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Xive® Implant System

Xive® S plus Implants D 3.4 - D 5.5

Instructions for Use

Description of Nee System

The Xive* implaiit system is designed for replacing one or more missing teeth in
patients to restore chewing function. It comprises dental implants, cover screws,
transmucosai abutments, other prosthetic compor>eots, as well as surgical and
prosthetic instruments.

Oeneral information

Xive* threaded dental implants are intended for surgery implantation in the
alveolar and/or basal bones of the mandible or maxilla to provide support and
retention of the denture (e. g. bridge, single tooth, cover prosthesis) to restore
the masticatory function of the patient.

Ordering information and Dimensions

See the current product catalog for updated and detailed information about the
products.

Materiai
See the current product catalog for material information of the products.

Indications

The Xive* S plus Irplams D 3.4- D 5.5 are for single-stage or two-stage
surgical procedures and cemented, removable or screw retained restorations.
The Xive* S plus Implants D 3.4- 0 5.5 may be used for Immediate placement
arxj function on single tooth and/or multiple tooth applications when adequate
primary stability is achievable, with appropriate occlusal loadirg, in order to
restore chewing function. Multiple tooth applications may be splinted.
TempBase

Placement head for implant insertion; serves as a basis for temporary
restoration and index registration in conjunction with the TempBase Cap

Contraindications

Contraindications customarily associated with elective oral surgery should be

observed when selecting patients. These include:

« Clotting disorders e.g. anticoagulant therapy, inhented or acquired clotting
disorder

» Bor>e and wound healing disorders e.g. uncontrolled diabetes, metabolic or
systemic disorders which affect bone or wound healing: general restnctions
on elective surgery apply to tobacco and alcohol abuse

« Immunosuppressive therapy e.g. chemotherapy and radiation therapy

« intraorai infection or inflammation e.g. pehodontitis

* Uncontrolled parafunctlonal habits e.g. bruxism

* Inadequate oral hygiene

« Patient not prepared to undergo total oral rehabilitation

« Untreatable ocdusal/articulation disorders and insufficient interarch space

« Insufficient height and/or width of bone / insufficient soft tissue coverage

Warnings

Please read the instructions for use pnor to using Xive* implants. Xive* implants

may only be used for their intended purpose according to ttie general rules for

dental/surgical treatment, occupational safety and accident prevention

Xive*/Friadent* components must only be used for medical/dental procedures

with the Xive* Implant system. Ifthe irtication and use are unclear, treatment

should rxx be carried out until all of these points have been clarified. The

following irtstructions are not adequate to allow inexperienced providers to

provide professional implant dentistry We recommend that an expenenced user

provide proper use instructions. Xive* implants must only be used by dentists

ar>d surgeons with training and expenence in oral surgery as well as diagnosis

ar>d preoperative planning.

Dentsply Implants Manufacturing GmbH is not liable for damage resulting from

use outside the intended use of the product.

Oral surgery may cause general complications. These include:

« Components in the patient's mouth can be swallowed or aspirated.

« Nerve injury

+ Implantdislocation in the maxillary sinus

m  Perforation of the maxillary sinus, mandibular base, lingual plate arxt the
inferior alveolar canal

« Fracture of the jaw bone

* Necrosis due to inadequate cooling or excessive torque

* Excessive bone loss requihng intervention

« Edema

« Loosening after ingrowth/implant loss due to insufficient osseointegration

ci/ &
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< Inrare cases, implant breakage can occur under extreme un”vorable
loading conditions (prosthetic overload, severe bone resorption)

e Perlimplarrtitis

e Infections

e Post-operative bleeding

e latrogenic trauma

« Esthetic or functional complications

« Suture dehiscence

Possible complications with the product or application include:

« Jammed or over-tightened placement head (TempBase)

« Loss of implant due to an over-tightened cover screw

Precautions

The following precautions must be observed prior to and during treatment.

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

« Always wear protective clothing for your own safety.

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

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

* Observe the maximum speed.

«  Comply with the recommended speed dunng preparation with drills: m
particJar, avoid a reductkxi in speed.

« Cutting instruments should be replaced after about 20 uses or if they are
damaged or dull.

« Ensure adequate cooling.

« Extertsive manipulation of the implant (e.g. change of prosthetic
components) should be carried out at the earliest after the osseointegration
phase, unless absolutely necessary.

* No product interxied for single use may be reused. Noncomphance generally
leads to the nsk of infection arxt complications due (o a loss of accuracy of fH
and the precision of the components This may lead to fractures through to
implant loss.

Adverse Reactions

« Dysesthesia or paresthesia due to rterve injury

* Necrosis due to inadequate cooling or excessive torque
» Excessive bone loss requiring intervention

* Hyperplasia of the oral mucosa

» Estiietic or functional complications

* Edema

* Hematoma

* Temporary local swelling

» Temporary anesthesia or paresthesia/impaired mastication
« Pain

MRI Safety Information

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

Application

Preoperative prosthetic planning

Dunng preoperative planning, it must be established that there is adequate
height arxt width of bone to allow placement of the implant The width of the oral
and vestibular borte lamella should be at least 1.5 mm. Appropnate radiographic
preoperative analysis is necessary to determine the position of important
anatomical structures. Augmented areas must show complete and mechanically
stable regeneration prior to receptor site preparation Using Fnadent" Select
components improves surgical planning.

Preparation of the implant site
Adequate bone quantity must be available.

There are 2 types of instruments
« Type 1with shaft in accordance with ISO 1797-1

SuOjeci to change without pnor notice
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Instructions for Use

. 2 with shaft in acccMXiance with 1ISO 1797-1 and hexagon clamping
system (HXSS)

Instruments with the HXSS used with the appropnate contra-angle offer

improved transmission.

NOTE: Use the implant driver for D 3.8-0 5.5 implants vnhen seating the D 3 8-
D 5.5 screw implant (without TempBase)

ATTENTION;

Checking the depth: there are two types of depth markings on the drills.

* Type 1 has laser ring markings only.

« Type 2 has grooves and laser bar>d markings.

The laser nng markings arxl grooves correspond to the implant lengths The

laser band markings are for orientation purposes. In addition, the implant site
depth can oe checked with a depth gauge.

The Xive® depth stops ensure that the correct depth is reached. Pull the depth
stop, with the color-coding towards the top. over the dnil tip. Additional
instruments are rxX required for depth stop removal.

implant OrSlsequence Rec. drill
diemetar (Drillwithout designation « Twist OrW Anterior or Posterior) spaed
The round drill can be used to smooden the ndge or to mark the
caracal bone.
D 34 mm 02.0 -Oa O— D34 - Twist Drill Crestal 03 4 800 rpm
D .18 mm 020 -030- 034 .038 - TwstDnll Crestal D3.8 800 rpm
D 45mm 020 -030 - 034 038 - 045 - Twist Dnll Crestal D4.5 800 rpm
0 55mm 02.0 - 03.0- 034 - 03.8- 04.5- 05.5- TwistDnll 800 rpm

Crestal 0S5

ATTENTION: The Twist Drill Crestal must generally be used (see the
following information). The only exception is missing cortical bone.

Firul preparatron is accomplished with a Twist Drill Crestal at a recommended
speed of 800 rpm. The depth is dependent on the tjone quality/density:

e 6 mm preparation in type D | bone.

e 2 mm preparation Intype O IV bone

The depth of the Twist Dnll Crestal should not exceed 4 mm for implants 8 mm
in length. The Friadent® Drill extension can be used In case of limited space. It
must always be used with the long internal imgalion tube.

Ensure there is sufficient internal and external irrigation when drilling.

In case of a very dense cortical bone (type 0 1), the Xive* Tap must be used at
a speed of 15 rpm after implant site preparation with the Twist Drill Crestal. If
the thread region of the tap is countersur”. then the site preparation depth is

6 mm. To use the lap without an integrated contra-angle, the implant driver for
screw implants D 3.4 artd TempBase must be used (with 0-ring to improve
TempBase seat. Replace the 0-ring if the clamping effect decreases).

Screw implant placement

Use the Fnadent” implant driver without 1SO shaft with the Fnadent” ratchet

Use the Fnadent® implant driver with I1SO shaft iwithout HXSS with the contra-

angle.

Use the Xive® implant driver with 1SO shaft to drive in Xive* implants with the

corresponding ratchet insert and Xive® ratchet or contra-angle. Set the arrow on

the switch button of the Xive®ratchet according to the direction of insertion

(clockwise).

Use the Xive® extension instrument without internal cooling to extend

instruments as required. Do not use as a drill extension! Align the flattened

shaft of the instrument with the dot markings on the Bxtenston

instrument/ratchet insert and snap rnto position.

1 Openthe box and remove the non-sterile outer blister

2 Open the outer blister and hand the sterile inner blister to the dentist or drop
it onto the surgical tray.

3. Hold the inner blister horizontal while opening it to prevent the cover screw
from falling out

4. Remove the implant holder (shuttle) from the inner blister.

5. Place the implant driver for contra-angle or ratchet into the internal hex of
the TempBase. Check that it is firmly in place and if necessary secure the
implant against rotation by pressing the opposing wings of the shuttle
together gently.

6. Gently bend open the shuttle and remove the implant (Avoid touching the

osseous threaded section).

7. Place the implant into the prepared site

8. Screw the implant into the prepared site at 15 rpm until the top of the
implant is 0.4 mm supra-crestal (The transition between implant and
TempBase can be determined by the Fnadent® color-coding.)

ATTENTION: If the torque reaches 50 Ncm during seating then the
TempBase must be removed and the implant screwed in using the implant
driver for screw implants D 3.8-D 5.5. After implant insertion, the TempBase
is screwed into the implant for index registration or to fabricate a temporary
restoration.

CC/CEi

Manufacturer
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RoOenbacrier Chaussee 4, 63457 Harau Gerr-any
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The following options are available at the time of implant
placement

Submerged healing phase

The TempBase is removed by loosening the retaining screw with the 0.9 mm
hex driver. The cover screw is screwed into the implant and the soft tissue is
sutured over iL Make sure no soft tissue is trapped between the implant and the
cover screw. When using the platform switch concept (PS), use of a cover
screw with the next smallest diameter is recommended.

You will find more information on this in the PS Step-By-Step brochure.

Index registration

The position of the implant is trarrafened to the master model with the aid of the
TempBase. The TempBase Cap rs press-fitted onto the TempBase until it srtaps
into position. The Cap is then luted to the surgical stent with lightcured resm.
Remove the stent with the TempBase Cap ar>d remove the TempBase from the
implant Cover the implant with the cover screw and suture the soft tissue back
into place. A provisional restoration can be fabricated and delivered at the
second stage Model ~brication is accomplished in the laboratory by mountir>g
the TempBase on an implant analog.

Fabricating a temporary restoration with the TempBase

Functional and non-functional immediate loading

Functional immediate loading is only possible if all Xtve” implants have
sufficient pnmary stability. The functiortal immediate loading may or*y be
performed on single tooth replacement on pnmarily splinted or on implants
secorxtarily connected by stable ngid components.

The TempBase remains in the implant after implant insertion. Rettghien the
retaining screw with the hex dnver without torque control. Shorten the
TempBase Cap and fabricate a provisiorul wito a template. Fiber matenai is
fastened to the TempBase Cap groove tor complex restorations

Uncovering the implant after the healing phase

After the healing phase (3-4 months), the implant is uncovered arx| the cover
screw removed. The healing phase should be adequately exterxled if
augmentation procedures were performed The inside chamber of the implantis
cleaned and a gingiva forming component of matching diameter and soft tissue
thickness is screwed into position. Ensure that the gir>giva forming component is
seated correctly. The soft tissue is sutured tightly around the gingiva forming
component- Prosthetic restoration can begin once the soft tissues have
completely healed

Post-operative care

Instruct the patient regarding the need tor regular oral hygiene For the first 7-10
days post-op, oral hygiene can be supplemented by a suitable anti-microbial
rinse. Mechanical loading of the implant site should be avoided m the post-
operative period. A relined provisional restoration can be worn tor esthetic
purposes.

Delivery - Storage - Disposal

Xive® S plus implants are manufactured from commercially pure grade 2
titanium under GMP standards. The implants are available m various lengths
arx| diameters. For ease of identification, the various implant diameters are
colour-coded on the respective packagir>g (03.4 mm = gray. D3 6 mm « yellow
04.5 mm = blue, D5.5 mm - red). Fortype arvl size see product label

Xive®S plus implants are gamma sterilized arxt are intended tor single use
only. Xive®S plus implants must not be re-sterilized. Do not use the Xive' S
plus implants after expiration of the sterilization date or if the seal flap is
damaged or missing or if the outer blister is damaged Store Xive”S plus
implants at room temperature from -rIS'C to +30’ C in the original packaging
under conditions normal tor dental practices Do not expose to direct sunlight
For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in Russian Federation.

Implants and cover screws tor implants after use - as waste class B
(epidemiologically hazardous waste)

Templates, packaging of products, as well as products with an expired shelf life
and not in use - according to waste class A (epidemiotogically safe waste,
similar with MSW).

Cleaning and Sterilization

IMPORTANT: Prior to clinical use, all components and instruments
delivered non-sterile must be cleaned, disinfected arkl sterilized
according to avalidated method. Instruments that can be disassembled
must be disassembled for cleaning and may be assembled again for
sterilization only in adry condition

SuDiect to change without pnor nonce
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Instructions for Use

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
cleanirtg 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 are 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 in accordance with the manufacturer's instructions. A
cleaning program with thermal disinfection (Ao 2 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning.
The mechanical processlr>g method was validated with the following materials
artd devices:
« Washerdisinfector, type G 7836 CO. Miele & Cie. KG. Glitersloh
« Cleaning program VARIO-TD

Pre-hnsing with cold water 4 min

Cleaning 10 min from 45-55 *C

Neutralization 6 min

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 “C (A0=3000)

Drying 30 min at 105 °C
» Cleaning agent Neodisher MediClean (0.5 %) / neutralization agent

Neodisher Z (0.1 %), Or. Weigert. Hamburg.
For detailed information on manual and mechanical processing, please refer to
the Dentsply Implants Instructions for Sterilization —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 the US market: FOA-cleared) 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 an -emovai 112 'C (2rU m=) 4 Uin. 20 Mm
iorevacuumi 1In 'C 'Vrf) -1 3 Uin

Steam GraviN Atolacemtni m2' 'C (2bC "Fi 30 Min 20 Mirt

*Mittm um scposurv
3. Storage: Store the sterilized components dry and dust-free at room
temperature.

the operating unee die >ongefand may very depending on the device

Transportation Condition

Products should be transported and carried carefully in a manner that
corresponds to the special transport precautions for each medical device's
nature at a temperature range from -30 to +60 °C, with a humidity up to 80 %.

Terms of Use

Dental clinics and laboratories May only be used by dentistsfpnysicians who
have had the appropriate education and training.

Application Area and Operating Conditions
Stomatology. Dental implantology. The products stxxild be operated at a
temperature of +32 to +42 *.

Influence on the environment

Xive® implant system products with accessories. durir>g storage, operation and
disposal do not adversely affect the human body ar>d the environment.

Shelf Life

Unsterile: 10 years in its original packaging
Stenie: 5 years in Its original sterile packaging.
Expiration date indicated on the labeiirtg.

Implant System Warranty

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

Product Availability

ATTENTION: Not all products described in this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability.

CC/CCi

Manufacturer
Dentsply Implants Manufacturing GmbH
Sodenbacrier Chaussee 4, 6345 Hanau, Germany
www.dent5olvimplants.com
www.dentsDlvsirona.com
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Copyright and Trademark

All rights reserved. No part of these instructions for use 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® artd Fnadent* are registered trademarks of Dentsply Implants
Manufacturing GmbH.

Authorized Representative on the Territory of the Russian
Federation

"SIMKO BIOTECH” LLC
Olkhovskaya str. 45, bid. 1, office 4, Moscow, 105066, Russia
Tel. +7 (495) 737-80-03

Valid for registration (Russia)
Xive” denial implants with accessories

Explanation of Symbols

Manufacturer
d Date of manufacture
y Use-by date

Batch Code

[EI Catalog Number

Sterilized using irradiation

Do not resterilize
Nen-Sterile
(§) Do not use if package is damaged

Keep away from sunlight

T Keep dry
Do not reuse

Electronic Irtstruction for Use
CE/CEI

~on'y

European conformity (CE) mark

Prescription only:
U.S. Federal law restnets this device to sale by or or
the order of a licensed dentist or ohvsioan.

Double sterile bamer system

Medical device

[ mdl

Subject to Change without onor notice

Dentsply

Not all oroducts are available m an countries N\ S i ro n a
im piattts
Status of information
iPU260'-en RU Rev 032A 2022-it
33



NHCTPYKUMSI MO NPUMEHEHWNIO

Cuncrtema nmnnaHtatoB Xive®
MmnnaHTaTtbl geHTanbHble Xive® S

OnuncaHve cucTemsl

CvcTema umniaHTaToB Xive” paspaboTaHa Ansi 3aMeHbl OJHOT0 Un
HECKOJIbKUX OTCYTCTBYIOLLMX 3yGOB Y NaLMEHTOB C Lieflblo BOCCTAHOB/IEHUS
XeBaTesibHOl (PyHKUMK. OHa BKNIOYAET JeHTaslbHble MMaHTaTbI, BUHTbI-
3aryLwKkn. TpaHCMyKo3asibHble (4peccnusncTbie) abatMeHTbl U apyrve
NpoTeTUYECKME KOMMOHEHTbI, & TakXe XMpypruyeckve u npoteTnyeckme
VHCTPYMEHTbI.

Ha3HavyeHne MeguLMHCKOro nsgenua

[JeHnTanbHble umnnaHTaTel Xive®, B (hopme pe3bL60B0ro BUHTa,
npeaHasHayeHb!

[ANS XMPYPTUYECKOR MMNNAHTaLWK B aNbBEONAPHYIO MMM 6a3asibHY0 KOCTb
HWXHEN 1n BepXHel YentocTn A4NA yCTaHOBKM U comkcaumm feHTasIbHOro
nporvesa (Hanpumep, MocTa, OTAENbHOro 3y6a, NOKPLIBHOrO NPoTe3a) C Liesblo
BOCCTaHOB/1EHUS XeBaTe IbHO (hyHKLMM NauneHTa.

MHpopmaLmsa aAns 3akasa 1 pasmepsbl

00151 NoNyyeHns akTyasibHoi 1 NoApo6HOI MHhopMaLymy 0 MPOAYKLMW ANs
3aKasa CM. aKTyaslbHbIil KaTasior NPoAYKLNN.

Matepunan

CM. aKTyasibHblii KaTasnor NpoAyKLWM A5 NOyYeHNs UHdopMaLmm o
matepuanax npogyKLmm.

[MokasaHna K NpuMeHeHuo

Mmnnantatbl Xive” S plus O 3,4 - [0 5,5 npefHa3HayeHbl Kak Ans
OJHOMOMEHTHOW, TaK v N5 ABYX3TaNHOW UMMNNaHTaLum, a Takke ans
LieMEHTUPYEMbIX, CbEMHbIX MPOTETUYECKNX KOHCTPYKLMIA W NpOTe3npoBaHNs
C BUHTOBO chukcaumeid. Mpyu cooTBETCTBYIOLLEN OKK/THO3MOHHON Harpy3ke
cuctema umnnaHTartos Xive® S plus O 3,4 - O 5,5 MoxeT 6bITb UCNO/b30BaHA
[O191 MTHOBEHHOWN MMNIaHTauuy, B YaCTHOCTU, C HEMEL/IEHHON Harpyskoli npu
NPOTETUYECKOI pecTaBpaLyn OAHOrO U HECKObKIX 3y60B As
BOCCTaHOB/IEHMWS XeBaTeNbHOM (hyHKLUMMN B Cyyae obecneyeHns AocTaTouHoM
NepBUYHOI CTABUILHOCTU. BO3MOXHO COeIMHEHNE HECKO/BbKMX MPOTETUYECKNX
KOHCTPYKLWA.

TempBase

YCTaHOBOUHbIV CTEPXEHb A1 YCTAHOBKM MMMNNaHTaTa, B COYETaHUN C
Konnaykom TempBase Cap CNyXuT OCHOBOI 151 BPEMEHHOI NPOTETUYECKON
KOHCTPYKLWW 1 PerucTpaLun nHaexca.

MpoTnBonokasaHunsa

Mpu oT60pe NauneHToB criefyeT obpallaTh BHUMaHNe Ha o6Le
NPOTMBOMOKA3aHUs KCTOMATO/OTMYECKUM/XMPYPIrNieckuM BMeLLaTesibcteam. K
HUM OTHOCSITCS::

*  CHWXeHHOe CBepTbIBaHVe KPOBU, Hamp., Ha (hOHEe aHTUKOAry/IiHTHOM
Tepanuy, BPOXAeHHbIE UM NPUOGPETEHHbIE HapYLLIEHst CBEPTbIBAHNA
KpOBU

* HapyweHus 3axvBNeHNs paH WK pereHepaLm Koctv, Hanp., npu
HEKOHTPO/IMPYEMOM CaxapHOM AuabeTe, ankorosbHol 1 TabayHoi
3aBMCVMOCTU, 3a60/1eBaHNAX 06MEHa BeLLECTB, BNINAIOLLMX Ha 3aKMBNEHNe
paH 1 pereHepauyio KOCTHOI TkaHu

*  VIMMyHogenpeccuBHble Tepanuu, Harp., XMMWo- 1 nyyeBas Tepanis

e VIHdheKLMOoHHbIe 1 BOCNANNTE NbHbIE 3a60/1eBaHUS MOMOCTY PTa, Hanp..
NapofOHTUT, TMHIMBUT

*  HeBbineueHHble hyHKLVOHa/IbHbIE HapYLLEHNS, Hanp., GpYKCam

« Tnoxas rurneHa nonocTn pta

» Tnoxoe BOCNpUSATAE NleYeHNs, NPOBOAVMOTO B MOJSIOCTU pTa B LIESIOM

» Tnoxas oKkM3UA UMK apTUKYALMSA, a Taloke O4eHb y3Koe
MEXOKK/TI03MOHHOE NPOCTPaHCTBO

* HepgocTtaTouHoe Ha/iMune KoCTU/HeA0CTaTOUHOE 3aKpbIThE MATKUX TKaHe

MpeanynpexaeHue

JlaHHOe pyKOBO/CTBO sIB/ISieTCS 06513aTe/IbHbIM [/151 03HAKOM/IEHWS Nepef,
NpYMeHeHNeM CUCTEMbI UMMIAHTaTOB Xive®

CvicTeMa MMNNaHTaToB Xive® MOXET MCMO/b30BaThCA TOBKO COTNIACHO
MoKa3aHNAM K MPYMEHEHMNI0, B COOTBETCTBUM C O6GLMMM NpaBuiaMn
CTOMATO/I0rMHYECKUX/XMPYPIrYeCcKnX AeliCTBUI, a Takke NpuHUMas BO
BHUMaHWe npeanvcaHns No oxpaHe Tpya 1 npaeuia TEXHUKM 6e30MacHOCTH.
W3penus Xive® u Fiiadent® npegHasHaueHbl TONbKO ANA

Ci/C Q
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[Ns 03HAKOMNEHNs C
MHCTPYKLMAMN NO NPMUEHEHNIO 1
rnoccapuem cMmeonoe
nepeianTe Ha caiT
ifu.dentsph/sirona.cot

MeAI/ILWIHCKO[O/CTOMaTOﬂDI'I/IHECKOTO npuMmeHeHnsa COBMeCTHO C cuctemoii

nmnnaHTaToB Xive® [pu BO3HWKHOBEHUWN BOMPOCOB OTHOCUTE/ILHO MOKa3aHwWii

nny cnoco6a NpUMeHeHNa cnejyeT 0TKasaTbCs OT MPUMEHEHUA 10 BbIACHEHNA

AaHHbIX BONpOCOB

|-|pl/l npoeefeHnn nNevyeHnAa HeoNnbITHbIMU BpadYaMu-umnaaHTonoramm

npvBeAEeHHOE HNXEe ONUcaHne HeJo0CTaTOYHO ANA 06ecneyeHns nNpuMeHeHns

Ha NpocheccMoHasibHOM YpOBHE. B CBA3M C 3TUM Mbl peKOMeHAyeM

nposefeHVe NHCTPpyKTaxca no NnpuMeHeHn Cco CTOPOHbI 601ee onbITHbIX

konner. Cuctema umnnaHtaTos Xive® paspelieHa K NPUMEHEHWIO TONIbKO

cTtomartosioramu v Bpad4aMmun, KOMNeTeHTHbIMN B o6nactun XI/IpypI'I/I‘—IeCKOVI

cTomMaTtosiorum, BKawYasa AUNarHoCTuKy n npegonepaynoHHoe naaHnpoBaHue.

B cnyuyae HeHaanexcallero UcnosbL30BaHUs NpPoaykTa Nto6as 0TBETCTBEHHOCTL

3a yLLLEpﬁ, BO3HUKLLWIA BCNneaAcCTBME 3TON0 UCKMK4YeHa.

|-|pVI CTOMaTOFIO[VIHeCKOM/XI/IpypI'I/IHECKOM BMewaTenbCTBe MOTyT BO3HUKHYTb

OC/TOXHEeHUA:

t BpablxaHue Unun npornatbiBaHWe UCMNOb3yeMblX BO PTy nNayueHTa getanei

« MospexpaeHue HepBa

. Cmeu_\eume nMmnnaHTata B BEpXHEYesIlCTHYH nasyxy

* MNepdopaynsa BepxHeUYeIOCTHOI Nasyxu, Tesia HXHel YenocTn Basis
mandibulae, A3bIYHOIN 3aCNOHKN, HUKHETO a/IbBEO/IAPHOrO KaHana

* Tepenom 4esntoCTHOW XOCTH

. HerO3bI BCNneACTBUE HEAOCTATOYHOIO OXNnaxaeHusa Nnan npesbllleHns
BpaljaroLero MOMeHTa

* UpesmepHasa aTpous KOCTHOI TKaHu, Tpebylolas BMellaTenbcTBa

*  Otekn

* PacwaTbiBaHWe uMniaHTaTa Nocse ycrnewHoro NpuxmnsneHns/noTeps
umMnnaHTarta

. Hep'OCTaTO‘-IHaﬂ OoCTeouHTErpayunsa

* [pu kpaliHe He6NaroNPUATHBLIX YCOBUSAX HAarpy3kn (NpoTeTuyeckas
neperpyska, 3HaunTesibHas AecTPYKLUUS KOCTU) MOXET NPonU3oiTn nepesom
TenaumnnaHTata

+« NMepuumnnaHTut

*«  WNHdekynn

+ T[locneonepaunoHHble KDOBOTEUYEHUA

e ATpOreHHble TpaBmbl

. 3cTeTuyeckmne unm C’)yHKLLI/IOHaI'IbIlbIe OCNOXHeHuns

. Pacxox(,qume wBOB

BO3MOXHbI TakXe OC/I0XHEHUS!, 06YC/OBEHHbIE cnelyndukoin npoaykra nnéo

npumeHeHuns

* BNOKMpOBKa UK NPOKPYyYMBaHMe yCTaHOBOYHOTO cTepxHs (TempBase)

+ ToTeps nMnnaHTaTa BCNeACTBME NepeKkpyynBaHUs enHTa-3arnywkm

Mepbl NPefoCTOPOXHOCTU

Mepen HaYasIOM UNKU BO BPEMS MPOBEAEHUs NeYeHusi Heo6Xo0AUMO co6AaTL

cnegylouine Mepbl NPejoCTOPOXHOCTY

*  Mepej KaxAblM XMPYPruyeckum BMellaTeNbCTBOM crefyeT y6eaAnThbCs B
TOM. YTO BCE HEOBXOANMbIE AeTann, UHCTPYMEHTbI U BCrOMOraTesibHble
cpeAcTBa UMEIOTCS MOJTHOCTLIO B HaNWuuK, B TpeGyeMoM KonnyecTse 1
HaxoAsTCA a pa6o4eM COCTOSIHUM:

« [ins co6CcTaeHHON 6e30MacHOCTM NepcoHasn A0/KeH BCErAa HOCUTb
COOTBETCTBYIOLLYIO 3aAWNUTHYIO OA4EXAY;

» MayneHT foMxeH GbiTb YI0XEH TakuM 06pa3oM, UTo6bl ONacHOCTb
BAbIXaHWs AeTanei 6bina CBefeHa K MUHUMYMY;

e CriegyeT NpuHATb Mepbl BO U36exaHne BAbIXaHUs 1 NPoriaTbiBaHus
pacnosioXeHHbIX BO PTy nayueHTa getanei;

* Heo6Xx04MMO yunTbiBaTb MakcUMasibHOE YUC/I0 0GOPOTOB.

« Tpu NnpenapupoBaHuu cBepfamu cregyeT cob6tofaTb peKomMeHayemoe
4ncno 060pOTOB U CTapaThCA U36eraTb CHUXEHUS CKOPOCTH.

» Tocne makcUMasbHO BajLaTUKPaTHOTO NPUMEHEHUS, NPU NOBPeXAeHUN
VIV NpexAeBpeMeHHOM CTauuBaHNN PeXyLNX MHCTPYMEHTOB UX criegyet
3aMeHUTb,

» CnepyeT y6euTbCsi B HOPMasibHOM (DYHKLNOHNPOBAHUN CUCTEMBbI
OXNaKAEHUS.

*  O6beMHble MaHUNYAALNM Ha UMNIaHTaTe (HanpuMep, cMeHa
opToneanYecknx KOMIMOHEHTOB) C/ieyeT NPOBOAUTL TOJILKO MoC/e
3aBeplIeHns a3bl OCTEOUHTErPaLumn. 3a UCK/IIOUYEHNEM CITyyaes, Koraa ato
CPOYHO HEO6X0AMMO.

+ Bce npogyKTbl, NpefHa3Ha4YeHHbIe 4151 04HOPA30BOro NPUMEHEHUs He
AOJIKHBI UCMOJIb30BATLCS MOBTOPHO. Hecob6/toaeHne 3Toro Tpe6oBaHust
COMPSHKEHO C ONACHOCTbI0 MHAEKLMM U CHKEHUSI TOYHOCTY NPUNAcOBKN

MpaBa Ha n3MeHeHns cohaHeMbl

Dentsply
Sirono

Implants

B TOVi UM MHOM pernoHe Mupa MoryT GbiTb JOCTYMHbI
He BCe ugenus

CocTosiHne UHhopmaumum
I"U2601-«U RU Mocnep pea 032 A 2022-T
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NHCTPYKUMSI MO MPYMEHEHWIO

KOMMOHEHTOB. CBA3aHHbIe C 3TUM OC/IOXHEHNA MOTYT NMPUBECTU K
paspyLLEHO 1 OTTOPXEHWIO NMMIaHTaTa’

Mo6oyHble adhekTbl

» [nsecTesus unm napectesvs BCAeacTBre noepe)iPieHns Hepea

*  Hekpo3bl BCefCcTBME HEJOCTATOYHOIO OX/TXAEHUSA U NPEBbILLIEHNS
BpalLlatoLLero MoMeHTa

* UpesmepHasn aTpohysi KOCTHOI TkaHW, TpebyoLas BmeLlaTensCcTea

* vnepnnaswsi cNU3MCTON 060/104KM NONOCTU pTa

e OcTeTuyeckue unu yHKLNOHANbHbIE OC/TOXHEHNS

« Ortekn

* [emaTtombl

*  BpeMeHHbIe SIoKaslbHbIe NPUYXI0CTY

* BpemeHHble orpaHnueHns YyBCTBUTEILHOCTY U XXeBaTe IbHO (PyHKLN

¢ Bomm

MHdopmaymsa o 6e3onacHocTn B ycnioBusax MPT

KomnoHeHTbl Xive®. ocTarolyyecs B Tesie naumeHTa nocie uMnaaHTaumm, He
NpoBePANNCH Ha 6e30MacHOCTb 1 COBMECTUMOCTb B YC/I0BUSAX NPOBEAEHNS
MarHUTHO-pe30HaHCHol Tomorpadum (MPT). OHuM Takke He noaseprainch
NpoBepKe Ha HarpeBaHe, CMeLLeHNe UK OLNGKN N306PadKeHNs Ha CHUMKaX
npv nposegeHun MPT. CTeneHb 6€30nNacHOCTU KOMNOHEHTOB Xive™ B yCNoBUsAX
npoBegeHus MPT HensBecTHa. CkaHWpoBaH1e nauueHTa ¢ TakuMu
KOMMOHEHTaMN MOXET NPUBECTU K TpaBMe 06C/elyeMoro.

MpumeHeHne

I'Ipe,qonepau,MOHHoe nnaHnpoBsaHMe nNpoTes3npoBaHUs

Mpn npefonepauoHHOM MAaHMPOBaHUN CeayeT TLaTenbHO NPoBepsTb,
[l0CTATOUHO /N BbICOTbI U LWMPWHbI HYEMIOCTHON KOCTU NS YCTAHOBKM
uMnnaHTata. LnprHa BecTGYNApHOI 1 OpasnbHON NNACTUH AOMKHA
COCTaB/IATb He MeHee 1.S mm. MNepep npenapuposaHvem nosnocTeii Ans
YCTaHOBKV VMMNAHTATOB CrlieflyeT onpese/iMTb NONOKEHNe U XapaKTepucTuku
BaXKHbIX aHATOMUYECKMX CTPYKTYP NOCPe/CTBOM NpejonepaLyioHHOro
PEHTIeHOI0rNYeckoro 06¢nejoBaHns. AyrMeHTUpOBaHHbIE y4acTku nepes
06paboTKON AOMKHBI 06/184aTb NOSHOW N MEXaHWNYECKU CTabWbHOM
pereHepauueii. KomnoHeHTbl Friadent” Select 3HaunTensHo obneryatot
naaHMpoBaHve onepaLum.

I'IpenapmposaHMe noxa ana nmnnaHtarta

BaxxHoli npeanocbikoii Ans NpenapyupoBaHns IBNSETCS Hanuune

COOTBETCTBYIOLLEro 06bemMa KocTU.

CyliecTByeT 2 BapuaHTa MHCTPYMEHTOB

A BapuaHT 1 c Xa0CTOBWKOM B COOTBETCTBUM C MEXAYHApPOAHLIM CTaHAAPTOM
1ISO 1797-1

¢ BapuaHT 2: ¢ XBOCTOBVKOM B COOTBETCTBUM C MEXAYHAPOAHbLIM CTaH4APTOM
I1ISO 1797-1 u wecTurpaHHoii cuctemoii 3axuma (MXSS)

WHCTPYMEHTBI C cUCTEMOI MXSS Npu NPUMEHEHUN COOTBETCTBYHOLLMX

YroNIbHUKOB MO3BONAOT OCYLLECTBATH Y/YULIEHHYIO Nepesady yCunms.

MPUMEYAHWE: Mpy HenocpeACTBEHHOM BBUHUMBAHUN BUHTOBbIX

nmnnantartos D 3,3-0 3,5 (6e3 BpeMeHHbIx abaTtmeHros TempBase) cnesyet

NPYMeHATL MNIaHToBo Ansa umnnaxtaros O 3,6-0 5,5.

BHUMAHWE:

Kaxkaplii pa3 npoBepsiiTe 4OCTUMHYTYIO Fy6UHY Ha cBEp/ax uveetcs 2

BapuaHTa MapkUpOoBKY F1y6uHbI.

¢ BapuaHT 1 MMeeT UCKTIOUUTENBHO NIa3ePHYI0 MapKVUPOBKY B BUAE KOMeL,

¢ BapwuaHT 2 npeacTtasnset coboli KoOMBGMHaLWI0 60PO3A0K U NasepHbIX
0604K0B.

NasepHas MapkupoBka B BUAE koseL, U 6opo3oK COOTBETCTBYIOT A/INHe

MMMNNaHTaToB. JlasepHas Mapk1poBka B BUAE 060/Ka CyXUT ANs nydLlei

opvieHTauun. [ KOHTPONSA cneayeT AONOHUTENBHO UCNO/b30BaTb

COOTBETCTBYIOLMIA TlyGUHOME.

OrpaHuunTenu ryéuHbl Xive* ana Bcex BUAOB CBepN obecneynsatoT
HafieXXHOCTb NPU JOCTUXEHUW TNy6uHbI CBepieHns. HeobxoanmbIii
orpaHuunTeNb ry6uHbI C LIBETOBOV MapKUPOBKO HacaxuBaeTcs Ha
HakKoHeuHWK cBepnia. CHATUE orpaHnunUTens ray6uHbl BO3MOXHO Ge3
1CMO/b30BaHUA CMeLyaibHOr0 MHCTPYMeHTa.

[AvameTp MocnepoBaTeNIbHOCTL UCMONMb30BaHNA CBep/ (CBepaio  PekomeH-

uMnnaHTata 0a3 HaMMEHOBaHUA a CnvpasibHoe CBepsIo anterior unn  ayemoe
posterior) yucno
Mpy pasrnaxvaatoLLeli OCTEOTOMUN A1 CHATUS (AacoK o6opoTos
KOPTUKa/IHOTO C/I0Si MOXET BbITh VCMO/b30BaHa ceepna
waooavHan Poesa.

034mm 02,0 +03,0 *03.4 -« cnmpasbHOe ceepro KoptukanbHoe 800 o6/MuH
03.4

0 3.8Mm 02,0 +03,0 -03,4 m03,8 e« crninpasnibHOe eaepsio 800 O6/MUH
KOpTVKasibHOe 03.3

04.5mm 02,0 +03,0 <034 03,8 +04.5 -ecrniupasibHOe 300 06/M1H

CBEp/Io KopTUKanbHoe 04 5

C€/CO

H i npoHIJBOAHTenb

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 1t 63457 Hanau Germany
WWW dantaDlvimplama.com
www.dentaplvairona com

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

355Mm 02,0 - 03,0 - 03.4- 03,a- 04,5 -DS.5- 800 06/MUH

cnumnbHoe CMoiM mmTukansnm D5.5

BHVMAHWE: Kak npaBuio ncnoib3yeTcsi KOPTUKa/bHOE CnnpanbHoe
cBepsio (CM. crneaytouyto cxemy). ick/toueHne COCTaB/ANT cyyan npm
HEM/IOTHOM C/l0e KOPTUKaNbHOW KOCTHU.

MpenapupoBaHne NOMOCTW B HanpaB/ieHUN OT YeNOCTHOTO rpe6Hs
Npou3BOAMTCA C NOMOLLbIO CMMPasIbHOro KOPTUKa/IbHOTO CBEpNa B
3aBUCUMOCTU OT KauyecTBa KOCTU C PEKOMEHAYEMOI CKOPOCTbIO BpaLieHns

800 06/MuH

¢ MpenapupoBaHue 6 MM Npu NJIOTHOCTU KOCTHOW TKaHu knacca Ol.

¢ [penapupoBaHue 2 MM NPK NJIOTHOCTU KOCTHOW TKaHu knacca OIV.

Mpy NPUMEHEeHWU UMMNAHTATOB [4/IMHOI 8 MM NMPOM3BOAMUTCA NMpenapupoBaHve
NosioCTM B HanpaB/IeHWN OT KOCTHOTO rpe6HsA Ha MakCUMasibHYO Fy6uHy 4 MM.
6 yCcnoBusiX He,OCTaTOYHOIO NPOCTPAHCTBA MOXeT 6bITb UCNO/b30BaH
yAnuHuTeNb cBepna Pna6en!”, KOTopblit JO/KEH BCErga npuMeHsTbCs BMecTe
C A/INHHO TPY6GKOW BHYTPEHHEro oxnaxaeHus. CneayeT obecneuntb
[0CTaTOYHOE BHYTPEHHEE 1 BHELIHEe OX/1aXAeHne CBep.

Mpu BbICOKOW NAOTHOCTU KOCTU (CJ |) AOMIKEH NPUMEHATHLCA MeTUMK Xaye* nocne
npenapvpoBaHUs UMMNIAHTALMOHHOTO /10Xa B HarnpaB/IeHUN OT KOCTHOTO
rpe6bHs co cKopocCTbio BpalweHnsa 15 06/MuH.

Ecnu pe3b60oBas yacTb MeTuuka yrny6aeHa, To rny6uHa npenapmposaHuns
cocTaBnseT 6 MM. Mpu NpYMeHeHUN MeT4YnKa 6e3 BCTPOEHHOTO NepexoAHuKa
ANS YrNOBOro HaKoOHeYHWKa cielyeT UCNob30BaTh UMNNAHTOBOA AN
BUHTOBbIX UMNiaHTatoB O 3.4, a Takke TeTpB3Be (C KONbLOM Kpyrioro
ceyeHUs aNsa ynydweHus TpeHusa B TeTpB3aBse. Mpu cHXeHUN
hYHKUMOHANBHOCTY CneAyeT 3aMeHNTb KO/bLO KPYTOro ceyeHus).

YcTaHoBKa BUHTOBbLIX MM/1/1AHTATOB

MmnnanToBoAbl Enaldenl* 6e3 XBOCTOBUKA B COOTBETCTBUM C
MeXAyHapo/HbIMU cTaHjapTaMn 150 crefyeT NPUMEHATb BMECTe C K/IH0UOM -
Tpew,oTkoli Pna6ell®. MmnnaHToBOAbl Pna6er/1* c XBOCTOBUKOM B
COOTBETCTBUM C MEXAYHapoHbIMU CTaHAapTamu 180 6e3 WwecTurpaHHomi
cuctembl 3axuma HX33 cneayeT MCNonbL30BaTh C YI/10BbIM HAKOHEYHUKOM.
MmnnaHToBOoAbl X|\/e”~ ¢ XBOCTOBMKOM B COOTBETCTBUM C MeXAyHapOAHbIMU
cTaHpgapTamu 130 Ans BBUHUYMBAHUA UMNNaHTaToB X1lye* AOMKHbI
NPUMEHATLCA C COOTBETCTBYIOWMMU HacaAKamMmu ANs KoYa-TPeWwoTKn 1
K/TIOYOM-TPEeLOTKOW X14e™ NN yrnoBblM HAKOHEYHUKOM. YCTaHOBUTE
CTPenoYHbI/ ykaszaTeNlb Ha KHOMKe NepeksloyeHns TpewoTkn X1lye~no
HanpaB/EeHUI0 BBUHYMBAHWSA (T.e. MO YacoBOW CTPeske).

Mpn Heo6xoAMMOCTU, YANMHUTENN X|ye® 6e3 BHYTPEHHEr0 OX/TaXAEHUA MOXHO

Mcnonb3oBaTh ANS YA/MHEHNS UHCTPyMeHTOB. HE ncnonb3oBaTth B kauecTse

YANVHUTENs cBepna’ BbiBepuTe ynioleHHbIi XBOCTOBUK MHCTPYMEHTa B

COOTBETCTBMU C TOYEUHOV MapKUPOBKOW yANnHUTeNs/Hacagku Ans Knoua,

fAanee BCTaBbTe /10 LieNyKa.

OTKpOWTe KAPTOHHYIO YNaKOBKY 1 U3BNEKUTE HapYXXHYI0 G6/MCTepHYIo
ynaKkoBKy.

2. OTKpoOWiTe HapyXHY GNNCTEPHYIO YNaKOBKY U U3BJIEKNTe BHYTPEHHIOW
6/1MCTePHYIO YNaKoBKY B CTEPU/ILHOI 061aCcTy UM Ha onepaLoHHOM
cTone.

3. Bo u36exaHue BbINafeHUs BUHTA-3arnyLWwKn Npu oTKpbITUN cnegyet
AepXaTb BHYTPEHHIO G6INCTEPHYIO YNaKoBKY MO BO3MOXHOCTU
rOPV30HTasNLHO.

4. V3BnekuTe HOCUTE/Ib C UMMNJAHTATOM (WAaTT/A) U3 BHYTPeHHel 6nuctepHoii
ynakoBKu.

5. BcTaBbTe MMNNAHTOBOJ, (AN1A YIIOBOTO HAKOHEUYHMKA UMK KoYa-TPEeLWoTKN)
B WeCTUrpaHHvK TeTpBaBe; npoBepbTe NocafKy MHCTPYMEHTA Ha
NPoYHOCTL. B cnyyae Heo6xoAMMOCTH o6ecneybTe MPOYHOCTL MOCaAKN
NoCpefCTBOM /IerKOro CXXaTus NPOTUBOMOJIOXHbLIX CTOPOH WAaTTNa, TakKuM
o6pasoM, npeaoTBpallas NpoBopayMBaHne UMNIaHTaTa.

6. Cnerka corHuTe WaTtTa W U3BNeKTe umnnadTar. (M3beraiite kacaHus
pe3b6bl UHCTPYMEHTA).

7. Pacnonoxute uMnaaHTaT B MOSIOCTU.

8. BKpyTUTE MMMAaHTAT CO CKOPOCTbIO 15 06/MUH A0 AocTmxeHnsa 0,4 MM Haj
ypoBHeM KocTu. (LiBeTHas koaupoBka Pnartenl no3BonseT YeTKO BUAETb
rpaHuLy Mexay umnnaHtatom n TeTpBase).

BHUMAHWE: ecnu npv BBUHUMBAHUU BpalLalOLLUil MOMEHT NpeBbIwaeT
50 Wicm, TeTpBaBe f0/KeH 6bITb YAANIEH, @ UMMIAHTAT BBUHYEH
HenocpeaCTBEHHO C NOMOUWbLIO MMNAaHTOBOAa ANA BUHTOBbIX UMN1aHTaToB
0 3.8-0 5,5. Mocne ycTaHOBKM uMniaHTata TeTpBaBe MOXeT 6bITb CHOBA
BBUHYEH B MMnNNaHTaT Ansa perncrpaymn nHaekca uam n3rotoesieHns
BPEMEHHbIX KOHCTPYKLWIA.

locne ycTaHOBKM BUHTOBOrO MMMIaHTarta CyLecTByoT
cnegywuime BO3MOXHOCTU:

3aKpbITOe BXMBNEHWE nMnnaHTara

TeTpBaBe yjansieTcs C NOMOLWbIO WECTUTPAHHOW OTBEPTKN 0,9 MM
NoCpeACTBOM 0CNabeHns (PUKCUPYIOLWEro BUHTA. B 3aBeplueHne umnaaHTar

I'IpaBa Ha U3MeHeHUs caxpaHeHbl

Dentsply
Sirona

intDlants

B TOM W MHOM PErvioHe M1pa MOryT 6biTb AOCTYMHbI
He BCe n3penusi

CocTosHNe uHdopmaLunm
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WNHCTpYKUMSi NO NPUMEHEHUIO

3aKpblBAETCA BUHTOM-3ar/1yLwKoli 1 fgecHa 3awmBaeTcs. 3beraiite
3alUeMIeHNA MATKON TKaHN MeX/y UMMIaHTaTOM W BUHTOM-3ar/lyLUKON.Mpu
npumeHeHun koHuenuum "Platform-Switch” (coeauHenne nnatcopm
pas/IMYHOro AvameTpa) peKoMeHAYeTCs UCNo/b30BaTh BUHT-3ar1yLLKY

MeH bLLIero A nameTpa.

Bonee noapo6Hy nHopmaumio Bl HalifeTe B MH(OPMaLVOHHOM
6powtope PS Step-by-Step.

Pervnctpaumsa nHgekca

C nomoLpto TempBase NonoXxeHWe MMMNIaHTaLMOHHOTO LeCTUrPaHHMKa
NepeHoCcnTCs Ha Mojesb. [I1A 3TOTr0 HEO6XOAMMO HacaanTb Konayvok
TempBase Cap Ha TempBase v 3acmkcMpoBaTb, HaAaBumB A0 Lienuka. 3arem
3aKpenuTe BEPXHIOIO YacTb C MOMOLLbIO CBETOOTBEPXKAAIOLLErocs nnactuka K
W3roTOBNEHHON 3apaHee LUMHe rNy6OKON BbITSXKM, CBOGOAHO CKOMb3ALLEN a
o6naan umnnaxTara. CHAMKTE WWHY BMecTe ¢ TempBase Cap n
oTcoeanHnTe TempBase oT UMNAaHTaTa. 3aKkpoiiTe UMMAAHTaT C NOMOLLbIO
BUHTa-3aryLwku 1 3alleiite fecHy. BpeMeHHoe NpoTe3npoBaHiie BbINoHAETCs
TONbKO NOC/E Neproaa BXVBEHNA. V3roToBIeHe MoAenu B nabopaTopu ¢
nomoLLblo TempBase 1 nabopaTopHOro aHanora UMnaaHTara.

BpemeHHOe npoTe3npoBaHue ¢ NomoLLblo TempBase

®yHKUMOHaNbHAsA U HE(YHKLUMOHANbHASA HEMEANEeHHas Harpy3ka

DYHKLMOHa/IbHAsA HEMEe/IeHHas Harpyska BO3MOXHA TO/IbKO MPY HaIM4umn
[l0CTaTOYHOIi NepBUYHOIA CTABGUIBHOCTM BCEX MMMIaHTaTOB Xive'. Ee MOXHO
0Kas3bIBaTb TO/IbKO Ha NPOTETNYECKNE KOHCTPYKLMM OTAENbHbIX 3y60B, Ha
NepB1YHO COeIMHEHHbIE NN BTOPUYHO COEAMHEHHbIE C MOMOLLbIO CTaBUbHbIX
HENO/ABWXHbIX 3/1eMEHTOB UMM/IaHTaTbI.

Mocne yctaHoBkn mnnaHTata TempBase octaeTca B uMnnaHTare. 3ataHure
ChVKCUPYIOLLMIA BUHT NP MOMOLLW LLIECTUrPaHHOI OTBEPTKN 6e3 KOHTPONS
BpaLLaoLWero MoOMeHTa. YkopoTtute kosnadok TempBase Cap B
VHAMBUAYaIbHOM MOPSZKE N U3rOTOBbTE BPEMEHHYHO KOHCTPYKLIO C MOMOLLbHO
wabnoHa. Mpu 60nee KOMNIEKCHOW pecTaBpaLyn NPoM3BOANTCS U3roTOBNEHNE
C €0/I0KHOM [/151 YCU/EHUS, KOTOPOE Ch1KCUPYETCS a COOTBETCTBYIOLLEM Nase
Kkonnayka TempBase Cap.

PackpbiTne umnnaHrara

MIMNNaHTaTbl BXMBNSAOTCA 3aKpbITO B TeueHue 3-4 Mecsues. Mocne nepuoga
BXVB/IEHWSI UMMNJIAHTATbI PACKPLIBAIOTCS W BUHT-3ar/yLuKka yaansetcs. Mpu
NPYMEHEHNI ayTMEHTATVBHOTO METOAA Nepuog, BXXVUB/IEHNS OMKEH BbiTb
COOTBETCTBYIOLM 06pa30M NpoA/ieH. 3aTem BHYTPEHHSIS NO/OCTb
MMMIaHTaTa OYMLLAETCS U BBUHUYMBAETCS (POPMMPOBATESb AECHI,
COOTBETCTBYHOLLMI TOMLLMHE CAM3NCTON 1 AnameTpy. CneauTte 3a NpaBuibHOM
nocagoii. B 3aBepLueHue AecHa naoTHO NpULLMBAETCS K (hOpPMUpOBaTeto
[ecHbl. MpoTe3npoBaHve UMNIAHTaTa fO/KHO NPOU3BOAUTLCS /ULLb NOce
MOJIHOTO 6e3yNPEUHOTO 3AXKUBIEHUS NMEPUUMMIIAHTUTHBIX MSTKUX TKaHEei.

MocneonepaumnorHbIii yxoa,

MpounHhopmupyiiTe nauyeHTa o He06X0AMMOCTN NPOBEAEHNS PEryNApHONA
rUrneHbl NonocTn pra. B nepeble 7-10 AHel nocne onepauyyn MeponpuATUA no
TUrvieHe pTa MoryT GbITb AOMOHEHbI NOIOCKAHUAMM NOAXOAALLMM PacTBOPOM
[N nonockaHus pra. CnefyeT usberatb MexaHN4ecKoli Harpysku Ha y4acTok
BHE/IPEHUS MMMIaHTaTa B NOC/Ie0NepaLMoHHbIi neprog, M3 acTeTnyeckmnx
CO06PaXeHUI NaUMEHT MOXET HOCUTb BPEMEHHBI NPOTE3 C MATKON
noAKnaaKo.

DOpMbI NOCTaBKU * YCNIOBUA XpaHeHUsa - cTepuninsaymnsa

MmnnaHTatel XiverS plus n3rotaBnmBaloTca U3 YMCTOrO TUTaHa 2-0li CTENeHn B
COOTBETCTBUM C MeXAYHapOAHbIMI CTaHAapPTamM1 B OTHOLLEHUW NPOU3BOACTBA
GMP. /IMnnaHTaTbl NOCTaBMAKTCS Pa3/IMYHONO AnameTpa W Pas/iMiHON [/IHbI.
Bo nsbexaHue ownMGOK C MMNIaHTaTaMy Pas/IMYHOro JuaMeTpa Ha ynakoBke
ncnonb3yeTcs ugeToBas koauposka (O 3,5 MM ~ KpacHblid, D 4,5 MM = XenTblii,
D 5,5 mm = rony6oii, O 7.0 Mm = 3eneHblil). Bug 1 paamep ykasaHbl Ha
3TUKETKE NPOoAYKTa.

MmnnaHTtatebl Xive® S plus NpoxoAsaT cTepuin3anuio ramma-ayyamu un
npefiHasHa4eHb! /19 0HOPa30BOro NpUMeHeHus. iMnnaHTatsl Xive® S plus
Henb3A cTepunn3osBaTh NOBTOPHO! Mpu NoBpexaeHHOW 6IMCTepHO
ynakoBKe, OTCYTCTBUW WM NOBPEXAEHNN 3HaKa 3alUMTbl HapYXHOIi 611cTepHoi
ynakoBK/ NM60 N0 NCTEYEHNN CPOKa CTepUIN3aLmMn NPpUMEHeHe UMNNaHTaToB
Xive” S plus Hegonyctumo. mnnaHTtatel Xive” S plus cnegyeT xpaHnuTb a
opur1HasbHol ynakoske npu Temnepatype ot +15 ‘C go +30 *C. XpaHuTb npu
06bIYHbIX [/19 CTOMATONOrMYECKUX KabuHeToB ycnosusix. Obeperatb oT
BO3/€/CTBMA NPAMOro COMTHEYHOTO CBETa.

YTunusaumio ynakoBki 1 U3Aenuii nocne 1cnosb3oBaHnsa Heo6xoAMMo
OCYLLeCTBNIATL COrNacHo AeiiCTBYIOWMM Ha TeppuTopun PO npasunam
yTuan3aumm:

Mcnonb3oBaHHbIe MMNIaHTaThbl U 3aryLuky 418 UMIIaHTaToB © Mo Knaccy
0TX00B B (3nngemunonornyeckn onacHble oTxoabl).

La610HbI, ynakoBka N3Aenuid, a Takke U3aennsa ¢ UCTEKLIMM CPOKOM XpaHeHNs
1 He BblBLUKE B YNOTPEB/IEHNN - MO KNaccy 0TX0A0B A (3n1AeMnoornyeckm
6e30nacHble 0TX0Abl, Mo cocTaBy NPUGANKEHHbIE K TKO).

Cc/cC

Mponssogutens:
Dentsply Implants Manufacturing GmbH
Rodenoacbet Chaussee 4 63457 Hanau Germany
WWHj.dentsoWImolants.com
XyrH.dentsplys‘'rona.com
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YucTka v cTepuimsanms

BAXXHO: Bce HecTepu/bHble AeTann nepej ucnosib3oBaHvem npu
MaHUNyNsLUAX y nauueHTa ouncTuTb, NPoAe3nHpuLMpoBaTb
npoctepunn3oBaTh N0 YTBEPXAEHHOMY MeToAy. Pa36opHble
MHCTPYMEH'lW AeMOHTUPOBATb A8 0UYUCTKM. VX paspeluaeTcsi cobuparb
ANA CTepunn3alnm TobKOo B CYXOM COCTOSHUN

MpefcTepunn3aLMoHmas pyyHas 0uncTka

3HauuTe IbHble 3arpsisHEHUs yianuTb cpasy Noce UCMob30BaHNsA (MSIrKoi
HEANI0HOBOM LLETKON A0 NOJSTHOTO OTCYTCTBUA BHELUHUX NPU3HAKOB
3arpasHeHs).

YnbTpasBykoBasi ouMcTka {onuyoHanbHbIA METoA, B Clyyae
CUNBHOTO 3arpsA3HEHNs)

CrieflyeT CTPoOro cobsioaTb BPeMsi BO3LENCTBUS 1 KOHLEHTPALWMIO, YKasaHHbIe
PVPMOIi-13rOTOBUTENEM YNCTSILLETO CPeACTBa.

MalunHHasa noarotoska

[ins aghheKTMBHON MalIMHHOI NOArOTOBKM TpebyeTcs npeAcTepuIn3aLmmoHHas
PyHHas ouncTka.
[N MaLLMHHON OUNCTKM cnejyeT UCnosib3oBaThb NpeAHasHauYeHHble 419 3TOro
annapartbl 711 O4NCTKM U Ae3MHCDEKLIMM, @ Takke CPefCTBa /11 OUNCTKU 1
HeliTpanusauun. Cob6/0AaTh ykazaHus hvpMbI-U3roToBUTENA annapara Anas
OUNCTKM U Ae3nHeKLmn. [031poBaThb U NPUMEHSTL CPeACTBA ANA OUNCTKA 1
HeliTpasM3aLum CornacHo ykasaHnsaM hUpMbl-U3roToBrUTeNs. PekomeHayeTca
nporpaMma O4MCTKY € TepMogeanHdekumeii (Ao & 3000).
[Nt OUNCTKN PEKOMEH/YETCs UCTNO/b30BaTh BOAY Onpe/ielEHHOro kayecTsa |
[leM1HepasM30BaHHyto BOZY WM BOAy, COOTBETCTBYIOLLYIO 3TOVi CTeneHm
UNCTOTb.
MeToz MaLLMHHOI NOArOTOBKM Gbly1 YTBEMXKAEH [J151 ClyHaeB NpUMeHeHs
creflyloLmx MaTepuasios 1 annaparos
« ABTOMaTUYECKWiA annapar Ansa O4UCTKM U Ae3nHdekumn Tna G 7636 CO,

Miele & Cie. KG, Gutersloh
« [lporpamma ounctku VARIO-TD

MpeppapnTenibHas NPOMbIBKa XOI0AHOI BOAOV 4 MUH.

Ouuctka 10 muH. npu Temneparype 45 - 55 °C

Helitpanusaums 6 MuH.

MpomexyToyHast NPOMbIBKA XOMOAHON BOLON 3 MUH.

TepmogeaunHdekums 5 muH. npu Temnepatype 90 °C (Ao~ 3000)

Cywika 30 MvH. npu Temnepartype 105 °C
* UYucrawee cpeacteo Neodisher MediClean (0.5 %) / HeliTpanum3ytoLee

cpeacteo Neodisher Z (0,1 %). Dr Weigert, Hamburg
Moapo6HbIe ykazaHus Mo PYYHOIi 1 MalLMHHO NOAroTOBKE NMPUBE/EHbI B
MHCTpyKumun Dentsply Implants CTepunusaumna n yxog 3a UHCTpyMeHTaMu.

Crepunusaums

CTepunusaumio cnefyeT NpoBoAUTL NO criefyioLleii cxeme.

1 TogroToBKa K cTepunusaymm : [letaim salaMmmHmpoBarb B
npesHasHayeHHble AN 3TOro CTEPUIN3ALMOHHBIE NaKeTbl. Ha Kaxaom
CTepWUN3aLMOHHOM NakeTe AOKHbI BbiTb YkazaHbl MHAVKATOP
cTepunMsauuy 1 garta crepunmsaumum.

2. Crepwwisaups:

Bpemsa
Cnoco6 MeTog

Temneparype epem BbIAEPXKKN' CYWKN

BaxyyuHbln YeTog

Meperpe'sin . 132'C 4 MUH.

nap (thpakuMoHNpoOBaHHbI 135 ¢ 3 anh, 20 MuH
¢opsakyym)

Meperpetsii TpaBuTaLNOHHbI! MeTog 121 'C 30 MUH. 20 MUH

nap

*M[*MManbHoe BpeMs BblAepso» nepuon pewma [/IMHHee 1 3aBUCUT OT aonapseTa

3. XpaHeHue: CTepunn3oBaHHble AeTa/in XPaHUTb B CYXOM HerblIbHOM
MecTe Npy KOMHaTHOI TemnepaTtype.

YcnoBusi TPaHCNOPTUPOBKM

V3genusa cnefyeT TpaHCMoOpPTMPOBaTh ¥ NepeBO3nTb TakuM 06pa3oMm, KOTopbIi
COOTBETCTBYET Mepam NpesoCTOPOXHOCTU NPY TPAHCNOPTUPOBKE A/1si KAXKAOTo
BUAa MeAWLVHCKUX U3genuii, B gnanasoHe Temnepatyp oT -30 go +60 *C n
BnaxkHoctn go 80 %.

YcnoBua npuMeHeHus

Cromarosiornyeckue KIMHUKA 1 naboparopuu.
M3genvst MOryT UCMO/b30BaTbCS TO/IbKO CTOMATO/IOraMM UM Bpadamu,
npoLueAwrMy 06yHeHne B COOTBETCTBYIOLLEN 061acTu.

O6nactb NMPUMEHEHNA N YCNOBUA 3KCnyataynm

Cromaronorus. 3ybHas UMNIaHToNorvs
V3penusa akcnnyatupyrotcs npy Temnepatype +32 Ne+42 °C

MpaBa Ha U3MEHEHUA CoOXpaHeHbl

Denlsply
Sirona

trr>olants

B TOM U1 NHOM PETOHE MUP3 MOTYT 6biTb JOCTYNHbI
He ace usaenus

CocTosiHue UHhopManum
AFAJ26074tu_RMJMocnep oep 2022-r.



'MIHCTpYKLMA NO NpUMEHEHUIO

BnusiHMe Ha OKpyXalollyto cpesy

MmnnaHTatbl AeHTa/lbHble Xive® BO BpeMA XpaHeHusA, NCNoNb30BaHnA 1
yTnnansaumn He okasbiBatoT HeraTMBHOro BO3AeVICTBVIﬂ Ha opraHu3m 4yesioBeka n
OKpYXaloLLyto cpesy

Cpok xpaHeHus

He ctepunbHo: Cpok rogHocTn 10 fieT ¢ gatbl NpousaoacTaa npu ycriosum
KpaHeHns B COOTBETCTBYHOLLEN OPUTUH&/IbHOW YNaKoBKe.

CrepunbHO: Cpok rogHOCTM 5 NeT ¢ AaTbl NPOU3BOACTBA MPU YCI0BUN
XpaHeH1s! B COOTBETCTBYIOLLEV OPUrHA/TbHO CTEPWU/IBLHON ynakoBke
CpoK xpaHeHns yka3aH Ha MapK1poBKe u3genus

[apaHTMa Ha cCMCTEMY UMMNIaHTaToOB ifu.dentsplysirona.com

[nsi nony4eHnst NOHOW MHKHOPMALIMM O rapaHTUM MMMAAHTATOB CM.
noApo6GHbIe rapaHTUiiHbIe YC/I0BUS Ha CUCTEMY VIMM/IaHTaTOB.

e &
w"Conly

LocTynHocTb usgenusi

BHVIMAHWE: He Bce NpoAyKTbl, ONUCaHHbIE B 3TOW UHCTPYKLMMU, MOTYT 6bITb
paspeLueHb! / BbINyLWEHbI/NMNLEH3NPOBaHbI HA BCEX pbiHKAX. CM. TekyLuuii
KaTasior NPoAyKUMK 1 GpoLLIOPbI 415 aCCOPTUMEHTA U Penpe3eHTaTBHbIX
choTorpadouii NpCMyKTa MM CBXMUTECH C MECTHbIM ocorcom npogax Dentsply
Sirona Ans nonyvyeHns MHpopMaLMm 0 HIMYUN NPOAYKTA.

ABTOpPCKM/E NpaBa 1 TOBapHbIii 3HaK

Bce npasa coxpaHeHbl. H1 oaHa 13 yacTeli faHHOro pykoBOACTBa Mo
NPYMEHEHNIO HE MOXET 6blTb BOCNpPOU3BEAEHA B Kakoii-nm6o dhopme 6e3 ACHO
BbIP&KEHHOTO MCbMEHHOTO COr/1acysi NPOM3BOAMTENS UK NepepaboTaHa ¢
NOMOLLHO 3/1EKTPOHHBIX CUCTEM, pa3MHOXeHa 60 pacnpocTpaHeHa Kakum-
nm6o ApyrMMm cnocobom.

Xive” u Friadenf* aBnsaoTca ToBapHbIMK 3Hakamu upmbl Dentspiy Implants
Manufacluring GmbH.

YNO/THOMOUEHHbI npegcrtaBuTesib Npon3BoaAnNTENA Ha

TeppuTopun Poccuiickon ®egepauynm:

000 «CUMKO BMOTEK»
Poccusa. 105066, r. MockBa. OnbxoBckas yn., .45. ap. 1, ocwmc 4
Ten. +7 (495) 737-80-03

LeicTBUTENIbHO ANA CNeAyoWwmnX PerMcTpauoHHbIX
yAocToBepeHuii B Poccuu
MMnnaHTaTthl AeHTasnbHble Xive9 ¢ npuHaanexHoasmu

O6BbACHEHVE CMMBOJIOB

Cumson Onucaxune
Mcnonb3oBartb Ao
|LOT| Kog, napTum

[lata nsrotosneHus
M3rotosuTenb

Homep no karanory

YIEE1

PagnaunoHHas crepuinsaums
He cTepunn3oBaTb NOBTOPHO

HecTepunbHo

He ncnonb3oBath Npu NOBPEXAeHUN YNakoBKN

C€/CE

npoussoaunTens.
Denttply Implants Manufacturing GmbH
RotJenbacner Chaussee 4, 63457 Hanau. Germany
*ww <iantSPlvimDlams.com
WWW denispivsirona com

B TOM UM NHOM PETMOHE MUP3 MOTYT GbiTb JOETYMHbI

He Bce usgenusa
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CocTosHNe UHopmanum
IFU r60"-Ri.RU -m'ocnes pes 03? A 2023-'1

He ponyckaTb BO3AeCTBIS CONHEYHOTO cBEeTa

Bepeub oT Bnaru

3anpeT Ha NoBTOPHOE NpUMeHeHue

O6paTuTech K MHCTPYKLMM N0 NPYMEHeHNIO/
VIHCTPYKLMS MO NPUMEHEHMIO
NOCTaB/ISIETCS B 3/1EKTPOHHOM BUAE

MapkupoBka eBponeiickoro cootsetcTausi (CE)

[lnsi Ucnonb3oBaHUsA TONbKO B
cTomartosnorum

[iBoiiHas cucTema cTepuibHOro 6apbepa

MeauLmMHCKoe n3aenmne

MpaBa Ha U3MeHeHUst cohaHeHbl

Dentspiy

Sirona
'fAplants

4 (4)
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m bacea 4 O-p Anuna ®paiip Mokpyxa (Aline Frare Mocruha)
Menegxep oTAena HOPMATHEHO-NPABOROND
perynpoeaHus
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HacTosiwum A 3aBepsito COOTBETCTBME Npuaraemoi
Konuu npeAocTaB/IEHHOMY MHe opurmHany.

BeHcxaim, 21 Hos6psa 2022 1.

/Mopnuck/
FOpucT 1 npeacTasuTens Hotapuyca [i-p Anpk /MeuaTe: [i-p Jlena Kyubuaa
Apety (Dirk Aretz) HoTapuyc B r. beHcxanm/

3amecTutenb HoTapuyca [i-pa JleHbl Kyubuga (Lena
Kuzbida) B r. BeHcxalim
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NepeBoA AaHHOTO TEKCTA BbIMOMHEH NepeBojYMKOM BbyLUeHKOoBbIM VBaHOM Butanbesnyem.

Poccuiickan depepaums
Mopos MockBa
CefbMoro fekabps ABe ThicA4M ABajLaTb BTOPOro roja
A, Kopcuk Mapua AnekcaHapoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO MOAJMHHOCTL MNOAMUCU L”
nepesojyvka byuleHkosa BaHa Butanoesunya.
Moanuck caenaHa B MOEM NMPUCYTCTBUK.
JInyHOCTL NofnucaBLUEro JOKYMEHT YCTaHOB/EHA.

AN
3apeructpupoBaHo B peecTpe: No 77/2139-H/77-2022- ¢
YnnayeHo 3a COBepLLEHNE HOTApNanbHOrO AENCTBUS: y6. 00 kon.

M. A. Kopcuk

Bcero npoLHypoBaHo,
NPOHYMepOoBaHO
1 cKpeneHo neyatbto 10 mc
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Beglaubigte Abochrift

Instructions for Use

Xive® Implant System
Xive® S plus Implants D 3.0

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 instnjraents.

General information

Xive* threaded dental implants are intended for surgery implantation in the
alveolar and/or basal bones of the mandible or maxilla to provide support and
retention of the denture (e. g. bridge, single tooth, cover prosthesis) to restore
the masticatory function of the patient.

Ordering information and Dimensions

See the current product catalog for updated and detailed information about the
products.

Material
See the current product catalog for material information of the products.

indications

Prosthetic concept

Single-tooth restoration anterior region (tight gaps) 12 + 22 and 32 - 42
Splinted single-tooth restoration region 32 m42

Prosthetic treatment
Non-functional immediate loading
Two-stage procedure

Time of implant placement
Delayed immediate implant placement
Late implant placement

Healing method

Submerged

Transgingival with gingival forming components

TempBase

Placement head for implant Insertion; serves as a basis for temporary
restoration and index registration in conjunction with the TempBase Cap

Contraindications

Contraindications customarily associated with elective oral surgery should be

observed when selecting patients. These include:

» Clotting disorders e.g. anticoagulant therapy, inherited or acquired clotting
disorder

* Bone and wound healing disorders e g. uricontrolled diabetes, metabolic or
systemic disorders which affect bone or wound healing: general restrictions
on elective surgery apply to tobacco and alcohol abuse

* Immunosuppressive therapy e g. chemotherapy and radiation therapy

« Intraoral infection or inflammation e.g. periodontitis

« Uncontrolled parafunctlonai habits e.g. bruxism

« Inadequate oral hygiene

« Patient not prepared to undergo total oral rehabilitation

* Untreatable occiusal/articulation disorders and insufficient mierarch space

« Insufficient height and/or width of bone

« Insufficient soft tissue coverage

« Proven hypersensitivity to or>e of the metals in the alloy

Warnings

Please read the instructions for use poor to using Xive* implants. Xive* implants
may only be used for their intended purpose according to the general rules for
dentai/surgicai treatment, occupational safety and accident prevention, if the
indication and use are unclear, treatment should not be carried out until all of
these points have been clarified. The following instructions are not adequate to
allow inexperienced clinicians to administer professional implant dentistry We
recommend that an experienced user provide proper use instructions. Xive*
implants must only be used by dentists and surgeons with training and
expenence in oral surgery as well as diagnosis and preoperative planning
Dentsply Implants Manufaclunng GmbH is not liable for damage resulting from
use outside the intended use of the product.

CC/CE

m M Manufactur«r.

Dentsply Implants Manufacturing GmbH
Rodenbacner Chaussee 4 634Sr Hanau Germany
WWW dentSDIvimolanti com
www.danttpiviirona com
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B«nsheim Novei

Dr Aline Frare Moouha

. J™Oenlspl
e R S
rroUiy
CefXsplv kr'piant»
MtnufacTurini GrbH Implants
Rocerbachar Quuss«t4

634S7 Hanau, Germany
For Instruclior's for Use

I:la end symbols glossary refer to

Hu.dentsplv8lrona.com

pProsthetic diameter 3.0 mm

ATTENTION: The
size 0 3.0 refers to
the prosthetic
diameter of the
implant, the thread
diameter is

3.25 mml

Max. thread diameter 3.25 mm

Oral surgery may cause general complications. These include:

« Components mthe patient's mouth can be swallowed or aspirated.

* Nerve injury

« Implantdislocation in the maxillary sinus

« Perforation of the maxillary sinus, mandibular base, lingual plate and the
infehor alveolar canal

m  Fracture of the jaw bone

« Necrosis due to inadequate cooling or excessive torque

« Excessive bone loss requiring intervention

« Edema

+ Loosening after ingrowth/implant loss due to insufficient Osseointegration

< Inrare cases, implant breakage can occur under extreme unfovorable
loading conditions (prosthetic overload, severe bone resorption)

*  Periimplantitis

« Infections

* Post-operative bleeding

« latrogenic trauma

« Esthetic or furx:tional complications

« Suture dehiscence

Precautions

The following precautions must be observed prior to and during treatment

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

¢ Observe the maximum speed.

« Comply with the recommended speed dunng preparation with dolls: in
particular, avoid a reduction in speed

« Cutting instruments should be replaced after about 20 uses or if they are
damaged or dull.

« Ensure adequate cooling

« 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 intraoralty must be secured to prevent
aspiration or swallowing.

« No product intended for single use may be reused. Noncompliance
generally leads to the risk of infection and complications due to a loss of
accuracy of fit and the precision of the components. This may lead to
fractures through to implant loss.

Adverse Reactions

« Dysesthesia or paresthesia due to nerve injury

« Necrosis due to inadequate cooling or excessive torque

« Excessive bone loss requiring intervention

* Hyperplasia of the oral mucosa

m  Esthetic or functional complications

* Edema

* Hematoma

+ Temporary local swelling

+ Temporary anesthesia or paresthesia/impaired mastication

« Pain

MRI Safety Information

All Xive* devices, 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-" device m the MR environment is unknown. Scanning a patient who
has this device may result m patient injury

Subject to cnange wimoui prior nonce

Dentsply

Not all orodueis are available in ai: countries Si ro na
mrripiar™ts
Status of information
mFj 2602-en RU Rev 029 A 2022-11
1(3)



Instructions for Use

Application

Preoperative prosthetic planning

During preoperative planning, It must be established that there Is an adequate
height and width  bone to allow placement of the implant. The width of the oral
and vestibular bone lamella should be at least 1.5 mm. Appropriate radiographic
preoperative analysis is necessary to determine the position of important
anatomical structures. Augmented areas must show complete and mechanically
stable regeneration prior to receptor site preparation. Usir>g Fnadenl* Select
components improves surgical planning.

Preparation of the implant site

Adequate bone quantity must be available.

There are 2 types of instruments:

« Type 1lwith shaft m accordance with ISO 1797-1

« Type 2 with shaft m accordance with ISO 1797-1 and hexagon clamping
system (HXSS)

Instruments with the HXSS used with the appropriate contra-angle offer

improved transmission.

NOTE; Use the implant driver for D 3.0 implants when seating the D 3.0 screw
implant (without TempSase]

ATTENTION;

Checkir>g the depth, there are two types of depth rrtarkings on the drills.

* Type 1has laser nng markings only.

* Type 2 has grooves and laser band markings.

The laser ring markings and grooves correspond to the implant lengths. The laser
band markings are for orientation purposes, in addition, the implant site depth
can be checked with a depth gauge.

The Xive* depth stops ensure that the correct depth is reached. Pull the depth
stop, with the colour-coding towards the top, over the drill tip. Additional
instruments are not required for depth stop removal.

Drill sequence (Drill without designation « Tvrist Drill

Implant Anterior or Postwior) Rec drill

diameter The round driB can be used to smoothen Oie ndge or lo mark speed
the cortical bor>e.

030mm 0 2.0 - D30 — Twist Drill Ci-estai 0 3.0 800 rpm

ATTENTION; The Twist Drill Crestal must always be used. The only
exception is missing cortical bone (see the following information).

Final preparation is accomplished with a Twist Drill Crestal at a recommended
speed of 800 rpm. The depth is dependent on the bone quaiity/density:

e 6 mm preparation in type D | bone.

* 2 mm preparation in type D IV bone.

The Friadenlf Drill extension can be used in case of limited space. It must
always be used with the long internal irrigation tube. Ensure there is sufficient
internal and external irrigation when drilling.

In case of very dense cortical bone (type DI). the Xive* Tap must be used at a
speed of 15 rpm after Implant site preparation with the Twist Drill Crestal. Ifthe
Neread region of the tap is countersunk, then the site preparation depth is 6 mm.
To use the tap without an integrated contra-ar“gle. the implant driver for screw
implants D 3.4 arti TempBase must be used (with 0-ring to improve TempSase
seat. Replace the 0-ring if the clamping effect decreases).

Screw implant placement

Use the Friadenl™ implant dnver without ISO shaft with the Friadent® ratchet.

Use the Friadenl™ implant driver with ISO shaft without HXSS with the contra-

angle

Use the Xive* Implant driver with ISO shaft to drive in Xive* implants with the

corresponding ratchet insert a>d Xive* ratchet without contra-angle.

Use the Xive* extension instrument without internal coolir>g to extend

instruments as required. Do not use as a dnil extension! Align the flattened

shaft of Oie instrument with the dot markings on the extension

instrument/ralchet insert ar>d snap mto position.

1 Open the box aryj remove the non-stenie outer blister

2. Open the outer blister and hand the stenle inner blister to the dentist or drop
It onto the surgical fray

3. Mold the inner blister honzoniai while opening it to prevent the cover screw
from falling out.

4. Remove the implant holder (shuttle) from the inner blister

5. Place the implant driver for contra-ar>gle or ratchet into the internal hex of
the TempBase. Check that it is firmly in place and if necessary secure the
implant against rotation by pressing the opposing wings of the shuttle
together gently.

6. Gently bend open the shuttle and remove the implant. (Avoid touching the
osseous threaded section).

7 Place the implant into the prepared site

ce/c€i
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www.dgntsDIvsirona.com
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8. Screw the implant into the prepared site at 15 rpm until the top of the
implant is 0.4 mm supra-crestal. (The transition between implant and
TempBase can be determined by the colour-coded TempBase).

ATTENTION: If the torque reaches 50 Ncm during seating, then the
TempBase must be removed and the implant screwed in using the implant
driver for screw implants D 3.0. After implant insertion, the TempBase is
screwed into the implant for index registration or to fabricate a temporary
restoration.

The following options are available at the time of implant
placement:

Submerged healing phase

The TempBase is removed by loosening the retaining screw with the 0 9 mm
hex driver. The cover screw is screwed into the implant and the soft tissue is
sutured over it.

Index registration

The position ofthe implant is transferred to the master model with the aid of the
TempBase. The TempBase Cap is press-5tted onto the TempBase until it snaps
into position. The Cap is then luted to the surgical stent with light-cured resin.
Remove the stent with the TempBase Cap and remove the TempBase from the
implant. Cover the implant with the cover screw and suture the soft tissue back
into place. A provisional restoration can be fabncaled and delivered at the
second stage. Model fabrication is accomplished in the laboratory by mounting
the TempBase on an implant analog.

Fabricating atemporary restoration with the TempBase

The TempBase remains m the implant after implant insertion. Retighten the
retaining screw with the hex driver without torque control Shorten the
TempBase Cap and fabricate a provisional with a template. If the single-tooth
restoration needs to be splinted, fibre material Is fastened to the TempBase Cap
groove for reinforcement.

Uncovering the implant after the healing phase

After the healing phase (3-4 rronths), the implant is uncovered and the cover
screw removed. The healing phase should be adequately extended if
augmentation procedures were performed. The inside chamber of the implant is
cleaned and a gingiva forming component of matching diameter and soft tissue
thickness is screwed into position. Ensure that the gingiva forming component is
seated correctly. The soft tissue is sutured tightly around the gingiva forming
component. Prosthetic restoration can begin once the soft tissues have
completely healed.

Post-operative care

instruct the patient regarding the need for regular oral hygiene. For the first 7-10
days post-op, oral hygiene can be supplemented by a suitable anti-microbial
rinse. Mechanical loading of (he implant site should be avoided in the post-
operative period. A relined provisional restoration can be worn for aesthetic
purposes

Delivery « Storage ¢ Sterilization

Xive* S plus implants are manu”tured from commercially pure grade 2
titanium under GMP standards The implants are available in vanous lengths
and diameters For ease of identification, the vanous implant diameters are
coiour<oded on the respective packaging (D3.0 mm = bronze-colored). For
type and size see product label

Xive”S plusimplants are gamma sterilized and are intended for single use
only Xive”S plusimplants must not be re-sterilized. Do r>ot use the Xive® S
plus implants after expiration of the sterilization date or if (he seal flap is
damaged or missing or if the outer blister is damaged. Store Xive* S plus
implants at room temperature +15 to +30 *C in (he original packaging under
conditions normal for dental practices. Do not expose to direct sunlight

IMPORTANT; Prior to clinical use. all components and instruments
delivered non-sterile must be cleaned, disin~ted 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 cotKiKion.

Manual pre-cleaning

Coarse soling must be removed immediately after use (soft nylon brush until
visibly dean).

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 is necessary to ensure efficient mechanical cleaning
Suitable washer disinfectors as well as cleaning and neutralization agents are to
be used for mechanical cleaning. The instrucbons from the manufacturer of the
washer disinfector must be followed. Cleaning and neutralization agents are to

Subject to cnange without pnor notice
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Instructions for Use

be dosed and used in accordance with the manufacturer's instructions A
cleaning program with thermal disintection (Ao i 3000) is recommertded
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning

The mechanical processing method was validated with the following matehals

and devices;

« Washer disinfector, type G 7836 CD, Miele & Cie. KG, Gitersloh

« Cleaning program VARIO-TO
Pre-rin$ing wiNe 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 (Aa” 3000)

Drying 30 min at 105 *C

« Cleaning agent Neodisher MediClean (0.5 %) / neutralization agent
NeodisherZ (0.1 %), Dr. Weigert, Hamburg.

For detailed information on manual and mechanical processing, please refer to

the Dentsply implants Instructions for Sterilization - Instrument Care.

Sterilization

Sterilization is to be performed corresponding to the following scheme:

1 Preparation for sterilization; Place compor>ents in a sterilization pouch
which is legally marketed for use with the recommertded sterilization
parameters. Every sterilization package must have a sterilization indicator
and sterilization date.

2. Sterilization:

Method Cycle Temperature Exposure Time’ Ory Time
Dynamic air removal 132*C 4 Uin. .
20 Uin.
Steam (prevacuum) 135-C 3Min- n
Steam Gravity displacement 121 *C 30 Uin. 20 Min.

* Mtotfmio) «Kpotuf« titnm. th« op«ibn9 tnnaiam lor*er «<od may vary dependingon thedMce
3. Storage; Store the sterilized components dry and dust-free at room
temperature.

Transportation Condition

Products should be transported and carried carefully in a manner that
corresponds to the special transport precautions for each medical device's
nature at a temperature rar>ge fr ~ -30to +60 *C. with a humidity up to 80 %.

Terms of Use

Dental clinics and laboratories. May only be used by dentists/physicians who
have had the appropriate education and trainlr>g.

Application Area and Operating Conditions

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

Disposal of Products

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in Russian Federation:

Implants and cover screws for implants after use - as waste class 8
(epidemiologically hazardous waste).

Templates, packaging of products, as well as products with an expired shelf life
and not in use « according to waste class A (epidemiologically safe waste,
similar with MSW).

Shelf Life

Unsterile: 10 years in its original packaging
Sterile: 5 years in its original sterile packaging.
Expiration date indicated on the labeling.
Influence on the environment

Xive® implant system products with accessories, during storage, operation and
disposal do not adversely affect the human body and the environment.

Implant System Warranty

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

Product Availability

ATTENTION; Not all products described in this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability.

Copyright and Trademark

All rights reserved. No part of these instructions for use 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

ccl/ce
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information storage and retrieval systems without the permission of Dentsply
Implants Manufactunr>g GmbH.

Xive® and Fnadent® are registered trademarks of Dentsply Implants
Manufacturing GmbH.

Authorized Representative on the Territory of the Russian
Federation

mSIMKO BIOTECH- LI.C

Olkhovskaya str. 45, bid. 1, office 4, Moscow. 105066. Russia

Tel +7 (495) 737-80-03

Valid for registration (Russia)

Xive® dental implants with accessories

Explanation of Symbols

Symbol Explanation
Manufacturer
d Dale of manufacture
Use-by date

Batch Code

m
[NE Catalog Number

Sterilized using irradiation

Do not resierilize
Non-Sterile
Do not use if package is damaged

Keep away from sunlight

Keep dry
Do notreuse

\VBOGTC Consult Instructions for Use

European conformity (CE) mark

Prescription only:
U.S. Federal law restricts this device to sale by or on
the order of a licensed dentist or physician.

Double sterile barrier system

Medical device

Subject to change without prior notice
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WNHCTPYKLUMS MO NPUMEHEHMIO

Cunctema mmnnaHtatoB Xive®

MmnnaHTaTtbl geHTanbHble Xive® S plus D 3,0

OnuncaHne cucTemsbl

Cuctema nmnnantaros Xlve” paspa6otaHa A1 3aMeHbl OAHOTO W
HECKO/IbKIX OTCYTCTBYIOLIMX 3Y60B Y NaLWEHTOB C Lie/lbl0 BOCCTAHOB/IEHNS
xeBaTe/lbHOW thyHKLMW. OHa BK/IOYaeT AeHTaslbHble VMMIaHTaTbl, BUHTbI-
3arnyLUKW, TPaHCMYKO3aUulbHble (H4PeccIMancTble) abaTMeHTbl 1 pyrne
npoTeTNYeckye KOMMOHEHTbI, & Takxke XUpypruyeckme 1 npoteTuyeckue
VNHCTPYMEHTBI.

Ha3HayeHne mMeguuUUHCKOro usgenus

[JeHTanbHble umnnaHTathl Xive” , B hopme pe3b60BOro BUHTA, NpeAHasHaueHsbl
[ANS XMPYPTYeckoii UMNNaHTauumn a anbBeONAPHY Wunn 6a3asibHyto KOCTb
HWKHEN UMK BepXHeli YentocTy ANs YCTaHOBKU U (huKcaLmm feHTaNIbHOTO
npoTesa (HanpuMep, MocTa, OT/Ae/IbHOrO 3y6a, MOKPLIBHOMO NPOTe3a) C Lienbio
BOCCTaHOB/IEHWS XXeBaTe/bHOW (DYHKLMW naupyeHTa.

VIHhopmauunsa Ang 3akasa u pasMmepbl

[ns nonyyeHns akTyanbHoOl 1 NoApo6HON MHhopmaLmy 0 NpoayKLMn Ans
3akasa CM. akTyaslbHblil kaTanor NpoayKLmm.

MaTtepwuan

CM. aKTyasibHbIi KaTanor NpoAyKLMN Ast NOMyYEHNs MHGhopMaLU O
marepuanax npoayKumu.

Moka3aHuA K NpUMeHeHUo

KoHuenuus npote3upoBaHus

MpoTeTnyeckas KOHCTPYKLUMS ANA 04HOro 3y6a hpoHTasIbHONM rpynnbl (y3kve
npocTpaHcTea) B 06n1aawn 3y6os 12+22 n 32-42

CoefiHeHHble NpoTeTUYeckne KOHCTPYKLMK a o6nactu 3y6os 32-42
MpoTe3npoBaHue

HedhyHKUMOHaNNbHAs HEMeEeHHas Harpy3ka

[iByxaTanHas uvnnaHtauus

Buabl MMNNaHTaLMm no BpeMeHHOMY Npu3HaKy

OTcpoyeHHas nMniaHTaums

Mo3aHAs uMnnaHTaums

Tun BXnaneuuns
3aKpbITOe BXUB/IEHNE
TpaHCIYHIYBaUIbHO C MOMOLLbI0 (hopMUpoBaTENs [ECHbI

TempBase

YCTaHOBOUHbIV CTepPXeHb [/15 YCTaHOBKM UMM/IaHTaTa, a CoueTaHnm ¢
konnaukom TempBase Cap CnyXWT OCHOBO 4151 BPEMEHHOI NPOTETUYECKON
KOHCTPYKLMM 1 perrcTpaumn nHaekca.

lMpoTnBonokasaHnsa

Mpu oT60pe naumeHToB cnegyert obpaliats BHUMaHne Ha obLve

NPOTUBOMOKA3aHNA K CTOMATO/OMMYEeCKMM/XMPYPruYeckumM BmeLlaTenscream. K

HUM OTHOCSITCA

*  CHWXeHHOe CBepTbIBaHWE KPOBU, HaUIP. Ha (hOHEe aHTUKoarysHTHOM
Tepanun BPOXAEHHbIE UM MPUOBPETEHHbIE HapYLLEHNS CBEPTLIBAHNA
KpoBM

* HapylleHus 3a0kMBNeHNs paH UM pereHepauum KocTu, Haip . npu
HEKOHTPO/IMPYEMOM CaxapHOM AuabeTe, ankorofbHoi 1 TabayHomn
3aBMCUMOCTY, 3a60/1eBaHNAX 06MeHa BeLLEeCTB, BVAILLMX Ha 3aK1B/IeHNe
paH 1 pereHepawLmio KOCTHOV TkaHu

¢ VMMyHofenpeccyBHbIE Tepanuu, Hasp.. XUMWO- 1 SlyyeBast Tepanust

¢ WHdekymoHHble 1 BocnanuTenbHbIe 3a60N1eBaHnA NoAoCTU pTa. Hanp..
NapofAOHTUT, TMHIMBUT

¢ HeBbineueHHble yHKLMOHa/IbHbIE HAPYLLEHWS, HaMp.. GPYKCU3M

¢ Mnoxasa rurveHa nonocTn pra

¢ TMnoxoe BOCNpUATME NeYeHUsl, NPOBOAMMOrO B MOSIOCTU pTa B LE/IOM

¢ Tnoxas OKKN3NA MM apTUKYNALKS, a Takke OYeHb y3koe
MEXOKK/031OHHOE NPOCTPaHCTBO

¢ HepgoctaTouHoe Hanmume KocTu

¢ HepocTaTouHoe 3aKpbiTUe MATKUX TKaHei

¢ [oBbILLEHHAsA YyBCTBUTENIBHOCTbL K METasIIaM, BXOASLMM B COCTaB criasa

I'Ipe,u,yrlpe)K,u,eHVle

[rbiHoe pyKOBOACTBO SIBASIETCS 06513aTe/NbHbIM /151 03HAKOMIEHUS Nepes
NpUMeHeHNeM cucTeMbl MMMIaHTaToB Xive” Cuctema umnnaHtaToB Xive"
MOXeT 1CMosIb30BaTbCA TONIbKO COTNIACHO MOKa3aHUAM K NpUMEHEHWo, B
COOTBETCTBUM C O6LLMMU NpaBUIaMi CTOMATOSIOTNYECXUX/XMPYPrUHECKNX

C€/CE
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www.dtnUPiKimplantt.com
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NS 03HaKOMIEHWI C
VHCTPYKLMAMN MO NPUMEHEHUIO 1
rnoccapuem cumeosnoe

I nepeiigute Ha cant
){u..denttplv8ironaj;om

[eficTBUiA, a Takke NPUHUMAas BO BHUMaHUE NpejnvcaHuns no oxpaxe Tpyaa v
npasuia TexHUkK 6e3onacHoCTU. Mpy BO3HUKHOBEHMM BOMPOCOB OTHOCUTENTbHO
nokasaHuii um cnocoba NpUMeHeHNs criefyeT OTkasaTbCs OT NPUMEHEHNs A0
BbISICHEHS! JaHHbIX BONPOCOB.

Mpu nNpoBefeHN NleYeHnst HEOMbITHBIMM BPaYaMy-VIMMIaHTONOramu
npuBeAEHHOE HIMKe ONncaHNe Heo0CTaTo4HO A1 obecneyeHns NpUMeHeHns
Ha NpogheccnoHasIbHOM YPOBHE. 8 CBSI3U C 3TVIM Mbl PEKOMEHAyeM
npoBeAeHNe VHCTPYKTaxa No NPUMEHEHUIO CO CTOPOHbI 6O/ OMbITHBIX
Konner. Cuctema NMnIaHTaToB Xive” paspeLlleHa K NPUMEHEHO TObKO
cTomarosioramMn 1 Bpayamu, KOMNEeTEHTHbIMU B 061aCTU XMUPYPruyYeckoii
CTOMAaTO/OMK, BK/KOYas AUarHoCTVKY U NpejonepaLyioHHoe NiaHnpoBaHme.

B cnyyae HeHaj/1exallero ncnosib30BaHuns nNpogykTa ilobas 0TBETCTBEHHOCTH
3a yuiep6, BO3HUKLINIA BCNeACTBYE 3TOr0, UCK/OYEHa.

BHUMAHWE:
3HauveHve 03.0
OTHOCUTCS K
avametpy

l NpOTETNYECKOrO
coeAnHeHnst
uMnnaHTara.
MakcumasnbHbIli
avameTp pe3bobl
coctasnisieT 3.25 mm!

pAnameTp OpTONEANYECKOro coeanHeHuns 3,0 Mm

MakcumanbHblii guameTp pdabbbl 3,26 Mm _1

Mpn CTOMATONOrMYECKOM/XMPYPrMYECKOM BMELIATE IbCTBE MOTYT BO3HUKHYTH
OCNOXHEHUA:

BabixaHne nnu npornaTbiBaHne UCMosb3yeMblx BO PTy NauveHTa getanei
Mospex/eHne Hepsa

CMmelleHne nvniaHTaTa B BEPXHEUEIIOCTHYI0 Nasyxy

Mepchopaums BepxHeUuentocTHO Nasyxu, Tena HikHell yentocTu Basis
mandibulae. S13bI4HOI 3aCNOHKN, HWKHETO anbBEOIAPHOrO KaHana
Mepenom YentocTHOI KocTu

Hekpo3bl BCefcTBrE HEA0CTATOYHOTO OXNXKAEHUS UM NPEBbILIEHUS
BpaLLaloLLero MOMeHTa

YpesmepHas atpochns KOCTHOI TkaHu, Tpebyiolwas BmeLllaTenscTea
Otekn

PaclaTbiBaHve nmnnaHTata nocne ycnewHoro npmk1eaeHns/noteps
nmnnaHTara

HepocTart(>1Han ocTeonHTerpaums

Mpu KkpaiiHe He6aronpUeTHbIX YCIOBUAX Harpy3ku (MpoTeTuyeckas
neperpyska, 3HaumTesIbHas AeCTPYKLMA KOCTM) MOXET NPOuU30iTH Nepenom
Tena uMniaHTara

MepuuMnnaHTut

VHdbekumn

MocneonepauyoHHbIe KPOBOTEHYEHNS

ATpOreHHble TpaBMbl

3cTeTnyeckre nan thyHKLNOHaIbHbIE OCNIOXHEHUS

PacxoxgaeHue LweoB

88 8888 B8 88888

8888868

Mepbl NpeaoCTOPOXHOCTM
MNepep HaYaoM MM BO BPEMS NPOBEAEHUs nevyeHns Heobxoanmo cobogaTb
cnefytoLime Mepbl NPeoCTOPOXHOCTY
¢ Mepepn KaXXabIM XMPYPruyeckuM BMELLATENLCTBOM cnefyeT y6eauTbes B
TOM, YTO BCE HEOOXOANMbIE AeTann, UHCTPYMEHTbI 1 BCIOMOraTe bHble
cpeAcTBa MMEKTCS MOSHOCTLIO B HA/IMUYMW B TpEGYEeMOM Ko/IM4ecTse 1
HaxoasATcst B paboyeM CoCTOSAHUM,
Heo6x0AMMO yuuTbiBaTb MakCUMasibHOE Y1C10 060pOTOB
Mpn npenapupoBaHun cBEpNamu cneayeT cobnoAaTb pekoMeHayemoe
4yncno 060poTOB 1 CTapaTbCs U3beratb CHKEHWS CKOPOCTH,
Mocne MakcMMasibHO ABEALATUKPATHOrO NPUMEHEHUS, NPYU NOBPEXAEHUN
WU NPeXAeBPEMEHHOM CTauMBaHNUK PEXYLLUX MHCTPYMEHTOB VX cresyet
3aMEHUTb.
Cnepfyet y6eanTbCsi B HOPMATIbHOM (DYHKLMOHMPOBAHWM CUCTEMbI
OXNaKAEHMS.
& [Ans cobcTBeHHOI 6€30NacHOCTV NepcoHas [O/MKEH BCerga HoOCUTb
COOTBETCTBYIOLLYIO 3aLUTHYIO Ofexay.
MaumneHT fomkKeH GbITb YNI0KEH TakuM 06pa3oM, YTOGbl ONAacHOCTb
BblXaHusa aetanein 6bina ceefeHa K MUHUMYMY,
¢ CnegyeT NpuHATL MEPbI BO M3GexXaHue BAbIXaHWS 1 NPOrnaTbiBaHus
PacnooXeHHbIX BO PTY nauveHTa aetaseil.

88

npasa Ha WwameneHns coxpaHeHsbl.
Dentsply
Sirona

‘mplants

B rOM W1 MHOM PErvoHe MUpa MOryT GbiTb JOCTYMHbI
He BCe u3genus

CocTosHne nHopmaymn
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NHCTPYKUMA NO NPUMEHEHMUIO

Bce uzaenus, npeAHasHaueHHbIe 4151 O4HOPA30BOr0 NPUMEHEHUs!, He
[LO/DKHbI UCMOJb30BATLCS NMOBTOPHO. HecobtogeHne aToro Tpe6oBaHust
CONPSKEHO C ONACHOCTbLIO UHIPEKLMN 1 CHXXEHWSI TOYHOCTU NPUNACOBKY
KOMMOHEHTOB. CBsi3aHHble C 3TM OC/IOKHEHUS MOTYT NPUBECTY K
paspyLLEHIO 1 OTTOPXEHWIO UMMIaHTaTal

Mo6ouHbIe ahdhekTbl

* [lnsecTeauns wnm napecresvs BCAeACTBME NOBPEXAEHUS HepBa

. Her03bI BC/eACTBME HEAOCTATOYHOIO OX/1aXAeHNA Uan npesbilleHns
BpaLlaloLLero MoMeHTa

¢ UYpesmepHasi aTpohus KOCTHOI TKaHW, Tpebyolan BMeLLaTeIbcTBa

« lunepnnasvsi cNM3ncToi 060/104KM NONOCTU pTa

e 3cTeTnyeckune nam yHKUMOHAIbHBIE OCTOKHEHUSA

*  Ortekn

* Tlemarombl

. BpeMeHHbIe J10KaJIbHble Npunyxa0cTu

* BpemeHHble orpaHUYeHVst YyBCTBUTENBLHOCTU U KeBaTeIbHOM hyHKLmMN

« bomm

MHdopmaumna o 6e3onacHoCcTy B ycnosusax MPT

M3pennsa Xive*, ocTalolwmecs B resie nauveHTa nocie uMnaaHTaumm, He
NpoBePAINCH Ha 6e30MaCcHOCTb 1 COBMECTVMOCTb B YC/I0BUSX NPOBeeHNA
MarHUTHO-pe3oHaHCHol Tomorpachum (MPT). OHU Takxe He NogBeprainch
NpoBepKe Ha HarpeBaHue, MUrpaLyio UM UCKaXKeHe N306paxeHns Ha
CHUMKax npu npoBegeHun MPT. CteneHb 6e3onacHocTv usgenuii Xtve" B
ycnoBusx nposeferns MPT HenssecTHa. CkaHMpoBaHWe nauyeHTa ¢ Takumm
U3JENnsMM MOXET NPUBECTU K TpaBMe o6cneayemoro.

MpumeHeHue

MpezfonepaumoHHoe NAaHNpoBaHUe NPOTe3MPOBaHKs

Mpu nNpefonepauvoHHOM NiaHMpoBaHUu creayeT TliaTebHO NPoBepsTh,
[lOCTATOYHO MU BbICOTbI U LLIMPWHBI YENIOCTHON KOCTU [/19 YCTaHOBKM
umnnaHTaTa. LWvpuHa BeCTUOYNAPHOI 1 OpasibHON MAACTUH [OKHA
cocTaBnaTb He MeHee 1,5 mm. Mepes npenapypoBaHnem NonocTen Ans
YCTaHOBKM MMMIaHTATOB C/ielyeT Onpefe/nTb NOMOXeHNe N XapakTepUCTUKN
BaXKHbIX aHATOMUYECKNX CTPYKTYP NOCPeACTBOM NpeAonepaLmoHHoro
PEHTreHONorN4eckoro 06¢nef0BaHNs. AyrMeHTMpoBaMMble y4acTkv nepes,
06paboTKOli AOMKHBI 06/1aJaTh NOMHON Y MEXaHUYECKN CTaBWIbHOM
pereHepauveii. zgenus Friadent* Select 3HaunTenbHO obneryatot
nnaHMpoBaHye onepaumm.

MpenapupoBaHve noxa A8 uMniaHTarTa

BaxkHoli NpeanockI/IKoii ANA NpenapypoBaHna ABNSETCA Hanune

COOTBETCTBYIOLLLETO 06bEMa KOCTU.

CyuiecTeyeT 2 BapuaHTa UHCTPYMEHTOB

¢ BapuaHT 1 ¢ XBOCTOBMKOM B COOTBETCTBUW C MEXAYHAPOAHBIM CTaHAAPTOM
ISO 1797-1

¢ BapnaHT 2 C XBOCTOBMKOM B COOTBETCTBUM C MEX/AYHAPOAHLIM CTaHAapTOM
ISO 1797-1 1 wecTurpaHHoii cuctemoit 3axuma (HXSS)

VIHCTpPYMeHTbI ¢ cuctemoii HXSS obecneunBatoT ynyuLleHHyo nepegady

YCUANA NPU NPYMEHEHNN COOTBETCTBYIOLLMX YT/I0BbIX HAKOHEYHVIKOB.

MPUMEYAHWE; npu HenocpeACTBEHHOM BBUHYMBAHUN BUHTOBbIX

umnnantatoB O 3,0 (6e3 TempBase) cnegyeT NPUMEHSTb UMMNAHTOBOA ANt

umnnaxrtaros D 3,0.

BHVUMAHWE;

Kaxgblil pa3 npoBepsiiTe 4OCTUrHYTYIO ry6uHY Ha cBepnax umeeTcs 2

BapuaHTa MapkupOoBKKN rNy6UHBbI.

¢ BapuaHT 1 uMeeT UCKIIUNTENBHO NTa3epHyY0 MapKMpPOBKY B BUAE KoneLl,

¢ BapwuaHT 2 npescTaBnseT co6oii KOMOMHaLMIO 6OPO3A0K U Na3epHbIX
0604KoB

Na3epHas Mapk1poBka B BUAE KOJEL, N 60p0340K COOTBETCTBYIOT ANNHE

MMNNaHTaTOoB.

NasepHas Mapk1poBKa B BU/e 060Ka CyXUT ANs Nydlleit opueHTaumu. na
KOHTPO/1st CneayeT AOMNOMHUTENBHO UCMO/b30BaTbL COOTBETCTBYIOLLI
rny6nHomep.

OrpaHnuuTtenu ray6uHsl Xive™ Ans Bcex BB CBePS obecneunsatoT
HafleXXHOCTb MPY JOCTUXKEHWUN TNY6UHBLI CBEPNEHNs. Heobxoanmblii
orpaHuumTenNb ry6uHbI C LiIBETOBO MapKMPOBKOW HacaxvBaeTcs CBepXy Ha
HaKOHEeYHWK cBepna. CHATUE OrpaHNuUTENs TyGUHBI BOSMOXHO Ge3
ICMO/Mb30BaAHNS CNELMasIbHOTO NHCTPYMEHTA.

AnameTp MocnegosaTe/ibHOCTb NPUMEHEHNA CBepn PekomeHgyemoe
vMmnnaHTata  (ceepsio 6e3 HaMMeHOBaHUM * cnupasnbHoe uncno

cBepsio anterior unu posterior) o6opoTos

Mpu pasrnaxunsarolieit OCTE0OTOMUN UK ANA CHATUA ceepna

hacok KOPTMKaIbHOTO C/I0si MOXeT GbiTh

WCNONb30BEH LWapoBUAHbIN 600.

D 3.0 mm D20 0 3,0 -+ cBepsio KooTukanbHoe D 3.0 800 06/MUH

cc/ccC!

npOMIBOAHTenb
Dentsply Implants Manufacturing GmbH
Roflenbacber Chaussee 4 63457 Hanau Germany
www.dentsplvimplanta.com
WWW dentsolvairona com

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

BHUMAHME: Kak npaBuio Ucnosib3yeTca KopTukasbHoe cnupasibHoe
cBepso (CM. creaytoLlyto cxemy). ickntoueHne cocTaBnAoT cayyan npu
HEMNMOTHOM C/10€ KOPTUKA/IbHOW KOCTU.

MpenapupoBaHe NonoCTU a Hanpas/IeHWN OT YeIOCTHOTO rpebHs
NpOM3BOANTCS C MOMOLLIbIO KOPTUKAIbHOTO CBEP/a B 3aBUCUMOCTM OT KavecTsa
KOCTW C PeKOMeHAYeMOli CKOpOCTbHO BpaLeHust 800 06/MyH.

¢ TMpenapupoBaHne 6 MM NPy NIOTHOCTU KOCTHO TkaHm Knacca O .

¢ MpenapupoBaHue 2 MM NpK NIOTHOCTU KOCTHOW TKaHu knacca O IV.

8 yCnoBusX HeOCTATO4HOIO NPOCTPAHCTBA MOXET ObITb UCMO/b30BaH
yAnmHuTenb ceepna MnaCen!”, KOTOPbIN JOMXEH BCeraa NPUMEHATLCA BMecTe
C AJIMHHOW TPY6KOI BHYTPEHHETO OXMaxLLeHus.

Cnepyet obecneunTb OCTATOYHOE BHYTPEHHE U BHELLHEE OXNaxAeHne CBep/.
Mpu BbICOKO NpoYHOCTM KocTH (O 1) fo/mkeH NPUMEHSTLCA MeTYMk Xne'' nocne
npenapypoBaHnsi UMNIaHTaLVYOHHOTO /10Xa B Hanpas/IeHNN OT KOCTHOTO
rpe6Hs CO CKOPOCTbIO BpalyeHus 15 06/MuH

Ecnu pe3b6oBas YacTb MeTuuka yrniybneHa, To rny6uHa npenapupoBaHus
cocTasnser 6 MM. MNpy NpUMEHEHUN MeTuKKa 63 BCTPOEHHOTO NepexoiHuKa
[NA YIN0BOro HaKOHEYHUKa cneayeT NCNob30BaTh MMNIAHTOBOA A/151
BMHTOBBIX MMnNaHTatoB O 3,4. a Takke TeTpBase (c konbLOM Kpyrioro
ceyveHus 4n5 ynydleHuns Tpeuuns B TetpBase. MNpu CHkeHUn
(hyHKLUMOHANILHOCTU CrielyeT 3aMEeHUTb KOJIbLIO KPYr/ioro CeYeHus).

YcTaHoBKa BUHTOBbIX UMMNIAHTATOB

MmnnanToBogsl PnaOeT” 6e3 XBOCTOBMKA B COOTBETCTBUN C
MeX/yHapoHbIMU cTaHAapTamu 150 cnefyet NPUMEHSTb C K/IH0UOM-
TpewoTkoi Pnalen|*. imnnaHToBoAbl PnaOen!” ¢ XBOCTOBMKOM B
COOTBETCTBUM C MeXCAyHapoAHbIMM cTaHAapTamn 180 6e3 LwecTurpaHHoi
cucTembl 3axmma HX88 cnefyeT NpUMEHSITb C YI/10BbIM HAKOHEYHUKOM.
MmMnnaHToBOAbl X1ye* C XBOCTOBUKOM B COOTBETCTBUM C MEX/IyHapOAHbIMN
cTtaHgaptamu 180 451 BBUHUMBAHWUA UMNAaHTaToB X1ye®40mMkHbI
NPUMEHATLCA C COOTBETCTBYIOLMMM HACaAKann 415 KoUa-TPELOTKA 1
K/THOYOM-TPELLOTKON X1yeM Unn yrioBbIM HAKOHEUYHWKOM.

Mpy HeobxoanMOCTH, yanuHUTENN X1Te” 6e3 BHYTPEHHETO OXNaXKAEHNS MOXHO

1Cnonb30BaTh ANA YA/IMHEHUA UHCTPYMeHTOB. HE ncnonb3osarh B kavecTse

yAMHATENS cBepia’ BbiBepuTe yN/oleHHbIi XBOCTOBUK MHCTPYMEHTa B

COOTBETCTBUM C TOYEYHOV MapKV1POBKOI yAIMHUTENs/Hacadku ANs Kova,

flanee BCTaBbTe [0 LiefuKa.

1 OTKpoiiTe KapTOHHYIO YNaKOBKY 1 N3BMIEKNTE HaPYXKHYHO G/IMCTEPHYIO
yNaKoBKy.

2. OTKpOiiTe HapyxHyl0 6N1UCTEPH” yNnakoBKy WU N3BNEKNTE BHYTPEHHIOW
61MCTEPHYIO YNAKOBKY B CTEPU/IbHOW 061aCTU MU Ha OnepaLMoHHOM
crone,

3. Bo usbexaHve BbiNnafeHns BUHTA-3arNyLIKU NPy OTKPbITUM cnepyeT
[lepxaTb BHYTPEHHIO 6/IMCTEPHYIO YNaKoBKY N0 BO3MOXHOCTN
rOpU30HTasbHO.

4. 13BnekuTe gepxartenb UMnaaHTata (LWaTTa) U3 BHyTPEHHeR 6nmcTepHol
yNaKoBKW.

5. BcTraBbTe UMNNAHTOBOZ, (/1 YI/I0BOr0 HaKOHEYHMKA UM KIKoYa-TPELLOTKM)
B LUECTUrpaHHuK TeTpBaBe, npoBepbTe NOCaaKy MHCTPYMEHTa Ha
NpoYHOCTb. B cnyyae Heo6xoaMMOCTN o6ecneybTe NPOYHOCTL NOCaAKN
NOCPE/ACTBOM /IEFKOr0 CXAaTUA NPOTUBOMOJIOXHBIX CTOPOH LWATT/Ia, Takim
obpasom, npeaoTepallas NpoBopayMBaHne uMnaaHTara.

6. Cnerka CorHuTte WaTtT/1 U u3BnekuTe umnnaxTar. (M3beraiite kacaHus
pe3bbbl NMHCTPYMEHTA)

7. Pacnonoxute umnaaHTart B NoaocTu,

8. BKpyTWUTE MMNNAHTaT CoO CKOPOCTbIO 15 06/MWH [0 foCTMKEHWs 0,4 MM Hag,
ypoBHeM KocTu. (LipeTHas kogupoBska Friadenf® no3sonseT yeTko BuaeTL
rpaHnLy mMexay umnnaHtatom n TetpBase).

BHUMAHME: ecnn npu BBUHYMBaHUM BpaLlatoLLnii MOMEHT NpeBbilLaeT
50 Hicm, TeTpBaBe fonxeH 6blTb yaaneH, a UMNAaHTaT BBUHYEH
HenocpeACTBEHHO C MOMOLLbI0 UMMIAHTOBOAA A/11 BUHTOBbIX UMM/IAHTATOB
O 3.0. MNocne ycTaHOBKM umniaHTaTa TeTpBaBe MoXeT 6bITb CHOBa
BBMHYEH B UMNNAHTaT ANA PerncTpauumn NHAEKCa Uam N3roToBneHns
BPEMEHHbIX KOHCTPYKLMIA.

[ocne ycTaHOBKM BUHTOBOIO MMMNJiaHTaTa CyLLeCcTBYHT
cnegywuine BO3MOXHOCTH:

3aKpbITOoe BXMB/IEHNE UMMaHTaTa

TempBase yfanseTcsi C NOMOLLbIO LeCTUrpaHHoii oteepTku 0,9 Mm
nocpeAcTBOM ocnabneHns (PUKCUpyIoLLero BrHTa. B 3aBeplueHne umnnaHTar
3aKpbIBAETCA BUHTOM-3ar/yLLIKOA 1 AecHa 3alumBaeTcs. Vi36eraiite
3aLleM/IeHNst MATKOW TKaHU MeXy VUMNIaHTaToM ¥ BUHTOM-3ar1yLLUKOA.

Peructpaumsa nHgekca

C nomolLbio TempBase NonoxeHne MMNIaHTaLMOHHOTO LWecTUrpaHH1Ka
nepeHocuTCs Ha Mofesb. [/1 3TOro Heo6X0AMMO HacaAUTb KOMNauoK
TempBase Cap Ha TempBase v 3acmkcpoBaTb, HafaBuB [0 Lienyka. 3atem
3aKpenuTe BEPXHIO YacTb C MOMOLLbIO CBETOOTBEPXAAIOLLEroCca NnacTuka K
N3roTOB/IEHHOI 3apaHee LWWHe r1y60oKOol BbITSXKM, CBOBOAHO CKONMb3ALLEN B

Mpaaa Ha U3MEHEHNSA COXPAHEHbI.

Dentsply

S;:ﬁ;::ﬂ:;s: pernoHe mupa MoryT 6bITb AOCTYMHbI S I ro na
iTitplants
CocTosiHue nHgopmaymuu
IFU2602-RU RU Mocnep pea 029 A £022-11
2(4)



NHCTpYKUMSi NO NPUMEHEHUIO

o6nactu umnnaHtata. CHuMuUTe WuHy BMecTe ¢ TeTpBase Cap u
oTcoeanHuTe TempGase 0T UMNNaHTaTa. 3akpoiiTe UMNAaHTaT C MOMOLLbI0
BUHTa-3aryLIK1 1 3aneiiTe lecHy, BoeMEHHOe NpoTe3npoBaH/e BbINOHAETCS
TONbKO NOC/IE Nepuoja BXUBMEHNS. V3roToBNeHe Moaenu B nabopatopui ¢
nomoupio TempGase 1 nabopaTopHOro aHasiora MNaHTaTa.

BpemeHHoe npoTe3upoBaHue ¢ nomolbio TempBase

Mocne yctaHoBKkv umnnaHTata TempGase octaeTcs B umMniaxTare. 3arsHuTe
HMKCUPYIOLLMIA BUHT C MOMOLLIbIO LIECTUrPaHHON OTBEPTKM 6e3 KOHTpoNs
BpaLLatoLLLero MoMeHTa. YKkopoTute konnadok TempGase Cap B
VHAMBNYaNbHOM NOPSA/Ke U U3roTOBbTE BPEMEHHYIO KOHCTPYKLMIO C MOMOLLbHO
wabnoHa. B cnyyae HeO6XOANMOCTY COEAVHERUA HECKObKMX OTAEbHbIX
KOHCTPYKLWVA NPW UX U3rOTOB/IEHMN UCMONb3YETCA BOIOKHO /151 YCUNEHMS,
KOTOpOe (PrKcUpyeTcsl B COOTBETCTBYIOLLEM Nase konnavyka TempGase Cap.

PackpbITve nMmnnaHTata nocne atana 3axusieHns

MIMnnaHTaTbl BXUBASIIOTCS 3aKpbITO B TeueHne 3-4 mecsiues. Mocne neproga
BXVB/IEHUS IMM/IAHTATHI PACKPLIBAKOTCS U BUHT-3ar/ywka ygansercs. MNpu
NPYMEHEHUN ayrMEHTaTVBHOTO MeToAa Neprog BXUBNEHUS AO/KEH 6bITb
COOTBETCTBYIOLLMM 06PA30M NPO/IEH. 3aTeM BHYTPEHHSISt MO/IOCTb
VMMN/IAHTaTA OUULAETCS U BBUHUMBAETCSA (DOPMUPOBATESTb JECHbI,
COOTBETCTBYIOLMIA TOMLUMHE CNN3NUCTOI 1 anameTpy. Creaute 3a NpasBusibHON
nocazKoii. B 3aBepLueHne fecHa NI0THO NPULLMBAETCS K POPMMpOoBaTEsIio
[AecHbl. MpoTesnpoBaHne UMNIaHTaTa fO/HKHO NPOM3BOAUTLCSA SULWL NMOC/e
MOHOTO 6E3yNPEYHOT0 3aKMBNEHUS NEPUUMIIAHTUTHBIX MSITKUX TKAHEA.

MocneonepaunoHHbIli yXoa,

MpovHopMupyiiTe NaumeHTa 0 HeO6X0ANMOCTM NPOBEAEHUS PEry/ISPHON
rurueHbl nonoctu pra. B nepebie 7-10 gHel nocne onepauun MeEpPONpUATASA No
rurmeHe pta MoryT 6bITb JONO/IHEHb! NOMOCKAHUAMW NOAXOAALLMM PACTBOPOM
Ana nonockauus pra. Cnefyet usberaTb MexaHUYECKO! Harpy3ki Ha y4acTok
BHE/IPEHNA NMMNJIaHTaTa B Noc/ieonepaLyoHHbIii neprog,. V13 acteTnyecknx
COO6paKeHwii NaLneHT MOXeT HOCUTb BPEMEHHbIV NPoTe3 C MArKoii
NoAKNaaKou.

qJOprI NMNoCTaBKM - YC/10BUA XpaHEeHUA - cTepunmnsayns

MmnnaHTathbl Xive'S plus U3rotaBnBaloTCA U3 YNCTOTO TUTaHa 2-Oii CTeNeHn B
COOTBETCTBUM C MEXAYHAPOAHbIMM CTaHAapTaMy B OTHOLLEHUM NPOM3BOACTBA
GMP. MiMnnaHTaTbl NOCTABNAOTCA Pa3/IMYHONO AUamMeTpa 1 pas/IMyHol ANVHbI.
Bo n3bexaHue oWNGOK C MMMNaHTaTaM1 pasINyHoro AMameTpa, Ha ynakoBke
ncnonb3yeTcs LBeToBas koguposka (D 3,0 Mm = 6poH30BbIil). Bug 1 pasmep
ykefjaHbl Ha 3TVKeTKe Npo/yKTa.

MmnnaHTaTbl Xive~S plus npoxoAaT cTepnansauunio ramma-nyvamm u
npeAHasHaueHbl 4719 OHOPa30BOro NpuMeHeHns. mnnantatel Xive* S plus
Hefb3s CTEPUNN30BATL MOBTOPHO!

Mpy NOBpexXAeHHOW GNMCTepHOIA ynakoBKe, OTCYTCTBUM WN NOBPEXAEHN
3HaKa 3alnTbl HapyXHOW 6MCTEPHON ynakoBKW IMG0 MO UCTEYEHUU CpOKa
cTepunmsaLnmn NpUMeHeHne UMniaHTaToB Xive® S plus HeaonycTMo.
MmnnaHTtatbl Xive® S plus cnegyeT XpaHuTb B OPUTMHaUIbHON ynakoBke npu
Temnepatype oT +15 ' C go *30 'C. XpaHuTb Npy 06bIYHbIX 415
CTOMaTONOTMYeCKNX KabnHeToB ycnosusix. O6eperaTb OT BO3/ECTBUA
NpSIMOro CONTHEYHOrO CBeTa.

BAXKHO: Bce HecTepu/ibHble AeTanu nepep 1Ucrnosib3oBaHuemM npu
MaHUNyNAUMSAX y NayueHTa ouncTuTb, NPoAe3nHMNLNPOBaTbL 1
npocTepunn3oBaTth No yTBEPXKAEHHOMY MeToAy. Pas6opHble
VHCTPYMEHTbI AEMOHTNPOBATL A/151 OUUCTKM. VX paspeluaeTcs cobupatb
ANA cTepuamsaLun ToNbKO B CyXOM COCTOSIHWN.

MpefcTepunusaLoHHas pyyHas oumcrka

3HaumMTesIbHble 3arpsisHeHus yanuTb cpasy nocse UCMosb30BaHUs (MArkoi
Heli/IOHOBOA LETKO A0 NOSIHOTO OTCYTCTBUSA BHELLHUX NPU3HAKOB
3arpasHeHus).

YnbTpa3sykoBas ounctka (OnunoHasibHbIi MeToA, B C/lydyae CUIbHOTo
3arpasHeHns)

CnepyeT CTporo co6nofath BpeMsi BO3AeiiCTBUA U KOHLEHTPaLMIO, yKazaHHble
hrPMOIi-NaroToBUTENEM YNCTALLErO CPpeaCcTBa.

MalunHHas noaroToBka

[ns achdheKTUBHOM MaLUMHHONM NOATOTOBKM TpebyeTcs npeAcTepunmn3aumoHHas
pyyHasi ounCTKa.

[NA MalHHOV O4MCTKM cneayeT UCMoNb30BaTb NpeAHasHaYeHHble A5 3TOro
annapartbl 415 OYUCTKA U Ae3VHEKLMN, a Takke CPeacTBa A/t OUUCTKA U
HeliTpanusaumn. CobnogaTh ykasaHuii hMpMbl-M3roToBUTENA annapara Ans
OUMCTKW U Ae3uHekumn. [103MpoBaTh N NPUMEHATL CPEACTBA /1S OUUCTKU U
HeliTpannsaumm cornacHo ykasaHusmM rpMbl-M3roToBuTens. PekomeHayeTtcs
nporpaMma o4ncTku ¢ TepMoae3nHdekumeit (Ao > 3000).

L1151 04NCTKM pEKOMEHZYeTcs NCMob30BaTh BOAY ONpeaenéHHoro kayectsa m
[leMUHepan30BaHHyto BOAY WM BOZY, COOTBETCTBYIOLLYIO 3TOI CTENEHU
YUCTOTBI.

MeToa MalIMHHO NOATOTOBKM 6bl1 YTBEPXKAEH AN CNy4YaeB NPUMEHEHUS
cnepyloyx MaTepuasioB 1 annaparos

CE/CE

MpoHaBonUTeNb
Osnisply Implants Martufacturirvg GmbH
RoOenbacher Chaussee 63457 Hanau Germany
wwyv..denUolvimDlant8 corn
www dentSDIvsrfona.com
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* ABTOMATWUueCKMiA annapar AN O4MCTKN 1 Ae3nHdekumn Tuna G 7836 CD.
Miele & Cie. KG. Gulersloh
« TMporpamma ounctkn VARIO-TO
MNpegBapuTenbHas NPOMbIBKa XOMOAHOV BOAOW 4 MUH.
OuncTtka 10 MyH. npu Temnepartype 45 - 55 °C
Heitpanusaums 6 MyH.
MpomexyTouHas NpoMbIBKa XONOAHOW BOLON 3 MUH.
TepmogeanHdekuma S muH. npy Temnepatype 00 *C (Ao ¢, 3000)
Cyuika 30 MvH. npu Temnepartype 105 ‘C
¢ Yuctawee cpeacteo Neodisher MediClean (0.5 %) | HeliTpanu3yioliee
cpeacteo NeodisherZ (0.1 %), Dr. Weigert, Hamburg
Moapo6Hble ykasaHsi NO PyYHOVi 1 MalLVHHO NOArOTOBKe NpuBEAEHbI B
nHCTpykumn Oentsply Implants CTepunusaums 1 yxog 3a MHCTPyMEHTamu.

Ctepunusauus

CrepunusawptOcnegyeT npoBoAnTb No cneaytoLleli cxeme

1. TMoparoToBKa K cTepunusauun: fletanun sanammHupoBatb B
npeaHasHavyeHHble 4151 3TOT0 CTEePUIN3ALMOHHBIE NakKeTbl. Ha Kaxaom
CTepuUn3aLUMoOHHOM NakeTe A0/KHbI GblTb yKasaHbl MHAVKATOP
cTepunuzauuv 1 garta ctepunmsaumm.

2. Crepunusaums:

MUMM bl 0 a Bpewms
Caoco6 Matop Teunepetypa "
Bpew ableepuwxm” Cywxu
NeperpeTbiii (‘Z;HKZW/::;;I;M;;ZSHHIZ 182 C 4 . 20 MuH
nep paumomMmp 135*C 3 MuH.
(boosaicvwvM)
NeperpeTeiii FpaBUTaUMOHHbIN MeToa 121 “"C 30 MuH 20 MuH

nwo
' MUHUMAKHOE *peM* sM«P>M< n«p«az pa69”en>pouma ANMHHEe 1 3aaHCUT OT annapara.
3. XpaHeHue; CTepunn3oBaHHble leTann XpaHuTb B CyXOM, HeMbl/IbHOM
MecTe Npu KOMHATHOI Temneparype.

Ycnosus TPaHCNOPTUPOBKN

M3genvs cnepyet TpaHCNOPTUPOBATL U NEPEBO3NThL TakuM 06pa3oM, KOTOpbI
COOTBETCTBYET Mepam NPeAOCTOPOXHOCTMU MPU TPAHCTMOPTUPOBKE A1 KaXKA0ro
BMAa MeANLMHCKMX U3genuid, B AnanasoHe Temnepatyp ot -30 4o +60 *C un
BnaxHoctu 1o 80 %.

YcnoBusa npumMeHeHus

Cromatonoruyeckue KMHIKM 1 naéopaTopum.
M13enuns MoryT MCMosb30BaThCA TO/ILKO CTOMATO/I0raMy v Bpadamu,
npoLueawmmmn obyyeHne B COOTBETCTBYIOLLEN 061acTU.

O61acTb NPUMEHEHUS 1 YC/TIOBUS 3KCMyaTaumm

Ctomaronorus. 3y6Has UMNIaHTonorms
M3penua akennyatupytoTes npu Temnepartype +3210+42 ‘C.

YTunusaumsa musgenuii

YTunusaumio ynakoBku 1 usgenuii nocne Ucnosib3oBaHns Heo6XoAMMO
OCYLLLeCTBASATb COMIACHO AeCTBYIOWMM Ha TeppuTopun P® npasunam
yTUAM3aLmn:

/icnonb3oBaHHbIE MNNAHTaTbI U 3arTyLWKy A1 UMNIaHTaToB * MO Knaccy
0Tx0f0B b (3nnaemnonornyecky onacHble oTxopl).

LLIaGoHbI, YNakoBKa U3Aenuid, a Takke U3fenus ¢ UCTEKLIMM CPOKOM XpaHEeHs!
1 He GbiBLUVE B yNOTPE6IEHUM - NO K1AcCy 0TX0A0B A (3N1AeMNOsorYecku
6e30nacHble 0TX0Apl, N0 CocTaBy NPUBAMKeHHble Kk TKO).

CpoK xpaHeHuns

He ctepunbHo: Cpok rogHocTn 10 neT caathl NPOM3BOACTBA NPU YCN0BUM
XpaHeHus B COOTBeTCTBy}OLueVI opmrMHaanoDi ynakoBke.

CTepunbHO: Cpok rogHocTH 5 neT ¢ faTbl NPOM3BOACTBA NPU YC/I0BUM
XpaHeHWs B COOTBETCTBYIOLLEN OPUrMHA/IbHON CTEPUIBHON ynakoBKe.

CpoK XpaHeH!sl yKa3aH Ha MapKupoBKe U3Aenins.

BnnsiHne Ha okpyXatolLyto cpeny

MmnnaHTaTtbl feHTasbHble X1e® BO BpeMs XpaHeHWs, UCNo/b30BaHNA 1
YTUNM3aLMN He OKa3blBaloT HEraTUBHOTO BO3/eCTBIS Ha OpraHn3m YesioBeka n
OKpYXartoLLyto cpefy.

[apaHTUs Ha CUCTEMY UMMJIaHTaTOB

[ON1st nonyyeHrst NOMHOM MHOPMALMK O rapaHTN UMMIAHTATOB CM.
NoApPO6GHbIe rapaHTUiiHbIE YC/IOBUSI HA CUCTEMY UMIM/IAHTATOB.

JocTynHocTb nsgenus

BHVIMAHWE: He Bce n3penus, onncaHHble B 3TOW MHCTPYKLMMW, MOTYT 6bITb
paspeLueHb! / BbiMyLLEHb! | TMLEH3MPOBaHbI Ha BCEX pbiHKaxX. CM. TekyLmii
KaTasior NPoAyKUMM 1 GPOLLIOPLI 418 aCCOPTUMEHTA 1 penpe3eHTaTUBHbIX
choTorpachuii NpoayKTa UM CBSXMTECH C MECTHbIM 0chrcoM npoaax Oem)5ply
31ronagnsa nofyYeHns MHPopMaLmn 0 Haslunn U3Aenms.

MpaBa Ha ManeHeHUs CoXpaHeHbI

Dentsply

B TOM N1 MHOM PETMOHE MUPA MOTYT GbiTh «OCTYMHbI H
He ace nagerus SI rO n a
(‘"m'pianr
CocTosiHue uHpopmauum
IFU2602-RG RU Mocnes peg 029A 2022-':
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NHCTpYKUMSt NO NPUMEHEHNIO

ABTOpPCKUE MpaBa ¥ TOBapHbIN 3HaK

Bce npaBa coxpaHeHbl. H1 ogHa 13 YacTeil aHHOTO PyKOBOACTBA No MeguumHckoe nsgenve
NPUMEHEHWI0 He MOXET GbITb BOCNPOM3BEAeHa B Kakoii-nn6o chopme um

nepepaoTaHa C NOMOLLbIO 3/IEKTPOHHBIX CUCTEM, Pa3MHOXeHa 6o

pacnpocTpaHeHa Kakum-nm6o apyrm cnoco6om 6e3 ICHO BbIPaKEHHOTO

NMUCbMEHHOTO COracust MPOU3BOAUTENS.

Xive* n Fnadent* sBnsoTca ToBapHbIMY 3Hakamu dmpmbl Dentsply implarHs

Manufacturing GmbH.

YNOAHOMOUEHHbIV NpeacTaBUTelb NPOM3BOAUTENS HA
TeppuTtopumn Poccuiickon depepaymn:

000 «CUMKO BMOTEK»

Poccus, 105066, r, Mocksa. OnbxoBckas yn., A4.45, ctp. 1. ocumc 4

Ten. +7 (495) 737-80-03

[elicTBUTENbHO A151 CNeayoWnX permcTpayuoHHbIX
ypocToBepeHuin B Poccun

VIMnnaHTaThl ileHTasbHble Xrve' ¢ NpUHaAIeXHOCTAMM

MpaBa Ha U3MeH"ns coayeHbl

Cc/cC Dentsply

B TOM M1 MHOM PETMOHE MUPA MOTYT GbiTh JOCTYMHbI 1
IrlpOMMOAVITRﬂb. He BCe u3genus . P Y A Y Slrona
Oenisply Implants Manufacturing GmbH Implants
Roderracner Cnaussee 4 63457 Hanan Germary
WWW dantaolvimplants.com CocTosHue uHopmanum
WWW dantsolvsirona com IPUI602-RU RU Mocnepn pes 029A 2022-'~ 4 (4)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Die wortliche Ubereinstimmung vorstehender
Abschrift mit der mir vorliegenden Urschrift

wird hiermit beglaubigt.
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MepeBof, C aHINUIACKOTO N HEMELIKOTO SI3bIKOB Ha PYCCKMIA A3bIK

Ha 1 cTp.:
3aBepeHHas Konus

BeHcxaim, 21 Hoa6psa 2022

/Mopgnuck/

O-p AnvHa ®dpanip Mokpyxa (Aline Frare Mocruha)
MeHeaxep oTAena HoOpMaTMBHO-NPaBOBOIO
perynmpoBaHusi

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

I Sirona

[extcnnaii VimnnaHTe

MaHydaak4ypuHr MvieX

PogeH6amp LLocce 4
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HacTosiwium 51 3aBepsito COOTBETCTBME Mpuiaraemoii
KONWM NpeAoCTaBIEHHOMY MHE OpuUruHany.

BeHcxainm, 21 Hoabps 2022 T.

/Mognuck/
tOpucT u npeacTtasutens Hotapuyca [-p Anpk /Me4aTs: [-p Jlena Kyuonaa
ApeTy, (Dirk Aretz) HoTapuyc B r. beHcxanm/

3amecTutenb HoTapuyca [i-pa JleHbl Kyybupa (Lena
Kuzbida) B . BeHcxalim
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MepeBof AaHHOrO TEKCTa BbINOJIHEH MepeBojYMKOM bylleHKOoBbIM IBaHOM Butanbesuyem.

¢ K
Poccuiickaa degepayms

Mopos MockBa
CefbMmoro fekabps fBe TbicA4M ABajLaTb BTOPOro roga

A, Kopcuk Mapua AnekcaHApoBHa, HOTapuyc ropoga MOCKBbI, CBMAETENbCTBYHO MOAAUHHOCTL
nepesojuuKa bylleHkosa BaHa BuTasbesuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb NoAnucasLLero AOKYMeHT YCTaHOB/IeHa.

3apernctpupoBaHo B peectpe: No 77/2139-H/77-2022-
YnnayeHo 3a coBepLUeHne HOTapuanbHOro geinctems: 4T)0py6. 00 kon.

Bcero npoLHypoBaHo,
MPOHYMepoBaHo
v ckpenneHo T
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Instructions for Use

Xive® Implant System
Xive® TG plus Implants

Description of the System

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

Genera) information

Xive” threaded dental implants are intended for surgery implantation in the
alveolar and/or basal bones of the mandible or maxilla to provide support and
retention of the denture (e. g. bridge, single tooth, cover prosthesis) to restore
the masticatory function of the patient.

Ordering information and Dimensions

See the current product catalog for updated and detailed information about the
products.

Materlai
See the current product catalog for matena! information of the products.

Indications

The Xive* TG implant system is for single-stage surgical procedures and
cemented, removable or screw retained restorations. The Xive* TG implant
system may be used for Immediate placement and function on slr>gte tooth
arxl/or multiple tooth applications when adeguate primary stability is achievable,
with appropriate occlusal loading, in order to restore chewing function. Multiple
tooth applications may be splinted.

Contraindications

Contraindications customarily associated with elective oral surgery should be

observed when selecting patients. These include:

« Clotting disorders e.g. anticoagulant therapy, inherited or acquired cloRirtg
disorder

« Bone and wound healing disorders e g. uncontrolled diabetes, metabolic or
systemic disorders which affect borte or wound healing, general resinctk>r>s
on elective surgery apply to tobacco and alcohol abuse

« Immunosuppressive therapy e.g. chemotherapy and radiation therapy

< Intraoral infection or inflammation e.g. periodontitis

« Uncontrolled parafunctional habits e.g bruxism

« Inadequate oral hygiene

« Patient not prepared to undergo total oral rehabilitation

« Untreatable ocdusal/articulation disorders and insufficient interarch space

« Insufficient height and/or width of bone

« Insufficient soft tissue coverage

« Proven hypersensitivity to one of the metals in the alloy

Warnings

Please read the instructions for use prior to using Xive®TG implants. Xive'TG

implants may only be used for their intended purpose according to the general

rules for denial/surgical treatment, occupational safety and accident prevention.

If the indication and use are unclear, treatment should not be carried out until all

of these points have been clarified. The followir® instructions are not adequate

to allow inexperienced clinicians to administer professional implant dentistry.

We recommend that an experienced user provide proper use instructions Xive*

TG implants must only be used by dentists and surgeons with training and

experience in oral surgery as well as diagnosis and preoperative planning

Oentspiy Implants Manufacturing GmbH is not liable for damage resulting from

use outside the intended use ofthe product.

The following complications have been observed after using endosteal implants;

« Components in the patient's mouth can be swallowed or aspirated.

« Nerve injury

« Implant dislocation in the maxillary sinus

« Perforation of the maxillary sinus, mandibular base, lingual plate and the
infenor alveolar canal

« Fracture of the jaw borte

« Necrosis due to inadequate cooling or excessive torque

* Excessive bone loss requinrtg intervention

* Edema

« Loosening after mgrowth/implant loss due to insufficient osseointegration

* Inrare cases, implant breakage can occur under extremely unfavorable
loading conditions (prosthetic overload, severe bone resorption)

« Periimplantitis

Ci/CQ

Manufacturar
Oentspiy Implants Manufactunng GmbH
Rodenbacnei Cnaussee 4 63457 nanau Germany
«ww.dentaoltfimclants com
www.tlantspivsirona com
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Bensheim. November 21* 2022

Dr. Aline Frare Moautia
Regulatory Affairs Manager
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« Infections

* Post-operative bleeding

+ latrtogenic trauma

» Esthetic or functional complications

a Suture dehiscence

Possible complications with the product or applicahon include,
a Jammed or over-tightened placement head

a Loss of implant due to an over-tightened cover screw

Precautions

The following precautions must be observed prior to arxj during treatment:

a Pnorto each procedure it must be ensured that all necessary components,
instruments and materials are available m the required quantities arfo are
fully operational.

a Always wear protective clothirrg for your own safety

a Position the patient such that the dartger of aspiration of components is
minimised.

a All components that are used intra-oraily must be secured to prevent
aspiration or swallowing

a Products designed for single use must not be re-used. Ignonng this
requirement may cause infection!

a Observe the maximum speed

a Comply with the recommended speed dunng preparation with dolls: in
particular, avoid a reduction in speed

a Cutting instruments should be replaced after about 20 uses or if they are
damaged or dull,

a Ensure adequate cooling.

a Extensive manipulation of the implant (e.g. change of prosthetic
components) should be carried out at the earliest after the osseointegration
phase, unless absolutely necessary.

Adverse Reactions

Dysesthesia or paresthesia due to nerve injury
Necrosis due to inadequate cooling or excessive torque
Excessive bone loss requinng intervention

Hyperplasia of the oral mucosa

Esthetic or functional complicaliorts

Edema

Hematoma

Temporary local swelling

Temporary anesthesia or paresthesia/lmpaired mastication
Pain

[ I R SR I S )

MRi Safety information

All Xive* devices, which remain in the patient’s body, have not been evaluated
for safety arfo 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* device in the MR environment is unknown. Scanning a patient who
has this device may result m patient injury

Application

Preoperative prosthetic planning

During preoperative planning, it must be established that there is adequate
height and width of bone to allow placement of the implant. The width of the oral
and vestibular bone lamella should be at least 1.5 mm. Appropriate radiographic
preoperative analysis is necessary to determine the position of important
anatomical structures Augmented areas must show complete and mechanically
stable regeneration pnor to receptor site preparabon Using Fnadenf Select
components improves surgical planning

Preparation of the implant site

Adequate bone quanbty must be available

There are 2 types of instruments

* Type 1 with shaftin accordance with ISO 1797-1

» Type 2 with shaft in accordance with ISO 1797-1 and hexagon clamping
system (HXSS)

Instruments with HXSS used with the appropnate contra-angle offer improved

transmission.

Subject to change without onor notice
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Instructions for Use

Checking (he depth: there are two types of depth markings on the dhils.
« Type 1 has laser rtrtg markir>gs orriy.
m  Type 2 has grooves and laser band markings.

ATTENTION; The laser rir® markings and grooves correspond to the implant
lengths. The laser bar>d markings are for orientation purposes. In addition, the
implant site depth can be checked with a depthg a u g e .

The Xive* depth stops ensure that the correct depth is reached. Pull the depth
stop, with the color*coding towards the top, over the dnll tip. Additional
instruments are not required for depth stop removal.

Drilt sequence (tMtt «Athoutdesignation « Twist Orttl Ree drill
Anterior or Posterior) speed
The round dnN can be used to smooihen the ridge or to mark

the cortical bone.

0 34TIT 020 +030—03.4- TwistDnll Crestal 03 4 900 rpm
0 38-Tifr 020 .030- D34- 03.8- "wistOrll Crestal 03 8 800 -orr
Casr.ir 020 +030- 03.4 - 03.8 -045- Tws; OniiCrestal 04 5 800 'Orr

Implant
diameter

ATTENTION: The Twist Drill Crestal must always be used. The only exception
is missirtg cortical bor« (see the following information).

Final preparation is accomplished with a crestal twist drill at a recommended
speed of 600 rpm. The depth isd”~ndent on the bone quality/density.

* 6 mm preparation in type D | bone.

¢ 2 mm preparation intype DIV bone

The depth of the Twist Drill Crestal should not exceed 4 mm for implants 8 mm
in length. The Friadent" Drill extension can be used in case of limited space It
always has to be used with the long internal irhgation tube.

Ensure there is sufficient internal and external irrigation when drilling.

In case of very dense cortcal bone (type D I), the XK/e* Tap must be used at a
speed of 15 rpm after implant site preparation wth the Twist Drill Crestal. If the
thread region of the tap is countersunk, then the site preparation depth is 6 mm.
To use the tap without an integrated contra-angle, the implant driver for screw
implants O 3.4 and TempBase must be used (with 0-nng to improve TempSase
seat. Replace the 0-nng if the clamping effect decreases).

Implant placement

Use the FriadenT implant dnver without ISO shaft with the Fhadent® ratchet

Use the Friaden” implant dnver with 1ISO shaft wthout HXS5 with the contra-

angle.

Use the Xive”™ implant driver with ISO shaft to drive in Xive* implants vnth the

corresponding ratchet insert and Xive' ratchet without contra-angle.

Use the Xive® extension instrument without internal cooling to extend

instruments as required. Do not use as a drill extension! Align the flattened

shaft of the instrument with the dot markings on the extension
instrument/ratchet insert and snap into position.

1 Open the box and remove the non-sterile outer blister.

2. Open the outer blister and hand the sterile inner blister to the dentist or drop
itonto the surgical tray.

3. Remove the implant holder (shuttle) from the inner blister.

4. Place the Xive* implant driver for implants and TempBase D 3.4 into the
internal hex of the placement head checking that the instrument is firmly
seated in place.

5. Gently bend open the shuttle and remove the implant. Avoid touching the
osseous threaded section.

6. Place the implant into the prepared site and screw it into place. Ensure that
the entire threaded section is in bone.

7. Remove the implant driver from the placement head.

NOTE: The placement head must not be used in prosthetic treatment.

8. Loosen the retaining screw with the hex driver 0.9 mm and remove the
placement head from the implant.

ATTENTION; If during seating the torque exceeds 50 Ncm the placement
head must be removed and the implant has to be screwed in directly with
the implant driver for Xive* TG implants

Under normal soft tissue conditions, the implant is screwed i place so that the
apical section of the gingival collar is 0.5 mm below the crest of the bone. ThKk
gingival tissue should be reduced. After implant insertion, suture the soft tissue
tightly around the gingival collar.

Impressions and Closure

Impressions and closure for bar-supported immediate dentures

Transfer Technique; Remove the cover screw and mount the impression
coping on the implant using the 0.9 mm hex driver. Block out the hex opening in
the coping with wax Make the impression with a custom tray or use a relieved
immediate denture After the impression is made, remove the impression coping
and rriovn! it on a Xive'*TG implant analog.

CacQ

Manufacturer
Oentaply Implanii Manufacturing GmbH
Rodenbacber Cbaussea 4 63457 Hanau Gemany

www dantsplvaifona com
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PickUp Technigue: Mount the PickUp impression coping on the implant with a
lor>g PickUp guide pin using the 1.22 mm hex driver A custom tray or a
perforated denture with an opening for the guide pin must be used. The
impression coping remains in the impression. A Xive* TG implant analog is
mounted on the impression coping and the guide pin is tightened. Until the
prosthesis is delivered, seal the top of the implant with the cover screw using
the 0.9 mm hex driver. Make sure no soft tissue is trapped between the implar®
and the cover screw.

Impressions and closure during transgingival healing

Ounng the 3-4 month healing phase, the top of the implant is protected with the
cover screw Relieve the removable provisional restoration around the implant
and reline as r>ecessary

Transfer Technique: Remove the cover screw and mount the impression
coping to the implant using the 0.9 mm hex driver. Make the impression with a
custom tray. After the impression is made, remove the impression coping and
mountit on a Xive*TG implant artalog.

Pickup Technique: Mount the PickUp impression coping on the implant with a
long PickUp guide pm usir>g the 1.22 mm hex driver A custom tray or a
perforated denture with an openir>g for the gmde pm must be used The
impression coping remains in the impression. A Xive* TG implant analog is
mounted on the impression copir>g and foe guide pin tighteried. Until the
prosthesis ISdelivered, seal the lop of foe implant with the cover screw usmg
foe 0.9 mm hex dnver Make sure no soft tissue is trapped between the implant
and foe cover screw.

Prosthetic restoration fabrication
Detailed information is available in the Xive* manual

Delivery of the functional prosthetic restoration

Functional immediate loading is only possible if primary stability of all Xive*TG
implants is ensured. Functional immediate loading may only be performed on
single tooth replacement, on pnmarily splinted or on implants secondarily
connected by stable rigid comporrents. For bar-supported dentures foe implants
should be splinted with a passively fitting bar within 48 h up to a maximum of 5
days. The screws should be tighterted to 14 Ncm. If the bar does not seat
passively on the implants, it should be secborred and luted together until a
passive fit is obtained. Check for loose screws regularly during the
osseointegration phase. The screws should be tighten” to a torque of 24 Ncm
after integration Loading foe implants with a removable prosthesis should be
avoided if an immediate restoration is not possible

Delivery of the prosthetic restoration after the healing phase

The prosthesis is mounted onto the implants and foe abutment screws are
tightened to a torque of 24 Ncm. Passive fit and occlusion must be checked and
verified.

Post-operative care

Instruct the patient regarding the need for regular oral hygiene. For the first 7-10
days post-op, oral hygiene can be supplemented by a suitable anti-mlicrobial
rinse. Mechanical loading of foe implant site should be avoided during the post-
operative period. A relined provisional restoration can be worn for aesthetic
purposes

Delivery - Storage - Sterilisation

Xive* TG plus implants are manufactured from commercially pure grade 4
titanium under GMP standards. The implants are available in various lengths
and diameters. For ease of identification, the various implant diameters are
colour-coded on the respective packaging (D3.4 mm - gray. D3.6 mm = yellow.
D4.5 mm - blue). For type and size see product label.

Xive*TG plus implants are gamma sterilised and are intended for single use
only Xive*TG plus implants must not be re-sterilised.

Do not use the Xive* TG plus implants after expiration of the sterilisation date or
if the seal of the external blister is damaged or missing, or if the blister
packaging is damaged. Store Xive* TG plus implants at room temperature

+15 to +30 ‘C in the original packaging under condiliorts rtormal for dental
practices. Do V& expose to direct sunlight.

IMPORTANT: Prior to clinical use, all components and instruments
delivered non-sterile must be cleaned, disinfected and sterilized
according to a validated method. Instnjments that can be ditassembied
must be disassembled for cleaning and may be assembled again for
sterilization only in a dry condition.

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 corxientrations specified by the manufacturer of the
cleaning agent must be observed.

Mechanical processing

Manual pre-cteaning is necessary to ensure efficient mechanical cleaning.

Subject Id change without pror notice
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Instructions for Use

Suitable washer disinfectors as well as cleaning and neutralization agents are to
be used for mechanical cleaning. The irtsti\x:tions 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 {Aci 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning.
The mechanical processir>g method was validated with the following materials
and devices:
* Washer disinfector, type G 7836 CD, Miele & Cie. KG, Giiiersloh
¢ Cleaning program VARIO-TD

Pre-nnsing with cold water 4 min

Cleaning 10 min from 45-55 *C

Neutralization 6 min

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 'C (Ac 2 3000)

Drying 30 min at 105 *C
« Cleaning agent Neodisher MediClean (0.5 %) / neutralization agent

Neodisher Z (0.1 %). Or Weigert, Hamburg
For detailed information on manual and mechanical processing, please refer to
the Dentsply Implants instructions for Sterilization - Instrument Care.

Sterilization
Sterilization is to be performed corresponding to the following scheme:
Preparation for ateiilization: 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.
Sterilization:

Method Cycle Temperature Exposure Time* Oty Time

Steam Oyriamic air removal 132 'C 4 Min. 20 Mm
(orevacuum) 135 *C 3Min.

Steam Gravity displacement 121 *C 30 Min 20 Mm

-Minimum «Bpcaur* Um«. Ne« operabng times are longer eno may very depending on the device
3. storage: Store the steniized components dry and dust-free at room
temperature

Transportation Condition

Products should be transported and earned carefully in a manr>er that
corresponds to the special transport precautions for each medical device's
nature at a temperature range from -30 to +60 'C, with a humidity up to 80 %.

Terms of Use

Dental clinics and laboratories. May only be used by dentists/physicians who
have had the appropriate education and training.

Application Area and Operating Conditions
Stomatology. Dental implantology.

Disposal of Products

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in Russian Federation

Implants and cover screws for implants after use - as waste class B
(epidemioiogically hazardous vyaste).

Templates, packaging of products, as well as products with an expired shelf life
and rtot in use - according to waste class A (epidemioiogically safe waste,
similar with MSW).

Influence on the environment

Xive* implant system products wiNe accessories, during storage, operation and
disposal do not adversely affect the human body and the environment.

Shetf Life

Unsterite: 10 years in its original packaging
Sterile: 5 years in its original sterile packaging
Expiration dale irxlicated on the labeling.

Implant System Warranty

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

Product Availability

ATTENTION: Not all products described in this IFU may be regulatory
cieared/reieased/licertsed in all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability.

Copyright and Trademark

All rights reserved No part of these instructions for use covered by the
copyright hereon may be reproduced or used in any form or by any means

cc/cei

I Manufacturer
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4 63457 Hanao Germany
wwy..dentsplyimfl.lanjs com
www dar”isnlvsifona cam
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graphic, electronic or mechanical, including photocopyir>g, recording, taping, or
information storage and retrieval systems without the permission of Dentsply
Implants Manufacturing GmbH.

Xive* and Fnadenf* are registered trademarks c4 Dentsply Implants
Manufactuhng GmbH.

Authorized Representative on the Territory of the Russian
Federation

"SIMKO BIOTECH' LLC
Olkhovskaya sir. 45, bid. 1, office 4, Moscow, 105066, Russia
Tel. +7 (495) 737-80-03

Valid for registration (Russia)
Xive® dental implants with accessories

Explanation of Symbols

| SymboT Explanation
Manufacturer
Date of manufacture
Use-by date
[L N Batch Code

[l—EI Catalog Number

Steniized using irradiation

Do rx)l resterilize
Non-Slerile
Do not use if package is damaged

Keep away from sunlight

Keep dry

Oo not reuse

Consult Instrucbons for Use
European conformity (CE) mark
Prescription only:

U S. Federal law restricts this device to sale by or on
the order of a licensed dentist or physician

Double sterile barner system

Medical device
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NHCTPYKUUS NO NPUMEHEHUO

Cuctema nmmnnaHtaTtoB Xive®

MmnnaHTaTbl geHTanbHble Xive® TG plus

OonucaHne cucTembl

CucTeMa UMNIaHTaToo Xive* paspaboTaHa Ansi 3aMeHbl O4HOTO Win
HECKOJIbKMX OTCYTCTBYIOLLMX 3y60B Y NALMEHTOB C Lie/1bi0 BOCCTAHOB/EHNS
)eBaTeslbHOl yHKUUM. OHA BK/IOYAET AEHTaIbHbIE UMIIAHTATbI, BUHTbI-
3ar/lyLUK1, TPAHCMYKO3aUlbHble (YpeccnusncTbie) abaTMekTbl 1 apyrue
NPOTETUYECKMNE KOMMOHEHTbI, @ TAKKEe XMPYPruyeckme n npoTeTmyeckme
VHCTPYMEHTBI.

HasHauyeHVne MeguLMHCKOIo U3genusi

[JeHTanbHble MMNaHTaThl Xive®, B (hopme pe3b60BOro BUHTa, NpeHasHaueHb!
[ONS XMPYPruyeckoi nMnaaHTaumy B anbBEeONSPHYI0 W/Mnn 6a3aibHy0 KOCTb
HWKHeli N BepXHeli YeocTy A1 YCTaHOBKM U thyKcaunn AeHTanbHoro
nporesa (Hanpumep, MocTa, OTAeNbHOro 3y6a, NOKPLIBHOrO NPOTe3a) C Le/blo
BOCCTAHOB/IEHWS XXeBaTe IbHOV (OYHKLMM naumeHTa.

NHdopmauns ans sakasa v pasmepsbl

A5 NoMyYeHus akTyasbHON 1 NoAPOGHOI MHKhopMaLK 0 NPOAYKLMN ANst
3aKasa CM. aKTyaslbHblii KaTaor npoAyKLmm.

Matepunan

CM. aKTyasibHblii KaTasior NpoAyKLyu A5 NonyYeHnst nHchopmauum o
matepuanax npogyKLuu.

[MokasaHuA K npuMeHeHuto

MmnnanTtatsl Xive®TG plus npefHasHayeHbl Kak Ansi O4HOMOMEHTHO
VMMAaHTauny, Tak U Anis LeMeHTPYEMbIX, CbEMHbIX NPOTETUYECKNX
KOHCTPYKUMIA UM NpOoTE3MPOBaHNs € BUHTOBOM dhmkcauymeld. Mpu
COOTBETCTBYIOLLEN OKK/TIO3VMOHHOI Harpyske cuctema nMmniaHTaToB Xive® FG
plus MOXeT 6bITb NCMNOMb30BaHA 15 MITHOBEHHON NMNIAHTaLMK, & YaCTHOCTH,
C HEMeA/1eHHOI Harpyskoi Npy NPOTETUYECKON pecTaBpaLy O4HOTO U
HeCKONbKUX 3y60B [19 BOCCTAHOB/EHUSA XeBaTe IbHON (hyHKLUMM a crnyyae
obecrneyeHns JOCTaTOYHON NepBUYHON CTabUAbHOCTU. BO3MOXHO coeanHeHne
HECKO/bKMX NPOTETUYECKNX KOHCTPYKLIMIA.

MNpoTuBonokasaHusa

Mpu oT60pe NauneHToB HEO6XOAMMO YUUTbIBATL 06LLME NPOTUBOMNOKa3aHNA K

CTOMATO/IOTMYECKAM U XUPYPrUYECcKUM onepaumsim. K HUM oTHocsTes

5 TOHWKEHHas CBepPTbIBAEMOCTb KPOBW, HaMp., He hoHe aHTUKoarynsHTHoOM
Tepanuu, BPOXAeHHbIE UK NPUOBPETEHHbIE HAPYLLIEHUS CBEPTLIBAHNS
KpoBY

* HapylleHus 3aX1BMEHNA paH WK pereHepauun KocTu, Hasp.. npu He
onTUMasIbHOV Tepanuy caxapHoro AnabeTa, askorosbHON 1 raeyHoi
3aBUCKUMOCTM, 6O/IE3HN O6MeHa BELLECTB B/IMAIOLLME Ha 3aXVB/IEHNE paH U
pereHepauuio KOCTHOW TkaHW

*  VIMMmyHcLienpeccuBHble Tepanum, Hanp., XMM1o- 1 iyyeBas Tepanus

B VIHheKUMOHHble 1 BocnanuTenbHble 3a601eBaHKst N00CTU pTa, Hanp.,
NapoAOHTUT, TMHIMBUT

* He BblneyeHHble hyHKUMOHAbHbIE HApYLIEHWS, Hanp. 6pyKcu3m

+ Tlnoxas rurmeHa nosocTu pta

» Tlnoxoe BOCMPUATYE NIeUEHUs, MPOBOAVMOrO B NOIOCTU pTa B LiEnom

+ Tlnoxas OKK/I03US U (M) apTUKYNIALWA, a Takke CIULIKOM Masioe
Mexokk/1(O31MoHHOe paccTosiHWe

¢ HepoctaTouyHoe Hannune KocTu

B HepgocTaTouyHoe 3aKpbiTHe MArKNX TkaHell

*+ [loBbILIEHHAs YyBCTBUTE/ILHOCTb K METaIam, BXOASLMM B COCTaB Criasa

MpepynpexaeHne

[laHHOe pyKOBO/CTBO ABNSIETCA 0653aTE/IbHBIM [/151 03HAKOM/IEHUS NEPef,
NpUMEHEHVEM CUCTEMbI UMMIaHTaToB Xive®. Cuctema nmnnaHTaTos Xive®
MOXET WCMO/b30BAaTLCS TONLKO COMTACHO NOKa3aHNsIM K MPUMEHEHUI0, O
COOTBETCTBUM C OGLMMM NpaBKiamMyi CTOMATONOTMUYECKNX/XUPYPrUYecKnX
[elicTBUIA, a Takxe NPUHMMas BO BHUMaHUEe NpeAn1caHns no oxpaxe Tpyaa u
npasu/ia TeXHUKM 6e30nacHoCTH. Mpn BO3HUKHOBEH BOMPOCOB OTHOCUTE/ILHO
nokasaHuii nnu cnocoba NpUMeHeHNs cnefyeT 0TkasaTbCst OT NPUMEHEHUs 0
BbISICHEHNSA JaHHbIX BONPOCOB. MpuYBEJEHHOE HIXe ON1CaHNe HeoCTaTouHO
Ans o6ecneyeHns NOHOCTbLIO 6e30MacHOro NeYeHns B Crlyyae NpPoBeEHNS ero
HEOMbITHLIMM BpaYaMun-UMnAaHToN0ramMu. B CBA3N C 3TUM Mbl pEKOMEHJyeM
NPOBECTN UHCTPYKTaX MO NPUMEHEHNIO JaHHOTO BU/a fledeHns 6onee
OMbITHLIMK Konneramu. Cuctema MMnaaHTaTos Xive® paspeLueHa k
NPUMEHEHMIO TO/IbKO CTOMATO/I0ramMmn 1 Bpadamm, KOMNeTEeHTHbIMU B 06/1acTh
XVUPYPrnyeckoii CToMaToNior BK/KOYas AMarHocTyKy 1 npejonepawyioHHoe

cel/cc!

MponssoanTens
Dentspiy Implants Manufacturing GmbH
Rodenbacher Chausses 4 634S7 Hanau. Germany
www dentsplvimolants.com
www.dentsDIv3irona.com
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Dentspiy
Slrona
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Ars 03HaKOMreHus ¢
VIHCTPYKLMSIMU 1O FPUMEHEHUK! 1
rioccapuem CUMBO/IOB

|:| SI nepeiiguTte Ha caiit

ifudentsDivsjrona-com

nnaHupoBaHue. B cnyyae HeHafiexallero 1cnonb3oBaHua NpogykTa nbas

OTBETCTBEHHOCTb 3a YLUEP6, BO3HUKLLNIA BCNEACTBUE 3TOT0, UCK/IOYeHa.

Mpn NPUMEHEHUN 3HA0OCCA/IbHBIX UMNIAHTATOB B OTAE/bHbIX CIydYasX

Hab6MIAaNCh CNefytoWwmne OCNOKHEHUS:

* BpabixaHve wm nporniaTbiBaHNe UCMO/b3yeMbIX BO PTy nauveHTa getaneii

Mospex/eHne Hepea

CMelLLEeHMe MNIaHTaTa B BEPXHEUEIOCTHYHO Nasyxy

* Tepchopauys BEpXHEUENtoCTHON nasyxu, Tena HwkHel yentoctu Basis
mandibulae, A3bI4HOIA 3aCMOHKW, HMKHETO a/IbBEONSIPHOTO KaHaa

« Tlepenom YenCTHOM KOCTK

* Hekpo3bl BCNeCTBME HEJOCTATOYHOMO OX/TAXKAEHUSA UW NPEBbILLEHNS
BpaLLaloLLero MoOMeHTa

* YpesmepHas aTpohusi KOCTHOI TkaHW, Tpebylolas BMeLLaTebcTBa

« Ortekn

« PacwaTtbiBaH1e nMnaaHTara nocsne ycnewHoro npwkueaeHns/noteps
MMnnaHTarta

m HepocraToyHas ocTeouHTerpaums

« Tpwu KkpaiiHe HeGNaronpUATHBIX YCMOBUAX Harpy3kn (opToneanyeckas
neperpyska, 3HaunTenbHas AeCTPyKLUUsS KOCTW) MOXET NPOU30IATY nepenom
Tena uMnnaHTata

* [epunmnnaHTuT

*  VHdbekumm

« TocneonepauoHHble KpoBOTEUEeHUs

¢ SATporeHHble TpaBMbl

* 3cTeTuyeckue Unm yHKLMOHAbHBIE OCNIOXHEHUS

* PacxoxgeHus LWBOB

BO3MOXHbI Take 0CNTOXHEHVS, 06yCOBNEHHbIE cneuudmkoli npogykTa m6o

npUMeHeHust

*  BnoKMpoBKa WM NPOKPYYMBaHNE YCTAHOBOYHOTO CTEPXKHSA

« [loTepsi UMNNaHTaTa BCIIEACTBYE NepekpyUYNBaHNS BUHTA-3arTyLLKV

Mepbl NpefocToOpPOXHOCTH

Mepep HauanoM UK BO BpeMsi NPOBEAEHUS NedeHns Heo6Xo4NMOo cobioaTb

cnepytoLme Mepbl NPeaoCTOPOXHOCTH:

« TlepeA kaxabiM XMPypriyeckM BMellaTensCTBOM criefyeT y6eantoes B
TOM, YTO BCe HeO6XOANMbIE AeTanu, NHCTPYMEHTbI U BCOMOraTesibHble
Cpe/CTBa UMEIOTCA NOJHOCTbIO B HAUIMUMM, @ TPeGYEMOM KONMUecTBe U
HaxofsTca B paboyem COCTOSHUN.

* [na cob6ecTBEHHON 6e30nacHOCTH NepcoHas AO/MKEH BCeraa HoCUTbL
COOTBETCTBYIOLLYIO 3aLLUMTHYIO OAEXAY.

» TMauneHT JoMKeH GbITb YNOXKEH TakiM 06pas3om, YTo6bl ONacHOCTb
BAbIXaHUsA AeTaneit 6bina ceefeHa kK MUHUMYMY.

« CriefiyeT NpuHsATb Mepbl a0 U36eXaHne BAbIXaHWA 1 NporiaTbiBaHus
PacnonoXeHHbIX BO PTy NauueHTa aetasneil.

¢ Bce npogyKTbl, NpejHasHaveHHbIe ANS 0HOPA30BOr0 MPUMEHEHNS, He

[L0/KXHbI MCNO/MBb30BATLCSA MOBTOPHO. Mpn Hecob0AeHUN 3TOro Npasuia

MOXeT BO3HMKHYTb OMacHOCTb WHULMPOBaHNS'

Heo6xoa1Mo yunTbiBaTb MakCMMasibHOE YNCIo 060pOTOB;

lMpu npenapupoBaHun cBepnamu ciegyeT cobnogaTb pekoMeHayemoe

4yncno 060poTOB U CTapaTbCs n3beraTb CHUXEHWSI CKOPOCTY;

Mocne MakcMMasibHO BaALaTUKPATHOTO NPUMEHEHUS, NPV NOBPEXAEHN U

npexAeBpeMeHHOM CTauMBaHUN PeXYLLMX UHCTPYMEHTOB UX criefyeT

3aMEeHNTb.

CnepyeT y6eiUTbCA B HOPMaUIbHOM (DYHKLWMOHUPOBAHWM CUCTEMbI

oX/TaxXAeHNs:

O6BbEMHble MaHUMYNIALMN Ha UMMNJIaHTaTe (Harnpumep, cMeHa

opToneAnYecknX KOMMNOHEHTOB) CrieflyeT NPOBOANTL TO/ILKO Noce

3aBepLUeHNst hasbl OCTEOMHTErpaLmun 3a UCK/II0YeHNeM Cly4aeB Korja aTto

CPOYHO HeobXxoanmo

88

Mo6o4Hble 3thheKkTbl

[lnaectesnn nnun napecrtesusi BC/1eACTBUE NOBPEXAEHNA HepBa
Her03bI BC/1e4CTBME HEAOCTATOYHOrO oXnaefeHnsa uan npesbileHns
BpalLLaloLLero MoMeHTa

UpesmepHan aTpodnsi KOCTHOV TkaHu, Tpebyolas BMeLLaTeIbCTBa
Fmnepnnasuna cnusmctoit 060104k NONOCTM pTa

ScTeTnyeckre nm OYHKLMOHa IbHbIE OCNTOXHEHNS

Otekn

Femarombl

88888 88

I'Ipaaa Ha U3MEHEeHUs COXpaHeHbl
Dentspiy
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WNHCTpYKUMA NO NPUMEHEHMIO

* BpemeHHble noKasibHble NPUMYXa0CcTu

. BpeMeHHbIe OrpaHn4eHus 4yBCTBUTE/TIbHOCTU U XeBaTesibHo (*)yHKLWII/I
e bomwm

WNHopmayma o 6esonacHocT B ycnoBusx MPT
Mspenus Xive*, ocTalowpecs e Tene nauveHTa nocne MniaHTaumm, He
npoBepanncb Ha 6e30MacHOCTb U COBMECTUMOCTbL B YC/TOBUSAX NPOBEAEHNS
MarHUTHO-pe3oHaHcHoi Tomorpacum (MPT). OHM Takke He noABepranck
npoBepKe Ha HarpeBaHie, MUrPaLyio U UCKaXeHWe N306paxeHns Ha
CHUMKax npu npoBeaeHnn MPT. CTeneHb 6e3onacHoCcTu usgenuii Xive® B
ycnosusix nposeAeHnst MPT HeussecTHa. CkaHMpoBaHue naum»4ta ¢ Takumm
U3JennsMiN MOXeT NPUBECTMN K TpaBMe 06cneayemoro.

MpumeHeHne

MpefonepaunoHHoe naHupoBaHue NpoTe3npoBaHnsa

Mpn NpegonepaLMoHHOM NIaHMPOBaHWUK HEOGXOAMMO TLLATENbHO NPOBEPUTD,
[l0CTaTO4HA N BbICOTA W LUMPUHA YENIIOCTHON KOCTU ANt NPOBEAEHNS
nvnnaHTaummn. LnpuHa BecTMbynapHO 1 OpanbHOM NacTUH JOMKHA
COCTaBNATb He MeHee 1.5 MMm. Mepes hOpPMUPOBAHMEM Jl0Xa UMMNIaHTaTa
cnesyet onpeaenuTb NOJIOKEHNE N XapakTePUCTUKN BaXKHbIX aHATOMUYECKUX
CTPYKTYP C NMOMOLLbIO NPeAonepaLyioHHOr0 PeHTreHO0r14ecKoro
o6cneaoBanns. AyrMeHTUpoeaHHble y4acTku nepes 06paboTKoli [OMKHbI
MMETb MOJHYI0 N MeXaHW4YeCckn CTabusbHYI0 pereHepalmio. KOMNOoHeHTbI
Friadent® Select 3HauMTeNbHO 061eryaloT NaaHMpoBaHne onepauyn.

I'IpenapMpOBaHVle N0Xa nMnniaHTata

BaXHbIM yC/IOBYEM ANS NPEnapyupoBaHns SBASETCA Ha/nume 40CTaTO4HOro

obbema KocTu.

CyulecTsyeT 2 BapuaHTa MHCTPYMEHTOB:

* BapuaHT 1 ¢ XBOCTOBMKOM B COOTBETCTBUW C MEX/YHapOAHbIM CTaHAapPTOM
I1SO 1797-1

e BapuaHT 2 ¢ XBOCTOBMKOM N0 1SO 1797-1 1 LecTUrpaHHoi cuctemon
3axuma(HXSS)

VHCTpyMeHTbI ¢ HXSS npu nX UCNonb30BaHWM C COOTBETCTBYIOLLMMU YI10BbIMU

HaKOHeUHVKaMy obecneunBatoT NyuLlyto nepeaady ycunms.

Kaxgblil pa3 npoBepsiiTe 4OCTUTHYTYIO ry6uHY Ha cBepnax umeeTcs 2

BapuaHTa MapK1pOBKM T/lyGUHBI.

* BapuaHT 1 uMeeT UCKIOUUTENBbHO N1a3epHyto MapkMpPOBKY B BU/E Komel,

* BapwuaHT 2 npeacTasnseT coboii KOMGUHALMIO 6OPO3A0K U NasepHbIX
0604KOB

BHUMAHWE: NlasepHble MapkupoBKku B BUAE Konew, v 60po3aok
COOTBETCTBYIOT [J/IMHE UMMIAHTATOB. J1a3epHble MapKMpoBKM a Buae 06oaka
cayxaT Ana nyywei opreHtaumn. s KOHTPona cnefyet AONONHATENbHO
1CMo/b30BaTh COOTBETCTBYIOLLMIA FTy6UHOMED.

OrpaHununTtenu rnybuHbl Xive® Ansa Bcex BUAOB CBEPN obecneumsatoT
HafeXHOCTb NPY AOCTWKEHUW TNy6KHbI CBEp/IeHNs. Heo6XoanMbli
orpaHuunTenb rny6uHbl C LBETOBO MapKMPOBKOW HacaXmBaeTcsa Ha
HakKoHeYHUK cBepia. CHATVE OrpaHnunTEenNs ry6uHbl BO3MOXHO 6e3
MCNONb30BaHUA CNELManbHOT0 MHCTPYMEHTA.

AvameTp MNocneapsaTewHOCTL cBep/ {ceepno 6e3 PekomeHayemoe
Mb«lWAKTaTd  HauMeHOBaHWsA * cnupasibHoe CBepno Antenor uucno
nnwn Posterior) o6opoToB
Mpu BbIpaBHUBAKOLLE) OCTEOTOMUN UMK ANS WATUS eeepne
acok KOpTUKaNLHOTO CNOA MOXET BbiTh
MCNONb30BaH WapOBUAHBIA 600
c 3,4 MM D2C - D3.0 - D3.4 >cBepno kopTukanbHoe G3.4 8CO0 06/MnH
0 38wmm 02,0 *03,0 - 03.4 03,8 - csepno 800 06/MuH
KopTukanbHoe 03,6
0 45mMm 02,0 — 03,0 -* 03,4 03,8 — 04.5 ~ cBepno 800 06/mMuH

KopTUKanbHoe 04.5

BHVMAHWE: Bcerga Heo6x04MMO 1CNOb30BaTb CBEP/IO KOPTUKANbHOE.
Mcnonb3oBaHue He TpebyeTcs Npu OTCYTCTBUU KOPTUKANbHOTO cnos {cM.
CXeMy Huxe).

MoaroToBka KOCTHOTO rPeGHS MOSIOCTH OCYLLECTBAETCS C NOMOLLbIO CBEp/a
KOPTUKa/IbHOTO B 3aBMCHMOCTY OT KayecTBa KOCTHOVI TKaHN C peKoMeH/yeMoi
yacToToli BpalLeHns 800 06/MUH.

¢ B MM MOAFOTOBKY ANS Kacca KOCTHOM Tkauu O I.

* 2 MM NOAroTOBKM A/151 Knacca KOCTHOM TkaHu O IV.

Mpu NPYMeHeHU MMNIAHTATOB A/IMHOI 8 MM NPOM3BOAMTCS NpenapupoBaHe
NoJIOCTY B HAaNpaB/ieHNN OT KOCTHOTO rPebHs Ha MakCcMasTbHyto TN A UHY 4 MM
B yCnoBuMAX HeJ0CTaTOYHOrO NPOCTPAHCTBA MOXET ObITh UCMO/b30BaH
yanuHnuTeNb ceepna Friadent®, KOTOpbI OMKEH BCErfa NPUMEHATLCH BMeCTe
C A/IMHHOVA TPYGKOIA BHYTPEHHETO OX/T0KAEHNS.

CnepyeT o6ecneunTb JOCTATOYHOE BHYTPEHHE U BHELLHEE OXaXjeHue CBep/.
B cniyyae Cu/ibHO BbIPaXXeHHOI KOpPTUKasibHOI KOCTHOI TkaHu (O 1) Heo6xoaumo
nocsne NOAroToBKW KOCTHOTO rPeGHS /10Xa UMNaHTaTa 1crnonb30BaTh MeTUUK
Xlve® co ckopocTbto 15 06/MUH.

CE/CE!

MpownssowTens
Oenisply Implants Manufacturing GmbH
Rodenbacher CHaussee 4. 63457 Hanau Germany
www.dentsplvimDlants.com
www.dentsplvsirona.com
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Ecnu pe3b6oBas 4acTb MeTuuKa yriy6eHa, To r1y6rHa npenapupoBaHus
cocTaBnseT 6 MM. 118 npuMeHeHst MeTuYMKa 6e3 BCTPOEHHOTO afieMeHTa
KpensieHns K yrnoBoMy HakoHeYHUKY Heo6XxoA1Mo NCMob30BaTh UMMIAHTOBOA,
ons pe3b6oBbIx MMnnaHTatos O 3.4 n TeTpBase (C pe3b60BbIM KOMbLOM
KPYF/10r0 CeueHunst AN Nydllero TpeHust B TeTpease. Mpy CHIDKEHNN
(hyHKLMOHA/IbHOCTY CrieflyeT 3aMeHNTb KOJbLIO KPYT/I0ro CeYeHusl).

YcTaHOBKa ummniaHTara

mrwanToBogb! Friadent™ 6e3 XBOCTOBMKA B COOTBETCTBUM C
Mex/yHapofHbIMu cTaHgapTamMu 180 crefyeT NpUMeHsTb BMECTE C K/TH0UOM -
TpewloTkoii Friadent®.

MmnnanToBoAbl Fnadent” ¢ XBOCTOBMKOM & COOTBETCTBUM C MEX/yHapoaHbIMU

cTaHaapTamm 150 6e3 wecTurpaHHoi cuctemsl 3axuma HX55 cnepyet

1CMOb30BaTh C YI/1I0BbIM HAKOHEYHUKOM.

MMnnaHToBOABI X1ye* c XBOCTOBUKOM B COOTBETCTBUM C MEXAYHAPOAHLIMU

cTraHgapTamy 180 419 BBUHUMBAHWUA UMMNIAHTATOB X14e™ [O/KHbI

NPUMEHATLCA C COOTBETCTBYIOLMMN HacaAKaMmn N5 KIKYa-TPELLOTKN U

K/IOHOM-TPELLOTKON X14e nnn yrnoBbIM HAKOHEYHUKOM.

Mpu HeoGxoauMOCTH, yanuHUTenn X1ye" 6e3 BHYTPEHHETO OX/TaXAEHUA MOXHO

1CMosb30BaTh ANA YA/IMHEHU UHCTPYMeHTOB. HE ncnonb3oBarh B kadecTse

yAMHUTENs cBepna’ BbiBepuTe ynsoLeHHbI XBOCTOBUK MHCTPYMEHTa B

COOTBETCTBUM C TOUEYHOI MapKUPOBKOV YANMHWUTENA/Hacaakv Ana kiova-

TPELOTKN 1 BCTaBbTe [0 LUenyKa.

1 OTKpoiiTe KApPTOHHYIO YNaKoBKy U 13B/1IeYb HE CTEPUIbHO HAPYXHYIO
G/INCTEPHYIO YNaKOBKY.

2. OTKpoiiTe HapyxHytlo 6IMCTEPHYIO YNaKOBKY W 13B/1eHb BHYTPEHHIOW
6/MCTEPHYI0 YNaKoBKy B CTEPU/IbHO 061aCTV MW Ha OnepaLyioHHOM
cTone.

3. V3BnekuTe v3 BHyTpeHHeli 6NMCTEPHON yNakoBKy JepxaTtesib UMnIaHTaTa
(wartn).

4. YcTaHOBWTE BO BHYTPEHHWIA LIECTUrPaHHKK ajantepa umnnaHrara
nvnnaHToBog X1\re-gna umnnaHtatos n TetpBase O 3.4 1 npoBepbTe
NPOYHOCTb YCTAHOBKN NHCTPYMEHTA.

5. Cnerka corHute WartT/ 1 U3BfekuTe umnnaHTar. Msberaiite
NPVYKOCHOBEHMUS K 4aCTW pe3b0bl, KOHTAKTUPYHIOLLEN C KOCTHOM TKaHbIO.

6. YcTaHoBUTe MMMNAHTAT B MO1I0CTb U 3aBepHUTE ero. Bea pesbbosas YacTb
MMnNaHTaTa fJo/mkHa 6bITb NOTHOCTLIO YTONIEHA B KOCTU.

7. CH/MUTE MMMNAHTOBO/ C ajantepa uMmnaaHTara.

YKA3AHWE: Agantep nmnnaHtara He paspeLuaeTcs UCnob30BaTth A/1s
NpoTe3VPOBaHMS.

8. C NOMOLLbHO LWeCTUrpaHHol 0TBepTKM 0,9 OTKPYTUTE YAEpPXLUIBAOLWMIA BUHT
1 CHUMWTE C UMM/IaHTaTa aganTtep uMnnaHTara.

BHUMAHME: Mpu fOCTUXEHUN BO BPEMS 3aKpyUMBAHUA KPYTSLLEro
MoMeHTa 6onee 50 Hem He06X0ANMO yAaUTL aganTep uMnaaHTara u
[asiblie 3aKpyunBaTb VMMIAHTAT HEeNoCcPeACTBEHHO C NOMOLLbIO
nmnnaHToeoda Ansa uMmnnaHtatos Xlye TC.

Mpy HOpMasbHOW CNU3NCTO UMNIAHTAT 3akpy4MBatoT B KOCTb JS10Xa [0
MOJIOKEHNSI, MPU KOTOPOM HWKHSISt YacTb UMMAaHTaTa, Npu/IeratoLLero K AecHe,
HaxoamuTcs Ha 0.5 MM HMXe yPOBHSA KOCTU. OYeHb TOJICTYIO C/IM3UCTYIO
Heob6xoAnMmo caenaTb 60/1ee TOHKON. B 3ak/ito4eHne yCTaHOBKM MMNTaHTaTa
3aLUMBaOT C/IM3NCTYIO BOKPYT MECTa NpuieraHna uMnnaHTara K ecHe.

OTTUCK 1 3aKpbITUE OTBEPCTUIA

OTTNCK 1 3aKpbITUE OTBEPCTWIA NPU HEMEANEHHOM NPOTE3NPOBaHUN C
MCNoNb30BaHWEM 6anoYHbIX KOHCTPYKLMWIA

MeTo/ CHATUA OTTUCKA 3aKPbITOI NOXKOI: 3akpyTuTe Ha UMniaHTaT
CMenoyHbIi TpaHcep A48 3aKPbITOV IOXKKM C MOMOLLBIO LWECTUrPaHHOM
oTBepTkn 0.9 1 BpEMEHHO 3akpoiiTe OTBEPCTUE, HaNpUMep, BOCKOM. CHATVEe
OTTUCKA C MOMOLLbIO UHAVBUAYASIbHO N3TrOTOB/IEHHOW NOXKA Wn
WwnucpoBaHHOro npotesa. Mocse CHATHS OTTUCKA yAaNUTe CNesoyHblIi
TpaHcdep. Mepeg penosuuueli coeauHUTe BUHTOM NabopaTopHbIii MMnAaHTaT
XivéN TC co cnenoyHbIM TpaHcdepom.

MeToa OTKPbITOW NOXKW: 3akpenuTe B UMNIaHTaTe CenoyHblii TpaHcdep
[N MeToAa OTKPbITON NOXKM NOCPeACTBOM A/IMHHOTO BUHTA A/151 OTKPLITO
JIOXKKM C MOMOLLbIO LIECTUTPAHHON OTBEPTKM 1,22. CHATME OTTUCKA C MOMOLLbIO
VHAMBUAYaNBbHON NOXKW 1an nepthopupoBaHHOro npoTtesa. CbeMOUHbINA
TpaHcdep ocTaeTcst HeNOCPeACTBEHHO B OTTHCKE. 3akpenuTe nabopaTopHbIii
wmnnaHTat X|ye” TC Ha cnenoyHom TpaHcdepe. [0 ycTaHOBKM npoTesa
3aKpoiiTe MMNNAHTAT C NOMOLLBI0 BUHTA-3ar/TyLLKY (LecTUrpaHHas oTeepTka
0.9). M36eraiiTe 3aweMIeHUs1 MATKOM TKaHW MeXLUy UMNIAHTATOM U BUHTOM-
3arnyLKoi.

3akpbiTMe 0TBEPCTUA U CHATUE OTTUCKA NPU 3aXWBIEHUN nocne
TPaHCIUHIMBANbLUON NMNNAHTaLUM

3akpoiite MMNNaHTaT BUHTOM-3arnyLLIKOW Ha TpeX-yeTbipexMecaUHbIii nepuog,
3aKMBNEHUA. MpoLndyiiTe CbeMHbIli BpeMEeHHbI 3yGHON npoTes B 061acTu
umnnaHTara.

MeTo/, CHATUA OTTUCKA 3aKPbITO SIOXKONI: 3aKpyTUTe Ha MNIaHTaT
CNENOYHbIV TpaHchep C NOMOLLIO LecTUrpaHHoll 0TBepTku 0,9 1 BpeMeHHO

MpaBa Ha n3MeHeHus cord3HaHbl

Dentspty

B TOM NN NHOM perMoHe Mupa MoryT 6biTb JOCTYMHbI H
He BCe naaenus S I rona
irr.pla.'its
CocTosiHue uHopmayun
PU26r-RU,RUnocnefl oegq 023A 2022-11
24



NHCTpYKUMSA NO NPUMEHEHUIO

3aKpoiiTe 0TBEPCTUE, HaNIPUMEP, BOCKOM. CHATME OTTUCKA C MOMOLLbIO
VHAMBUYa/IbHO U3rOTOBMIEHHON NOXKW. Mocne CHATUA oTTUCKa yaanmTe
CIeNoYHbIA TpaHcep 1 NPUBMHTUTE ero H 1abopaTopHOMy nMmnaaHTarty Xive”
TG

MeToa OTKPbITOW NOXKN: 3akpenute B UMNIAHTATE CMENOoYHbI TpaHcthep
[19 MeToAa OTKPbITON IOXKN NOCPEACTBOM AJIMHHOIO BUHTA 151 OTKPLITO
JIOXKM C NMOMOLLbIO LLIECTUrPAHHON 0TBEepTKM 1.22. CHATWE OTTUCKA C NOMOLLbI0
VHAMBUYabHON NOXKA UM nepdoprpoBaHHOro npotesa. CnenoyHbIi
TpaHC Mp OCTaeTCsi HENOCPEACTBEHHO B OTTUCKE 3akpenuTe nabopaTopHbIii
umnnaHTat Xtve* TG Ha cneno4yHom TpaHcdepe. [lo ycTanoaky nporesa
3aKpoiiTe MMNAAHTAT C MOMOLLbIO BUHTA-3ar/yLLIKN (LeCTUrpaHHas oTBepTKa
0.9 mm). M36eraiiTe 3aLieMneHns MArkoii TkaHn Mexay UMnaaHTaTom n
BUHTOM-3ar/1yLUKON

M3roToBneHne opToneanyeckoro nporesa
Mopapo6GHble ykasaHna cM. B pyKoBoacTee Xive*.

YcTaHoBKa (PYHKLUMOHANBLHOTO NpoTesa

Heo6xoAnMbIM yCN0BMEM /151 HEMe/IeHHO Harpy3kn aBnseTcs
COOTBETCTBYIOLLAS Harpy3ska Npv OKKM031K 1 AoCTaToYHasi NepBuyHas
CTabuNbHOCTL BCeX nmnnaHTatos Xive™ TG plus.

HemepaneHHas hyHKUMOHaNbHAA Harpyska paspeluaeTcsi TONbKO Ha OTAeNbHbIi
3y6HOIA NpoTes, Ha NepPBUYHO COMOKMPOBAHHbIA UMNIaHTaT UK Ha
MMNNaHTaTbl, UMeloLiMe BTOPUYHOE COeAVHEHNE CO CTabWUbHbIMK,
HEMNoBVKHLIMI KOMMOHEHTaMU.

HemepgneHHas dyHKUVOHaIbHas Harpy3ka ¢ 6a/104HON KOHCTPYKLel
BO3MOXHa TO/IbKO NPU JOCTATOUHO NEPBUYHOI CTABUIbHOCTU BCEX BUHTOBLIX
nmnnaHTaToB Xive* TG (MUHMMYM 4 BUHTOBbIX MMMIAHTaTa B HWKHEN
YenocTy). YcTaHoBuTe 6asiky naccuBHO 6e3 3a3opa vepes 48 4acos -
Makcumym SpHei nocne onepauun. 3aTaHUTE BUHTbI C MOMEHTOM 14 Hem.
Ecnu 6anoyHas KOHCTPYKLMA He CUAUT 6e3 HanpsxXeHus, TO OTCOeAMNHUTE ee U
CHoBa coefuHuTe. Bo Bpems hasbl MHTerpaLum B XocTu perynsipHo
npoBepsiiTe NNOTHOCTb 3aTAXKN BUHTOB. [OCNe UHTerpaunn 3aTsHUTe BUHTbI C
MOMeHTOM 24 Hem. [Npu HEBO3MOXHOCTU HENoCpPeACTBEHHOIO NPsiMOro
NPOTE3MPOBAaHNA UCK/IIOYNTE HArpysky Ha UMMNIaHTaTbl, CO3aBaemyo
CbEMHbIM 3yGHbLIM NPOTE30M.

YcTaHoBKa npotesa ¢ hasoii 3aXnBneHns

Mocne ¢hasbl 3a0KMBNEHNS NPOBEPLTE KOHCTPYKLWIO Ha nocaaky 6e3
HanpskeHUs 1 Ha OKK3Wto. Moc/e 3TOro NPUBUHTUTE ee Ha UMMNIaHTaTbl ¢
ycunmem 24 Hewm.

MocneonepaunoHHsbIit yxop

CnefyeT NpoMH(OPMUPOBaTL NaUMEHTa O HEOBXOAMMOCTY NPOBEAEHUs!
perynsipHoii rurueHbl NonocTy pra. B nepsble 7-10 AHel nocne onepauum
[ONOJTHUTE/bHBIM MEpONpPUATUEM MO MTMeHe NOMOCTU PTa MOXET BbiTh
N0/I0CKaHVe COOTBETCTBYIOLLMM pacTBOpoM. CreayeT n3beratb MexaHNIeCKoi
Harpyskv Ha y4acToK YCTaHOB/IEHHOTO WMMJIaHTaTa B NOC/IE0NEPaLMOHHbIN
nepuog. V13 acTeTUYeckux COOGPaXKEHU NaLMEHT MOXET HOCUTb BPEMEHHBIi
NpoTe3 C MArKo NoaKNaAKoMN.

POopMbl MOCTABKU * YC/IOBUSA XpPaHeHUsa - cTepunusaumnsg

WmnnanTtatbl Xive* TG plus n3rotaBnneatoTca U3 YNCTOrO TUTAHA 4-0ii cTeneHn
B COOTBETCTBUM C MEX/AYHAPOAHLIMM CTaHAapTaMu € OTHOLIEHUM
npoussoAacTBa GMP. VIMnnaHTaThl NOCTaB/IAIOTCA pa3/IMYHOro AnameTpa n
pas/IMyHoOI ANIMHBI. Bo 13bexaHune ownbok ¢ MMnIaHTaTamm pasinyHoro
[AvameTpa, Ha ynakoBKe UCMO/b3yeTcs LiBeToBas KoAMpoBKa

(0 3,4 mm = cepblif, D 3.8 Mm = xenThiil, D 4.5 Mmm = rony6oii). Bug v pasvep
ykasaHbl Ha 3TVKeTKe NPOoAYKTa.

WmnnanTtatel Xive® TG plus ABNAKOTCA ramma-CTepuibHbIMU 1
npeAHasHaueHbl 415 0AHOPA30BOro UCMoNbL30BaHUsA MoBTOpHas
cTepunusauns nmnnaHtaton Xive TG plus He gonyckaeTca!

Mpu noBpexAeHHOV GIMCTEPHOI ynakoBke, OTCYTCTBYIOLLEM U
NOBPEXAEHHOM 3arneyaTbiBaHUN HapPYXXHOI 6/IMCTEPHOI ynakoBKkW wnn nocne
MCTEYEHNS CPOKa FOJHOCTN NPUMeHeHne nMniaHTaTtos Xive' TG plus
3anpetueHo. imnnaxtatbl Xive® TG plus He06X04MMO XpaHUTb B
OpUr1HasbHoOM ynakoske npu Temneparype ot «15°C go «30*C.

XpaHuTb NPy 06bIYHbIX AN CTOMATOMONNYECKVX KAGUHETOB YCNOBUSIX.
Ob6eperartb OT BO34elACTBUA NPSMOro CO/IHEYHOTO CBETA

BAXHO: Bce HecTepubHble geTann nepej ncrnosib3oBaHvem npu
MaHUNYyNSALUAX y NaymeHTa 04ncTUTh, NPoAe3nHpULMPoBaTh U
npocTepunsoeaTb N0 yTBepPXAeHHOMY MeToay. Pa36opHblie
VNHCTPYMEHTbI JleMOHTMPOBAaTb A/151 OYUCTKMN. VX pa3peluaeTca cobupatb
ANA CTepunn3aumm ToNbKo B CyXOM COCTOSIHWN.

MpBACTBPUAN3ALMOHHAA pyYHas O4MCTKa

3HauuTe NbHblE 3arPsI3HEHUS YaIUTL Cpasy Noc/e NCNOb30BaHUs (MArKoi
HeiNoHOBOM LLEeTKOV [0 NOTHOrO OTCYTCTBUS BHELLHUX NPU3HAKOB
3arpsisHeHns).

CC/CEi

MpowussoguTens
Dentsply Implants Menufacturing GmbH
RodenbacHer Cnhaussee 1 63457 manan 6ennany

WWW dewsoivsirona com
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YnbTpasBykoBas o4ncTka (ONuWoHasbHbIA METOA, € Cryyae CUIbHOTo
3arpsA3HeHns)

CnepfiyeT cTporo cob6nofaTb Bpemsi BO3AEWCTBYS U KOHLEHTPaLMIO, yKa3aHHble
¢h1pMOVi-N3roToBUTENEM YNCTALLETO CPEeACTBA.

MawurHHasa noarotoeka
[ins achcheKTMBHOI MaLLMHHON NOArOTOBKY TpebyeTcs NpeacTepunM3eLoHHas
py4Has oumncTka.
[N MaLLMHHON OYUCTKM CreflyeT UCMOb30BaTh NpeAHasHauYeHHbIe /15 3Toro
annaparbl /1 OYNCTKU U Ae3VHCDEKLN, a Takke CPeCcTBa /1 OUNUCTKU 1
HeiiTpasmsaummn. CobopaTh ykasaHust oMpMbI-U3roToBuTe s annapara s
OUMCTKN U Ae3nHeKLmn. [Jo3MpoBaTh 1 NPUMEHATL CPeCTBa AA OUNCTKN 1
HeliTpanusaLyn CornacHo ykasaHusim rpmMbl-usrotosutens. PekoMmeHayeTcs
nporpamma o4uncTku ¢ TepMogeanHdekumeii (Ac 2 3000).
1151 O4NCTKN PEKOMEHYETCA UCMO/b30BaTL BOAY ONpefe/lEHHOro KayecTsa -
[leMVHepaIn30BaHHyto BOAY WM BOAy, COOTBETCTBYIOLLYHO 3TOI CTeneHu
UNCTOTbI.
MeTop, MalLYHHOV NOArOTOBKM Gbin YTBEPXAEH AN CyYaes NpUMEHeHUs
cnepayowmx MaTepuasios 1 annaparos’
« ABTOMAaTUYeCKWi annapar ansa o4ncTkn 1 aesnHdekuyumn Tuna G 7836 CO,
Miele & Cie. KG. Glitersloh
« Mporpamma ounctkm VARIO-TD
MNpepgapvTenbHas NPOMbIBKA XONOLHOV BOAOW 4 MUH.
Ounctka 10 MuH. npu Temnepatype 45 - 55 °C
Heitpanusaums 6 MuH.
MpomexyToyHasi NPOMbIBKA X0/10AHOW BOLOM 3 MUH.
TepmogeanHdekums S MuH. npu Temnepatype 90 *C (A«r 3000)
Cyuwika 30 MuH. npu Temnepatype 105 *C
e Yuctawee cpeactso Neodisher MediClean (0,5 %) | HeltTpanusytowee
cpeacteo Neodisher Z {0,1 %), Or. Weigert, Hamburg
Moppo6Hble ykasaHWs No PyYHOI W MaLLMHHONM NOArOTOBKE NpuBeAeHb! B
nHCTpyKummn Dentsply Implants «Ctepununsaums u yxog 3a MHCTPYMEHTamMmU».

Crepunusayus

Crepunusaumio cnegyeT NPOBOAWTL N0 CreAytoleli cxeme

1. MoproToBka k cTepuansauum: [letanu saiammHmpoBaTb B
npeAHasHauYeHHble A/151 3TOr0 CTePUIN3aLMOHHbIE NakeTbl. Ha Kaxkaom
CTEPUNN3ALIMOHHOM NaKkeTe AO/MKHbI ObITb yKa3aHbl MHANKATOP
cTepunnsaLmmn n aata ctepunmnsalmm.

Crepununsayms:
Cnoco6 NbTog rmmpeTypa IEBiaiawailoi
cywam
3eperpeTslii nap 3akyyMmHblii METOZ, 132'C Imun. >0 MUH
(chpakunoHMpoBaHHbIii 135"C i MuH
booaaKvvMi
MeoeroeThlii Na0 'paBUTaUNOHHbI MeTog 121 *C OMuH. 2 muH

' Mev<mimnw<o« spem* svl«pllo*l ncbiM3 babb™en penam nIMMam K Memer oTnrMm T«
3. XpaHeHue: CTepunim3oBaHHble AeTa/IM XPaHUTb B CYXOM, HErMbI/IbHOM
MecTe Npu KOMHAaTHOW TemnepaTtype.

YcnoBus TpaHCNOPTUPOBKAU

M3penusa cnefyeT TpaHCNOPTUPOBATh W NEPEBO3UTL TakuM 06pa3oM, KOTOpbIi
COOTBETCTBYET Mepam NpeoCTOPOXHOCTU NPY TPAHCNIOPTUPOBKE A/1S Kaxeaoro
BUAA MeANLMHCKUX U3Aenuii, B ananasoHe Temnepatyp ot -30 go +60 ‘C n
BnaxHoctn fo 80 %.

Ycnosusa npuMeHeHus

CTOMaTonoruyeckve KMHK1 1 nabopatopuu.
CucTeMa MOXET UCMO/b30BaTLCSA TOIbKO CTOMATO/I0ramMm U Bpadamm,
npoLleawmnmm 0byyeHne B COOTBETCTBYIOLLE obnacTu

0O61acTb NPUMEHeHUs1 U YC/I0BUS1 3KCMNyaTauum

Cromaronorus. 3y6Has uMnnaHTonorns
3penusa akcnnyaTtupytoTea npy Temnepartype +32 K0 +42 'C.

YTunusauyma nigenunii

YTuAnsaumio ynakoBku v n3genuii nocne ncnonb3oBaHus Heo6xoaumo
OCYyLLEeCTBNATb COTMAcHO AeNCTBYOLWMM Ha TeppuTopun P® npasunam
yTuA3aumum

Vcnonb3oBaHHble UMNIaHTaTbl W 3aryLLKVU A5 UMMIAHTATOB - MO Kaccy
oTX0408B b (annaemmonornyeckn onacHble 0TXoabl).

La6noHbI, ynakoBKa U3genuii, a Takke U3Aenusi C UCTEKLIMM CPOKOM XpaHEeHst
1 He GblBLUME B yNnOTpebneHn mno Knaccy oTxoAoB A (3nMaeMmnonorniecku
6e3onacHble 0TX0fpl, N0 cocTaBy NPUGIMKeHHbIe k TKO).

BnnsiHne Ha okpyxatoLyto cpeny

VMnnaHTaThl feHTanbHble X)Ye- BO BPEMS XpPaHEHUS, UCMOMb30BaHUA 1
YTUAM3aLMK He OKa3blBAKOT HEraTUBHOMO BO3AEWCTBYS Ha OpPraH13M YenoBeka v
OKpyXXaroLLyto cpeay

MpaBa Ha N3MEHEeHNA COKpaHeHbl

Dentsply
Sirono

:<rtDI”nts

0 Tom unn uHOM pervoHe Mupa MOryT 6biTb JOCTYMHbI
He Bce ufenus

CocTosiHne nHpopmauum
ico26i :-R0O RU Mocnes oen 02JA
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NHCTpYKLUS MO NPpUMEHEHUID

CPOK XpaHeHus
HectepunbHo Cpok rogHocTu 10 nieT ¢ gaTbl NnponseojcTtaa npu ycriosun
XpaHeHWsi B COOTBETCTBYIOLLE/ OPUTHA/bHOI ynakoBke

CtepunbHo. Cpok rogHocT 5 nat ¢ gatbl NPOU3BOACTBA NPY YCI0BUN
XpaHeHUsl B COOTBETCTBYIOLLEN OPUTMHABHON CTEPUIIbHON YNakoBKe.
CpoK XpaHeHWs ykasaH Ha MapK1poBKe v3genis

[apaHTnA Ha cucTemMy MMMAaHTaToB

[N nonyyYeHus NosHoM UHGOPMaLWM O TapaHTUM VMMIAHTAToB CM.
noApo6HbIe rapaHTUiiHble YCOBWS HA CUCTEMY VIMMIAHTATOB.

[oCTynHoCTb usgenus

BHUMAHWVIE: He Bce NpoayKTbl, ONMUCaHHbIE B 3TOW UHCTPYKLMK, MOTYT 6biTb
paspelleHbl / BbiNyLeHbI! IMLEH3NPOBaHbI Ha BCeX pbiHKax. CM. TekyLnii
KaTasior NPoAyKuMn 1 BPOLLIIOPLI AN aCCOPTUMEHTA W penpe3eHTaTBHbIX
choTorpadnii NpoayKTa Mnn CBSXKMTECH C MECTHbIM ochicom npoaax Dentsply
51ronag/ia noayyeHns MHdopmMaLuun o Hasimumm NPoayKTa

ABTOpPCKME MpaBa U TOBapHbIii 3HaK

Bce npaBa coxpaHeHbl. H1 ofHa 13 yacTelt AaHHOro pyKoBOACTBA Mo
NPYMEHEHNI0 He MOXeT 6bITb BOCNIPou3BeAeHa B kakoli-nn6o hopme unm
nepepa6oTaHa ¢ NOMOLLbIO 3M1EKTPOHHbBIX CUCTEM, Pa3MHOXEHA NGO
pacnpocTpaHeHa KakuM-M6o ApYyrM crnoco6om 6e3 SICHO BblpaXeHHOro
JIMCbMEHHOTO COrNacus NPoM3BoANTENst

Xive* n Fnadent" aBnstoTca ToBapHbIMK 3Hakamu compmbl Oentsply Implants
Manufacturing GmbH.

YNONHOMOYEHHbI’ npeancrtaBuTesib NPoON3BOANTENA Ha
TeppuTtopumn Poccuiickoin ®enepaumn:

000 «CVIMKO BUNOTEK»

Poccusi, 105066, r. Mocksa, OnbxoBckas yn., g 45, ctp. 1, odumc 4

Ten. +7 (495) 737-80-03

[elicTBUTeNbHO 415 CAefyoWmnx perncTpayioHHbIX
y40CTOBepeHnii B Poccum

MmnnaHTatsl AeHTanbHble Xive’ ¢ npuHagnexHoCcTaMm

O6bsACHEHNE CUMBOJIOB

CE/CE

id Mpounssogutens

Dentsply Implants Manufacturing GmbH
Roeenbachar Chaussee 4, 6345 Hanau Germany
www.dentsolvimolants.cQm
www.dent3olv3irona.com
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¥ I Bepeub oT enarn

3anpet Ha NoBTOPHOE NPUMEHeHVe

o

[D3

ifu.dentspiysirona.com

O6paTUTECh K UHCTPYKLMM MO
NpUMEHeHuto/ IHCTpyKLms Mo
NPUMEHEHMI0 NOCTaB/AEeTCS B
3/1EKTPOHHOM BUAE

MapkvpoBka eBponeiickoro
€1 cooTBeTcTBUA (CE)

[nsa ncnonb3oBaHMA TOMLKO B

m"Conly cTomaronormn

[BoiiHas cuctema cTepuibHOroO
6apbepa

M MeauuuHckoe nsgenve

MpaBa ua U3neHeHNsa coxpaHeHbl

Dentsply

8 TOW WU MHOM peruoHe Mupa MoryT 6bITb AOCTYMNHbI -
He Be nspennn Sirono
Implants
CocTosiHMe nHpopmauum
i"UaeU-RU RU MNocneg pea 023A 2022-'1
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MepeBoa C aHINUACKOTO U HEMELIKOrO A3LIKOB Ha PYCCKUIA A3bIK

Ha 1# cTp.:
3aBepeHHan konusa

Bencxaim, 21 HoRGpa 2022

Mopanuce/

A-p Anuna Opaiip Mokpyxa (Aline Frare Mocruha)
MeHepxep oTaena HOpMaTUBHO-NPABOBOrO
perynnpoBaHus
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HacTtodawum A 3aBepsA0 COOTBETCTBUE npmnaraemoﬁ
Konunn npepocrtaB/IeHHOMY MHE OpuUrnHany.

BeHcxaiim, 21 Hos6ps 2022 1.

/Moanwnce/
tOpucT 1 npeacTaBuTeNs HoTapuyca [-p Avpk /MeuaTs: Ai-p Nlena Kyubnaa
ApeTty, (Dirk Aretz) HoTapwuyc B r. beHcxainm/

3amecTutenb HoTapuyca A-pa JleHbl Kyubuga (Lena
Kuzbida) B . BeHcxaim
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MepeBoa AaHHOroO TEKCTa BbINOJIHEH NepeBofYMKOM bylueHKoBbIM BaHOM BuTtanbesnyem.

Poccuitickas degepaums
Mopos MockBa
CeabMoOro gekabps aBe TbiCa4M ABaguaTb BTOPOro roga

A, Kopcuk Mapusa AnekcaHLpoBHa, HoTapuyc ropoja MOCKBbI, CBUAETENLCTBYHO MOA/MHHOCTb
nepesofyunka byuleHkosa ViBaHa Butanbesmnya.

MMognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTbL NofnucasLUero LJOKYMEHT YCTaHOB/EHA.

AN

3aperncTpupoBaHo B peectpe: Ne 77/2139-H/77-2022-
YnnayeHo 3a COBepLUEHME HOTapuanbHoro geicteus: 400 py6. 00 kon.
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