatergingival heights facilitate
workwhere the gingival margins are uneven.

31Scanbodv exUaoral CE€
Description: Plastic device thata ~ h e s and adapts perfectly to the TiBase without rotation.

Intended use: Attaches to the TiBase to identify the position and orientation of (he dental
implant (or similar) when scanning.

Labellirtg: The description on the Label provides information on:
= Type; code identifying the TiBase group with which itshould be used. The part Is identified

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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by laser-engraving on its side.

Material: PEEKTM CLASSIX - blocompalible thermoplastic polymer specifically suited for
healthcare use.

41Scfewdriver

Description: Tool or support instrument for harrdling and bolting the TIBase-screw-implant
(or analogue) system.

Intended use: To assemble and/or position the TIBase-screw-implant (or analogue)
Intended for continuous use over a shon period of time (less than 60 mins).

Labelliitg:The description on the label provides Information on:
-Head type
<Total length

Variants:
= Dynamic Screwdriver Tool for the handlirrg of artd thread dynamic screws.
= Screwdriver: Tool forthe hartdling of and thread screws or straight screws.

Materials: Stainless steel.
3. INDICATIONS

The TiBase and screw system comprises prefabricated prosthetic components, which
connect directly onto the ertdosseous dental implarit; desigrsed to be used in prosthetic
restoration.

4. CONTRAINDICATIONS

Titanium attachments are contraindicated for patients who are allergic or hypersensitive to
the Titanium TI 6-Al 4-V alloy.

5. WARNINGS

Talladium Espaha S | Implant products can only be used by dental professionals familiar with
the maxillary implant field and its specialities. e.g. planning and diagnostics, surgery,
dentistry, artd prosthefc technique.

The system components facilitate the clinical and laboratory work. Clinical staff are
responsible for using each produa as stated In the instructions and deciding ifthe product Is
suitable for the specific patient situation to obtain the best results

Products labelled forsingle usecannot be reused This isto avoid loss of functionality and risk
of crossH'nfection between patients. Talladium Espaha Si_ accepts no responsibility for any
attempt to reuse the same.

6. PRECAUTIONS

Consult use restrictions on the label. Pay attention to the measurements, threadirsg phases
and dimensions of the product used, as the proper combirratioo of components depends on
the choices made. Ensure the different screw threading comprising the system catalogue are
correct and pay attention to the attachment-implant and Krew-screwdriver connecting
parts.

Ifthe protective packaging is broken, we recomnsertd returning the productfor replacement
Using the screws:

Do not use (he same screw In the laboratory (production process) and the clinic (fixing the
prosdtesis In the patient's mouth). Do not use screws without their original sealed packaging

when fixing the prosthesis in place.

Titanium, like any other metal subject to constant loads, suffers fatigue and its mechanical
resistance decreases. For agood mechanical operation of the prosthesis on the Implant the
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SpMifk TIBaM precaution;

Donot use a narrow-platform TiBase for posterior restorations (molars and premolars) as the
system may fall.

Additional precautions for the clinical procedure:
The products must be safely attached to prevent aspiration during intraoral use.

With immediate loads derived from recently Inserted Implants, the bolted components must
be handled with all due care and manually with all due care, waiting for osteo-Integration
before applying torque.

Special care needs to be taken when threading the attachments which hold the unitary
reconstructions In place to avoid unnecessary tension on the implant inserted into the bone.
The site may become obstructed following the operation or due to scarring.Thus, it needs to
be checked and cleaned to ensure they work properly. Ensure the prosthesis is correctly
Inserted by means of an x-ray, focusing on the head o f the connection, at an angle of 90
degrees from the axis.

The shelf-life of reusable products depends on various factors, including method and
duration of each use and handling between uses. Thus, a close Inspection and operational
tests are needed prior to reusing them. If instruments are found to have oxidised surfaces,
dispose of them. Even the slightest corrosion means the instruments are no longer
blocompatlble.

7. OPERATIONAL USAGE

Inthe laboratory:
a) Before Inserting any attachments, ensure all components are clean and urtdamaged. Check
that all the components are compatible.

b) Place theTISase on the replica Implant present on the working ntodel. The TiBase cut is
the equivalent of the screw entry in the future prosthesis, so position theTIBase according to
the required position of the angled hole. Fix In place with a suitable screw. Full torque Is not
required: tighten the screw alittle to ensure the TiBase Is held in position, as required.

c) Couple the scanbody to the TiBase. The outer lengthwise scanbody cut correspottds to the
opposite side of the TiBase cut and adapts to It achieving asingle coupling point.

d) Talladlum Espaha S.L scanbodies are reusable, so the scanbody needs to be checked to
ensure It is seated on the TiBase with no gaps or sideways movements. Continued use may
lead to Internal wearing of the geometry. Should these problems be detected, replace the
scanbody with a new one.

e) Itisgenerally recommended to work with a removable gum shield to ensure the TiBase
and scanbody are correctly positioned.

f) Once the TiBase and scanbody are In position, start scanning. Digitally design the
prosthesis using the CAD library of the DAS corresponding to the compatibility of the TiBase
used. Ensure the compatibility number Indicated Is chosen (see the compatibility number In
‘Extraoral library Codes’, included with the CAD library; also available at;
vrww.dynamkabutmentx”Mn). A poor choice in terms of compatibility will lead to irKOrrectly
done work, given the variability in the parameters in each ofthese compatibilities. Talladlum
Espaha S.L accepts IO liability for a pctor choice in compatibility from the library.

Beware: For STIBase, follow the preceding steps with the standard TiBase for this connection
and the compatible scanbody. Once scanned and with the digital model prior to
milling completed, replace the standard TiBase from the scan with the BTiBase. Cut the
STiBase to 7 mm (or 5 mm where necessary) using a cutting disc Polish the cut area
using rubber to prevent any ridges or edges forming. Ensure the correct height Is
selected from the library based on the cut made.

Beware; The straightTiBase isdesigned to scan using the Dynamic pScanbody system from
Talladlum Espaha S.L.

NoM;Checkthe CAD library userguide at: wwwdyramlcabutmentxom. Instructions on how
to use the Dynamic pScanbody system are available at: www.das-erfuxom. Feel free to
contact Taladium Espana S.L to ask for a free hard copy of the IFUs you require. You will
receive the document within S working days. Remember that Talladlum Espana SJ_ has a
Customer Service Hotline (Tel. +34 973 2895B0) Rjr queries artd CAD software library
Installations.

In the clinic:

a) The products are supplied as NON-stenie. Therefore, they should be cleaned, disinfected
and sterilised prior to Intraoral use (see section Cleaning and Sterilisation).

b) Remove the temporary restoration, where applicable.

c) Always consult the user manual from the manufacturer of the original implants.

d) Insert the fixed prosthesis and tighten the prosthetic screws to the recommended torque.
Warning; Excess torque may crack or damage the screw.

e) Close the screw access channels.

8. CLEANING AND STERILISATION

The products are supplied as NON-sterlle. Therefore, they should be cleaned, disin”~e d and
sterilised prior to being used In the mouth.

Remove the product from its packagirsg artd start to clean and disinfect, preferably in an
ultrasonic bath with a cleaning and disinfecting solution normally used with medical devices.

Always har>dle with powder-free gloves.

Recommended sterilisation method: damp heat In an autoclave, applying a standard 121‘C
cycle for 15 minutes (as perUNE 1SO 17665-1).

Forthe USA,; sterilize In a pre-vacuum autoclave at 132 *C for 4 minutes and leave to dry for at
least 30 minutes. Sterilization autoclaves and accessories authorised by the FDA for the
recommended sterilization parameters, pursuant to the AAMIST79 standard, must be used.
All surgical instruments must be sterilised prior to use. Prevent any risk of contamination by
ensuring the product does not come Into contact with non-sterile objects.

9. TRACEABILITY

On the bottom half of the accompanying label there are 3 tabs containing information on
device traceability. These extra labels can be removed and added to the patient card or
patient 6le (dinic & laboratory), lhis information needs to be recorded to avoid future
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mishaps and ensure stock is correctly resupplied, in addition to providing knowledge of all
compatible instruments/tools required by the medical professional.

10. MAGNETIC RESONANCE (MR) SAFETY INFORMATION

The system has not been assessed In terms of safety artd compatibility with magnetic
resonance (MR) environments. No heating, displacement or image interference tests have
been performed for MR environments.

11.STORAGE

The product should be kept in Its ortgirsal packaging In a dry place at room temperature, eg.
IB to 2S<, away from direct sunlight.

12. ELIMINATION
Once the shelf lifeof aTalladlum Espaha S.L product has beert reached. It should be processed

in accordarKe with the legislation and standards of the appropriate authority, under
environmental requirementsand considerirgall relevant levels of contamination

Warning: Inform (he manufacturer. Talladlum EspaAa S.L. and the relevant authority of
any serious incident related to the product.

Authorized representative company in Russia:

Company MK ERKASTOM XXILLC,
117303 Russia. Moscow. 13/2. Kerchenskaya Str. Moscow,
phone +7 (495) 31S-01-SB, e-mail: info#erkastom.ru
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MUCbMEHHbI NepeBos C aHrIMACKOTO U UCNAaHCKONo A3bIKOB Ha PYCCKMUIA A3bIK.

3ABEPEHHAA KOMMA AOKYMEHTA M 7/2021 Bo BTOpOM pasgene Peectpa.

PYCCKUN

CtpaHunua 1un3 2

/Kpyrnas rep6osas nevars; HOTAPUAJIbBHAA KOHTOPA XOCE MAHY3/14

BUIbADPPAHKA MEPCE (JOSE MANUEL VILLAFRANCA MERCE) - IbENJA

(LLEIDA) *

[Norotun:
OAVNHAIMUK ABATMEHT COJIIOLLH3 (DYNAMIC
ABUTMENT SOLUTIONS)/

Cuctema fieHTaNIbHbIX AUHAMUYECKNX
abatmeHnToB (DENTAL SYSTEM DYNAMIC
ABUTMENT)

MHCTpYKUMSA NO NPUMEHEHNIO
HasHauyeHune: ansa 3aMeHbl OTAENbHbIX
CTOMAaTON0rMYEeCKMX KOMMOHEHTOB B
OpTONeAnYeCcKOl pecTaBpauny Ha
MMnaaHTaTax npy BOCCTAHOB/IEHUM
Haanexalllel XXeBaTeNbHON PyHKUUN.

1. NPE3EHTALWNA N3LENNA

Bce nsgenus komnanun Tannaguym ScnaHba C.J1. (Talladium
Espafta S.L) nocTaBnstoTCA HecTepubHbIMU B
WHAMBMAYaNbHOW 3amasiHHO/ Npo3payHoil ynakoBke, KoTopast
rapaHTUPyeT LeNoCTHOCTb U3fenus.

2. OMNCAHWNE N NMPEAYCMOTPEHHOE
NMPUMEHEHWNE

TUNbI MPOAYKLUWW

M BuHTbl /Screws1CE 00513
OnucaHue: K3roToBneHHoe
HEnocpeACcTBEHHO K
3y6HOMY MnpoTesy.

MpegycmoTpeHHoe npumeHeHune: (1) yctaHoBKa aTTayMeHOB
n/mvnn  NpoTe3oB A8 UMNAAHTUMPOBAHWMA  KOMWil/aHanoros
UMNMaHTaTa Ha opTomeAmMyeckoin pabouvein mogenn; (2)
HepasbemMHaa (uKcauus aTTadyMeHOB W/MAM NpoTe30B Ha

YCTPOIACTBO
opToneau4eckomy

NOACOeANHSETCS
aTTauMeHy  wam

UMNNaHTaTbl B K/AWMHWKE Mocfe cTepunusaumm (CM. MNYHKT
«OUNCTKA W CTEPUNN3ALUAY).
MapKkupoBKka: oOnucaHue Ha 3TUKETKe MpefcTasiseT

cnefyoLLyo MHopMaLMio:

- MeTpuyeckue nokasatenu (M)

* O6was anmHa (L B Mm)

mMaKc/ManbHbIi MOMEHT 3aTSHXKKW (MpuBegeH B H.cm)

- CoefMHeHve ¢ rofoBKoOW BUHTa

BapuaHThbl:

- BuHTbl Dynamic (Dynamic Screws): BUHT MOAXOAUT ANA
(hpe3epoBaHHbIX  KOHCTPYKUWA,  Tpebywolmx  uam  He
Tpe6GYLWMX HAKIOHHOTO MNPOTOYEHHOTO OTBEPCTUS BUHTA.
[ns  KOppeKTHOW paboTbl MCMOMb3yiTe TOMbKO OTBEPTKY
Dynamic  (Dynamic  screwdriver), koTopas M03BOnseT
BbIMOMHATL  GONTOBOE  COEAMHEHME MOA4  HAKNOHOM W
npesoTBpaLLaeT NpopesbiBaHMe rO10BKY,

BuHT (Screw) wnu npsmoii BUHT (straight screw): BWMHT
NoAXOAWUT ANs (PPe3epoBaHHbIX KOHCTPYKLMIA, He TpebytoLmx
HaKMIOHHOTO  MPOTOYEHHOr0  OTBEPCTMS  BUHTA.  Mepbl
NPesoCTOPOXHOCTA NIl BUHTOB  WAM  MPSMBbIX  BUHTOB:
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JOBEPWE MNMPEBbLILLE BCEIO/

VIH(opMaLms 0 KOMnaHUW-npon3BoguTene:
Tannagmym 3cnadbs C.J1. (Talladium Espafla S.L.)
yn. BupgpxumHum Bynbh, 17 -25005 Slepmaa, VicnaHus
m' (C/Virginia Woolf, 17

25005 Lleida - Espafia)

OTpgen TeXHMYeCcKol NoagepXXkn v cnyxba paboTsl ¢
K/TMEHTaMW:

(+34)973289580

www.dvnamicabutmcnt.coin
www.dvnamicabutmcnt.es

MpumMeyaHue: B ciyyae Nto6bIX HECOOTBETCTBUIA B
nepeBo/e HACTOALLErO JOKYMEHTA
MPEUMYLLIECTBEHHYIO CUY UMEET TEKCT

Ha MCMaHCKOM s3blKe

C NMOMOLLbIO 1a3ePHOIi FPaBMPOBKM CHOKY.

Matepuan: M39K KI/ACCUKC (PEEK CLASSIX) -
GMOCOBMCCTUMbIA TepMONNACcTUUHBIA Monumep, crneuuansHo
npeaHasHaueHHbI 415 UCNO/b30BaHUS B MeAULHE.

43 OTBepTKa tScrewdriverl CE
OnucaHne: WHCTPYMEHT WM BCMOMOraTeNbHbIA MHCTPYMEHT
A4NS MaHWNynupoBaHWs U GONTOBOTO COEAVHEHWUS CUCTEMBI
TiBase-uMnaaHTaT-BUHT (UK aHanora).

/nognmcs/

MpegycMOTpeHHOe  MpuUMeHeHue: Ans  cbopku  w/mam
YCTaHOBKW cucTeMbl TiBasc-BUHT-UMMAAHTAT (MN aHanora).
MpegHasHaueH 418 HeMnpepbIBHOIO WUCMO/b30BaHWSA B TeYeHWe
KOPOTKOr0 nepuofja BpeMeHun (MeHee 60 MUH.).
MapKnpoBKa; OMuWCaHMe Ha  3TUKETKe
CNeayoLyo MH(popMaLnio:

* Tun ronosku

*06Lwasa 4nmHa

BapunaHThbl:

» CTsepTka Dynamic (Dynamic screwdriver): MHCTPYMEHT A/1A
paboTsl C U BBEPTbIBaHWA BUHTOB Dynamic (dynamic screws).
* OTtBepTKa (Screwdriver); WHCTPYMeHT Ans pabotbl C ©
BBEPTbIBAaHWS BMHTOB (SCrews) wnu MpsaMblX BUHTOB (Straight
SCrews).

MaTepuansl; HepxasetoLlas CTab.

npeAcTaBiseT

3. MOKA3AHWA
TiBase W cucTema BWHTOB COCTOST M3 OPTOMNELUYECKMX

KOMMNOHEHTOB 3aBoACKoOro N3roToBneHUA, KOTOpbIe
HEMNOCPeACTBEHHO COeQNHAITCA c BHYTPUKOCTHbIM
ONEHTaNbHbIM MMN1aHTaToOM: npegHasHa4yeHbl ana

MCMO/Nb30BaHMUS B OPTONEANYECKON KOHCTPYKLNN.

4. MPOTMBOMOKA3AHNA
TWTaHOBbIE aTTauMeHbl MPOTMBOMOKA3aHbl AN8 NaLVEeHTOB,
VMEKLWMX  annepruld  WAM  TUNepYyBCTBUTENBHOCTL K
TUTaHOBOMY cnnasy Ti6-Al4-V.




Heo6X0/AMMO MCMONb30BaTb COOTBETCTBYIOLLYIO OTBEPTKY (Ha
OCHOBAaHWWM TWUMA COEAWMHEHWS| TONOBKM BUHTA), YTOObI
o6ecneunTsb npasunbHOe 6onToBOE coeqiHeHve,
npesoTBpallatoLLee NPopesbiBaHNE rOM0BKY.

MaTepuan: TuTaHOBbIA cnnae, mapka 5 (Ti6-Al4-V) B
COOTBETCTBUU C MEXAYHapoAHbIMU cTaHaapTamMm ASTM F136-
13 n 1SO 5832-3.

2t TiBase CE 0051 2

OonucaHne: MeTaN/IMYecKnii  aTTauMeH C  COEAUMHEHMWEM,
CMPOEKTUPOBAHHbI AN COEAMHEHWUS C  AOMOMHUTENbHbIM
MMMNaHTaToM / aHanoroMm MmnnaHTaTa. [OCTYynNHbl pasfinyHble
COBMECTMMbIE BapWaHTbl C Pa3/IMYHbIMKA COEANHEHUSAMU (CM.
COBMECTMMOCTb B KaTasore).

MpeaycCMOTPEHHOE MPUMEHEHWE; 0BecrneyeHne MnoAAEPXKKN
OpPTOMNEANYECKON KOHCTPYKLMW; NpeAHa3Ha4yeH A1 3aMeHbl

CTOMATONOTMYECKUX  YacTeli C  Uenbld  BOCCTAHOBUTb
MOJTHOLIEHHOE YXeBaHMe.
MapKupoBKa; ONWCaHWe Ha 3TUKETKe  NpejcTaBnsieT
CNnefyoLLy0 UH(OopMaLUIo;
- ngeHTudmKayms; ¢ 3axeaTom/6e3 3axeara
mMapamMeTp BbICOTbI AeCHbl (G B MM)

napaMeTp  UemeHTupyemoli BbicoTbl (HC B Mwm),

ncknoumTensHo ans 3Ti-base

- Kof, coBmecTumMocTy (cosm. 0000)

BapunaHTbl:

Ab6atmeHTbl Dynamic TiBase (Dynamic TiBase); Tun TiBase
NOAXOAWNT ANs (hpe3epoBaHHbIX KOHCTPYKLUMIA, Tpebyowmnx
HaKNOHHOM0 NPOTOYEHHOr0 OTBEPCTUS BUHTA. DTOT TUN TaKXe
MOXET MCNO/b30BaThCs B CTPYKTYpax C KaHasoMm 6e3 Hak/MoHa.
AbaTmeHTbl npsamble TiBase (Straight TiBase): Ttun TiBase
NOAXOANT AN (PPe3epoBaHHbIX KOHCTPYKUMWIA, He Tpebyrowmx
HaKNOHHOIO MPOTOYEHHOrO OTBEPCTUSA BUHTA.
Hespawatowumiica TiBase (Non-rotating TiBase); aTTaumeH
NpurogeH Ans  W3roTOBNEHMS  MOCTOB, MNAACTUHOK U
MHOT03/1EMEHTHbIX KOHCTPYKLIWA.

Bpawatowuiica TiBase (rotating TiBase); aTTauMeH NpurogeH
AN N3roTOBNEHUSA VHAMBUAYANbHBIX KOHCTPYKLUWA.

3TiBase: aTTauMeH C LEMEHTMPYEMOI MOBEPXHOCTHIO 9 MM
paspaboTaH cneynansHO ANA Ciyyaes, TPebyrWMX 60Mblueit
OMOPHO MOBEPXHOCTU AN18 MOoMy4YeHUs 6onee MNPOYHON W©
60nee yCTONYMBOIN KOHCTPYKUMKU. [LOCTYNEeH B BapuaHTax 6e3
3axBaTa (Non-Engaging) (naeaneH ans co3gaHus HECKONbKUX
KOHCTpYKumMin) un ¢ 3axBaTom (Engaging) (ngeaneH pgns
C034aHna  MHAMBMAYanbHbIX  KOHCTPYKUwWil).  MaTepuan;
aHOAMPOBAHHbIA TWTaHOBLIA cnnas, Mapka 5 (Ti6-Al4-V) B
COOTBETCTBUM C MEXAYHapoAHbIMK cTaHfapTamm ASTM F136-
131180 5832-3.

- BbicoTa pgecHbl (G); AOCTYMHbI HECKOMbKO BapuaHTOB C
pasnM4HOW BbICOTON [AECHbl B 3aBUCUMOCTU OT BblGpPaHHOro
TiBase. TiBases c 60fblueil BbICOTOM [fecHbl 06nervalT
paboTy B CNyvae HEPaBHOMEPHOCTU Kpas JeCHbI.

3) 9kcToaopanbHbIi TMn Scanbodv (Scanbodv cxtraorah
CE

OnucaHue; nnacTmMaccosoe YCTpOICTBO. KoTopoe
MPUKPENNAETCA U XOPOLWO MNOAXOAWUT AN HeBpaLlatoLuxcs
TiBase.

MpegycmMoTpeHHOE MpPUMeHeHMWe; npukpennseTca K TiBase
4NA MOEHTU(UKaLUM MOMOXEHUS N OPUEHTALMUN [eHTaNbHOro
nuMnnaHTarta (UK aHanora) BO BPeMsi CKaHUpPOBaHWMS.
MapKnpoBKa; OMucaHWe Ha 3TWKETKe MpeAcTaBaseT
CneayroLyo nHhopmaumio:

- Tun; Kog, naeHTUduumpytowmin rpynny TiBase, ¢ KOTopoi
OH [JO/IKEH MUCMoNb30oBaTbea. [eTanb naeHTUULmpyeTcs

[Norotun: Tannagnym 3cnaHbs (Talladium Espana)/
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5. MPEAYNMPEXOEHWNA

MmnnaHTaTbl Npon3BoACcTBa KomnaHun Tannaguym JcnaHbs
C.N.  (Talladium Espafta S.L.) Moryt ucnonb308aTbCA
VCKMIOUYNTENbHO  MPO(ECCHOHANbHBIMK  CTOMAToNoramu,
KOTOpble ABAAIOTCA 3KCMepTamu B 06/1aCTU MMMNAHTaTOB AN
BEPXHEN YeNoCTM U CMEeXHbIX 06nacTax,  Hanpumep,
MNaHNPOBaHNA U AWNArHOCTVKW, XUPYPruW, CTOMATonorum u
MeTOA0B NPOTE3MPOBAHNS.

KOMMOHEHTbI CUCTEMbI 06/1ErYalOT BLIMOAHEHWE Ne4ebHOR U
nabopatopHoii  paboTbl. KnuHWYeckuit  nepcoHan  Hecet
OTBETCTBEHHOCTb 3a WCNO/b30BaHME KaxAoro wusgenvs B
COOTBETCTBUM C MHCTPYKLMEWA U 3a MPUHATHE PELLEHNS O TOM,
HacK6'NMbKO KOHKPEeTHOe W3Aenne MOAXOAWUT AN KOHKPETHOM
cuTyaumn T'auneHTa M HaCKO/bKO XOpOLUME pe3y/bTaT MOXHO
noy4nTb.

M3pgenusa,  MapkupoBaHHble  Anf  O4HOPa3oBble,  Henb3s
MCMNO/b30BaTb MOBTOPHO. JTO HEO6X04MMO, YTOObI U3bexaTb
noTepu QYHKLMOHANBHOCTM U PUCKA NEPeKPecTHOW MHMeKLM
mMexay nauyuveHtamu. KomnaHus Tannagmym 3cnaHbs C.J1.
(Talladium Espafla S.L.) He HeceT 0TBETCTBEHHOCTU 3a NOOYHO
MOMbITKY MOBTOPHOIO MPUMEHEHWA OJHOrO W TOro e
n3genus.

6. MEPbl MPEAOCTOPOXHOCTU

CM. Ha 3TUKETKE OrpaHuWuyeHus No npumeHeHuto. ObpatlaiiTe
BHMMaHWe Ha U3MepeHuns, 3Tanbl Hape3aHns pe3bobl 1 pasMmepbl
ucnonb3yeMbiX W3genuit, Tak Kak MpaBW/bHOe CcoveTaHue
KOMMOHEHTOB 3aBUCUT OT chenaHHOro Bblbopa. Y6eautecs,
4YTO M3 KaTanora CuUCTeMbl MpPaBWIbLHO BbIGPAHO Hape3aHue
pe3bbbl BUHTA, 06paTuTe BHWMaHWE Ha COEAWHUTENbHbIE
[ieTann aTTauMeH-MMNIaHTaT U BUHT-0TBEPTKA.

Ecnu 3alUTHasA ynakoBKa pa3opBaHa, PEKOMEHAYETCs BEPHYTb
W3fenve Ans NocnesytoLLeii 3ameHsl.

Mcnonb3oBaHWe BUHTOB:

3anpeLiaeTcs WCMOMb30BaTb OAWH W TOT JXXE BUHT B
nabopatopun  (MPOM3BOACTBEHHbIA  MPOLECC) W K/IMHUKE
(tbmkcaums npoTesa BO pTy MaumeHTa). Mpu dmkcaumm npotesa
Ha MecCTe YCTaHOBKM 3anpeLiaeTcsi MCMo/ib30BaTb BUHTLI 6e3
OPWTMHaNbHOV FePMETUYHON YMaKOBKMN.

TutaH, Kak W /6o  [pyroin MmeTann, nojsepraercs
MOCTOSHHLIM ~ Harpyskam, WCMNbITbIBAET YCTanocTb, W €ro
MexaHWueckasi MPOYHOCTb CHMXKaeTcs. [ns  o6ecneyeHus

XOPOLUEA MexaHUYeckoil paboTbl MpoTe3a Ha WMMIaHTaTe
KpenexHasl C1cTemMa 40/KHaA GbiTb HafieXHOR. TakuM 06pa3om
B CNyyae OGHapyeHMs Kakoro-niu6o Buga W3HOCa Ww
AedeKTa B BUHTE ero Heo6X0ANMO 3aMEHUT.

BWHTbI, pacnonioXeHHble BO PTYy, AO/KHbI 6bITb BbIPOBHEHbI
no ocn nMmnnaHTaTa.



Inodnuchl

3ABEPEHHAA KOMNWA AOKYMEHTA Ne 7/2021 Bo BTOpoM pasfene PeecTpa.
CTtpaHunua 2 n3 2

Mepbl npegocTopoxxHocTn ans TiBase:

3anpewaeTtca  MCMonb3oBaTb cucTtemy TiBase ¢ y3Koi
nnatopmoi 4ns BOCCTAHOBMEHMS 3aaHMX 3y60B 3y6HOI Ayru
(mMonapbl v NpeMonApbl), Tak Kak CUCTeMa MOXET C/IOMaTbCS.

[JononHnuTenbHble  Mepbl  MPefOCTOPOXXHOCTM AN
KNMHUYECKO NPaKTUKM:

MN3genus  [OMKHbl  6biTb  HAfAEXHO 3aKpenneHbl, uTo6bI
npesoTBPaTUTL UX BAbIXaHWe MPK UCMOAL30BAHUW B MOMOCTM
pTa.

MpuHUMas  BO  BHWMaHWe  HeMeAseHHble  Harpysku,
nojsyyaemble OT HeJaBHO YCTAHOBJEHHbIX WMMIAHTAaTOB, C
KOMMOHEHTaMW,  CKpenasembiMi  6ONTamMu,  Heo6XoAUMo
o6patyatbes co BCeli OCTOPOXHOCTHIHO, oXxumaasn
OCTEOMHTErpauuio 40 NPUNOXKEHNS KPYTALLEro MOMEHTa.

Heo6xo4MMO MposiBAATL KpaiHIOK OCTOPOXHOCTb BO BpeMs
Hape3aHus pe3bbbl Ha arTauMeHax, KOTOpble QUKCUPYIOT
MOMIOXKEHNE OfUHAPHBIX PEKOHCTPYKLUMIA, 4YTOObl M36exathb
HeXXenaTeNbHOro HampsHkeHUs Ha WMMAaHTaT, BCTaBfieHHbIV B
KOCTb. Y4acTOK MOXET OblTb 3acOpeH Mocne onepauun wau
BCeAcTBMe  pybueBaHus.  o3ToMy ero  Heob6XxoAumo
NPOBEPUTb U OYUCTUTb, YTOBLI OH PYHKLMOHMPOBAN AO/KHBIM
o6bpazom. C noOMOLWbBIO peHTreHa yb6eauTecb, 4TO MpoTe3
BCTaBNeH MNpaswnbHO, obpawas BHUMaHWE Ha TrO0/0BKY
coefvHeHus, nog yraom 90 rpagycoB OTHOCUTENLHO OCHU.

CpoK TOAHOCTU M34eNuiAi  MHOFOKPAaTHOrO  MCMONb30BaHNS
3aBUCUT oT pasHbIX (*)aKTOpOB, BK/NKOYasd MeTo[ n
ONVUTENbHOCTb  KaXAOro WCMONb30BaHWS U 06palleHne ¢
N3LENNAMU MEXAY NPUMEeHeHusMKU. Takum 06pa3omM, nepes
KaXK AibIM NOBTOPHbIM MCMoNb30BaHNEM Heo6xo04MMo
NPOBOANTb BHUMATENbHbIA OCMOTP ¥  3KCM/yaTaunOHHbIE
NCMbITAHUS. Mpu  o6Hapy>XeHUn Ha  MHCTPYMeHTax
OKWUC/EHHBbIX  MOBEPXHOCTEN  WMHCTPYMEHTbI  HEo6XoAuMOo
YTUAU3NPOBaTb.  Hannuve faxe  Maneiweit  Kopposuu
03HauyaeT, u4TO WHCTPYMeHTbl 6ofblle He  SBASKHOTCS
61MOCOBMECTUMBIMMN.

7. 9KCMNYATALUNA:

B na6opatopuu:

a) Mepen ycTaHOBKOI NOObIX aTTauMeHOB ybefuTeCh,
uTo BCE KOMMOHEHTbI ABNAOTCA UMCThIMM 7
HEMOBPEXAEHHbIMU. lMpoBepbTe  COBMECTMMOCTb  BCEX
KOMMOHEHTOB.

b) Pa3mecTtute TiBase Ha mMojenun-gy6nukare
uMmnnaHTata. KaHaBka Ha TiBase COOTBETCTBYeT 3axopy
pe3bbbl BMHTA B OyAywMin npoTe3, MO3TOMY pasmellanTe
TiBase B COOTBETCTBMM C  TpebyemblM  MOSIOXKEHVEM
HaKMOHHOro oTBepCTUs. 3aduKcMpyiTe Ha MecTe C MOMOLLbIO
COOTBETCTBYHOLErO0  BWHTA.  MaKCUManbHbIA  KpyTALWWIA
MOMEHT He TpebByeTcsi; Npu He06XOAMMOCTM 3aTAHUTE HEMHOTO
BWHT, 4TOObI 06ecreunTb (ukcauumo TiBase B Tpebyemoii
nosunLuu.

C) MogcoeanHute ckaHb6oan K TiBase. HapyxHas
NpofonbHas  KaHaBKa  Ha  CKaH60AM  COOTBETCTBYET
NpPOTMBOMNOMIOXHOI CTOPOHe KaHaBKM Ha TiBase v cornacoeaHa
C Heil, TaknM 06pa3om 06ecrneynBas OTAeNbHYI TOUKY CLEMKU.
d) CkaHb6oan komnaHum Tannagnym 3cnaHba C.J1.
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cboeB M obecneunTb Haf/exallee MNOMOSHeEHMe 3aracos, a
TaKXe rapaHTMpoBaTb OCBEJOMMEHHOCTb O COBMECTUMbIX
MHCTPYMEHTaX, HEOGX0AUMBIX ANS MeAULMHCKUX PabOTHNKOB.

10. MH®OPMALNA MO TEXHWUKE BE3OMACHOCTW B
YCNOBUAX MATHUTHOIO PESOHAHCA (MP)
Cuctema He OLEHMBANUCL C TOYKW 3peHMs 6e3omacHoOCTU U
COBMECTMMOCTY B YCNOBUAX MarHUTHOro pesoHaHca (MP). [ns
YCNOBWIA MarHUTHOrO pe30HaHca He NPOBOAWIUCL MUCMbITAHWSA
Ha HarpesaHue, CMeLLeHe U UCKaXeHWe U306paXeHuii.

11. XPAHEHWE

M3genve cnepyeT XpaHUTb B OPUTMHANbHON YNakoBKe Mpu
KOMHAaTHO TemnepaType, Hanpumep, oT 18 go 25 °C, B cyXxom
MecTe, Banu 0T BO34elCTBMS NPAMbIX COHEYHbIX fTyYeil.

12. YTUNN3ALNA

Mo ucTeyeHWM CpoKa FOAHOCTU U3fenns KomnaHuu Tannaguym
Qcnavbs  CJ1.  (Talladium  Espafia S.L.) Heobxogumo
YyTUNN3MPOBaTb B COOTBETCTBMM C  3aKOHOAATENbCTBOM U
cTaHfapTaMuW  COOTBETCTBYHOLWErO OpraHa, Tpe6GoBaHMAMK K
OKpY>KaloLLell cpefie M C YYeTOM BCEX OTHOCALMECS K AaHHOMY
CNy4al ypOBHEN 3arpsisHeHMS.

BHumaHune! CoobuwiuTe KOMNaHWM-Npou3BOAMTENtO Tannaguym
Acnadba C.J1. (Talladium Espafla S.L.) n cooTseTcTBytOLEMY
opraHy 0 fil00OblX CePbe3HbIX WHUWAEHTaX, CBA3aHHbIX C
n3genviem.

YNONHOMOYEHHbIN NpeacTaBuTeNb B Poccuu:

000 "MK "3pkactom XXI",

Poccua, 117303 MockBa, yn. KepueHckas, 13, cTp. 2,

Ten. +7 (495) 318-01-58, agpec 3NEKTPOHHOW  MOYThI:
info"tf:crkasiom.ru

[Norotun; Tannagnym 3cnaHbs (Talladium Espafia)/

Inodnuchbl
YC/TOBHbLIE OBO3HAYEHWA

MapkupoBka Homep naptun
CE 0051
Mapkuposka MAT MaTtepuan
CE
Cwm. MNpoussogutens
WNHCTPYKLUMIO
o
NPUMEHEHNIO
He 3anpeujaeTcs
MCnonb3oBaTh 1Crosib30BaHNe B
NMoBTOPHO cnyyvae
NnoBpeXxAeHNs
YNaKoBKu
Howmep B HectepunsHoe
Karanore A nspenve
XpaHuTb [Jarta nponssoacTea
BOANN OT
COMHEYHbIX



(Talladium  Espafia S.L.j  dABnawTca  ycTpoiicTBaMu nyyeii

MHOrOpasoBOro MpUMEHeHUs,, MO3TOMY KX Heo6X0AMMO Qty KonnuecTtso Rx only AMepUKaHCKoe
NnpoBepATb, 4TOObI 06ecneynTb WX MOCafKy Ha OCHOBaHWe (hefiepansHoe
TiBase 6e3 3a30poB W 6GOKOBbIX CMeLLeHWA. HenpepbiBHOe 3aKOHO/AaTeNbCTBO
MCNoNb30BaHWe MOXET NPUBECTM K W3HOCY BHYTPEHHEN orpaHuumBaeTt
reomMeTpun. ECnM BO3HUKHYT Takue Npo6AeMbl, 3aMeHuTe npofaxy AaHHOro
CKaH604Y HOBbIM. n3genus.

e) Kak npaBuno, pekomeHgyeTtcs paboTaTb CO CbeMHOMN VckniounTenbHo
3y6HOW Kanoii, 4To6bl 06ecneynTb NPaBuUILHOE PACcCMONOXeHNe ans
TiBase 1 ckaH604M. npogeccMoHanbHbIX
O Mocne pasmeleHns TiBase M ckaHO604M Ha MecTe CTOMaTO/10r0B Un
Ha4yHWUTe cKaHMpoBaHue. CKOHCTpyupyiiTe B LWU(POBOM BUae o nX 3aKasy.

npotes, ucnonb3ysa 6menmoteky CAIMP koMnaHnn «Qndidc»
(DAS) c y4yeTOM COBMECTMMOCTM MWCMONb3YEMOW CUCTEMbI
TiBase. Bbibepute 0TOOPaXKEHHbIA HOMEpP COBMECTUMOCTU
(cwm. HOMEp  COBMECTMMOCTHU B «JKCTpaopaibHbIX
6MBNNOTEYHBbIX KOfax», BKA4Yas 6ubnnoteky CAIP; Takxe
LoCTyneH Ha caiite www.dynamicabu(menl.com).
HenpaBunbHbIi  BbIGOP C TOYKM 3PEHWUS COBMECTUMOCTH
npuBegeT K HeNpaBWNbHOMY BbIMONHEHWUIO paboTbl, YUMTbIBAS
M3MEHYMBOCTb  MapaMeTpoB B KaXAoW 3 3TUX
coBmecTumocTeir. KomnaHua Tannagnym 3ScnaHbs  C.J1.
(Talladium Espafia S.L.) He HeceT OTBETCTBEHHOCTb 3a
HenpasuU/bHbIA BLIGOP COBMECTUMOCTM U3 GUOBANOTEKM.

BHumaHue! Ona 3TiBase BbiNonHWTe npeblgylime Laru co
cTaHfapTHbIM TiBase Ana 3TOro COeAWMHeHUss N COBMeCTUMbIM
ckaH6ogu. ocne ckaHWpOBaHMA W 3aBeplUeHMs MOCTPOEHUS
undposoin Mogenu, 4o hpe3epoBaHNs, 3aMeHUTe CTaHAAPTHbIN
TiBase, Mcnonb3yemblii Npy CKaHupoBaHuu, Ha 3TiBase. C
NMOMOLLbIO PeXyLLero gucka otpexxoTe 3TiBase o 7 mm (unm 5
MM, rge Heobxoaumo). OTwWAnGyYATe cpes3aHHbli Yy4acTOK ¢
NMOMOLLBIO  pe3nHbl, 4TOObl NpefoTBpaTUTL 06pa3oBaHue
HepoBHOCTEA  MAM  OCTpbIX  yrnoB. Ha  ocHoBaHun
BbIMO/IHEHHOIO paspe3a BbI6epUTe W3 COOTBETCTBYHOLLEN
616IMOTEKN NPaBUIbHYIO BbICOTY.

BHumaHve! Mpsamoli TiBase (straight TiBase) paspaboTaH ans
CKaHMpOBaHWs C Momolbio cucTeMbl Dynamic pScanbody ot
KomnaHun Tannaguym 3cnaubs C.J1. (Talladium Espafia S.L.).

MpumeyaHve: CcBepbTeCb C PYKOBOACTBOM MO/b30BaTens
6nbnuotekn CAIMP Ha caiite: www.dynamicabutment.com.
VIHCTpYKUMA no npumMeHeHuto cuctembl Dynamic pScanbody
CM. Ha caite: www.das-cifu.com. Tpu Heo6xoAMMOCTH
obpaTuTecb B KommaHuio Tannaguym  3cnaHba  C.J1.
(Talladium Espafla S.L.) pgna nonyuyenms 6GecnnaTHOM
neyaTHOM KONUW UHCTPYKLUW NO NpUMeHeHuo. Bbl nonyuute
[LOKYMEHT B TeueHue 5 pabounx gHeid. CneayeT MOMHUTb, YTO
y komnaHuu Tannaguym OScnaHba C.J1. (Talladium Espafia
S.L.) eCcTb ropsvas nMHWS 06CNYy>XMBaHWUA KNneHToB (Ten. +34
973 289580) ans 3anpocoB ¥ ycTtaHOBKM MO 6ubAnoTeku

CAIP.
B knuHuke:
a) M3penusa NnocTaBNaTCA HEcTepuibHbIMU.

CnepoBaTenbHO, UX HEOBXOAMMO OUUCTUTD, AE3UHULMPOBATb
1 CTepMNn30BaTh Mepef MCMonb3oBaHWeM B MOMOCTM pTa (CM.
pasgen «O4MCTKa 1 CTePUIN3aLns»)
b) Y anvTe BpeMeHHbIV NpoTes, ecau 3T0 MPUMEHNMO.
c) Bcerga  obpawaiiTecb K pyKOBOACTBY MO
akcnayatauum, npesfocTaBNeHHOMY Mpov3BOANTENIEM
OpUTrMHA/bHbIX UMMNNAHTATOB.
d) YCTaHOBUTE  HECBEMHbIi MpOTe3 W 3aTAHWTe
opTonefMYeckme BUHTbl C PEKOMEH[OBAHHBIM  KPYTALLUM
MOMeHTOM.  pegynpexaeHvie;  W3ObITOYHbIA  KPYTALMIA
MOMEHT MOXeT MpPUBECTU K 06pa30BaHWID TPELLUHbI WK
NOBPEXAEHWIO BUHTA.

3akpoiiTe KaHanbl fOCTyNa K BUHTY.
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8. OUNCTKA N CTEPUNTN3ALNA

M3penna noctasnattca HEcTepunbHbiMU. [103TOMY nepeg
MCMNOMb30BaHNMEM B MONOCTU pTa UX HEOOXOAWMO OYUCTUTH,
[e3nH(ULMpoBaTh 1 CTEPUIN30BATD.

M3BneknTe u3aenne M3 YNakoBKM W HAYHUTE OYUCTKY U
Ae3nH(eKUMIo, NPeanoyTMTeNbHO B YNbTPA3BYKOBOK BaHHE C
ouMLLaLLUM 7 LE3NHPULMPYIOLLUM pacTBopoM,
1CMO/b3YEMbIM 06bIYHO A5 MEAULIMHCKUX U3AeNiii.

Bcerga pa6oTaiiTe B HEONYAPEHHbIX NepyaTKax.

PekoMeHA0BaHHbI CMOCO6 CTepunM3auun: BAaXHbI Xap B
aBTOKNaBe, CTaHAapTHbIA UMk 15 MUHYT MpW TemnepaType
121 °C (B cooTBeTcTBMM cO cTaHgapToM UNE ISO 17665-1).
Onsa CLWA (USA): cTepunusyinTe B NpefBakyyMHOM aBTOK/1aBe
npu Temnepatype 132 ®C B TeyeHue 4-x MUHYT. [Jaiite
BbICOXHYTb B TeuyeHue MuHMMym 30 MuHYT. Heobxoammo
MCNONb30BaTh CTEepUN3aLNOHHbIe aBTOK/aBbl "
NPUHAANEXHOCTW, OA0OPEHHbIe YNpaBneHWeM MO KOHTPOSIO
3a NpofyKTamy MNWUTaHWs W JIEKapCTBEHHbIMU CPeAcTBaMu
CWA (FDA), ¢ peKkoMeHAOBaHHbIMM  MNapameTpamu
CTepunusauumn B COOTBETCTBUM CO CcTaHZapToM AAM1 ST79.
Mepea wcnonb30BaHMEM BCE XUPYPTrUYECKUE WHCTPYMEHTbI
Heobxo4MMo cTepunu3oBathb. [nS nNpefoTBpalleHns pucka
3arpssHeHns usberaiite KOHTaKTa W3A4eNWs C HeCTePUNIbHbIMU
npegmMeTamm.

9. MPOCNEXWMNBAEMOCTb

B HWXHeli YacTu npunaraemoii 3TUKETKN UMetoTCst 3 TabnnMuku
C WHdopMaumeld O MPOCNEXMBAEMOCTM  u3genus. 3ITu
[LOMONHUTENbHbIE TabNUuky HeobXoAMMO CHATb/OTpesaTb U
BKMEWTb B KapTy nMauueHTa. 3Ty WH(opMauuio cnegyet
3aperncTpupoBath, YTobbl B ByayLiem n3bexartb

3ABEPEHHAA KOMA JOKYMEHTA Ne 7/2021 Bo BTOpOM pasfene PeecTpa.
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4, XOCE MAHY3/lb BUNbA®PPAHKA MEPCE (JOSE MANUEL VILLAFRANCA
MERCE), HoTapuyc HoTapuanbHoli nanatbl KaTanoHun (Cataluna), ¢ mMecToHaxoxjeHuem B Jlbeiige
(Lleida),

HACTOALWNMMM TMOATBEPXJAHKD, 4To A nNpusHalo [AeACTBUTESIbHOM W 3aBEPSIHO  BbILLIECTOSILLYIO
nognuce FTOCNOAVMHA 3CTEBAHA KCAM-MAPA MAHTPAHE (DON ESTEBAN XAM-MAR
MANGRANE), nmetoLero yfoctoBepeHne nnyHocTn Homep 40.881.655-Y. —

BbigaHo B ropoge fbeiiga (Lleida) gBaguaTe BTOPOro sHBaps Be ThicA4M ABafLUaTb NepBoro rofa.

/Mapka: /Kpyrnas Haknelika:

MAPKA O/19 3ABEPEHNA JOKYMEHTOB * HOTAPNA/TbHOE 3ABEPEHWE *

HOTAPUAJIbHBIE NANATHI * FEHEPAJIbHbI COBET HOTAPUATA

JOBEPWE MPEBbLILLE BCEINO * NCMNAHUNN * HOTAPUAT EBPOIbI *

A052396212/ JOBEPWE MPEBbILLE BCEINO +
0262690083/

/Kpyrnasa rep6oBas neyvarb:

HOTAPUANBbHAA KOHTOPA I'- XOCE Inodnucbl
MAHY3J1b BUNTbADPAHKA MEPCE (JOSE

MANUEL VILLAFRANCA MERCE) * IbEVA

(LLEIDA)/
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BNAHK ON1A COBEPLUEHNA HOTAPUANBHbBIX AEACTBUN

02/2020 ITEPBOBbIN 3HAK/ /Mapka HomuHanom 0,!5 eBpo/ FH1715845

HacToswaa cTpaHuua SBAseTcs [OMOJIHEHMEM K [OOKYMEHTY, cofepXallemy nognuce r-Ha Xoce MaHyans
BunbagpaHka Mepce (Don Jos6é Manuel Villafranca Mercg), HoTapuyca B Jlbeiige (Lleida), HoTapmanbHas nanata
KatanoHun (Catalufta), KoTopbIin cBUAETENbCTBYET BblAavy AOKYMEHTA B OTHOLUEHWM KOMMNaHuu Tannaguym ScnaHbs

C.J1. (TALLAD1UM ESPANA, S.L.), Homep B peectpe 71 o1 30 ntona 2020 r.

ATMOCTUNb
(Faarckas KoHBeHLMs 0T 5 okTa6pa 1961 r.)
1. CTpaHa: NCMAHWA (ES8PAA)
Hactoswunin ohuymnanbHblil LJOKYMEHT
2. 6611 nognucax r-Hom Xoce MaHyanem BunbsadpaHka Mepce
(Don Jos6 Manuel Villafranca Mercé)
3. BbICTYNAKLWWNM B KayecTBe HoTapuyca
4. cKpenneH nevaTblo/lWLITaMMNOM HOTapuanbHOM KOHTOPbI
Y [LOCTOBEpPEHO

58 BapcenoHe (Barcelona) 6. (nata) 18.09.2020
7. (kem) r-Hom >XoaHom Kapnecom ®appecom Yctpennem (Don Joan Carles Farrés Ustrell),

KasHayeem HoTapuanbHoi nanatbl KatanoHun (Catalufia)
8. 3a Ne N5301/2020/030508
9. Mevatb/WTramn: 10. Mognwce:

blognuce!
YKoaH Kapnec ®appec YcTpensb
(Joan Carles Faneés Ustrell), kasHauel
/Mapka: /Kpyrnas Haknenka:
MAPKA 0NnA 3ABEPEHNA JOKYMEHTOB * HOTAPVAJIbHOE 3ABEPEHUE *
HOTAPUAJIbHBIE MAJIATbI * FEHEPAJIbHbII COBET HOTAPUATA
AOBEPWE MNPEBbILLE BCETO * NCMNAHUWN * HOTAPUAT EBPOIMbI *
A042400978/ OJOBEPUE MPEBbILWE BCEINO *
0261244210/

/OBasibHasA repbosas nevarb (NOBTOPSETCA Ha
cTpaHuue 3 pasa):

HOTAPUNANTbHAA MANTATA KATATOHU
(CATALUNA)/

HacTosLuii anocTuib YAOCTOBEPSIET UCKHOUNUTENBHO NMOAAMHHOCTb NOAMUCH U NONHOMOYMS 1L, NOAMUCABLUErO
JaHHbI LOKYMEHT, a TaKXKe, NP1 He0GX0AUMOCTM, NOAMNHHOCTbL MEYATU MW LWITaMMa, KOTOPbIMW CKPEneH AaHHbINA

HOKYMEHT.
HacTosLMiA anocTu/b He YA0CTOBEPSIET COAEPXKaHWe JOKYMEHTA, NS KOTOPOro OH 6bi BblAaH.

[HacTosiwyuii anocTunb sBnseTcA AeMCTBUTENbHBIM NPU YCNOBUM UCMONb30BAHUS UCKHOUNUTENBHO Ha TEPPUTOPUY

WMcnaHum (Spain)].
[MoannHHOCTbL BbIAAHHOTO anoCTWAA MOXHO NPOBEPUTHL Ha caiTe: https://sede.mjusticia.gob.es/eregister]
Kog nposepkun anoctuns: NA;MRW2-3js2-rPFO-Tphz
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MepeBof AAaHHOTO TEKCTa BbIMOAHEH NEPeBOAYMKOM MaHKOBbIM AHApPeeM BrkTopos”

Poccuiickas ®egepayus

Nopog Mocksa.
BToporo espans gBe ThicAYU ABajLaTb MNEepPBOro roga.

A, [pokoweHkoBa EneHa EBreHbesHa, HOTapuyc ropoja
CBUAETENbCTBYHO NOAMMHHOCTL MOANUCK NepeBof4Ynka NaHkoBa AHApes BuKT]
Moanuce caenaHa B moem nplloy”~cTeun.

JlInyHocTb nognucaewerpTo®«1cHT)ycTayoB/eHa.

3aperucTpuposaiig,
YnnayeHo 3ax Mapl*aClwbHor* 4" sus: 400 py6. 00 kon.

lMpoLwHypoBaHo, N
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