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Instructions for Use

Xive®/Friadent® Prosthetics

Prosthetics Laboratory and Prosthetic Components

Description of the System

The Xive* and Frialit* implant systems are designed for replacing one or more
missing teeth in patients to restore chewing function. The systems comprise
dental implants, cover screws, transmucosal abutments, other prosthetic
components, as well as surgical and prosthetic instruments.

Indications for Use

NOTICE: Xive®/Fnadent® Abutments are used to support Xive* and
Frialit®/Frialit*-2 implants.

Friadent® EstheticBase / Xive® EstheticBase PS, straight or angled
Support for saew-retained or cementabte crowns and bridges

Friadent® Attachment (not available for implants D 3.0)
Fabrication of overdentures on attachments in the interforaminal area of the
mandible only (min. 2 screw implants r 13 mm)

Friadent® Telescopic Abutment

Support for tapered and telescopic crowns to retain overdentures and
removable bridges

Fabncation of single tooth crowns

Friadent* EsthetiCap (not available for implants D 3.0}

An anatomically shaped abutment used to support screw-retained or
cementable temporary crowns or bridges

It is a short-term provisional abutment for aesthetic shaping of soft tissue.

System Components / Accessories

Friadent® Transfer Coping / Xive® Transfer Coping PS
Transfenng the implant position to the master model

Friadent® TransferCap
Auxiliary part for precisely transferring to the master model for impression-
taking with the Friadent* transfer copings

Friadent® Laboratory and Milling Implant
To fix the prosthetic components in the master model or the milling base

Friadent® Gingiva Former | Xive® Gingiva Former PS
Aesthetic shaping of soft tissue

Contraindications
None known

Warnings

Read the instructions for use prior to using Xive*/Friadent® laboratory and
prosthetic components. Xive®/Friadent® laboratory and prosthetic components
may only be used for their intended purpose according to the general rules for
dental/surgical treatment, occupational safety and accident prevention. If the
indication and the use are undear, treatment should be suspended until these
points have been danfied. The following instructions are not adequate enough
to allow inexperienced diniaans to provide professional implant-prosthetic
dentistry. We recommend that an experienced dinician provide proper use
instructions. Xive®/Friadent* laboratory and prosthetic components should only
be used by dental technidans, dentists and surgeons that are trained and
experienced in oral surgery as well as diagnosis and pre-operative planning.
Dentsply Implants Manufactunng GmbH is not liable for damages resulting from
use outside the intended use of the product.

Inform us (Dentsply Sirona) and your competent/regulatory authority in the case
of notice of life-threatening incidents or a severe detenoration in health status
related to one of our products.

CAUTION: Compatibility of the components

The Xive® individual abutments TiBase and ScanBase are only compatible with
Xive* implants, however not with Fnalit*/Frialit®-2 implants.

When using the Xive* TiBase and Xive® ScanBase individual abutments of
diameters D 4.5 and D 5.5. take care that they are only used with Friadent®
laboratory and milling implants without hermetic connection geometry. The
incompatibility which otherwise occurs leads to inadequate contact or the
complete absence of contact between the antagonists in the final prosthetic
restoration.

Fnadent* Gingiva Former and/or Friadent* Transfer Coping are not compatible
with Xive* Gingiva Former C and/or Xive® Transfer Coping C.

When using prosthetic and auxiliary components, general complications related
to prosthetic restoration could anse, such as:
« Aspiration or swallowing of components used in the mouth of the patient

ci/ci
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Precautions

The following precautions are to be met prior to or dunng treatment

« Prior to each procedure it must be ensured that all necessary components,
instruments and materials are available in the required quantities and are
fully operational.

« All products intended for single use must not be reused. Failure to observe
this can result in a loss of component preasion and the nsk of complications
through to fractures and implant losses'

« Always wear protective clothing for your own safety.

« Position the patient such that the danger of aspiration of components is
minimized.

« All components that are used intraorally must be secured to prevent
aspiration or swallowing.

Adverse Reactions

When using Xtve®/Friadent® components with a diameter larger than the
implant, irritation of the peri-implant soft tissues may occur.

MRI Safety Information

All Xive® and Fnadent® products which remain in the patient's body have not
been evaluated for safety and compatibility in the MR environment. They have
not been tested for heating, migration, or image artifact in the MR environment.
The safety of the Xive® and Friadent® products in the MR environment is
unknown. Scanning a patient who has such a product may result in patient
injury.

Application
See the Xive® Prosthetics Manual for more detailed instructions.

Use of the Friadent® Gingiva Formers

After the healing phase, the implant is uncovered and the cover screw removed.
The inside chamber of the implant is cleaned and a gingiva former of matching
diameter, interproximal space, and soft tissue thickness is rotated into position
at 14 Ncm. A slim or loop gingiva former can be used for special situations. All
gingiva formers are color- or laser-coded according to the diameter Ensure that
the gingiva former is seated correctly. Ensure that there is no soft tissue trapped
between the gingiva former and implant. The soft tissue is sutured tightly and
tensionless around the gingiva former. The gingiva former loop is used to attach
the soft tissue. Final prosthetic restoration can begin once the soft tissues have
completely healed.

Impression taking
Use the slim transfer coping if the slim gingiva former was used.

Transfer Technique with Friadent® Transfer Copings

Seat the TransferCap onto the transfer coping. Inject elastic impression matenal
around the transfer coping, then make the impression. Remove the impression
tray once the material has set. Leave the TransferCap in the impression tray.
Remove the transfer coping from the implant and replace it with a gingiva
former. Seat the transfer coping on the implant analog and tighten the abutment
screw. Ensure that the flat areas of transfer coping coincide with the flat areas
on the TransferCap and reseat the transfer coping into the impression.

PickUp-Technique with Friadent® Transfer Copings

First, the perforated centre of the TransferCap must be removed. Then, seat the
TransferCap onto the transfer coping and mount the PickUp guide pm in the
implant with the hex driver 1.22 mm. Inject elastic impression material around
the transfer coping then make the impression. Once the material has set,
loosen the PickUp guide pin and remove the impression. Seat the implant
analog on the transfer coping and tighten the PickUp guide pin. Pour the model
with a soft tissue mask. Once the stone has set. remove the transfer coping or
impression coping and replace it with an appropnate abutment.

Prosthetic Restoration

ATTENTION:

« The diameter and inclination of the implant as well as the gingival height
must be taken into account when selecting the abutment.

¢ Use D 5.5 abutments for Frialit*/Frialit®-2 implants D 6.5.

* The base of the abutment that interfaces with the implant should not be
sandblasted or altered in any way for all components.

* When using bar copings made of noble metals’, note the corresponding
GTE values and melting intervals.
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Instructions for Use

Friadent* EstheticBase, straight or angled

The EstheticBase abutment is used to support screw-retained or cementable
crowns and bridges. A prefabricated seat, for the horizontal screw, is
incorporated into the coping for single crowns. Use instruments suitable for
titanium' when preparing the abutment. Avoid preparation of the vestibular
shoulder for all EstheticBase abutments with gingiva height 01 (GH 01).

Friadent* Attachment (not available for implants D 3.0)

The attachment consists of a patrix, which is fixed in the implant and a matrix
that is polymerized into the base of the prosthesis. Axial divergences up to 15°
can be compensated with the attachments.

Only use the activator or deactivator to adjust the friction. Never individually
bend the fins of the matrix with blades or similar. The uneven load that occurs
can break the matrix.

ATTENTION: The parts of the denture that rest on the soft tissue must be
correctly adjusted.

Friadent* Telescopic Abutment

Telescopic abutments can be used to support single crowns or to retain
telescopic copings for bridges and overdentures. The telescopic abutments are
milted on the master model with a milling implant analog or in a milling base.
The telescopic abutment is prepped to establish the gingival margin. A minimum
wall thickness of at least 0.8 mm should be maintained. Single crowns can be
fabricated by baking porcelain directly to the prepared abutment with a ceramic
suitable for fusing to titanium.

ATTENTION: Use the telescopic abutment D 3.0 for direct veneering only.
Direct veneering of the telescopic abutments D 3.0 and D 3.4 is not possible
with titanium ceramic.

When using the platform switch concept (PS), use of a gingiva former, transfer
coping and EstheticBase with the next smallest diameter is recommended. You
will find more information in the Xive* Prosthetic Manual.

Provisional abutment Friadent* EsthetiCap (not available for implants
D 3.0) and Friadent® TempBase

General information

« Short-term provisional restorations are utilized to bndge the period from the
healing phase to completion of the final prosthesis, or in order to achieve
aesthetically optimum gingival contours. Short-term provisionals must be
replaced after 6 months.

* Long-term provisional restorations are used to achieve progressive loading
during the bone remodelling phase. Long-term provisional restorations are
utilized to adjust and stabilize the occlusion before the final prosthesis is
completed. Long-term provisionals must be replaced after 2 years.

« Long-term provisionals make final prosthetic rehabilitation (in one stage) of
osseointegrated implants with delayed implant placement in different
regions possible.

¢ The abutment should be seated with a torque of 14 Ncm.

¢ The retaining screw should be checked on a regular basis.

* The implant contact surface must not be adjusted.

atte” tTon”
« Provisional abutments may not be used to fabricate permanent restorations.
= Provisional abutments cannot be burnt-out residue free.
« Fracture may occur if the retaining screw becomes loose.
* EsthetiCap
*  With diameter labelling
* Selection of the appropnate abutment (oval or triangular) according to
the shape of the tooth to be replaced.
* Check occlusion and articulation, grind by hand as required.

Delivery of the Final Prosthesis

Remove the gingiva former and mount the abutment on the implant. Ensure that
the abutment is positioned correctly and that no soft tissue is trapped between
implant and abutment. Tighten the abutment screw to a torque of 24 Ncm using
the ratchet and Fnadent* hex dnver. When using a honzontal screw tighten it
with a torque of maximum 14 Ncm.

Delivery < Storage >Disposal

Xive*/Friadenf® laboratory and prosthetic components are shipped non-sterile
and are intended for single use only.

Do not use Xive®/Friadent* laboratory and prosthetic components after the
expiration date or if the blister is damaged. Store Xive*/Friadent* laboratory and
prosthetic components at room temperature in the original packaging under
conditions normal for dental practices. Do not expose to direct sunlight.

For ease of identification, the components are color-coded by diameter
(exception EsthetiCap), the PS components are laser marked. For type, size
and. if applicable, angulation see product label.

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in your country.

CEICE
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Cleaning and Sterilization

IMPORTANT: Prior to clinical use, all components and instruments delivered
non-sterile must be cleaned, disinfected and sterilized according to a validated
method. Instruments that can be disassembled must be disassembled for
cleaning and may be assembled again for sterilization only in a dry condition.
Products that are not heat-resistant, such as the TransferCap, must not be
sterilized. They must be disinfected in a cold disinfectant solution (e g. CIDEX
OPA from Johnson & Johnson or ID 213 from DURR-DENTAL AG) in
accordance with the manufacturer's instructions.

Manual pre-cleaning

Coarse soiling must be removed immediately after use (soft nylon brush until
visibly clean).

Ultrasonic cleaning (optional for very heavy soiling)

The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed.

Mechanical processing
Manual pre-deaning is necessary to ensure effident mechanical deaning.
Suitable washer disinfectors as well as deaning and neutralization agents are to
be used for mechanical deaning. The instrudions from the manufacturer of the
washer disinfedor must be followed. Cleaning and neutralization agents are to
be dosed and used in accordance with the manufacturer's instructions. A
deaning program with thermal disinfection (Ao 2 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for deaning.
The mechanical processing method was validated with the following materials
and devices
« Washer disinfector, type G 7836 CD, Miele & Cie KG, Gutersloh
« Cleaning program VARIO TD
Pre-rinsing with cold water 4 min
Cleaning 10 min from 45-55 “C
Neutralization 6 min
Intermediate nnsing with cold water 3 min
Thermal disinfection 5 min at 90 ' C (Ao 2 3000)
Drying 30 min at 105 °C
» Cleaning agent neodisher** MediClean (0.5 %) / neutralization agent
neodisher®Z (0.1 %), Dr. Weigert. Hamburg.
For detailed information on manual and mechanical processing, please referto
the Dentsply Sirona Implants Instructions for Sterilization and Instrument Care.
Sterilization
Sterilization is to be performed corresponding to the following scheme
1. Preparation for sterilization; Place components in a sterilization pouch
which is legally marketed for use with the recommended sterilization
parameters. Every sterilization package must have a sterilization indicator
and sterilization date
2. Sterilization:

Method  Cycle Temperature Exposure Time*  Dry Time

Steam Dynamic atr removal 132'C 4 Min 20 Min.
(orevacuum) 135 *C 3 Min.

Steam Gravitv displacement 121 *C 30 Min. 20 Mm.

* Minimum exposure times the operating times are longer and may vary depending on the device
3. Storage: Store the sterilized components dry and dust-free at room
temperature of + 18° Cto + 25 ° C. Protect from direct sunlight.

Copyright and Trademark

All rights reserved. No part of these instructions covered by the copyright
hereon may be reproduced or used in any form or by any means - graphic,
electronic or mechanical including photocopying, recording, taping, or
information storage and retrieval systems - without the permission of Dentsply
Implants Manufacturing GmbH.

Xive®, Frialit®, Frialit®-2 and Friadent® are registered trademarks of Dentsply
Implants Manufacturing GmbH,

Transportation

Transportation and storage can be earned out with the help of any types of
covered vehicles, in accordance with rules and regulations applicable to the
selected mode of transportation, at a temperature range -40°C to +50“C.with a
humidity of up to 80%.

Application Area and Operating Conditions

Stomatology. Dental implantology. The products should be operated at a
temperature of 32 °Cto +42° C.

Disposal

For disposal of the packaging and components, comply with the currently
applicable national waste disposal regulations in your country.
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Instructions for Use

Shelf life
10 years in its original packaging. Expiration date indicated on the labeling.

The implant system warranty

For full implant systems warranty information, refer to the detailed terms and
conditions in the Implant Systems Warranty leaflet.

Authorized representative of the manufacturer in the
territory of the Russian Federation

LLC Dentsply Sirona, Russian Federation, 115432, Moscow, Andropov Avenue
18, Building 6

Tel.: +7 (495) 725 10 87

Valid for registration (Russia)
Prosthetic components PS and MP for dental system Xive®

Explanation of Synrpbols
Symbol Title

d Manufacturer

Data of manufacrure

Use-by-date
| lotl Batch code
REF Catalog number

Keep away from sunlight

f Keep dry

/ wh\ Non-sterile

/rrenuN

® Do not re-use

N l Consult instructions for use

d i C e European conformity (CE) mark

Prescription only:

~Conl U.S. Federal law restricts this device to sale by or
only on the order of a licenced dentist or physiaan.

Medical device

' Noble-metal alloy melting range 800-990 'C. thermal expansion coefficient 124» 10"
thermal expansion coefficient 119*10"
preheat temperature < 850 *C,
casting temperature < 1450 "C

‘Ouceratin* (DeguOent], VIfA« Titanium Ceramic (Vita Zahnfabrik)
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PykoBOACTBO MO NMPUMEHEHNIO

Dentspiy
Sirono

Implants

Cuctema nporte3npoBaHuma Xive®/Friadent®

KOMNOHEeHTLI BCnomoraTesibHble AN
CTOMaTOJ/1I0Nr’M4eckKoro nporte3npoBaHns

[MokasaHuA K NpUMeHeHUo

YKA3AHUE: AbaTtmeHTbl Friadent® npegHasHaveHbl 415 uMnaaHTatos Xive® un
Fnalit*/Fnalit*-2.

Friadent” EstheticBase/Xive* EstheticBase PS, npamoii unn yrnosoi
YcTaHoBKa NPUBMHYMBAEMbBIX UM LIEMEHTUPYEMbIX €UHNYHbIX KOPOHOK U
MOCTOB

AttaumeHT Fiiadenf*' (He gna nmnnanTatos O 3,0)

M3roToB/IeHNe CbEMHbIX YaCTUYHbIX MPOTE30B Ha aTTa4MeHTax To/bko B
HWKHEI YeocTy UHTephopamMmmHaIbHO (MAHUMYM 2 BUHTOBbIX MMMAaHTaTa
Z 13 mm)

Teneckonuyecknii abatmeHT Friadent*

Basupytowmii 3N1eMeHT KOHYCHbIX U/ TeNECKOMUYECKMX KOPOHOK A/1s1
chuKcaLmm NpoTe30B U CbEMHbIX MOCTOB

W3roToBneHe UHAMBUAYAIbHBIX €4UHUYHBIX KOPOHOK

Friadent* EsthetiCap (He gna umnnanTtaTtoBs D 3,0}

AHaTOMUYeCKWii abaTMeHT AA KPENIeHUs NPUBUHUYMBAEMbIX U
LIeMEHTVPYeMbIX BPEMEHHbIX KOPOHOK U/ MOCTOB. KpaTKOCPOUHbIit
BPEMEeHHbIi NpoTe3 AN1A 3CTETNYECKOro (hOPMUPOBAHUA MATKNX TKaHeN.

CUCTEMHbIE KOMMOHEHTbI/MPUHAAIEXHOCTHN

CnenouyHblil TpaHcep Friadent® / cnenoyHblii TpaHcdep Xive® PS
[Na nepeHoca NoMOXeHUs MMNIaHTaTa Ha OpPUrMHasIbHYI0 MogeNb

Friadent* TransferCap
BcnomorartenibHoe CpeacTBO A/t TOYHOTO NepeHoca Ha OpUrMHasbHy0 MOAEenb
NPV CHATUM OTneYaTka C MOMOLLBIO CIenoYHbIX TpaHctepos Fnadent™

Na6opaTopHblil UMNAaHTaT, CTa/bHOW aHanor umnnaxTarta Ans
thpeseposaHua Friadent®

[ns rkcaumm KOMNOHEHTOB NPOTE3a Ha OPUTVHATbHO MOeN Wi BO
¢hpesepoBaHHOM LiOKONE

dopmuposaTensb AecHbl Friadent® | hopmuposatens gecHol Xive® PS
dopmupoBaHne MArk1x TkaHel

n POTMBOMNOKasaHuA
HewnsBecTHb!

MpepynpexaeHne

JlaHHoe pyKOBOACTBO HEO6XOAMMO 0653aTeNIbHO NPOYECTb Nepes,
1CNob30BaHNEM NabopaTopHbIX U NPOTE3HbIX KOMNOHEHTOB Xive/Friadent*.
JNlabopaTopHble 1 NpoTe3Hble KOMMNOHEHTbI Xive®/Fnadent® moryT
MCMO/b30BATLCA TO/IbKO COrIACHO MOKa3aHWAM K MPUMEHEHI0, B COOTBETCTBUM
€ 06LWMMK NpaBWIaM1 CTOMATONOTMUIXMPYPIMK, C COBNI0AEHNEM NONOXEHWIA
oxpaHbl TpyAa 1 TeXHWKN Ge3onacHocTy. Mpu BO3HUKHOBEHWI BONPOCOB
OTHOCWTE/IbHO MoKasaHWii unn cnocoba NPUMeHeHU cnefyeT oTkasaTbes OT
NPUMEHEHNA [10 BbIACHEHWA @aHHbIX BONPOCOB. MpUBEAEHHOE HUXe onucaHne
He[0CTaTOuHO A4/ 06ecneyeHrst NOSIHOCTLI0 6e30MacHoro IeYeHns B cinyyae
NpoBefeHNs ero HeomnbITHBIMM BpayaMu-MMNIAHTOIOramMn. B CBA3N C 3TUM Mbl
PEeKOMEHAYeM NPOBECTN NHCTPYKTaX MO NPUMEHEHWIO aHHOTO B1a NeHeHns
60/1€€e OMNbITHBIMW KoNeramn. JlabopaTopHble 1 NPOTE3Hble KOMMNOHEHTbI
Xive®/Fnadent® pa3spellaeTcs UCMo/b30BaTb TOILKO CTOMATO/I0ram, Bpayam 1
3y6HbIM TEXHVKaM, KOMNETEHTHbIM B 061aCTW XMPYPrYecKoit CToMaTonoruu,
BK/OYaAsA ANArHoCTUKY W NpeaonepaumoHHoe nnaHnposaHue. B ciyvae
HeHa/inexallero ncnonb3oBaHnsa NpogykTa niobas 0TBETCTBEHHOCTb 3a YLUepo,
BO3HVKLUWIA BCNEACTBME 3TOr0, UCK/IIOYEHa.

BHVMMAHMWE: CoBMECTUMOCTb KOMMNOHEHTOB

VHamBuayanbHble abatmeHTbl Xive®TiBase n ScanBase COBMECTUMbI TO/IbKO C
nMnnaHTatamm Xive®, HO He COBMeCTUMbI C uMnnaHTatamu Frialjt®/Frialit®-2.
Mpyn “cnonb3oBaHUM UHAVBUAYaIbHOTO abaTmMeHTa Xive'® TiBase u
nHAMBUAYanbHoro abatmeHTa Xive® ScanBase ¢ gnametpom D 4,5 n D 5.5
Heo6XoAMMO CneAnTb 3a TeM, YTO6bl OHU UCMO/b30BAINCH UCKTIOUUTENBHO C
NabopaTopHLIMM UMMIAHTaTaM1 W CTa/IbHLIMU aHasloramMmn UMNIaHTaToB A
hpeseposaHus Fnadent®. He UMEIOLLMMN TEOMETPUN FrEPMETUYHOIO
npuneraHns. HecoBMeCTUMOCTb, BO3HMKAIOLLAA B MPOTUBHOM Cryyae,
NPUBOAUT K HEAOCTATOYHOMY W/ BOOGLLIE OTCYTCTBYIOLLEMY KOHTaKTy
COMPSKEHHbIX YacTeli B OKOHYaTeIbHOM NpoTese.

C€/lce

MpounssoanTens:
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Ana o3HakoMIeHun ¢
VHCTPYKLMAMU 1O
MCNO/b30BaHUIO U F0ccaprem
T CUMBOJIOB nepeiiante Ha cant
Ifu.dentsplvilrona.com

dopmupoBare b fecHbl Fnadent® n/unn cnenouHblii Tpaxctep Fnadent®
HECOBMECTUMbI C thopMupoBatesniem AecHbl Xive® C u/mnn cnenoyHbIM
TpaHcdepom Xive® C.

Mpu MCnonb3oBaHUM OPTOAOHTUUECKNX 1 BCMIOMOraTeslbHbIX KOMMIOHEHTOB Npu
NpOTE3MPOBaHNK MOTYT BO3HUKATbL O6LLME OCNIOXHEHUS, KaK, Hanpumep:

* BgbixaHue unn npornarbiBaHne UCMosib3yeMblX BO PTY nauyueHTa ,quanel?l

Mepbl NPefoCTOPOXHOCTU

MepeA HauasiloM WM BO BPeMsi MPOBEAEHNS NeveHnst Heo6XoAUMO cobAaTb

cnepytoLme Mepbl NpeAoCTOPOXHOCTU

+ Tlepep Kax/ApIM XUPYpriyeckM BMeLLaTeIbcTBOM credyeT y6eanTbes B
TOM, YTO BCe HEO6XOAUMbIE AeTan, UHCTPYMEHTbI U BCOMOraTesbHble
Cpe/CTBa NMeIoTCS MOSHOCTBLIO B HA/IMUMK, B TPeGYyeMOM KonMyecTse 1
HaxofAaTcs B paboyem COCTOSIHUM.

* Bce npoAayKTbl, NpeAHa3HauYeHHbIe AN OAHOPA30BOr0 MPUMEHEHNS, He
[O/MKHBI NCNOMb30BATLCA NOBTOPHO. HecobtoaeHne aToro Tpe6oBaHNns
BC/Ie/ICTBME CHIDKEHNA TOYHOCTU KOMMOHEHTOB MOXET NPUBECTU K
OC/IOHEHUSAM BM/IOTb /10 paspyLUeHUs 1 NoTepy NMnnaHTaTa'

* [na cobcTBEHHOI 6€30NacHOCTW NepcoHan AO/MKEH BCerga HoCUTh
COOTBETCTBYIOLLYIO 3ALLUTHYIO OAEXIY.

* MauneHT fomKeH GbITb YNIOXEH TakuM 06pa3oM, YTO6bI ONacHOCTb
BAbIXaHNs AeTaneii 6bina cBeAeHa K MUHAMYMY:

« CnepfyeT NpUHATL Mepbl BO n3bexaHne BAbIXxaHUA W NpornatbiBaHns
pacnosioXeHHbIX BO PTy NauveHTa geTaseit.

Mo6oYHble ABAEHNSA
Mpu ncnonb3oBaHNn KOMNOHeHTOB Xive®/Fnadent®, AnameTp KOTOpbIX 6o/blue
[AyameTpa NMNaHTaTa, MOXeT BO3HUKHYTb pasfpaxeHre nepumMniaHTUTHON
C/M3NCTOMN N MATKUX TKaHEN.

NHdopmauymsa o 6e3onacHocTn B ycnosusax MPT

KomnoHeHTb! Xive*/Friadent®, ocTatolimecs B Tene nauyuyeHTa nocne
MMNNaHTaumm, He NPoBEPSINCH HA 6E30MacHOCTb U COBMECTUMOCTL B
YCNOBUAX NPOBEAEHNS MarHUTHO-pe30HaHCHoOl Tomorpadimmn (MPT). Onu Taioke
He nofBeprasincb NPoBepke Ha HarpeBaHve, CMeLLeHne UM oGk
n306paxeHnst Ha CHUMKax npu npoegeHnn MPT. CTeneHb 6e3onacHoOCTn
KOMMNoHeHToB Xive®/Friadent® B ycnosusix nposegeHns MPT HeusBecTHa.
CKaHVpoBaH1e NauyeHTa ¢ TakvM1 KOMNOHEHTaM1 MOXET NPUBECTU K TpaBMe
obcnenyemoro.

MpumeHeHne
Moapo6Hble ykazaHUss MOXHO HalTM B pyKOBOACTBE N0 npoTeTuke Xive®.

Vicnonb3oBaHne chopmupoBartesnis gecHbl Friadent®

Mocne 3atana 3axuBrieHMe 0CBO6OAUTE VMMIAHTAT U OTKPYTUTE BUHT-
3arnyLky. OunucTuTe NooCTb UMMNIAHTaTa u BKpyTUTE C ycunnem 14 Hem
chopmMmpoBaTenb AeCHbl, COOTBETCTBYIOLLWIA AnaMeTpy UMNIaHTara,
MeX3y6HOMY MPOCTPAHCTBY W TOMLMHE CAM3UCTON. [nsi cneuuanbHbIX
CUTyaLmii MOXHO UCMO/b30BaTh TOHKWIA (hopMMpoBaTENb AECHbI UK
chopmupoBaTens gecHbl Loop. Bee hopmupoBaTen 4eCHbI UMEOT LIBETOBYIO
W Na3epHy0 MapkUMpoBKy AvameTpa. Cneaute 3a NpaBusIbHOI Nocagkoi
chopmumpoBaTens AecHbl. He gonyckaiite 3axaTus Msrkux TKaHell mexay
MMNIaHTaToM 1 chopmupoBaTenem AecHbl. Mpuweiite AecHy NnoTHo u 6e3
HanpsbxeHust y hopmmpoBaTens AecHbl. AN huKcaumm NoaBMKHbIX Y4acTKOB
[leCHbl 1Ccnosnb3yiiTe hopmmpoBaTesnb AecHbl Loop. OkoHuaTenbHoe
NpoTe3npoBaHe [O/MKHO NPOU3BOAUTLCS LB MOC/E NOSTHOTO Ge3ynpeyHoro
3aKMB/IEHNA NEPUMMNNAHTUTHBIX MSTKUX TKaHE.

CHATME OTTUCKOB

Mpn “Cnonb30BaHUM TOHKOTO (hOPMUPOBATENS AECHbI UCMOMb3YiiTe Takke
TOHKWI CnenoyHblli TpaHcdep.

MeToa cHATUA OTTUCKA (3aKPbITON NOXKONM) C MCNONb30BAHNEM
cnenoyHb(x TpaHcepos Friadent®

YcTaHoBUTe TpaHCEPHbIV KOMMaYoK Ha crienoyHblii TpaHcdep. Mpn
nocneayoLem CHATUM OTTUCKA CHavasia o6pbI3raiTe CnenoyHbIi TpaHcdep
OTTUCKHbIM MaTepuasioM 1 3aTeM BCTaBbTE OTTUCKHYIO JTOXKY, MOKPbITYIO
OTTUCKHbIM MaTepuasiom. Mocne 3aTBepAeHnst OTTUCKHOTrO MaTepuana
13B/IEKUTE OTTUCK W3 NOJIOCTY PTa, NPW 3TOM TpaHCepHbIi Konnayok ocraeTcs
B OTTWUCKHOI Macce. YanuTe CnenoyHblii TpaHcdep 1 3akpoiiTe nmnnaHTar

MpaBa Ha M3MEeHeHNs1 COXPaHEeHbI.

Dentspiy

B Tom nnn nHom pernoHe Mmupa moryt 6bITb AHOCTYNHbI .

e sce wanenns Sirona
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PYKOBOACTBO MO NPUMEHEHMIO

cdopmupoBatenem fecHobl. Mepes penosuumein coefmHuTe nabopaTopHbIi
MMNIaHTaT BUHTOM CO C/IENOYHbIM TpaHcepoM. Mpu penosunumm cnenpyHoro
TpaHcepa ero /bICkv JO/KHbI COBNaAaTh C JibickaMu TpaHCepHoro
Konnauka.

MeTo/ OTKPLITOW /IOXKKM C UCMOSIb30BaHWEM CNENOYHbIX TPaHC(EPOB
Friadent®

CHauana yaanure nepthoprnpoBaHHY0 KPbILLKY B TPaHCGIEPHOM Kosnauke.
3aTem ycTaHoBUTE TpaHC(epHbIii Konnayok Ha CenoyHbIii TpaHcdep 1
3aBepHUTe (PUKCUPYIOLLNIA BUHT OTKPBITON TOXKN B UMMIAHTATE C NOMOLLbIO
OTBEPTKM C LWeCTUrpaHHnKom 1,22 mm. Mpu nocnegyoLem CHATAN oTTUCKa
cHavasnia obpbI3raiiTe cnenoyHbIM MaTepuanom cenoyHblii TpaHcdep. Mocne
3aTBepAEHNS OTTUCKHOTO MaTepuana oOTKpyTUTe PUKCUPYIOLWNIA BUHT OTKPbITOM
JIOXKN 1 3aTeM M3BeKUTe OTTUCK. C NOMOLLbIO (hUKCUPYIOLLLEro BUHTA
OTKPbITON NOXKW 3akpenuTe 1abopaTopHbIii UMNAAHTaT Ha CNenoYHOM
TpaHcdepe, ocTaloLemMcsi B OTTUCKe. 3aTeM M3roToBbTe MOJeslb C Mackoi
CNM3UCTOIA. Mocne 3aTBepAeBaHns runca yaanmre CnenoyHblii TpaHcdep u
3aMeHUTe ero COOTBETCTBYIOLLMM abaTMEHTOM

I3roTtoBrieHVe opTorneAnyeckoro nporesa

BHUMAHVIE:

* [pwn BbIGOPE a6aTMEHTOB HEOBXOAVMO YUNTbIBATL ANAMETP W aHryaLmio
MMNaHTaTa, a TaKkke BbICOTY [ECHbI.

« [ns umnnanTatoB Fnalit®/Frialit*-2 D 6,5 ucnonbayiite abatmeHTbl 4isi
npotesos D 5,5.

e KOHTaKTMpyloLLme ¢ UMNIAHTATOM MOBEPXHOCTU Nt0GbIX KOMMNOHEHTOB He
[0XHBI NoABepraTbCst NeCKOCTPpyiiHoV o6paboTke unm obpabaTbiBaTLCA
KaknM-nn6o Apyrum cnocobom.

e Tpn npymMeHeHWr 6aoUHbIX aGaTMEHTOB U3 AParoLeHHbIX MeTassoB'
cneflyeT yuuTbIBaTb COOTBETCTBYIOLME KOIDULMEHTBI TENIOBOTO
pacLuMpeHnst U TemnepaTypHble VHTEPBa/bI NIaBIEHNS.

Friadent® EstheticBase, npamoii unu yrnosoii

AbaTmeHT EstheticBase ncnonb3yioT g1a yCTaHOBKW NPUBUHUYMBAEMbIX UN
LIEMEHTUPYEMbIX €UHNYHbBIX KOPOHOK 11 MOCTOB. [I1151 MPUBUHUYMBAEMbIX
€AMHNYHBIX KOPOHOK MPU MOZEMPOBAHNM KOPOHKN UCTONb3YH0T
npesBapuTesIbHO U3rOTOB/IEHHYIO BTY/IKY [/151 TOPU30HTA/IbHOTO BUHTOBOO
Kpennexus. [ns HAMBUAYyanu3auun abaTMEHTOB UCMOSb3YTE NHCTPYMEHTDI,
cneuyasibHO NpefHasHaveHHble 415 TUTaHa. V36eraiiTe npenapupoBaHns
NpsIMOYro/IbHOro yCTyna B LWEYHOI 30He A1 Bcex abaTmeHToB EstheticBase ¢
BbICOTOW fecHbl 1 (GHL1 ).

AtTaumeHT Friadent® (He gna nmnnanTtatos O 3,0)

ATTauMeHT COCTOUT U3 NaTpuLbl, (PUKCMPyeMOii B UMMTaHTaTe, 1 MaTpuLibl,
3a/1MBaeMoii N0SIMMEPOM B OCHOBaHUM NpoTesa. ATTauMeHTbl MO3BONAKT
KOMMEHCUPOBATbL OCEBOE CMELLEHVE BEIMUMHON A0 15”.

NS’ perynMpoBku TPEHUs! UCMOSb3YiiTe TO/bKO CPeACTBO akTUBALIMU U
[fAeakTuBaumn. Hukorga He crubaiite nnacTMHKM MaTpuLbl MO OTAEIbHOCTY
ne3Brem M Nogo6HbIM MHCTPYMEHTOM. BO3HMKatoLwas npu aTom
HepaBHOMePHas Harpyska MOXET BbI3BaTb MOSIOMKY MaTpuLbI.

BHVMAHWE: AkkypaTHO aganTupyiiTe 4actv npoTesa, onvpatoLmecs Ha
[IECHY.

Teneckonuyecknii abatmeHT Friadent®

Teneckonuyeckuit abaTMeHTbI UCMOMb3YHOTCA ANA YCTAHOBKM KOHYCHBIX N
TeNeCKONMYECKNX KOPOHOK /151 (hUKCaLMM NPOTE30B M CbeMHbIX MOCTOB.
OTcbpesepyiite Teneckonmyecknii abaTMeHT Ha OpUTMHaIbHOW MoAenu co
CTa/lbHbIM aHa/10roM MMMaHTaTa Ana dpesepoBaHna WM B hpe3epoBaHHOM
LloKose 4151 NePBUYHbIX KOHYCHBIX /M TENECKOonuYecknx KopoHok. Kpome Toro,
BO3MOXHO M3rOTOB/IEHNE VHAMBUAYaIbHBIX OTAE/bHbLIX KOPOHOK. [1s1 3Toro
VHAVBUAYaA/IbHO NPOLUAMAyiiTe TENECKONMYecknii abaTMeHT Ans 3aaaHus
BbICOTbI fleCHbI. He fonycKaiiTe CHWKEHWUS TOMLLMHBI CTEHKM MeHee 0,8 MM.
O611LL0BKa NPON3BOAMTCS C NOMOLLBIO KepamMmnyecknx Macc, NPUroAHbIX Ans
06/INLIOBKY TUTaHA' .

BHVIMAHWE: Wcnonb3yiite Teneckonunueckuii abatmeHT D 3,0 Tonbko Ans
HenocpeACTBEHHON 06nMLoBKY. [Ins 061MLIOBKV Teneckonuyecknx abaTMeHToB
D 3,0 n D 3,4 He ucnonb3yiite kepamuky Ana TutaHa.

Mpy npumereHun KoHuenuun "Platform-Switch" (PS) (coeavHenve nnatcopm
pas/IMYHOTo AMaMeTpa) PEKOMEHAYETCA UCMO/b30BaTh (hopMupoBaTesib
[AecHbl, cnenoyHblii TpaHcdep n EstheticBase cnefytolero meHbLuero
avamvetpa. Bonee nogpo6Hyto nHpopmaumio Bel HaiigeTe B pykoBOACTBE MO
npoteTuke Xive.

BpemeHHble abaTMeHThbl Friadent® EsthetiCap (He gnsi uMnnaHTaToB
O 3,0) u Friadent® TempBase

O6uwue ykasaHus

*  KpaTkocpouHble BpEMEeHHble MPOTe3bl UCNOJb3YIOT Ha Nepuog, oT asbl
3aXVBMEHUS 1O U3rOTOB/IEHNS1 OKOHYATe/IbHOro NpoTesa U ANs
[OCTWXEHNS! ONTUMa/IbHOV UHAVBWAYA/IbHOW 3CTETUYECKOW (POPMbI ECHBI.
KpaTKocpoyHble BPEMEHHbIE MPOTE3bl YCTaHaB/MBAIOT MaKCUMYM Ha
6 mecsiLeB.

CEIC €

MpousBoautens:
Dentsply Implants Manufacturing GmbH
Rodenbacrier Chaussee 4 63457 Hanau Germany
www.dentsDIvimplants.com
www.dentaplvsirona.com
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* BpeMeHHble NpoTe3bl Ha NPOAOIXUTENbHBI CPOK UCMO/MBL3YHT AN
nocneaoBaTeNbHOTO YBE/IMYEHNA Harpysky Ha MMNAaHTaT Bo Bpemsi hasbl
pemoaenmpoBaHns KocTu. Kpome Toro, BPEMeHHbIe NpoTesbl Ans
NPOAOKMTENIBHOTO BPEMEHW MOTYT UCMO/Ib30BATLCS 4151 UBMEHEHUA W
cTabunmsaumy OKKI3MUU 1 NONOXKEHNS NPYKyca A0 U3TOTOB/IEHUS
OKOHYaTe/IbHOl CynpacTpyKTypbl. BpeMeHHble NpoTesbl Ha
NPOAOMKMTENbHBIV CPOK YCTaHaB/IMBAOT MaKCUMyM Ha 2 roga.

* BpeMeHHble NpoTE3bl HA MPOAOMKUTENbHBIN CPOK 06ecneynBaioT
BO3MOXHOCTb OPTONEANYecKoli peabunmTaLmm UMNIaHTaToB, yxe
YCTaHOB/EHHbIX B KOCTW Ha APYIMX y4acTkax YescTui, nNpu CABUHYTONR no
BPEMEHV HEMEA/IeHHOW MMMIaHTaLmMu.

¢ YcraHoBka abaTMeHTa NPOM3BOANTCA C BpaLLaoLLMM MOMEHTOM 14 Hem.

« PerynsapHo nposepsiite HUKCUPYIOLLMIA BUHT Ha NPaBW/IbHYO NMOCAAKY.

* He obpabatbiBaiiTe NOBEPXHOCTb KOHTAKTUPYHOLLYHO C UMM/IAHTATOM.

BHUMAHVE:

* BpemeHHble abaTMeHTbI He paspellaeTcs UCMob30BaTh A9 U3rOTOBNEHUS
NOCTOAHHBIX NPOTE30B.

* BpemeHHble abaTMeHTbI He cxuraloTca 6e3 octarka.

* Ocna6neHvie hVKCUPYIOLLLETO BUHTA MOXET Bbi3BaTb paspylueHue
BPEMEHHOro abaTmeHTa.

* EsthetiCap
*  CyKasaHueM anameTpa
*  Bbl6Op NoAXoAALLEro abaTMeHTa (OBaslbHbIV MK TPeYroNbHbIi)

Npou3BOAWTCA B COOTBETCTBUM C hOPMOIA 3amMmeHsiemMoro 3y6a

*  KOHTPO/b OKK/II03UM 1 apTUKYNSLUK, MPU HEOGXOAMMOCTY LUMchoBaHe

YcTaHOBKa opToneAM4eckoro nporesa

Mocne ypanexus hopMmpoBaTtesns AeCHbI YCTAHOBUTE B MMMIAHTAT aGaTMeHT.
Mpu ycTaHoBKE CnefuTe 3a TeM, YTo6bl ab6aTMEHT Gblal NPaBUIbHO YCTAHOBNEH
B UMMAIAHTAT, ¥ MeX/y HUM 1 UMNIaHTaTOM He 6blna 3axaTa MArkas TkaHb.
3aBepHuTE (UKCUPYIOLLMIA BUHT KKOYOM-TPELLOTKOW C HacafKoli-0TBepTKo
Fnadent®c momeHTOM 24 HeMm. Mpu 1cnosb3oBaHWUM BUHTA ANS
rOPU30HTA/ILHOTO KpernslieHus 3aTarvBaiiTe ero ¢ BpallatLM MOMEHTOM Makc.
14 Hem.

DOopMbI MOCTaBKU * YCNOBUA XpaHeHUs - cTepuan3auns
KOMMOHEHTbI BCroMoraTesibHble A/1si CTOMaTOo/I0rM4eckoro npoTe3npoBaHus
Xive®/Friadent® nocTaBnsOTCA HE CTEPUIbHBIMU W NPeAHAa3HaYeHbl 4N1s
0/1HOPa30BOr0 WC/0/b30BaHNS.

Mpwn noBpexaeHun 6NCTepHOI yNakoBKN WK MO UCTEYEHWUM CPOKa FofHOCTU
npuMeHeHne nabopaTopHbIX U NPOTE3HbIX KOMNOHEHTOB Xive®/Friadent®
HefomycTUMO. OHM AOMKHBI XPaHUTLCS NPY KOMHATHOI TeMnepaType B
OpUrMHasIbHON ynakoBKe. XpaHuTb B 06bIYHbIX A4/11 CTOMATOM0MMYECKNX
kabuHeToB ycnosusx Obeperaiite OT BO3AeNCTBUA NPAMOTO CO/THEYHOTO
ceeTa.

Bo n3bexaHne olMGOK C KOMMNOHEHTaMM Pas/NYHOrO AnaMeTpa, Ha ynakoske
MMeeTCs COOTBETCTBYIOLLAA LBETHAst MapkupoBka (nckntodenue: EsthetiCap),
KOMMOHEHTbI PS NMetoT nasepHyto MapkupoBky. Bug. pasmep v yron HaknoHa
KOMMOHEHTOB yKa3aHbl Ha 3TUKETKE MPoayKTa.

BAXXHO: Bce HecTepw/bHble AeTasIM NEPeS, UCNO/Ib30BaHWEM Mpu
MaHWNYNALMSX Y NaLMeHTa OunCTUTb, NPOAE3VNHMULMPOBATL U
NpOCTepuIN30BaTh N0 YyTBEPXAEHHOMY MeToAy Pa36opHble MHCTPYMEHTbI
[leMOHTMPOBATb A5 OUNCTKW. WX paspeluaeTcs cobupatb 418 CTepunmsaumum
TO/LKO B CyXOM COCTOSIHWM

He TepmocToiikue npoaykTsl, Hanpumep TransferCap, He paspeluaeTcs
CTepUnn3oBaTh. VX HE06X0AMMO Ae3nH(ULMPOBaTL B XOI0AHOM
Ae3nHdekunoHHoM pacteope (Hanpumep, CIDEX OPA cvpmbl Johnson &
Johnson nnun ID 213 covpmbl DURR-DENTAL AG) B COOTBETCTBUM C
yKa3aHWsIMW U3roTOBUTENS.

MpeAcTepunM3aumoHHas pyyHasi O4ncTKa

3HauuTe bHble 3arpsA3HeHns yAaanTb cpasy noce UCMnonb3oBaHus (MSrkoi
HeliNIOHOBOA LLETKOI A0 NOMIHOTO OTCYTCTBUA BHELUHUX NPU3HAKOB
3arpsAsHeHus).

YnbTpa3BykoBasi O4MCTKa (a/lbTepPHATVBHbI METOA, B C/lyHae CU/IbHOro
3arpsA3HeHs)

CnepyeT CTPOro co6/110aTh Bpems BO3AEACTBUSI U KOHLEHTPALMIO, YKa3aHHbIE
HVPMOIA-M3roTOBUTENEM YUCTALLETO CPeaCcTBa.

MalwwnHHas nogroToBka

[ina adpchekTMBHOM MaLLMHHOW NOArOTOBKM TpebyeTcs npeacTepun3aLmoHHas
py4Has oumncTka.

[NA MalwvHHON 04MCTKM cnefyeT UCMOoMb30BaTh NpeAHa3HaueHHble 41s 3Toro
annapatbl /19 OUNCTKA W Ae3VHEKLN, a Takke CpefcTBa NS OUYNCTKU 1
HeliTpanusaumn. Cobnofath ykasaHus hMpMbl-U3roToBUTENA annapata /s
OYUCTKU U fie3nHdbekunn. [o3MpoBaTb U NPUMEHSTb CPEACTBA /151 OYUCTKU U
HeliTpasmM3auyy CornacHo ykasaHusm thupMbl-u3rotoBuTens. PekomeHayeTtcs
nporpaMma o4ncTkn ¢ TepmogesvHdekumeii (Ao > 3000).

MpaBa Ha N3MEHEHUS COXPaHEHbI

Dentsply

B TOM UAM NHOM peroHe Mupa MoryT 6biTb JOCTYNHbI H

e ace wygenus Sirona
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PykoBOACTBO MO NPUMEHEHUIO

[NA 04nCTKN peKoMeHAyeTCst MCNOo/b30BaTh BOAY ONpefeéHHOTo KayecTsa -
[eMVHepaIn30BaHHyto BOAY WM BOZy, COOTBETCTBYIOLLYIO 3TOW CTeneHn
YUCTOTbI.
MeToA MalLMHHOW NOArOTOBKM 6blN YTBEPXKAEH AN1A CNyYaeB NPYMEHeHUs
cnepayoLmx MaTepuasnos 1 annapaTos
* ABTOMATMYECKWIA annapar 418 o4UncTku 1 ae3unHdekummn Tuna G 7836 CO,
Miele & Cie. KG, Gutersloh
« [Mporpamma ounctkn VARIO-TD
MpepaBapuTenbHas NPOMbIBKA XONOAHO BOAON 4 MUH.
OuncTtka 10 muH. npy Temnepatype 45-55 °C
HeliTpanusaumsa 6 MyH.
MpomMexyToyHasi NpoMbIBKa XOMOAHON BOAOW 3 MUH.
TepmogesnHdekumna 5 muH. npu Temnepatype 90 °C (Ao e 3000)
Cywwka 30 muH. npu Temnepatype 105 'C
e Yuctauwee cpeactso neodisher* MediClean (0,5 %) / HeliTpanusytoliee
cpeactso neodisher* 2 (0.1 %), Dr Weigerl, Hamburg
Mopapo6Hble ykaszaHWa No PyYHON 1 MaLUMHHOW NOArOTOBKE NPUBEAEHbI B
MHCTpyKUmn Dentsply Implants «CTepunnsaums 1 yxos 3a UHCTPYMeHTaMmu».

Crepunusauus

CTrepunusaumio creflyeT npoBoauTL N0 Creaytoleli cxeme.

1 TNMoprotoBka K cTepunnsayuun: fletann sanaMnmH1posaTb B
npejHasHayYeHHble 419 3TOro CTepUIM3aLMOHHbIE NakeTbl. Ha Kaxaom
CTepuUNN3aLNoHHOM NakeTe [O/MKHbI 6bITb YkasaHbl MHAVUKaToOp
cTepumsauun 1 fata crepuamsasmm.

Crepunusauus:
Criocob Vieton, Fomropotypo  1vlunversiloe Bpems cyLuku
ipPBMH Bblaepxun®
Mece'oe-b1M  8a«yym-= u meTog, 132 "C 4 MUH. 20 MUH.
nap [tboak_uc-npoBaHHbIi 135 *C 3 MUH.
hopsakyym;
MeperpeTblii  ‘paBUTaLMOHHBIR 121 *C 30 MUH. 20 MUH.
nap mMeton

* MUHUMasIbHOE BPeMs BbIJePXKI Nepuoy paboyero pexuva AMHHee 1 3aBuUCUT OT annapara

3. XpaHeHwue: CTepunn3oBaHHble feTasin XPaHUTb B CYXOM, HEMbIIbHOM
MecTe Npu KOMHaTHOI TemnepaType ot + ISAC o - 36"C. 3awmwats oT
NPSIMOro COTHEYHOrO CBETA.

ABTOpCKVIe npasa u TOBaprIVI 3HaK

Bce npaBa coxpaHeHbl. H1 ofHa 13 YacTeil 4aHHOTo pyKOBOACTBA Mo
NPUMEHEHNIO He MOXET BbITb BOCMPOM3BEAEHA B Kakoli-nnbo dopme 6e3 AcHO
BbIPaXXEHHOr0 NMUCbMEHHOTO COrflacvsi NPoU3BOANTENS UK nepepaboTaHa ¢
NMOMOLLIO 3/IEKTPOHHBIX CUCTEM, pasMHOXeHa M60 pacnpocTpaHeHa Kakum-
Nn60o ApyrMm crnocobom.

Xive*. Frialit®. Frialit®-2 n Friadent* aBnsTcA ToBapHbIMK 3HakaMun hrpmbl
Dentsply Implants Manufacturing GmbH.

TpaHcnopTMpoBKa

TpaHCnopTMPOBKa 1 XpaHeH1e MOryT OCYLLEeCTBAATLCS C NOMOLLbIO /10BbIX
TWUMOB KPbITbIX TPAHCMOPTHBIX CPEACTB 8 COOTBETCTBUM C NpaBuUIaMu 1
NOMIOKEHUSIMUY, MPUMEHUMBIMU K BbIGPAHHOMY CMOCOBY TPaHCMOPTUPOBKY, B
Amnana3oHe Temnepatyp ot -40 “ C go C + 50 ° C ¢ BnaxHOCTbI0 A0 80%.

O6nacTb NPUMEHEHUS 1 YCNIOBUS 3KCNayaTaunm

Ctomaronorus. 3y6Has umnnaHtonorus. MpoayKTbl AOMKHbI
3KCMyaTMpoBaTbCa Npy Temnepatype ot + 32’ C go +42 ° C.

Ytunusaunsa

[Ns yTUAn3aumm ynakoBku 1 KOMNOHEHTOB Co6/toAaiiTe aeiicTeytowe B
HacTosILLee BpeMs HaUMOHa/IbHbIE NPaBua yTUN3aLMM OTXOL0B B Baweit
cTpaHe.

[apaHTUAa Ha CUCTeMY MMMNIaHTaToB

[N nony4YeHust NosiHOM UHKhOPMALIMKM O rapaHT UMMIAHTATOB CM.
noApoGHble rapaHTuiiHbIE YCNI0BMS HA CUCTEMY UMM/IAHTATOB.

OdmumanbHblli NnpeacTaBuUTe b NPOM3BOANTENS HA
Tepputopumn Poccuiickoli depepaunn

000 «fleHTcnnaii CupoHa»

115432, Poccus, Mocksa, npocnekT AHgponosa., 18, kopn. 6

Tel +7(495)725 10 87

as@dentsplvsirona.com

[eNncTBUTENbHO A1 CNeAyoWnX MeguuMHCKUX nsgenni
B Poccuu _

KomMnoHeHTbl BcnomoraresnbHble PS n MP gns ctomaronornyeckoro
npoTe3npoBaHNsa cucTemol Xive*

-
C Lt
.
MpoussoaunTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4 63457 Hanau Germany

www.dentspivimplants.com
wvyw.dent8Dlvsirona.com
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O6bsACHEHNE CMMBOJIOB

Cumson HanmeHoBaHue cumBonia
ﬂ 1 W3rotosutens
|\N]“‘[ [lata usrotosnexus
2 Vcnonb3oBaTb 40
LOT Kop naptum
REF Howmep no katanory
He pgonyckaTb BO3AelCTBUA COMTHEYHOrO CBeTa
N
n T Bepeub oT Bnaru

i 1 ;% He ctepunisHo

3anpeT Ha NOBTOPHOE NMpPUMEHEHVE

O6paTUTeCh K MHCTPYKLMN MO MPUMEHEHUIO

O3S
CEIC €1

Harty

EBponeiickoe CootBetcTBue (EC)

Tonbko Nno peLenTy Bpaya

(BHWUMaHMe! B cOOTBETCTBUM C
3akoHogarenbcTeom CLUA npogaxa AaHHoro
npenapara MOXeT NPOon3BOANUTLCS TOMBKO
cTomartosioramv UM Bpavam, UMEeLLMU
NULEH3MI0 Ha OCYLLIECTBNEHNE MEANLMHCKON
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Die wOrtliche Ubereinstimmung vorstehender

Abschrift mit der mir vorliegenden Urschrift

wird hiermit beglaubigt.

Bensheim. den 27. Oktober 2022
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/MepeBoA, C aHI/TNIACKOTO N HEMELLKOTO SI3bIKOB Ha PYCCKUIA A3bIK/

3aBepeHHasa Konus

BeHcxaiim, 27 okTa6psa 2022 .

/Mopgnuck/
O-p AnnnHa ®dpainp Mokpyxa (Aline Frare
Mocruha)
MeHemkep No HOpMaTUBHO-NPaBOBOMY
perynnpoBaHunto

/lWramn:

[OeHTcnnaii CupoHa VimnnaHTe

[JeHtcnnain imnnaHte MaHydakyypuHr TM6X
PogeHbaxep Lloeee 4

63457 XaHay, 'epmaHus/

HaeToAwWNMM NoATBEpXKAAeTCHa COOTBETCTBUE npmnaraeMOVI Konnn npeaocTtaB/IEHHOMY MHE OpUrnHasy.

beHcxalim, 27 okTsa6psa 2022 r.

/Mognvce/
[-p Nena Kyubuga (Lena Kuzbida)
HoTapuyc

PenbethHast neyatb: /a-p SleHa Kyu6uaa HoTapuyc r. BeHcxainm/
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MepeBoa AaHHOIO TEKCTa BbINOMIHEH NepeBoAYMKOM BylieHKoBbIM BaHOM Butanbesunyem.

Poccuiickas depepauns
"opog Mocksa
LllecToro fekabps ABe ThbicA4M ABajLaTb BTOPOro rofa

A, Kopcuk Mapus AnekcaHLpoBHa, HOTapuyc ropofa MOCKBbI, CBUAETENbCTBYHO MOA/IMHHOCTL MOf4
nepesofunka byweHkosa BaHa Butanbesnya.

Mognuck caenaHa B MOEM MPUCYTCTBUN.
JIN4HOCTb NOANMCABLUErO JOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo B peectpe: No 77/2139-H/77-2022-
YnnayeHo 3a COBepLUEHNe HOTapuanbHoro geictams: 400

Bcero npoLHypoBaHo,
MPOHYMEPOBaHO
n ckpenneH(yleyatbo %. a)(oB)
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Instructions for Use

Xive®/Friadent® Prosthetics

Beglaubigte Abschrif*
~  Dentsply

N Sirono

Implants

Dr Stephanie Corvinus
Senior Regulatory Compliance Manager

Kit of the Prosthetics Laboratory and Prosthetic

Components
Friadent® MP Abutment straight
Xive® MP Abutment angled

Description of the System

The Xive* and Fnalit® implant systems are designed for replacing one or more
missing teeth m patients to restore che”/ing function The systems comprise
dental implants, cover screws, transmucosai abutments, other prosthetic
components as well as surgical and prosthetic instruments

indications ,

Xive* system components may only be used m conjunction with original
products and tools

Friadent* MP Abutment straight

Prosthetic restoration of several X've®or Fnant® implants with bridges or Par
constructions to be used at least m pairs When using four or more implants,
eg in an edentulous jaw. immediate load is also possible

Xive® MP Abutment angled/Xive* MP Abutment PS

Prosthetic restoration of several Xive® implants with bridges or bar
constructions, to be used at least in pairs When using four or more implants
eg inan edentulous jaw immediate load is also possible

MP Analog
Depicts the clinical situation with inserted MP abutment m the master model and
serves as the base for creating the supraconstruction

MP Bar Coping
MP bar coping serves as a prefabncated base for producing bars for fixating
prostheses

MP Retention Sleeve
Prosthetic restoration on MP abutments by polymerizing the sleeve into the
prosthesis/bndge and impression taKing (PickUp) on the abutment level

MP Waxing Sleeve (castable and cast-to)

Friadent* castable and cast-to waxing sleeves as prefabricated modeiation
bases serve the purpose of producing occlusal screw-m bridge constructions ir
combmaUon with the Fnadent*/Xive* MP abutment

MP Cover Screw
Friadent® MP Cover Screw serves the purpose of covering the Fnadent*.'Xive”
MP abutment until completion of the prosthetic restoration

MP Impression Coping (Transfer. PickUp)
Friadent* MP impression copings serve the purpose of transferring the position
of the Fnadent®/Xive* MP abutment to the master model

MP Driver (Handpiece, Ratchet)
Pnadent* drivers are instruments with which the MP insert screws fixate the MP
insert in the implant

Contraindications

« Not suitable for smgte tooth replacemen: as there is no anti-rotationai
mechanism

« Due to the nermetic connection geometry of Fnaiif- implants with a diameter
of D45and D 55. jse of the MP abutments angied is not possible

Warnings

Please read the instructions for use prior to using Xive*/Friadent* laboratory
and prosthetic components Xive®/Fnadent* laooratory and prosthetic
components may only be used for their intended purpose according !o 'he
general ruies for dentai/surgicai treatment occupational safety and accident
prevention If the indication and use are unclear treatment snould be
suspended until these points have been Clarified The following instructions are
not adequate to allow inexperienced clinicians to pro/*de professional mpiant
dentistry We recommend that an experienced clinician provide proper use
instructions Xive-*/Friadent” laboratory and prosthetic components should 3Ty
be used by dentists, surgeons and dentai technicians who are experienced with
orosthetic procedures on implants Dentspiy Implants Manufacturing GmpH's
not iiacie 'Of damage 'esuilmg from use outside the intended use of the oroduct
infor.m js (Dentspiy S"”ona, and your comcetent regulatory authonty in the case
o' notice of r'e-threate'ting :ncide"ts O' a seve'e detenoration m “>63]" sta’,s
meiated to one of our products

CAUTION: Compatibility with Frialit' implants

CEIC €

Mafiufaotu>
Oentsplv irnola’its Mapumc'™

www.dentsplyimplants uorr
WWW dentsplysiropa.cofr
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For Instructions for Use

Dal and symbols glossary re'er to

ifu.dentsplvsirona.com

Due to the hermetic connection geometry of Fnalit* implants with a diameter of
D4 5and D 55, use of the MP abutments angled is not possible

CAUTION: Compatibility of the Xive* MP Abutment angled

The abutment D 3.8-D 55 anodized myellow is compatible with Xive* S
implants with a diameterof D38 D45and D55

CAUTION; MP abutments are generally not allowed to be ground

When using prosthetic and auxiliary comoonents. general complications related
to prosthetic restoration could arise such as
* Non-secured components can be swallowed or aspirated

Precautions

The following precautions are to be met prior to or during treatment

» Prior to each procedure it must be ensured that all necessary components
instruments and materials are available m the required quantities and are
fully operational

* All products intended for single use must not be reused Failure to observe
this results in a loss of component precision and the risk of complications
through to fractures and implant 'osses’

« Always wear protective clothing for your own safety

< Position the patient so that the danger of aspiration of parts is minimized

« All components that are used intraora'ly must be secured to prevent
aspiration or swallowing

Adverse Reactions

When using Xtve*/Fr adent® components with a diameter larger than the
implant irritation of the peri-impiant soft and hard tissues may occur

MR! Safety Information

All Xive*/Friadent® products which remain in the patient s body have not been
evaluated for safety and compatibility m the MR environment They have not
oeen tested for heating, migration or image artifact in the MR environment T>e
safety of the Xive*/Friadent* products m the MR environment is unknown
Scanning a patient who has such a product may result m patient injury

Application

You can find detailed instructions on surgery, prosthetics and laboratory
methods in the respective manuals.

The Friadent* MP abutment straight and the Xive* MP abutment angled are
made of titanium They are available n different d'ameters and gmgivai heights
Each gingival neight of the MP abutments straight has a matching MP insert
screw to screw the MP insert m the 'mpiant MP insert screws are available for
bridges and bar copings when seating the restoration on the MP abutment

NOTE: Prior to insertion of the abutment after-D'eparation of the surrounding
bone might be necessary Check the final location of the abutments via x-rays
Clean the interior of the implant prior to integration of the abutments
WARNING: The torque limited ratchet inserts must be replaced after 500C
patient treatments or after 3 years of use

Mounting the MP Abutment straight / MP Abutment PS

Mount tne MP msert Aiitn a MP insert screw and tighten't to 24 Ncm The MP
msert can oe sealed with a MP cover screw using tne 39 mm hex dnve' T"e
g.ngiva is sutured tightly ai'ound the MP abutment

When using the platform switch concept (PS) use of an MP abutmentw 'r tne
next smallest diameter'S recommended You wiH find more information on this
in the P3 Step-By-Step brochure

Mounting the MP Abutment angled

The MP abutment angled consists of an MP insert angled with integrated
retaining screw and an insert head With the nelp of the premounted seating
instrument, .rsert suitaoie MP msed angled m the implant ana adjust abutment
accordingly To facilitate access to the ‘etaming screw bend *he seating

Tstr'. ment la'eraily Tighten the retain.ng screw witn a torpue of 24 Ncn T1-'e
orosthetic ratchet w4h the | 22 mm nex.agona. torn ,ie inser* or a torque
controlled corti3-3"gie handp'ece wnn a ' 227 r -e/agora’ screwdr'ver A$6'!

ur.u" m'C'Ce
am .c3"mu-

Dentspiy
Sirono
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Instructions for Use

ISused for retention Remove the premounted seating instrument by rotating
counterclockwise from the MP insert angled

Clean the interior of the MP insert angled To facilitate access to the retaining
screw bend the seating instrument laterally outside of the patients mouth Then
close the MP insert angled with the appropriate insert head The MP insert head
IS affixed on the back of the seating instrument and is screwed m with the same
Remove the premounted seating instrument by pending it The insert head is
finally tightened with the Friadent® seating instrument for MP insert screw
ratchet or contra-angle handpiece with a torque of 24 Ncm The MP insert can
be sealed with a MP cover screw using the 0 9 mm hex driver

impression Taking

Transfer Technique

Remove the MP cover screw with the 0 9 mm hex driver Thread the Friadent®
MP Impression Coping for the transfer technique on the MP abutment using a
0 9 mm nex driver Block out the hex opening with wax and make a closed-tray
impression Once the material has set. pull the impression and remove the MP
impression coping Thread the cover screw into the MP abutment with the

0 9 mm hex driver Relieve and reline the temporary restoration as necessary

Pickup Technique

Remove the MP cover screw with the 0 9 mm hex driver Place the MP
impression coping for PickUp technique onto the MP abutment and tighten the
MP PickUp guide pin with the 122 mm hex driver Use an open tray to Take
the impression Once the impression material has set loosen the MP PickUp
guide pin and pull the impression Thread the cover screw into the MP abutment
with the 0 9 mm hex driver Relieve and reline the temporary restoration as
necessary The impression is poured up with a soft tissue mask Once the stone
has set. remove the transfer coping or impression cooing and replace it with the
appropriate abutment

Prosthetic Restoration

Special instructions

* The diameter and inclination of the implant as well as the gingival height
must be taken into consideration when selecting an abutment

¢ Use D 5.5 prosthetic abutments with D 6 5 Frialit®/Fnalif®-2 implants

« The base of the abutment that interfaces with the implant should not be
sandblasted or altered m any way for ail components

« Do not cast to the bar copings

Transfer Technique
Seat the MP impression coping onto the identical diameter MP analog Reseat
the impression copmg into the impression and fabricate the model

PickUp Technique

Seat the MP analog onto the MP impression coping for PickUp fecnnique and
tighten the MP PickUp guide pm

The Friadent® cast-to waxmg sleeve or castable waxing sleeve is seated on the
analog using the 1 22 mm hex driver for individual bar and bridge
constructions. Wax-up and cast the framework After verifying a passive fit.
add porcelain and finish the prosthesis The cast-to waxmg sleeve must be cast
with alloys with a similar CTE value' Itis not necessary to finish the contact
area

For full dentures the Friadent® bar coping is seated on the MP analog and
fastened with a MP screw Solder the bars, finish and polish the bar and bar
copings

CAUTION: Do not cast to the bar copings

Delivery of the Final Prosthetic

Remove the MP cover screw from the MP abutment using the 0 9 mm hex
driver Tighten the MP insert screw or the insert head m the case of MP
abutments angled with a torque of 24 Ncm Seat the prosthesis on the MP
abutments The MP retention sleeves can be integrated into an existing or new
denture/bndge Ensure that the MP abutment is positioned correctly and that no
soft tissue IS trapped between implant and MP abutment After verifying a
passive fit. tighten the prosthetic screws with the 122 mm hex driver at 24 Ncm
Adjust the occlusion if necessary

Delivery - Storage - Disposal

Fnadent*/Xive® laboratory and prosthetic components are snipped non-sterile
and are intended for single use only For ease of identification, the system, is
coior-coded by diameter The Xive® MP aoutments PS and the MP retention
sleeves are 'aser marked The size and tyoe are pr'.nted on the label

Do not use Fnadent"Xive” ‘aboratory and prosthetic components after the
expiration date or if the bi'Ster is aamagea Store me Friadent®'Xive* laboratory
and prosthetic components at room temperature m the original oackagmg under
conditions normal for dertai practices Do not expose to direct Suniight

For disposal of the packaging and components comply with the currently
apoiicable national waste disposal regulations m your country

ce/cQ

Vtanufactj'er
Dentsply imDian.i \U"iif3Ctim:nq
‘Ort' ms
www.dentsplyimplants com
www.dent5plvsirona.corr
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The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed

Mechanical processing
Manual pre-cleaning is necessary to ensure efficient mechanical cleaning
Suitable washer disinfectors as well as cleaning and neutralization agents 3'e to
be used for mechanical cleaning The instructions from the manufacturer of the
washer disinfector must be followed Cleaning and neutralization agents are to
be dosed and used m accordance with the manufacturer s instructions A
cleaning program with thermal disinfection (Ac > 3000) ts recommended
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning.
The mechanical processing method was validated with the following materials
and devices
* Washer disinfector, tyoe G 7836 CD. Mteie & Cie KG. Gutersloh
* Cleaning program VARIO TD
P”e-rinsing with cold water 4 min
Cleaning 10 mm from 45-55 ~C
Neutralization 6 mm
Intermediate rinsing with cold water 3 mm
Thermal disinfection 5 min at 90 'C (Ac 2 3000)
Drying 30 mm at 105 'C
« Cleaning agent neodisher* MediClean (0 5 %) / neutralization agent
neodisher®Z (0 1%). Dr Weigert. Hamburg
For detailed information on manual and mechanical processing, please #efer to
the Dentsply Sirona Implants Instructions for Sterilization and instrument Care
Sterilization
Sterilization is to be performed corresponding to the following scheme
Preparation for sterilization; Place components in a sterilization pouch
which is legally marketed for use witn the recommended sterilization
parameters Every sterilization package must have a sterilization indicator
and sterilization date
Sterilization:

Method Cycle Temperature ExpoeuttLlbnef  OiVTime

oiearr Dynamic air meemovai 132 X 4 Min 20 Min
(prevacuum; 135 'C 3 Min

Stearr Gravity displacement 121 'C 30 M.n 2C Min

« Minirrum exposure limes :he operatmy times are 'ooger anri may vary depending on the device
3 Storage: Store the sterilized components dry and dust-free at room
temperature of + 18'Cto+ 25 'C Protect from direct sunlight.

Copyright and Trademark

Alt rights reserved No part of these instructions for use covered by the
copyright hereon may oe reproduced or used in any form or by any means -
graphic, electronic or mechanical inciudmg photocopying, recording taping or
information storage and retrieval system - without the permission of Dentsply
Implants Manufacturing GmbH

Xive”* Frialit® Fnalit*-2 and Fnadent® are registered trademarks of Dentsply
Implants Manufacturing GmbH

Transportation

Transportation and storage can be earned out with the help of any types of
covered vehicles, m accordance with -utes and regulations applicable to the
selected mode of fi'a”sportation. at a temperature range -40’'C to +50"C with a
humidity of uD to 80%

Application Area and Operating Conditions
Stomatology Denta' implantology The products should be operated at a
temperature of +32 'Cto M2 C

Disposal Yy

For disposal of the oackagmg and components comply with me cu'-rentiy
applicable national v/aste disposal regulations m yourcountny
To oe disposed of as a oroduct of class B

Shelf life

0 years n its origina» oackagwyp Exciratior date maicateo or the laoelirg

aun0jyc: '0 'xan.e
O™ "ar ; .aces a

muul or o'

Dentsply

Sirona
Implants



~ructions for Use

iiluptant system warranty

M\ implant systems warranty information, refer to the detailed terms and
““nditions in the Implant Systems Warranty leaflet

representative of the manufacturer in the
terntory of the Russian Federation

LLC Dentsply Sirona
Russian Federation, 115432. Moscow. Andropov Avenue 18, Building 6
Tel +7 (495) 725 10 87

Valid for registration (Russia)
Kit of the Prosthetic components PS and MP for dental system Xive®

Explanation of Symbols
Symbol Title

-
HI Manufacturer

Data of manufacrure

2 Use-by-date

LOT Batch code

REF Catalog nutbem

Keep away from sunlight

f Keep dry

Do not use if package is damaged

/ . Non-stenle
TAM.e\

Do not re-use

C E Consult instructions for use
C € /C €1 European conformity (CE) mark

Prescription only
U S. Federal law 'sestncts this device to sale by or

N . . .
Conly on the order of a licenced dentist or physician
H Medical device
Coeff'Cie:'! It :h4rTial excsinsion 11 9 =IO leinperatui” : 350 C

'dsimq !lempp'3tu.™ < ' 150 C'2542 F'

ce/c€ Rl bentsply

«\] Manufacturer Slrona
Oentsply Irnpianrs Marc”3cr*r ng 3TP -
0P 3 Implants

Arww.dent5DIvimplants.com
wv/w.dentsply sirona.com
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PyKoBOACTBO MO NPUMEHEHUIO

N it o
NS +?

v xP&S

Cuctema nporte3nposaHusa Friadent®/Xive®
Habop KOMNOHEHTOB BCNoOMOraTesibHbIX AN 7
CTOMAaTO/IOTMYEeCKOro NpoTe3npoBaHuns

AbaTtmeHT Friadent® MP npsamoi
AbaTtmeHT Xive® MP yrnosoi

OonucaHne cucTemsbl

Cuctembl mnnaHTaToB Xive® n Fnadent® npegHasHaveHbl 415 3aMeHb! 0gHOro
NN HECKONIbKMX UMMNaHTaTtoB OTCYTCTBME 3y60B Y GOMbHbIX A5
BOCCTAHOB/IEHUA XeBaTesbHOW (hyHKUMKM CUCTeMbl BKKOYAKOT 3y6HblE
MMNNaHTaTbl, BUHTbI-3arNYLIKN TpaHcAecHeBble abaTMeHTbl U apyrue
opToneauyeckue KOMNOHEHTbI a Takke HaBopbl XMPYPruyeckux u
opToneanyecknx UHCTPYMEHTOB

[Moka3aHNA K NPUMEHEHNIO

KomnoHeHTbl cuctemsl Xive'-FnaCent* MOXHO MCNoNb30BaTh TO/ILKO BMeCTe C
OPUrMHANbHLIMU U34ENNAMW U UHCTPYMEHTamMu

AbaTmeHT Friadent® MP npamoii

MpoTe3npoBaHne HecKo/bKMX UMNAaHTaToB Xive' unn Fnaht* ¢ MOCTOBMAHBIMMK
npoTesamy W WTAHTOBbIMU KOHCTPYKLMSMKU HEeo6X0AMMO UCMONb30BaTh Kak
MVHUMYM nonapHo [pn UCMONb30BaHUM YeTbipex Wan 6o/1ee UMMNIaHTaToB
HanpuMep Ha YeslloCTW C NOJIHBIM OTCYTCTBMEM 3y60B BO3MOXHA Takke
HeMe/J/1eHHan Harpyska

Yrnosoii a6atmeHT Xive" MP/Xive’ MP a6aTtmeHT PS

MpoTe3npoBaHne HECKOMbKMX UMMIAHTATOB Xive" ¢ MOCTOBUAHLIMU NpoTe3amu
W WTAHrOBbIMU KOHCTPYKUMSAMN HEOB6XO0AMMO UCMONb30BAaTb Kak MUHUMYM
nonapHo [lpn NCNonb30BaHUN YeTbipex uan 6o/iee UMNIaHTaToB, HanpuMep
Ha YenoCTn € NOJIHbIM OTCYTCTBMEM 3y60B BO3MOXHA Takke HemefseHHas
Harpyska

AHnanor MP

OTpaxaeT KNMHUYECKYI0 CUTYyaL M0 C yCTaHOB/IEHHbIM abaTmeHToM MP B
OpUr1HaNbHOW MOLENN U CNYXWT B kayecTBe 6asbl 471 N3rOTOB/IEHNA
CynpaKkoHCTPYKLn

BanouyHblil konnavyok MP

BanouHble konnauku MP cnyxaT B KauecTse npefBapuTeslbHO U3roTOBIEHHONO
OCHOBaHUs1 4151 U3roTOB/IEHUS KOMNAYKOB A1 hmKcaumm npoTe3os

BTynka gnsa cdukcayun npotesos MP

[lns ycTaHOBKM NPOTe30B Ha abaTMeHTbl MP 3a cueT nosMMepu3auun BTyNku B
npoTe3e/MOCTOBUAHON KOHCTPYKUMW U AN CHATUS OTTUCKA Ha YPOBHE
abaTmeHTa

OcHOBaHUA KOPOHKN MP (NuTble U BbXUTaeMmble)

Jlutoe nnm BbhkMraemoe OCHOBaHWe KOPOHkM Friadent® wncnonb3yemoe B
KauecTBe NpeABapuTeIbHO N3rOTOB/IEHHOTO OCHOBAHUSA AN MOAENMPOBAHNSA
CNYXMWT ANA N3rOTOBNEHNS NPUBUHUYMBAEMbIX MOCTOBbIX KOHCTPYKLMiA C
OKK/1t03MOHHOW thukcaumeli B kKombuHauum ¢ abatmeHTom Fnadent”™Xive® MP

BuHT-3arnywka MP
BuHT-3arnywka Fnadent" MP cnyxuT gns 3akpbitus abatMeHTa
Frladent®'Xive* MP 0 MOMeHTa roTOBHOCTM npoTesa

CnenoyHblii TpaHcdhep MP (419 3aKpbITON U OTKPLITOW NOXKW)
CnenouHble TpaHcdepbl Fnadent* MP cnyxat gns nepeHoca nosioxeHus
abatmeHTa Fnadent” Xive* MP Ha opuruHanbHylo Mogenb

MmnnantoBog MP (yrnoBoii HAKOHEYHWK, KIo4Y-TpeLwoTka)
MmnnaHToBOAbl Fnadent® ABNSIOTCA WHCTPYMEHTAMU C MOMOLLbIO KOTOPbIX
3aBopauuBaT BUHTHI MP-Insed cukcupyowme MP-Insert a umnnaHtare

MpoTuBOMNoKasaHusa

B CBSI3V C HEAOCTATOUHOI huKkcauueid oT BpalleHNs OHW He NPUTOAHbI ANs
3aMeHbl 0IMHOYHOro 3y6a

B cBA3U C repMETUYHOI reoMeTpueli NpucoesuHeHns nmnnaHTatos P-an"
avnametpom D 4 51 D 5 5 ncnonb3osaHune yrnosbix abatmeHtos MP
HEBO3MOXHO

I'Ipe,qynpe)K,u,eHVle

[laHHOe pyKOBOACTBO HEOGXO0AMMO 06A3aTefNlbHO NPoYecTb nepes
ncnonb3oBaHnem nabopaTopHbIX U NPOTE3HbIX KOMMNOHEHTOB X ve°'Prhaaen”
JlabopaTopHble 1 NpoTe3Hble KOMNOHEHTbl X VO®'F-iade."r moryT

Ncnonb3oBaTbCA TOJIBKO COrnlacHO nokasaHUAM K MPUMEHEeHU0 B COOTBETCTBUMU

C 06WMMN NpaBuIaMy CTOMATOIOMU XMPYPIMK C COBII0AEHUEM NOJIOKEHNI
oxpaHbl TpyZAa v TEXHUKM 6e30MacHOCTU Tpy BO3HUKHOBEHUW BOMPOCOB

C€IC C

MpounssoanTens

.enfso., ‘M , M

‘Wifw dentspiyimplants corr
ivww dentspivsiropa.com
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[ns 03HaKOMIeHus C
VHCTPYKLUAMMU MO
ucnonb3osaHnio n Moccav

I:la CMMBO/OB Nepeiijute Ha

ifu.dentsolvsirona.com

A ok
*(}7[

OTHOCUTENIbHO NOKasaHuii U cnoco6a NPUMEHEHUs creayeT oTkasaTbCs OT
NPYMEHEHNS [0 BbISCHEHUSA [laHHbIX BOMPOCOB [1pMBELEHHOE HIKe onucaHue
HeAoCTaToOuHO AN1A 06ecneyeHnst NOIHOCTbI0 6e30MacHOro NIeYeHnst B criyyae
NpOoBeAeHUsi ero HeoMbITHLIMK UMNIaHTONOraMu-npoTeancTamn B cBA3M ¢
3TVIM Mbl PeKOMeHAyeM NPOBECTV MHCTPYKTaXK MO NPUMEHEHUI0 faHHOTo Buaa
neyeHnst 6onee ONbITHLIMW Konneramy JlabopaTopHble ¥ NpoTe3Hble
KOMMOHEeHTbI Xive”™Fnadent® npeaHasHayeHbl TONbKO A1 UCNOMb30BaHNA
OMbITHLIMW BpauyaMu/CTOMAaTONIOraMun 1 3yGHbIMW TEXHUKaMK VMELLMMU ONbIT
NpoTe3NpPOBaHUA C UCNONb30BaHNEM UMNNAHTATOB B cnyyae HeHagnexalero
MCNONb30BaHNA NpoaykTa n6as 0TBETCTBEHHOCTb 3a Yl ep6 BO3HMKLLUI
BCNEACTBME 3TOr0 WCK/IOYEHA

BHUMAHWE: CoBmecTUMOCTb C uMnnaHTatamu Frialit®

B cBA3K C repMeTUYHOI reoMeTpuei NnpucoefMHeHns nMnaaHTaTtos Fnatit ¢
Avametpom D 4 51 D 5,5 ncnonb3osaHune yrnosbix abatMmeHtos MP
HEBO3MOXHO

BHVMAHWE CoBMecTMMOCTb YrnoBbix abatmeHToB Xive® MP

XenTblii aHogMpoBaHHbIl abatmeHT D 3.8-D 5,5 coBmMecTM ¢ uMnnaHtatamm
Xive® S gnameTtpom 03 8, 0451055

BHVUMAHWE. A6aTmeHTbl MP He pa3peluaeTcs wangosaTtb

Mpy ncnonb3oBaHMN OPTOAOHTUYECKUX U BCMOMOTaTe IbHbIX KOMMOHEHTOB Mpu
npoTe3npoBaHnUM MOryT BO3HUKaTb o6u.w|e OC/IOXHEHNA KakK Hanpumep

« BgpIxaHue uav npornatbiBaHUe UCMO/b3yeMbiX BO PTy NauveHTa getanei

BHUMAHWE: laHHaa cuctema MMnNiaHTaToB He Npoxoausia npoBepky Ha
6e30nacHOCTb U COBMECTUMOCTb C o6cnepoBaHmsimn MPT Cuctema He
npoxofnna nNpoBepky Ha HarpesaHue wau murpauymio npu o6cnegosannsax MPT

Mepbl NpefoCTOPOXHOCTHU

Mepes HayanoMm WM BO Bpemsa NpoBefeHNs neyeHns Heo6xoanmo cobnoaaTb

cnepyolime Mepbl NPeAoCTOPOXHOCTH

. I'Iepe,q KaXAbIM XMpypruiecknm BmMmellatesibCTBOM cnegyert yﬁe,qI/ITbCﬂ B
TOM, 4TO BCe He06x0,qu|b|e AeTtann NHCTPYMEHTblI 1 BCnoMoraTe/ibHble
cpeAcTBa MMelTCs MOMHOCTbIO B HAMUMM B TpeGyeMoM KonmyecTse 1
HaxogAaTcsa B pa6oqu COCTOAHUN

* Bce npoAykTbl NpefHa3HayYeHHble ANS OfHOPA30BOr0 NMPUMEHEHUSI He
[0/KHBI NCMO/b30BaTbCA MOBTOPHO HecobnoaeHne aToro Tpe6osaHus
BCNEACTBUE CHUKEHWNS TOYHOCTU KOMMNOHEHTOB MOXET MPUBECTU K
OC/IOKHEHWAM BMOTh 0 pPa3pyLlleHus v noTepu umnaaHTara'

¢ [nAa cobcTBeHHOI 6e30nacHOCTU NepcoHan JOMIKEH BCerja HocuTb
COOTBETCTBYIOLLYIO 3ALLUTHYIO OfEXAY

e TayneHT foMXKeH GbiTb YI0XEH TakuM 06pa3oM 4YTOGbl ONACHOCTb
BAbIXaHUA AeTaneil 6bina cBegeHa K MUHUMYMY

* CnepgyeT NpUHATbL Mepbl BO M36exaHne BAbIXaHUA U NpornatbiBaHus
pacnosioXeHHbIX BO PTy nauueHTa getanei

Mo6ouHble ABNEHUA

Mpun ncnonb3oBaHun komnoHeHToB Ffadent®/Xive'-' anameTp KOTOpbIX Gonblue
[MameTpa MMNAaHTaTa MOXeT BO3HUKHYTb pasjpaxeHne nepuuMniaHTUTHbIX
MArKUX 1 TBEPAbIX TKaHel

WHdopmaumsa o 6esonacHocTy B ycrioBusax MPT
KomnoHeHTbl Xive'/Friadent' ocTawouwmecs B Tene nayueHTa nocne
MMNAaHTauuM He NpoBepsnnch Ha 6e30NacHOCTb M COBMECTUMOCTb B
YC/I0BUAX NPOBEAEHNA MarHNTHO-pe30HaHCHOI Tomorpaum 'MPT  OHM Talok<
He noaBsepranncb NPOBEpPKe Ha HarpeBaHWe CMeLLeHUe Un onGKn
N306paxeHns Ha CHUMKax npA-nposegeHnn MPT CteneHb 6e3onacHocTv
KOMMNOHeHTOB Xive*"Frad9-'r B ycnosuax npoBegenus MPT HeusBecTHa
CkaHupoBaHue nauveHTa ¢ TakuMM KOMMNOHEHTaMW MOXeT NPUBECTU K TpaBme
o6cnepgyemoro

MouyBa -<3 M3MeHeHNa co.<oaHeHbl
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KOBOACTBO MO NMPpMMeEHEHUIO

3Ap0o6HbIe YKa3aHUsi MOXHO HaliT B PyKOBOACTBE MO XUPYPruu.

Optoneaun 1 nabopaTopHbIM Npoueaypam.

1pavoit abaTmMeHT Fnadent* MP v yrnoBoii abatmeHT Xive® MP n3roToBneHsbl
‘B TUTaHa 1 BbINYCKAOTCA C Pa3/IMiHbIM JUaMeTPOM 1 BbICOTON AecCHbl [na
/KaX 0¥ BbICOTbI IeCHbI ANA NPAMbIX a6aTMeHToB MP umetoTca
CoOTBETCTBYIOWME BUHTLI MP Insert ans npuBuHunBaHma MP Insert k
umnnaHTaty [Ans dwukcauuym npote3oB Ha abatmeHTax MP nmetoTcsi BUHTHI MP
AN MOCTOB WM 6aN0YHbIX KO/INAaYkoB

YKA3AHWE: Mepes ycTaHOBKON abaTMeHTa MOXeT OKa3aTbCA HEO6X0ANMbIM
[ONONTHNTENbHOE NpenaprpoBaHne okpyxatoLei kocTn OkoHuaTesibHoe
nosnoxeHve abaTMeHTa NPOBEPSIETCA C MOMOLLbI0 PEHTTeHa

Mepep ycTaHOBKOW a6aTMeHTa ouMCTUTE BHYTPEHHEE NPOCTPaHCTBO
nMnnaHTaTa

BHUMAHWE; AuHamoMeTpuyeckne Hacagkm Knoda-TpeLLoTkn 3aMeHatoTcs
nocne makcumym 5000 onepauuii uam 3 neT akcnayaTauum

dukcauunsa npamoro abatmeHta MP/MP abaTtmeHTa PS
YctaHosute MP Insert B umMnnaHTaT v 3adukcupyiite ero BuHTom MP Insert
3aTArMBaembIM c ycunmem 24 Hix< MP Insert MOXHO 3aKpbiTb BUHTOM-
3arnylwkoit MP. 3akpy4YmMBaeMbIM C MOMOLLbIO LWeCcTUrpaHHoil oTBepTkn 0.9 MM
3artem 3auweiite gecHy 6113ko k abaTtMeHTy MP

Mpu npuMeHeHnn koHuenuuu "Platform-Switch" (coeguHeHue nnatgopm
pas/IMYHOro AnameTpa) pekomMeHAyeTcs Mcnosib3oBaTb a6aTMeHT MP
cnefylolero MeHblero guamMeTpa. Bonee noapo6Hyto MHhopmaLnio Bbl
HaligeTe B MHhOpPMaLMOHHON 6powtope PS Step-by-Step

dukcaumsa yrnosoro abatmeHta MP

YrnoBoii abatMeHT MP cocTouT 13 yrnoBoli BctaBku MP Insert ¢
MHTErpMpoBaHHbIM (OMKCUPYIOLLMM BUHTOM 1 BCTABHOI rO/IOBKM YCTaHOBUTE B
MMNnaHTaT NoAxXoAALLY0 YI/10Byl0 BcTaBky MP Insert ¢ nomMoLbio
npeABapuTeNbHO CMOHTYPOBAHHOTO BCMOMOraTesIbHOr0 MHCTPYMeHTa 1
BbICTaBbTE abaTMeHT COOTBETCTBEHHO [Ns Nyyliero goctyna K
hUKCMPYIOLLLEMY BUHTY MOXHO M30THYTb UHCTPYMEHT B CTOPOHY 3aTsHuTe
hMKCUPYIOLLUIA BUHT C KPYTALWMM MOMEHTOM 24 Hem Vcnonb3yiite ans
NPUBUHYNBAHNS OPTONeANYECKUI KNOY-TPELLOTKY C LWeCTUrpaHHoi
OVHAMOMETPUYeCKO Hacaakoin 1,22 MM UAn AUHAMOMETPUYECKUIA YrnoBol
HaKOHEYHUK C HacafKoii-oTBepTKoi 122 MM C LWeCTUTPaHHNKOM Ypaanute
npe/BapuTENbHO CMOHTUPOBAHHBI BCMOMOraTesibHbIli UHCTPYMEHT nyTem
nosopoTa BfieBo BcTasky MP Inseh:

OuncTUTE BHYTPEHHEE NPOCTPAHCTBO YrnoBoi BcTaBku MP Insert Ana
Nlyywero focTyna K hukCUpyoLeMy BUHTY MOXHO M30THYTb UHCTPYMEHT BHe
nonocTu pra nauyueHTa B CTOPOHY Tenepb 3akpoiiTe yrnosyt BcTasky MP
COOTBETCTBYOLLEll BCTABHOI ronoBkoii BcTaBHas ronoska MP cukcupyeTcs
Ha 3afiHeli CTOPOHe BCMOMOraTeslbHOr0 MHCTPyMeHTa U 3aBUHYMBAETCH C ero
nomMoLLbio [leMOHTaX OcyLlecTBAseTCs NyTeM NoBOpoTa NpefBapuTenbHO
CMOHTVNPOBAHHOIO BCMOMOra*e/IbHOro MHCTPyMeHTa

6 3aknioueHne BCTaBHYIO rO/IOBKY 3aBMHUYMBAOT MNIaHToBogoM Friadent-’ ans
BUHTa MP Insert ¢ NOMOLLbIO K/KOYa-TPELLOTKN WU YII0BOTO HaKOHEYHMKa C
ycunmem 24 Hem MP Insert MOXHO 3aKpblTb BUHTOM-3arnylkoin MP
3aKpy4MBaeMbiM C NOMOLLbIO WECTUTPaHHOW oTBepTkN 0,9 MM

CHATME OTTUCKOB

TexHuKa 3akpbiTON NOXKK

OO6KpyTUTE BUHT-3arnywKy MP ¢ noMoLbl WecTUrpaHHoi oteepTkn 0 9 MM
[ina cHATUA OTTUCKA BKPYTUTE C NOMOLLbIO LEeCTUTPaHHOK oTBepTkn 0 9 Mm
crnenoyHblil TpaHcdep Fnadent® MP ansa 3akpbiToil NoXkn B abatMeHT MP
3akpoiiTe WecTUrpaHHoe 0TBEPCTME BOCKOM U 3aTeM CHUMUTE OTTUCK C
MOMOLLbIO 3aKpbITO NOXKN [ocne 3aTBepAeHNa OTTUCKHOrO MaTepuana
13BNEKNTE OTTUCK M yaanuTe CAenoyHblii TpaHcdep Friadent® MP ans
3aKpbITOW NOXKM 3aBepHUTE B abaTMeHT MP BUHT-3arnyLwKy C NOMOLLbO
wecTurpaHHoit oteepTkn 0 9 MM lMpn Heo6xoAMMOCTW npownudyiite
BPEMEHHbI1 npoTes3

MeToA OTKPbLITOW NOXKN

OTKpYyTUTE BUHT-3arnywKy MP ¢ NOMOWbHO WeCcTUrpaHHoi oteepTkn 0.9 MM
[NA CHATWS OTTUCKA YCTaHOBWUTE CNenoyHblii TpaHctep Fnadent* MP ans
OTKPbLITON NOXKN Ha abaTMeHT MP 1 3aBepHUTe BUHT MP ANA OTKPbITOW NOXKK
C NOMOLLbIO LWECTUTPaHHOW OTBEPTKM 122 MM OTTUCK CHUMAKT METOLOM
OTKPbLITOW NoXkn [ocne 3aTBepAeHNs OTTUCKHOTO mMaTtepuana OTKpyTUTe BUHT
MP ANS OTKPbLITOI NIOXKN U 3aTeM U3BEKUTE OTTUCK 3aBepHUTe B abaTMeEHT
MP BUHT-3arnyLIKy C MOMOLLbIO LIECTUrPaHHON oTBepTk 0 9 MM [Mpu
Heo6X04MMOCTUN NpoLWNNdyiiTe BPEMEeHHbIV NpoTe3 3aTeM W3rotoBbTe MoAe/b
C Mackoli Cnm3ncToi

Mocne 3aTBepaeBaHns runca yaanuTe CnenoyHblii TpaHcep v 3ameHnTe ero
COOTBETCTBYIOWMUM abaTMeHTOM

M3rotoBsieHne opTorneanyeckoro npoTresa

Ocob6ble ykaszaHusa
» [pu BbiGope abaTMEHTOB HEO6XOAMMO YUuTbIBaTb ANAMETP W aHTYNALMI0
MMnnaHTaTa a Takxe BbICOTY [E€CHbI

C€ICC

M[I MpownssoaguTens

Dentspiy implants

WWW dentsplvirnplant5.com
WWW dentsplvsirona com

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

e [Ona wmnnanTtatos Frialit*/Fnalit*-2 D 6 5 ucnonb3yiite abaTtMeHTbl Ans
npotesos D 5.5

¢ KOHTakTupyloLme ¢ MMNIaHTaTOM MOBEPXHOCTMN /IOObIX KOMMOHEHTOB He
[0/DKHBbI NoABepraTbCa NeckocTpyliHoli 06paboTke unm obpabaTbiBaTbCA
Kakum-n1m6o gpyrum cnocobom

« bBanouyHble KoNNaukn He paspeluaeTcs 3anvsaTtb

TexHuKa 3aKkpbITOW /TOXKU
3aBepHUTe crnenoyHblie TpaHcdepbl MP Ha aHanor MP Takoro xe guameTpa
BnpaBbTe cnenoyHble TpaHcdepbl B OTTUCK U U3rOTOBbTE MOAE/Nb

MeTog OTKPbLITON TOXKK

YcTaHoBuUTe aHanor MP Ha c/ienoyHble TpaHcdepbl 418 OTKPbITON SI0XKN U
3acukcupyiite ero BAHTOM MP Ans OTKPbITON NOXKN

[NA U3roToBMEHNS NHANBUAYASTbHBIX 6aN0YHbIX KOHCTPYKLMUA 1 MOCTOB
YyCTaHOBUTE Ha aHanorv NNTble WU BbDKUTAeMble OCHOBAHWUSA KOPOHKM
Fnadent® v Tyro 3akpyTuTe COOTBETCTBYIOLLME BUHTbI C MOMOLLbIO
LwecTUrpaHHoii oTBepTkn 1,22 MM Kapkac MogenupyeTtcs BOCKOM W
oTnmBaeTcs ocne NoAroHkW Kapkaca, npy KOTOpoit Heo6xoAnMO 065A3aTeNbHO
yunTbiBaTb NacCUBHYIO NOCaAKy €ro 061L0BbLIBAIOT U OKOHYATE/IbHO
oTAenbiBalT JIToe OCHOBaHUE KOPOHKM HEO6GXOAMMO OT/IMBATL TO/bKO CO
cnnaBaMy C aHaN0rMYHbIM KO3(h(PULMEHTOM TEN0BOrO paclMpeHns’
[lononHutenbHas o6paboTka NocafouHo NOBEPXHOCTU He TpebyeTcs

[lNA M3roTOBNEHMA NOJIHBIX MPOTE30B YCTAHOBKTE 6GasioyHble Konaykn
Friadent® Ha aHanor MP u 3akpenuTe ux BUHTOM MP Ans 6an0uHbIX KOANavkos
3arem npunasite 6anku, obpaboTaiiTe n 3anonupyite 6anoyHble KONNaydku n
6asku

BHWMAHWE: BanouyHble KO/MNaykn He paspellaeTtcs 3annBaTb.

YcTaHOBKa opTonefmnyeckoro nportesa

BbiBEpHUTE BMHT-3arnyLwky MP ¢ nomoLybio WwecturpaHHoii otseptku 0.9 Mm u3
abatmeHTa MP npoBepbTe NAOTHOCTb 3aTSXKM BUHTA MP unu, B cnydyae
yrnoBbix abaTtMeHToB MP - BCTaBHOI rofioBkM (MOMEHT 3aTsxXku 24 Hewm)
nocne 4Yero yctaHoBute npoTe3 Ha abaTmeHTbl MP. BTynkn gnsa dumkcauum
npoTte3oB MP MOryT ycTaHaB/MBaTbCA Ha CyLLeCTBYHOLWA NN HOBbIA 3yGHOI
npotes-'MocT [lpun ycTtaHoBKe cneauTte 3a TeM 4To6bl abaTMeHT MP 6bin
npaBuIbHO YCTAHOB/IEH B UMMNIAHTaT U Mexay abaTtmeHTom MP u
MMNNaHTaToMm He 6blna 3axara mMarkas TkaHb [locne npoBepKn NaccUBHOM
nocajku npoTesa Tyro 3aTsiHUTe BUHTbI NPOTe3a C MOMOLLbIO LIeCTUrPaHHOMN
oTBepTKM 1,22 MM C ycunvem 24 Hem 1 npn Heo6X0ANMOCTH OTperynupyiite
OKK/11031t0

POopMbl MOCTaBKU - YC/TOBUA XpPaHEHUA * cTepunulaunsa

JNlabopaTtopHble 1 NpoTe3Hble KOMNOHEHTbI Friadent*/Xive® noctaBnatoTCcsa He
CTepUNbHbLIMU W NpefHa3HayYeHbl ANS 0A4HOPAa30BOro 1CNONb30BaHUA. Bo
n3bexaHne oWNn60K C KOMMNOHEHTaMK Pas/IMYHOro AnameTpa, Ha ynakoBke
MMeeTCcsA COOTBETCTBYIOLWAA LBeTHas MapkupoBka A6aTMeHTbl Xive® MP PS u
BTy/Ka ANs dmkcauyum npote3os MP UMEOT COOTBETCTBYHOLLYIO S1a3epHYI0
MapKk1MpoBKy Bug n pasmep ykasaHbl Ha 3TMKeTKe npogykTa

Mpn nospexaeHun 6IMCTEPHOI yNakoBKM AW NO NCTEYEHWUU CPOKa FOAHOCTM
npuMeHeHne N1abopaTopHbIX W NPOTE3HbIX KOMMOHEHTOB Friadent®/Xive®
HegonycTumMo MmMnnanTathl Friadent'®/Xive® cnegyeT XpaHuTb B OPUTMHaIbHOW
ynakoBKe Mpy KOMHaTHOIi TemnepaTtype XpaHWTb B 06bIYHbIX ANA
cTomartofiornyecknx kabuHetos ycnosusx Ob6eperaiiTe oT BO3geincTeus
NPSIMOro CO/THEYHOTO cBeTa

BAXHO; Bce HecTepubHble geTanun nepes Mcnosib3oBaHnem npu
MaHUNyALUAX y NayMeHTa oYncTuTb NpoAe3MHgMLMPoBaTh U
NpoCTEPUIN30BaTb NO YTBEPXAEHHOMY MeToAy Pa36opHble MHCTPYMEHTbI
[AEeMOHTMPOBATL AN1A OYNCTKM WX paspellaeTca cobupatb Ans cTepunnsaumm
TO/IbKO B CyXOM COCTOSIHUM VICKNioYeHneM u3 aToro saBnseTcs abaTtMeHT Xive®
MP yrnosoii ganblue HauMHas c nyHkta ' [1oAroToBKa K cTepuausauum

MpeacTepunnsaunoHHas pyyHas oyncTka

3HaunTeNbHbIe 3arpA3HEHNs yaanuTb cpasdy nocne Ucnosnb3oBaHna (MArkow
HeliNoHOBON LWeTKOW [0 NOMHOTo OTCYTCTBUS BHELUHUX NPU3HAKOB
3arpasHeHuns”

YnbTpasBykoBas ouncTka (anbTepHaTUBHbIA MeToA, B Clyyae CU/IbHOTO
3arpsisHeHus)

CnepgyeT cTporo co6ntofatb BpemMs BO3JelCTBUA W KOHLEHTPaLMI0 yKa3aHHble
OUPMOIA-U3roToBUTENEM YUCTALLENO CpeacTBa

MaLlmHHas nojroToska

Ans achheKTMBHOI MalUMHHOI NOAroTOBKM TpebyeTcs npefcTepunmsalnoHHas
py4Hasi ouncTka

15 MaLUMHHON 0YMCTKM crnefyeT UCMOob30BaTh NpeAHa3HAYEHHbIe /151 3TOro
annapatbl /18 OUUCTKU U [e3nHGeKUMn a Takke cpeAcTBa AN OYUCTKU U1
HeliTpanusauun Cob6noaaTh ykasaHua pupMbi-U3roToBuTeNs annapata Aisa
ounCTKM U ge3nHdekynn [o3upoBaTb ¥ NPUMEHSATH CPEeACTBA /11 OUNCTKUA U
HeliTpanusaunn cornacHo ykasaHusam upMmbl-u3rotosnTens PekomeHayeTcs
nporpaMma o4ucTku ¢ TepmogesnHdekymeii ‘A- > 3000}

MpaBa H3 nameHiiHna co”pai-eH»

Dentsply

Sirona
Implants

B rom unun ciirncHe wca ] ac-*.-,

3ee u3ge.tn'a



PyKoBOACTBO MO NPUMEHEHUIO

[ina 04nCTKN pekoMeHAyeTCs UCMOo/b30BaTh BOAY ONpesesIEHHOro KavyecTsa -
AeMUHepanM3oBaHHylo BOAy WU BOAY COOTBETCTBYIOLLYIO 3TON CTeneHn
4YnCTOoTbI
MeToA MalUMHHOW NOArOTOBKM GblN YTBEPXAEH AN CNyyaeB NPpUMeHeHUs
cnefylowmnx maTepruasoB u annapaTos
« ABTOMaTUYECKUi annapat Af1s 04YUCTKM U ae3nHdekummn Tuna G 7836 CO.
Mieie & Cie KG Gutersloh
* [Mporpamma ounctkn VARIO-TD
MpepaBapuTenbHas NPOMbIBKA XOM04HOW BOAOKA 4 MUH
Ouuctka 10 muH npu Temnepatype 45 - 55 'C
Heiitpanusauyua 6 MuH
MpomexyToyHas NPOMbIBKa XOM0AHON BOAON 3 MUH
TepmogesnHdekymsa 5 muH npu Temnepatype 90 'C (An 2 3000)
Cywka 30 muH npu Temnepatype 105 'C
¢ UYuctawee cpeactso Neodisher MediCiean (0 5 %, = HeliTpanusyiowee
cpeacteo Neodisher Z (0,1 %). Or Weigert. Hamburg
MoApo6Hble yKazaHUs NO PYYHOI U MALLUMHHOW NOATrOTOBKE NpUBEAEHbl B
nHcTpyKumn Dentsply Implants «CTepunusauma n yxog 3a UHCTpPyMeHTaMu»

Crepunusaumna

CTepunusauuio cnegyeT NpoBOANTL NO crefyloleii cxeme

' ToaroToBKa Kk cTepunusauuu: fletanu 3anamMuHupoBatb B
npefHa3Ha4YeHHble 415 3TOr0 CTepuIM3aLnoHHbIe nakeTbl Ha kaxaom
CTEPUNN3ALMOHHOM MakeTe A0/KHbI 6biTb YKkasaHbl MHAMKATOP
cTepunusaumm 1 gata ctepunusayum

2 Crepunusayus:

Cub  “eTOf FevreeEnypa

MunasHR
BEVA B DK

“lepeipeThiH Ba>ryymubn meTton u32'C 4 Mum 20 MuH
vap K(hpakLuMoHnpoBaHublii 135'C 3 MuH

{tbopsakyym,
MeperpeTsbiii MpasButaymonmelii -121°C 30 MuH 20 MuH

nac
' MviHHManbHoe Bpems BLINEPAKA Nepuos paGouero pe/kima aruHHee a 3aBUCUT OT annapata

3 XpaHeHue: CTepunn3oBaHHble AeTann XpaHuTb B CyxoMm Henbl/ibHOM
MecTe Nnpu KOMHaTHO TemnepaType oT + 18 C o m25°C 3awmwartb oT
NPAMOro CO/THEYHOro cBeTa

ABTOpCKMe npaBa M TOBapHbIl 3HaK
Bce npaBa coxpaHeHbl HuW ofgHa u3 yacTteii faHHOro pykoBOACTBa No

NPUMEHEHMNIO HE MOXET BbITb BOCMPON3BEAEHA B KAKOM-N160 hopme 6e3 iCHO

BbIPAXEHHOTo NMUCbMEHHOTo COrslacusi NPOM3BOAUTENSI UK NepepaboTaHa ¢
NOMOLLbI0 3/1EKTPOHHBIX CUCTEM Pa3MHOXEeHa IM60 pacnpocTpaHeHa Kakum
nn6o ApyruMm cnocobom

Xive® Fnalit® Frialit®-2 n Friadent® siBNsiloTC TOBapHbIMWU 3HaKaMu hpMmbl
Oentspiy Implants Manufacturing GmoH

TpaHcnopTupoBKa

TpaHCnopTMPOBKA U XpaHeHWe MOTyT OCYLLECTBASTLCS C NOMOLLbIO NH06bIX
TUNOB KPbITbIX TPAHCMNOPTHBIX CPEACTB B COOTBETCTBUM C Npasuiamu u
NONOXEHUAMWN NPUMEHUMBIMW K BbIGPAHHOMY CNOCO6Y TPaHCMOPTUPOBKA B
Avana3oHe Temnepartyp ot -40 ' C o C 50 ' C c BIaXHOCTbIO [0

O61acTb NPUMEHEHUs N YC/IOBUS 3KCnyaTauum

CrtomaTonorua 3y6Has uMmnnaHtTonorms MpogyKTbl AO/KHbI
3KcnayaTuposartbcsa npu Temnepatype ot +32 ' C o -42 ' C

Ytunnunsauyua

[ns yTunusaumm ynakoBkvM 1 KOMNOHEHTOB cobntogaliTe gelicTeytowme B
HacTosilee BpeEMS HalMOHaNbHble NpaBuna yTunusauum oTxoLoB B Baweii
cTpaHe

Mognexat yTunusaunm kak nagenvs knacca 6

[apaHTVA Ha cucTtemMy mmMmnaaHTaTtoB
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BoawvAguum

O6bACHEHNE CMMBOOB

Cumson HanmeHoBaHue cumeona

M3rotosutens

[Jata nsrotoBnexHusa

Mcnonb3osatb Ao

LOT Kog napTtum

REF Homep no katanory

He gonyckaTb BO3AeiCTBNA CO/THEYHOro cBeTa

f f Bepeub oT Bnarn

He ncnonb3oBaTtb npy NOBPEXAEHUN YNaKkoBKu

He ctepunbHo

3anpert Ha NOBTOPHOE NpUMeHeHue

D ® O6patuTech K MHCTPYKLUU MO NPUMEHeHUo

c€/C €

EBponeiickoe CootBeTcTBue (EC)

Tonbko Mo peuenTy Bpaya

(BHUMaHue' B cooTBETCTBUM C
3akoHogaTenscTsoM CLUA npogaxa AaHHOro
npenapara MOXeT NPou3BOAUTLCS TONbKO
cToMarosioramMmy WM Bpayamum UMERLWUMn
NIVLEH3MI0 Ha OCYLeCTB/IEHNE MeANLVHCKO
[eATEeNbHOCT NMBO MO UX NPeAnucaHuto -

UConly

MD MegauumHckoe usgenve

KoathcpuymeHt Tennosoto oacwmpshus ' 9x 'L Terwepstypy npejgsaputenpHoro Harpesa  33C
Temnepatypa nuTba m '45C C

MNpaBa -a /BmemBiMa coxpanaHs!
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/TepeBo/ C aHIIMINCKOTO U HEMELLKOTO SI3bIKOB Ha PYCCKUiIi A3bIK/

3aBepeHHada konus

= /WTramn:
I BeHcxaiim, 21 cheBpans 2023 T.
/Moanucsk/
[-p CtedhaHn KopsuHyc (Stephanie Corvinus)
1 Ctapwmii MeHeXep N0 HOPMaTUBHO-NPaBOBOMY perynnposaHuto/

PYKOBOACTBO MO MPYMEHEHWIO

HacToswmm 3aBepsieTcs NosHOe COOTBETCTBME NpuiaraeMoii Konum npesocTaBieHHOMY OpUrnHany.
beHcxalim, 21 cheBpans 2023 r.

/Moanuck/

[-p NeHa Kyubuga (Lena Kuzbida)

HoTapuyc

/TeyaThb:

[-p NeHa Kyubunga (Lena Kuzbida)
HoTtapuyc B beHcxainme/
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TO/HeH nepeBogunKoM AiinosiHom JaBmaom eoprmeBuyem.

Poccuiickaa degepauns
Mopog MockBa
MATHaAUaToro MapTa fiBe TbiCauu ABajuaTh TPeTbero roga

A, Mowuceesa Jlunua BnagumumposHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOA/IMHHOCTbL NOANWUCK NepeBoAYMKa AiinosHa JaBuga Feopruesmya.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL NoAnuncasLLlero LJOKYMEHT YCTaHOB/IeHa.

3apernctpupoBaHo B peecTpe: Ne 50/995-H/77-2023- ((?m-
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Instructions for Use

Dr. Stepnanie Corvinus

Xive® Prosthetics

Gingiva Former C and Transfer Coping C

Description of the System

The Xive* implant system is designed for replacing one or more missing teeth in
patients to restore chewing function It comprises dental implants, cover screws
transmucosal abutments, other prosthetic components as well as surgical and
prosthetic instruments

Indications for Use

Xive* system components may only be used in conjunction with original
products and tools n

NOTICE: Xive® Gingiva former C are used to support Xive* and Friaiit®
Implants.

Xive* Gingiva Former C / Xive* Gingiva Former C Slim / Xive® Gingiva
Former C PS

Aesthetic shaping of soft tissue

Xive® Transfer Coping C/ Xive® Transfer Coping PS C/ Xive® Transfer
Coping PickUp C1 Xive* Transfer Coping PickUp PS C

Transferring the implant position to the master model

Xive® TransferCap C

Auxiliary part for precisely transferring to the master model for impression-
taking with the Xive® Transfer Copings C (dosed tray technique)

System Components / Accessories

Friadent® Laboratory and Milling Implant
To fix the prosthetic components m the master model or the milling base

Contraindications
Allergy or hypersensitivity to titanium alloy or polymers

Warnings

Read the instructions for use prior to using Xive® laboratory and prosthetic
components Xive* laboratory and crosthetic components may only be used for
their intended purpose according to the general rules for dentai/surgicai
treatment occupational safety and accident prevention. fMhe indication and the
use are unclear, treatment should be suspended until these points have been
clarified The following instructions are not adequate enough to allow
mexDerienced clinicians to provide professional implant-prosthetic dentistry We
recommend that an experienced clinician provide proper use instructions Xive*
laboratO7 and prosthetic components should only be used by dental
technicians dentists and surgeons that are trained and experienced m oral
surgery as well as diagnosis and pre-operative planning

Dentsply Implants Manufacturing GmbH is not liable for damages resulting from
use outside the intended use of the product

Inform us (Dentsply Sirona) and your competent/reguiatory aiithority m the case
of notice of tife-threatening incidents or a severe deterioration in health status
related to one of our products

CAUTION; Compatibility of the components

When using prosthetic and auxiliary components, general complications related

to prosthetic restoration could arise such as

« Aspiration or swallowing of comoonents used in the mouth of the oatient

« Do not mix-up Friadent® Gingiva Former and Transfer copings with Xive®
Gingiva Former C and/or X:ve* Transfer Coping C

Precautions

The following precautions are to be met prior to or during treatment.

* Prior to each procedure it must ce ensured that all necessary compof’ents
instruments and materials are avaiiaoie m tne 'mequired quantities and are
fully operational

« All products intended for smgie use must not be reused Failure to ODse’ve
this can result in a loss of comoonent orecision and the risk of complications
through to fractures and implant losses'

« Always wear protective ciothmg for your own safety

« Position the patient so that the danger of asoiration of components is
minimized

« All components that are used mtraorally must oe secured to prevent
asDiration or swallowing

CCIC €
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Adverse Reactions

When using Xive® components with a diameter larger than the implant, irritation
of the peri-implant soft tissues may occur

MR) Safety Information

All Xive* products, which remain in the patient s body, have not been evaluated
for safety and compatibility in the MR environment They have not been tested
for heating, migration, or image artifact mthe MR environment The safety of
the Xive® products in the MR environment is unknown Scanning a patient who
has such a product may result in patient injury

Application

Use of the Xive® Gingiva Formers C

After the healing phase, the implant is uncovered and the cover screw removed
The inside chamber of the implant is cleaned and a gingiva former (matching
diameter interproximal space, height not being in conflict with the occlusion and
adapted to soft tissue thickness) is screwed in hand-tight with a 1 22 hex-
screwdnver A slim gingiva former can be used for situations with limited mesio-
distal space A gingiva former PS can be used when a festauration with
diameter-reduced abutments is planned All gingiva formers are color-coded
and laser-tagged according to the diameter and gingiva height Ensure that the
gingiva former is seated correctly Ensure that there is no soft tissue trapped
between the gingiva former and implant The soft tissue is sutured tightly and
tensionless around the gingiva former Final prosthetic restoration can begin
once the soft tissues have completely healed Ensure that the gingiva height
matches the final abutment

Impression taking

Transfer Technique {closed tray)

Place the Xive® Transfer Coping C accurately into the implant and hand-tighten
the screw with a hex driver |.22.

Click the TransferCap C onto the transfer coping Inject elastic impression
materia! around the transfer coping, then take the impression Remove the
impression tray once the material has set Leave the TransferCap C in the
impression tray Remove the Transfer Coping C from the implant and replace it
with a Gingiva Former C Seat the Transfer Coping C on the implant analog and
tighten the screw Ensure that the flat areas of Transfer Coping C coincide with
the flat areas on the TransferCap C and reseat the transfer coping into the
impression

PickUp-Technique (open tray)

Place the Xive* Transfer Coping PickUp C accurately into the implant and
hand-tighten the screw with a hex dnver 1 22

Inject elastic impression material around the Transfer Coping PickUp C then
take the impression Once the material has set. loosen the screw and remove
the impression Seat the implant analog on Transfer Coping PickUp C and
hand-tighten the screw

Impression taking PS

When using the platform switch concept (PS), use of a gingiva former C
transfer coping C and EstheticBase with the next smaller diameter is
recommended

You will find more information in the Xive® Prosthetic Manual

Delivery - Storage - Disposal

Xive® laboratory and prosthetic components are shipped non-sterile ana are
intended for single use only Do not use Xive® laboratory and prosthetic
components after the expiration date or if the blister is damaged Store Xive™
laboratory and prosthetic comoonents at room temperature in the original
packaging under conditions normal for dental practices. Do not expose to direct
sunlight

For ease of identification the components are color-coded and laser markec
For type and size see product label

F ¢ disoosal of the packaging and components comply with the currently
applicable national waste disposal regulations m your country

To be disposeo of as a product of class B

Cleaning and Sterilization

IMPORTANT: P'sor to clinical use. all components and instruments denvereo
non-sterile must be cleaned disinfected and sterilized according to a /aiidate:
method Instrui®ents that can be disassembled must be disassembled fc"
cleaning and may be assembled again for stemizahop only m a dry cordit’on

SuGiect io .viicci.t oro" r-orce
ciro’ a-- ri.a-idce
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Instructions for Use

Products that are not heat-resistant, such as the TransferCap. must not be
sterilized They must be disinfected in a cold disinfectant solution (e g CIDEX
OPA from Johnson & Johnson or ID 213 from DURR-DENTAL AG) in
accordance with the manufacturer's instructions

Manual pre-cleaning

Coarse soiling must be removed immediately after use (soft nylon brush until
visibly clean)

Ultrasonic cleaning (optional for very heavy soiling)

The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed

Mechanical processing

Manual pre-cleaning's necessary to ensure efficient mechanical cleaning

Suitable washer disinfectors as well as cleaning and neutralization agents are to
oe used for mechanical cleaning The instructions from the manufacturer of the
washer disinfector must be followed Cleaning and neutralization agents are to

be dosed and used in accordance with the manufacturer's instructions A
cleaning program with thermal disinfection (A- > 3000) 's recommended
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning
The mechanical processing method was validated with the following mntens";
and devices
« Washer disinfector, type G 7836 CD, Miete & Cie KG, Gutersloh
¢ Cleaning program VARIO TD
Pre-nnsing with cold water 4 mm
Cleaning 10 min from 45-55 'C
Neutralization 6 mm
Intermediate rmsmg with cold water 3 mm
Thermal disinfection 5 mm at 90 'C (A: s 3000)
Drying 30 min at 105 'C
« Cleaning agent neod'sher* MediClean (0 5 %) mneutralization agent
neodisner* Z (0 1%) Dr Weigert. Hamburg

For detailed information on manual and mechanical processing please refer to

the Dentsply Sirona Implants Instructions for Sterilization and Instrument Care

Sterilization

Sterilization is to be performed corresponding to the following scheme

1 Preparation for sterilization: Place components m a sterilization pouch
which ,s legally marketed for use with the recommended sterilization
parameters Every sterilization package must have a sterilization indicator
and sterilization date

2 Sterilization:

Method  Cycle Temperature Exposure Time' Dry Time j

Siear'i Dynamic an" removal 132 X 4 Min 20 Mm
Iprevacuumr 135 X 3 Min

Steam Gravity displacemer”t 121 X 30 Mm 20 Min

« Vlinimur® exposufe limes 'tie operating ' mes are enger and Tay “ary depending or itie device
Storage: Store the sterilized components dry and dust-free at room
temperature of IS" Cto +25 ' C Protect from direct sunlight

Copyright and Trademark

All rights reserved No part of these instructions covered by the copyright
hereon may be reproduced or used m any form or by any means - grapnic,
electronic or mechanical including photocopying recording taomg. or
information storage and retrieval systems - without the permission of Dentspiy
Implants Manufacturing GmpH

Xive- Fnaiit* Frialit*-2 and Friadent*' are registered trademarks of Dentspiy
implants Manufacturing GmbH

Transportation

Transportation and storage can be earned out with the help of any types pf
coverpr) vehicles in accordance with rules and regulations applicable to tne

selected mode of transportation at a temperature range -40'C to +50'C w-tn a

humidity of up to 80%

Application Area and Operating Conditions

Stomatology Dental impiantoiogy The products snould oe operated a: a
temperature of 32 Cto wwR'C

Disposal

For disposal of the packaging and components comply with the currently
applicable national waste d'sposa reg4,.iations m your country

Shelf life
1O years in its ongma packaging
Expiration date inOicatec on tne ‘abeurg

CEIC €
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Dentspiy irnplan*3 Manufacuf'ng ‘ji

www,dentsplvimplants,com
www.dentsplvsirona com
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The implant system warranty

For full implant systems warranty information, refer to the deta'j
conditions in the Implant Systems Warranty leaflet

Authorized representative of the manufacturer?
territory of the Russian Federation

LLC Dentspiy Sirona
Russian Federation. 115432, Moscow Andropov Avenue 18, Building » n
Tel *7(495) 725 10 87

Valid for registration (Russia)
Kit of the Prosthetic components PS and MP for dental system Xive’

Explanation of Symbols

Jinis"- ;0 mEsnys .viii-o-,' ,
Dentspiy
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Implants



BOACTBO MNO NPNMEHEHUIO

cTema npote3npoBaHua Xive®

Dentsply
Sirona
Implants

[Ns 03HaKOM/IEHUs C
VHCTPYKUMUSIMN MO
MCroNb30BaHUIO 1 rnoccapuem

pmupoBaTtesib gecHbl C 1 cnenoYHblh TpaHcep C  CR® gmeorce nepeiame v cain

CaHune CncTtemMbl

CucTeMbl UMNNAHTaTOB Xive® npeAHa3HayeHbl /159 3aMeHbl 0HOr0 WK
HeCcKo/IbKMX nmnianTatoB OTCyTCTBME 3y60B Yy 60/bHbIX 15 BOCCTAHOBNEHUA
xeBaTenbHon yHKLUN

CucteMbl BKItOYAOT 3y6GHbIe UMMAAHTaTbl, BUHTbI-3aryLWKN, TPAHCAECHEBbIE
abaTMeHTbI 1 ipyrne opToneAnyeckne KOMMOHEHTbI, a Takke HaGopsbl
XUPYPrNYECcKUX 1 OpTonefuYecknx MHCTPYMEHTOB

Moka3zaHuA K NPUMEHEHNIO

KOMMOHEeHTbI cuctembl Xive* MOXHO MO/0/1b30BaTh TO/IbKO BMeECTe C
OpUrNHaNbHbIMW U3AENNAMU N NUHCTPYMEHTaMU.

BHVUMAHWE; ®opmumpoBaTenu gecHbl Xive® C npegHasHayeHbl Ans paboTbl ¢
nmnnanTatamu Xive® n Fnalit®

dopmupoBaTenu gecHol Xive® C/ Xive® C Slim / Xive® C PS
3cTeTnyeckoe hopMUpoBaHUe MATKUX TKaHel

CnenouHble TpaHcdepsl Xive® C / Xive® PS C/ CnenouHble TpaHcdeps
ON5 OTTUCKA OTKPbITON Noxkoi Xive® C / Xive® PS C
MepeHoc NOMOXEHUS NMMIAHTaTa Ha OPUTMHANIbHYIO MOAe b

OTTUCKHOW konnayok Xive* TransferCap C

BcnomoraTesibHas ieTasb 419 TOYHOTO NepeHoca Ha OpPUTMHAabHY MoAesb
NPy CHATWAM OTMevaTka C MOMOLLbIO C/IeNOYHbIX TpaHcepoB Xive® C (MeTogoM
3aKpbITON NOXKN)

CucteMHble KOMNOHEHTbI / MpuHagnexHocTn

Na6opaTopHbIA cTanbHOW aHanor umnaaHTara Ana pesepoBaHus
Friadent®

[na dukcalmm NpoTeTUYecKnx KOMMOHEHTOB Ha OPUTMHA/IbHOK Modenn unu Bo
¢hpesepoBaHHOM LOKONE

n poTnBONOKasaHuUA
HeunsBecTHbl

MpepynpexaeHus

O6na3aTenbHO NpoynTaliTe faHHOe PYKOBOACTBO Nepes npuMeHeHuem
NabopaTopHbIX N NPOTETUYECKNX KOMMNOHEHTOB Xive® JlabopaTopHble u
npoTeTnyeckne KOMNOHEHTbI Xive* MOryT UCMOMb30BaTLCA TOMbKO MO
npefycMOTPEHHOMY Ha3HAaYeHUI B COOTBETCTBUM C OGLMMU NpasuIamm
CTOMaTOos/I0r1N ' XMpyprun ¢ cobnofieHnem NonoXeHniA oxpaHsl Tpyaa u
TEXHWKM 6e30MacHOCTW. Mpu BO3HWKHOBEHNM BONPOCOB OTHOCUTE/IbHO
nokasaHuii unm cnoco6a NpUMeHeHWst cnegyeT 0TKasaTbCst OT UX
MCMONb30BaHNS A0 BbISCHEHWS [AHHbIX BONPOCOB [1puBe/eHHbIX Huxe
VHCTPYKLMIA He0CTaToO4YHO AnA o6ecneyeHns NoNHOCTLI0 6e30NacHoOro
NeYeHns B c/lyyae NPOBeJEHNs ero HeomnbITHbIMU BpayaMu-MMnaaHTonoramm
B CBSI3N C 3TUM Mbl pEKOMEHAYeM MPOBECTU MHCTPYKTaX MO faHHOMY BUAY
neyeHnst 6onee OMNbITHLIMW Konneramu JlaGopaTopHble U npoTeTuyeckne
KOMMOHeHTbI Xive® pa3pellaeTca WCMosb30BaTh TO/IbLKO CTOMaTo/I0ram
BpayaM U 3y6HbIM TEXHUKAM, KOMNETEHTHbIM B 06/1aCTWN XUPYPruyecKoii
CTOMaTONOrMK, BK/OYAs ANArHOCTVKY M NpeAonepaLyoHHoe NaaHupoBaHme
Dentsply Implants Manufacturing GmbH He HeceT 0TBETCTBEHHOCTM 3a yLiep6
BO3HUKLLUI BCNEACTBUE HeHaj1exallero Ucnonb3oBaHua npogykra

BHUMAHWE: CoBMeCTUMOCTb KOMMNOHEHTOB

Mpy npumeHeHUn nabopaTopHbIX U NPOTETUYECKUX KOMMOHEHTOB B OTAE/bHbIX

cnyyasx Habnwaanucb cnegyroume ocnoXHeHns

* BpabixaHne unu npornaTbiBaHWe UCMOJb3yeMbIX BO PTy nNauveHTa getanei

« HecosmecTumocTb thopmuposaTtens gecHsl Friadent® n cnenoyHoro
TpaHchepa Fnadenf* ¢ chopmuposatenem gecHsl Xive* C n'vnu
cnenoyHbIM TpaHcdepom Xive® C

BHUMAHWE: laHHaa cuctema MmMniaHTaToB He NpoOXoAuna npoBepKy Ha

6e30NacHOCTb U COBMECTUMOCTL ¢ o6cnefoBaHuamMn MPT Cuctema He

nojsepranacb WCMbITAHUAM Ha HarpesB WK CKOPOCTb MUrpauun npu

o6cnepoBaHnax MPT

Mepbl npegoCcTopoOXHOCTH

Mepes Ha4YanoM WU BO BPEMS NMPOBEAEHNS NIEYEHNSt HEO6X0AMMO COB/IAATL

cneayiouime Mepbl NPesoCTOPOXHOCTU

«  Tepes KaxablM XMPYpruyeckuM BMELLATeNbCTBOM CreayeT y6eanTes B
TOM 4TO BCE HEOGXOAMMbIE AE€TaNN WHCTPYMEHTHI U BCMIOMOraTe ibHbIe
CPeACTBa JOCTYNMHbI B TPE6YEMOM KO/IMYECTBE 1 HAXOAATCS a MNOJIHOCTbIO
MCMPaBHOM COCTOSIHUM

c€/C €

Mpoussogutens
Oentspiv imolants ManuT3cTurwyg

www.dentsplvimplants.com
WWW dentsplvsirona.com
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e TIpoAyKTbl, NpegHa3HauYeHHble A/ 0AHOPA30BOro NPUMEHEHWS, HUKOTAA HE
[OJKHBI UCTONb30BaTLCA NOBTOPHO Hecob/o4eHre 4aHHOro Tpe6oBaHus
MOXeT NPUBECTU K CHKEHWIO TOYHOCTU KOMMOHEHTOB U PUCKY OC/OXHEHUIA
BM/10Tb 10 NEpesioMa v NoTepu UMnaaHTara'

e [ns co6CTBEHHOI 6e30nacHOCTV BCceraa HageBaiTe 3alluTHYIO ofexay

e TaLneHT JO/MKEH GbiTb YNIOXEH TakMM 06pa3oM uTO6bI ONACcHOCTb
BAbIXaHWUs AeTaneii 6bina cBeAeHa K MUHUMYMY

e CnepfyeT NpUHATL Mepbl BO U3GEXaHWe BAbIXaHUS U NpornaTbiBaHUs
KOMMOHEHTOB, PACMO/IOKEHHbIX BO PTY naumeHTa

Mo60uYHbIe ABNEHUSA

Mpy ©cnonb3oBaHUM KOMMOHEHTOB Xive® fuaMeTp KOTOpbIX NMpeBbillaeT
AvamMeTp MMMAaHTaTa MOXET BO3HUKHYTb pasfpaxeHue nepuuMniaHTaTHbIX
MArKUX TKaHew

MHpopmauma o 6e3onacHocTu B ycnoBuax MPT
KomnoHeHTbl Xive®/Fnadent®. ocTawlnecs B Tesne nayueHTta nocre
nMmnaaHTayun, He NPoBEPAINCE Ha 6e30MacHOCTb U COBMECTUMOCTb B
YCNOBUSIX NPOBEAEHNA MarHUTHO-pe30HaHCHoi Tomorpacun (MPT) OHuM Takxe
He nojBepranncb NPOBEpPKe Ha HarpeBaHue CMeLLeHue Wan OWnGKN
n306paxeHns Ha CHUMKax npu nposegeHun MPT CreneHb 6e3onacHoOCTH
KOMMNoHeHTOoB Xive®/Friadent® B ycnoBusix npoBegeHus MPT HeusBecTHa
CkaHMpoBaHWe nauyeHTa ¢ TakuM1 KOMMNOHEHTaMU MOXET NPUBECTU K TpaBme
o6cnegyemoro

MpumeHeHne

Mcnonb3oBaHne hopmuposaTtenen gecHbol Xive™~'C

Mocne aTana 3axuBieHUst 0cBOGOANTE UMMAAHTAT U OTKPYTUTE BUHT-
3arnywky OuncTUTE BHYTPEHHIOI MOI0CTb MMMNAAHTaTa W BKPYTUTE BPYUHYHO
cdhopmuposatesib fecHbl (COOTBETCTBYIOLWWIA AuamMeTpy UmniaHTaTa
MEXMPOKCUMasIbHOMY NMPOCTPAHCTBY W TOMLMHE MATKUX TKaHel BbicoTa
KOTOPOro He A0/IXHA NPensiTCTBOBaTb OKK/11031M) C MOMOLLbIO LWECTUrPaHHO
otBepTkn 1.22. Mpn orpaHNYeHHOM Me3MOoAUCTallbHOM PacCTOAHUA MOXHO
1Cnonb30BaTh TOHKWI hopMupoBaTesb AecHbl. PopmupoBaTesb AECHbI C
dyHKUMeli PS MOXeT NpUMEeHATLCA B c/lyyae 3aniaHMpoBaHHO pecTaspauum
npy nomoLy abaTMeHTOB YMEHbLLIEHHOTO AnaMeTpa Bce dopmuposaTenu
[lECHbI UMEIOT LiBETOBYIO WM Na3epHyI0 MapKMpPOBKY B COOTBETCTBUN C
AvamMeTpoM U BbICOTON AecHbl CnepuTe 3a NpaBubHONM NocafKoi
copmmpoBaTens fecHbl He fonyckaiiTe 3axatus MArknx TKaHeil mexay
uMnnaHTatom u hopmmupoBaTtenem gecHb! lMpueiiTe fecHy NNOTHO n 6e3
HanpskeHUs BOKpYr hopmupoBatens fecHsl OKoHYaTeslbHOe npoTesnpoBaHue
[LO/XHO NMPOU3BOANTLCS MWL NOC/Ie NOHOTO 6e3yNPeyHoro 3axnBAeHNs
NEePUUMNNAHTUTHBIX MATKUX TKaHel Y6eauTech, Y4TO BbiCOTa AECHbI
COOTBETCTBYyeT napamMeTpam KOHeYHOro abaTmeHTa

CHATNE OTTUCKOB

MeTog CHATMA OTTUCKA (3aKPbITON NTOXKOM)

AKKypaTHO pasmecTuTe CnenoyHblit TpaHcep Xive® C B umnnaHTate u
3aTSHUTE BUHT C NOMOLLbIO LIECTUrPaHHON 0TBEpTKM 122

YctaHoBuTe TransferCap C Ha cnenoyHblii TpaHcdep O6pblraiite CrenoyHbli
TpaHcep 3/1aCTUYHBIM OTTUCKHLIM MaTepuanoM 3 3aTeM CHUMWUTE OTTUCK
Mocne 3aTBepAeBaHNa MaTepuana U3BnekUTe OTTUCKHYIO NOXKY [pn aTOM
TransferCap C ocTaeTcsi B OTTUCKHOI NOXKe YAanuTe cenouyHblii TpaHcdhep
C 1 3aKkpoiiTe UMNAaHTaT chopmmpoBaTenem AecHbl C YCTaHOBUTE CIEMNOYHbIiA
TpaHcpep C Ha aHanor MMNNaHTaTa 1 3aTAHUTe BUHT Y6eauTechb, YTO MbiCKK
cnenoyHoro TpaHcepa C coBnagatoT ¢ nbickamu TransferCao u BcTaBbTe
CNenouYHblii TpaHcep o6paTHO B OTTUCK

MeToA OTKPbITOW TOXKN

AKKypaTHO pa3MecTuTe C/enoyHblii TpaHcdep C Ans oTTMCKa OTKPbITON
NOXKOW Xive ®e nMmnnaHTare v 3aTAHUTE BUHT C NOMOLLbIO LIECTUrPaHHOMN
oTBEPTKM 122

O6pbi3raiiTe cnenoyHblii TpaHcep C ANA OTTUCKA OTKPbITON /TOXKOI
3N1aCTUYHBIM OTTUCKHBIM MaTepuasioM a 3aTem CHUMUTE OTTUCK [locne
3aTBepAeBaHus maTepuana oTKPyTUTe BUHT U U3BMIEKUTE OTTUCK YCTaHoBUTE
aHasnor uMnaHTarta Ha cienouHblii TpaHcdep C 1 BPyUHYH 3aTAHUTE BUHT

CHATME OTTUCKOB NO NpUHLMNY nepekntoyeHnsa nnargopm (PS)
Mpu npumeHeHun koHuenuumn Platform-Switch" (PS) (coeguHeHne nnatcopm
pas3nuyHoro gnameTpa: pekoMeHayeTcs MCnosb3oBaTb hopMupoBaTesb AeCHbI
C cnenouHblii TpaHcthep C u Estnet’cBase cneayioLero MeHbLWero guamerpa
Bonee noapo6Hyto MHpopmauno Bbl HailieTe B pyKOBOACTBE N0 NpoTeTuke
Xive®

MpaBa Ha M3MEHEHNA COXOaHeHbI

Dentsply

Sirona
Implants

B 'CM nnAu MHOM oerucHe mupa Mc”n 6bab a0 *y"Hbl
-e 3ce usnenns

w.JC "aHvie uHpoom iLHH
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PYKOBOACTBO MO NPUMEHEHUIO

¢‘0pr| NOoCTaBKN - YC/1IOBUA XpaHeEHUA ECTepunnsauna
NabopaTopHble 1 NpoTeTUYeckne KOMMNOHEHTLI Xive* nocTaBnAlnTCA B
HecTepunbHOM BuAe U NpejHasHauyeHbl 419 04HOPA30BOro UCMNosb30BaHUA
Mpy nospexaeHn 6NCTEPHOI ynakoBKM AW NO UCTEYEHUN CPOKa FOJHOCTU
npuMeHeHne nabopaTopHbIX U NPOTETUUECKUX KOMMNOHEHTOB Xive®
HeflonycTUMO XpaHuTe na6opaTopHble ¥ NpoTeTUYeckne KOMMOHEHTbI Xive®
npy KOMHaTHOW TemnepaTtype B OPUrMHabHOI ynakoBke nNpu 06bIYHbIX ANA
cTomartonornyecknx kabuHetos ycnosusax Ob6eperaliTe oT Bo3geicTBnsa
NPSIMOTro COJTHEYHOro cBeTa

Ans ypo6cTBa naeHTUdUKALMN Ha ynakoBke NMeeTCs COOTBETCTBYoLas
LBeTHaa 1 nasepHas Mapkuposka Tvn 1 pa3mep U3fenus ykasaHbl Ha ero
3TnKeTKe

BAXXHO: Mepef ncnonb3oBaHWeM B KIMHUYECKOV NpakTuke ace KOMMNOHEHTbI n
MHCTPYMEHTbI, MOCTaB/IEHHbIE B HECTEPWU/IbHOM COCTOSIHUM CrieflyeT O4nCTUTb
npoAesnMHpULMPoBaThL N NPOCTEPUNIN30BATL MO YTBEPXAEHHOMY MeToay
Pa360opHble UHCTPYMEHTbI Nepef 04YNCTKOl Heobxoaumo pasobpatb Wx
paspeluaeTcs CHoBa cobpaTb A8 CTepUIM3auuy TO/IbKO NOC/e MOIHOTOo
BbICbIXaHNA

HeTepmocToiikue npogykTel Hanpumep TransferCap He paspelsaeTcs
cTepunusoBatb VX Ae3nHgekymsa AoMKHa NPON3BOANTLCS B XOMOAHBIX
[e3nHMEKLMOHHbIX pacTBopax .Hanpumep CIDEX OPA npou3BoacTBa
Johnson & Johnson wnun ID 213 npoussogctea DURR-DENTAL AG) cornacHo
yKasaHusM npoussoauTens

MpeacTepuIM3auMoHHas pyyHas oumcTka

CusibHble 3arpsi3HEHNst He06X04MMO YAaNATL Cpasy nocsie UCMoNb30BaHNs
MSIrKOVi HENIOHOBOW LLETKOW 40 BU3yasibHOW YMCTOTbI:

YnbTpasBykoBasi ouncTka (OnumMoHanbHbIi MeToA, B criyyae
KpaliHero 3arpsi3HeHus)

CnepyeT CTPOro co6/104aTh BPEMSI BO3AEWCTBUSA U KOHLLEHTPALMIO YKa3aHHble
(PMPMOIi-M3roToBUTENIEM YMCTALLETO CPEACTBa

MalnHHas nogrotoBka
Ans achhekTMBHOM MaLIMHHON NOATOTOBKM TpebyeTca npeAcTepunnsaloHHas
py4Has ouncTka
Mpn MalMHHOI 04YNCTKe criefyeT NCMNob3oBaTb NOAXOAALNE MOKM-
Ae3nHGeKTopbl a Takke CpeAcTBa [ OUUCTKU W HelTpanusaunum
Cobniopaiite ykasaHus oT (PUPMbI-U3roTOBUTENS MOIiKU-fe3nHdekTopa
[lo3npyiiTe 1 npuMeHsiiTe cpeAcTBa 415 OUUCTKU W HEATpanusauum cornacHo
yKazaHuaM (PUpPMbI-M3rotoButens PekoMeHAyeTcs nporpaMmma OYUCTKU C
Tepmogae3nHdekumeii ;a r 3000)
[N 04MCTKM XenaTesibHO UCMNOo/b30BaTh JeMUHEPA/IN30BaHHYI0 BOAY WK
BOAY, COOTBETCTBYIOLLYIO [JAHHOI CTENEHN YNCTOThI
Metof mMalnHHON NAroTMBUK BbiN yTBEPXAEH 418 CllyYaeB NPUMeHeHUs
cnefyowmx MaTepranos 1 annapatos
* ABTOMaTMyeckas Mmoiika-ge3nHdekTop Tuna G 7836 CO Mieie & Cie KG
Gutersloh
« T[porpamma ounctkm VARIO-TO
MpepasapuTenbHas NPOMbIBKa XO/OAHON BOAOW 4 MUH
Ounctka #OMuH npu TemnepaTtype 45 - 55 'C
Helitpanusauus 6 MuH
MpomexyTo4YHasi NPOMbIBKa X010HOV BOAON 3 MUH
TepmogesnHdekuna 5 muH npu Temnepatype 90 'C (A, > 3000)
Cywka 3Q muH npu Temnepatype 105 X
¢ UYucrawee cpeactso Neodisher MeOiCiean (O5 %) ' HeilTpanusytoLiee
cpegcteo NeoOisher Z (3 i %) Dr Weigert Hamburg
MoApo6Hble yKasaHWs Mo py4HO U MalUWHHOW NOArOTOBKE MPUBEfEHbI B
nHcTpykuun Dentsply Implants «CTepunusauns nyxog 3a UHCTPyMeHTamm»

Crepunusauuns

CTepunusauuio cnegyeT NpoBOAUTbL MO creaytoleli cxeme
MoproToBka K cTepununsaymmn: MomecTute KOMNOHEHTbI B
CTepUNN3aLMOHHBbI/ nakeT AOCTYMHbIA B 06bIYHOV Npogaxe Ans
1CMNO/Ib30BaHUS C PEKOMEHAYEMbIMU NapameTpamu ctepunusayum Ha
KaKA0M CTepUIN3aLNOHHOM NakeTe AO/MKHbI GblTb YKa3aHbl UHANKATOP U
farta ctepunusauum

2 Crepunusauna

MeTton Linkn Temnepatypa MuHUMaNbHM Bpewms
CYLLK/
MeperpeTbiii  BakyyMHbIil MeToA n2.c MUH " MUH
nap PO3KUMNHNOOBAHHbIN 3 MUH
copBakyym
MeperpeTbiii  MpaBUTaUMOHHASA 121°C 33 muH MUH
nap oTkauka BO3ayxa

1 /Ka.4H'3 YMHUMANbHOY OPeMs BblNep».KN Ha NpaH.rmke obpaoprka laH.HMaeT 6onblue epeiK.HW 1 i
pa.iMuaTh'.f B .aBMCUMOCTM OF annapata

XpaHeHne XpaHuTe CTepUIN30BaHHbIE AeTasin B CyXOM HeMbl/IbHOM
MecCTe Mpu KOMHATHO Temnepatype oT - '8 ', go 25 C 3awwwaTtb oT
npAMOro Co/IHe4YHOro ceeta

CEIC €

! J I'IpOI/I3BO,Cl!I/ITeJ'Ib
Dentsply ‘mplaMR ¥Y--|O.Y.;1
A A -3m '
www.dent&plyimoiants com
www.dentsplvsirona.com
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ABTOpCKUE NpaBa 1 TOBapHbIA 3HaK

Bce npaBa coxpaHeHbl Hu ogHa u3 yacTeii HacToswero”™/
NPYMEHEHNI0 He MOXeT GbiTb BOCMPOM3Be/eHa B Kakoii-or,
BbIPaXEHHOTO NMMCbMEHHOTO Corlacua NpousBoauTens, ata.,

C NMOMOLLbI0 3/1EKTPOHHBIX CUCTEM, Pa3MHOXEeHa WU pacnpo:

nm6o Apyrum cnoco6om 6e3 COOTBETCTBYIOLLErO paspeLleHns
Dentsply Implants Manufacturing GmpH

Xtve* Fnaiit*. Fnalit*-2 v Friadent* asnsatoTcsa saperncTpHposaHHbif*,
TOBapHbIMK 3Hakamu komnaHuu Dentsply Implants Manufacturing Grr#

TpaHcnopTupoBkKa

TpaHCnopTMPOBKa U XpaHeHne MOryT OCYLLeCTBAATLCSA C MOMOLLbIO Nto6bI
TUNOB KPbITbIX TPAHCMOPTHbIX CPEACTB B COOTBETCTBUM C NpaBuiaMun u
NONOXEHNSIMW, NPUMEHUMbIMU K BbIGPAHHOMY CMOCOGY TPAHCMOPTUPOBKM B
AvanasoHe Temnepatyp ot -40 ~C go C + 50 ' C ¢ BnaxHocTblo o 80%

O6nacTb NMPUMEHEHNA U yCnoBUA aKcnyataunmn

Crtomatonorua 3y6Has uMmnnaHtonorus MpoaykTbl 4O/MKHbI
3KCnayaTmposartbCca npu Temnepatype ot +32 " C go uml ' C

Ytunusaunsa

[Ns yTUnusaumm ynakoBku v KOMMNOHEHTOB co6/oaiiTe geiicTeyiowne B
HacTosllee BPEMS HaLMOHa/bHbIe NpaBuia yTUnn3auyum oTxofoBs B Baleii
cTpaHe

Mopanexar yTunmsaumm Kak usgenvsi knacca b

FapaHTvm Ha CuctemMy mmnaaHTatToB

[O151 Nofy4yeHns NosIHOM MHgopMaLWy 0 rapaHTM UMMNIAHTATOB CM
nofpoGHble rapaHTuiiHble YCN0BKS Ha CUCTEMY WMMNIAaHTaToOB

OduymnanbHbIi NpeagcTaBuTelb NPON3BOANTENS Ha
Tepputopun Poccuiickon ®epepaynm

000 «[leHTcnnait CupoHa»

115432 Poccus. MockBa npocnekT AHgponosa . 18 kopn 6

Tel +7 (495) 725 10 87

cis@dentSDivsirona com

[OeicTBUTENbHO ANA cnefyrwmnx MeanyuHCKNX n3gennia
B Poccun

Hab6op KOMNOHEHTOB BCoMoraTenbHbIX PS u MP gns ctomaToniornyeckoro
npoTesnpoBaHnsa cuctembl Xive'

O61bACHEeHME CUMBOJIOB

CumBon HaumeHoBaHne cumBona

a J M3roTtoButens

|WT| J[lata n3rotosneHus

Mcnonb3oBaTb /10
LOT Kog, naptum
REF Homep no katanory

He fonyckaTb BO34€eliCTBUS CO/IHEYHOTO CBETa

Bepeub oT Bnarn

{ § ) He vcnonb3oBartb Npu NoBpexeHnn ynakoBkun

He ctepunbHo
/éTCTILfX

® 3anperT Ha NoBTOPHOE NPUMEHeHNe

O6paTuTech K MHCTPYKLMW MO NPUMEHEHNIO

Mp3B.T HA U3SMEHEHNS COMNO3NEHbI

Dentsply

Sirono
Implants

B rom urn nHom oer'noHe mupa '“or/T 6biTb 4OC /'Hb:
He 3ce usgenus

AHAT HCP)PVB



LWCTBO MO NMPMMEHEHUIO

3 l I VCO EBponeiickoe CooTseTtcTtane (EC)
e

TonbKoO Mo peuenTty Bpada
IVI (BHumaHve' B cooTBETCTBUM C
3akoHogartenscTsom CLUA npogaxa faHHOro
niAX only npenapata MOXeT NPOu3BOAUTLCS TONbKO
cTomartofnioraMn UM Bpayamv UMetoLwmumMm
NINLLEH3MI0 HA OCYLLEeCTBNEHNE MeULVHCKO
featenbHocTM 60 No UX NpeAnucaHnto )

H MeaunuuHckoe nsgenve

C€lce

] Mpownssoautens
O'intspw inplacrs

WWW dentsplyifTiplarns.oot®
WWW dentsplvsifona.CQfTi
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MpaBa Ha U3MEHEHUA FroXpaneHb.

B 'm0 UTM UHOM pervoHe Muca Mor,n1 ob
He ace usgenua

le n-cp.'cm v>
m e
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Die wortliche Ubereinstimmung vorstehender
Abschrift mit der mir vorliegenden Urschrift
wird hiermit beglaubigt.
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/MepeBO C aHIIMIACKOTO U HEMELLKOTO 13bIKOB Ha pYcCKuii A3biK/

3aBepeHHas Konus
/WTamn:

BeHcxalim, 21 deBpans 2023 T.
/Mognuce/

O-p Crechann KopsuHyc (Stephanie Corvinus)
CTapwuii MeHe>Xep N0 HOPMATUBHO-NPaBOBOMY perynvposaHuio/

PykoBOACTBO MO NPUMEHEHMUIO

HacTtoslw,um 3aBepseTcs NosiHoe COOTBETCTBME MpuiaraemMoil Konum npegocTaBeHHOMY OpuruHany.
BeHcxaiim, 21 despansa 2023 .

/Mognuce/
[O-p NeHa Kyubuga (Lena Kuzbida)
HoTtapwuyc

/MeyvaTb:

[-p NeHa Kyuyb6uga (Lena Kuzbida)
HoTapwuyc B beHcxalime/
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MepeBopN\ALLHOMO TeKCTa BbIMOMTH NepeBogYMKoM AiinosaHom asnaom Meoprmesmnyem.

Poccuiickaa ®Pegepaums
["opog MockBa
MaTHaguaToro mapTa ABe TbiCAYN [BajLaTb TPETbero roga

A, Mowuceesa Jlunus BnagumupoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYMA
NOANMHHOCTbL MoANMcK nepesofumnka AinosHa fasmga Meopruesmya.

Moanuck caenaHa B MOeM MPUCYTCTBUN.

JInyHocTb nognucasLlero 4OKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2023-
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