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1  Description

11 Name of the medical device:
CELTRA DUO Starter Kit for preparation of glass-ceramic restorations

I. CELTRA DUO glass-ceramic material in blocks in Celtra Duo Starter Kit, including

- CELTRA DUO glass-ceramic material in blocks: low transluccncy (LT) Al- 2 pieces,
A2- 3 pieces, A3- 3 pieces, A3.5- 2 pieces, B2- 1piece; high transluccney (UT) Al-2
pieces, A2- 3 pieces, A3 - 3 pieces,

- Celtra Universal Overglaze in 5 g jar or Dentsply Sirona Universal Overglaze in 5 g
jar - 1piece,
MagicStain B rush - Ipiece,

- Firing Pad - 3 pieces per 1pack,

- Mlustrated technical guide - 1piece.

12 Information about medical device manufacturer/dcvelopcr:
«DeguDent GmbH», Germany

Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany
Tel.+49 6181 59-50

13 Addresses of medical device manufacturing sites:

1) DeguDent GmbH, Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany

2) DENTSPLY International, Inc., DENTSPLY Ceramco, 570 West College Avenue, York,
Pennsylvania (PA), 17401, USA

14 Intended use

This product is designed for processing with CAD-CAM systems, for the manufacture of dental
restorations, for example, partial and all-ceramic crowns, inlays, onlays and veneers, and also may
be used as a material for fully contoured applications.

15 Scope
Dentistry

16 Indications

CELTRA DUO is a system of fully crystalized zirconia-reinforced lithium silicate glass ceramics
processed through CAD-CAM technique for the fabrication of single unit dental restorations, for
example all-ceramic crowns, inlays, onlays and veneers.

CELTRA DUO can be used as a material for fiilly contoured applications.

1.7 Contraindications
CELTRA DUO dental material is contraindicated in the following cases:
» Installation of fully veneered crowns on molars
» Very deep subgingival preparation
» Patients with a significantly reduced number of remaining teeth
» Patients wdth bruxism
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2.2 CELTRA DUO glass-ccramic material in blocks: comparison bebveen two holders”

ocks
Pic. 1 Holder with black coating Pic.2 Stainless steel holder
* - difference only in the holder material
2.3 Glaze: comparison of glaze jars **
0.18
V<l h t HTNéinW"”
.
Pic.5 CELTRA Universal Overglaze in5g  Pic.6 Dentsply Sirona Universal Overglaze in 5
jar 8jar
** - Difference in the name of the glaze, appearance of the package and composition of the glaze
24  Firing Pad - 3 pieces per pack ™
iNNVI_ie
3MB*CJICK
fIMG PAD -
3"HCES
|AL
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*** _ difference in the package layout only
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3 Composition and materials

31 CELTRA DUO glass-ceramic material in blocks
3.1.1 The overall composition of CELTRA DUO material in all shades in the rangeformat.
Component

Si02
P20S
A12Q3
U2o
K2o
Zr02
CeOi
Th4p7
Na20
V205
Preou
MnOr
Nd2p3
PerOs
Er303
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3.1.2 Holder
1) Silver holder: stainless steel

or

2) Black holder: Lead-free alloy with black coating. Black coating is achieved by means ol
anodic oxidation.

3.2 [ nasypb
3.2.1 Celtra Universal Overglaze

Overglaze appearance: paste. Paste consists of 70% powder and 30% gel.
Powder composition is shown below:
Component

Si02
AbO3
K20
HazO
L.20
Cao
BaO
MgO
Ce02
B203
Sn02
Sh203
THO?

The composition of the gel used to knead the paste: ammonium nitrate, butylene
propylene glycol, silicon dioxide, colloid, tylose H.

3.2.2 Dentsply Sirona Universal Overglaze

Overglaze appearance: paste. Paste consists of 70% powder and 30% gel.
Powder composition is shown below:
Component

sio”
AlGs
N320
L,20
BaO
CaO
B203
Ce02
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Ti02
3bro3
SnGa

of The composition of the gel used to knead the paste: ammonium nitrate, butylene glycol,
propylene glycol, silicon dioxide, colloid, tylose H.

3.2.3 Jar with the lid

Jar Glass
Lid Low density polyethylene

Parameters: height of the jar 22.0 £ 0.8 mm; external diameter: 30.0 + 0.5 mm

3.3 Brush
. Siberian Weasel tail
Bristle of the brush Finest Kolinsky Hair
Brush Tip Nickel plated brass
Handle Wood (birch tree)
Protective cap for

bristle Low density polyethylene

3.4 Firing pads
SiOa

4  Size and weight
41 CELTRA DUO glass ceramic material in blocks
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Density of the prepared material Not more than 2.6 g/lcm®

** The flexural strength can be increased up to> 300 MPa with the help of an additional glaze
firing process.

5.2 Ccltra Universal Overglazc in 5 g jar.

* Indicator Measurement*

Appearance Opaque paste

Flexural strength >100 MPa

Chemical solubility <0.05%

Coefficient of thermal expansion (7.9£0.1)x 10K-

(CTE)**

Glass transition temperature, °C** 517+0.7

Softening temperature, ‘C** 57610.1

\/oids rating / porosity On a surface area of 1 mm*. the number of pores with a

diameter greater than 30 pm should not exceed 16 pieces,
and the number of pores with a diameter 0f 40 to 150 pm
should not exceed 6 pieces. There should be no pores
larger than 150 pm in diameter.

Linear shrinkage Less than 16%

Resistance to coloration, the 0
number of spots on the samples
when aged in dyeing solution

* In accordance with the requirements of ISO 6872, Dentistry - ceramic materials.
** The result was calculated as the average of the results obtained for 2X and 4X firing.

5.3 Dentsply Sirona Universal Overglaze in 5 g jar

Indicator , : Measurement* ¢ '

Appearance Opaque paste

Flexural strength >100 MPa

Chemical solubility <0.05%

Coefficient of thermal expansion (7.9 £0.1) x 10/°K-'

(CTE)**

Glass transition temperature, ‘C** 517+0.7

Softening temperature, 'C** 576+0.1

\oids rating / porosity On a surface area of 1 mm", the number of pores with a
diameter greater than 30 pm should not exceed 16 pieces,
and the number of pores with a diameter of 40 to 150 pm
should not exceed 6 pieces. There should be no pores
larger than 150 pm in diameter.

Linear shrinkage Less than 16%

Resistance to coloration, the 0

number of spots on the samples
when aged in dyeing solution
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* In accordance with the requirements of ISO 6872, Dentistry - ccnmiic materials.
** The result was calculated as the average of the results obtained for 2X and 4X firing.

54 Brush
Not applicable due to the specific nature of the product.

55 Firing pads
Meat resistance up to 1200 °C.

6 Compatible stains and glazes

CELTRA DUO restorations are compatible with CELTRA Universal Overglaze / Dentsply Sirona
Universal Overglaze for customizing and glazing (Overglaze may be supplied with blocks; dyes
are purchased separately). The use of other stain and glaze systems is not recommended (sec
Warnings). Use of other correction porcelain with CELTRA DUO is at the discretion and sole
responsibility of the dental practitioner.

7 Compatible luting cements

CELTRA DUO restorations are compatible with conventional adhesive bonding resin cement
systems, including all DENTSPLY adhesive resin cement systems (available separately, sec
complete Directions for Use). Full coverage crown restorations are compatible with selfadhesivc
resin cements, including all DENTSPLY selfadhcsive resin cements (available separately, sec
complete Directions for Use). Inlays and onlays may be cemented with selfadhesivc resin cements,
however, adhesive bonding is recommended. Use of other cements or cement systems with
CELTRA DUO is at the discretion and sole responsibility of the dental practitioner.

8 General safety notes
Be aware of the following general safely notes and the special safety notes in other sections of
these directions for use.
Safety' alert symbol
This is the safety alert symbol. It is used to alert you to potential personal injury
A hazards. Obey all safety messages that follow this symbol to avoid possible injury’.

81 Warnings

o |If properly processed and used, adverse effects of these medical products are highly
unlikely. However, reactions of the immune system (such as allergies) or localized
paresthesia (such as an irritating taste or irritation of the oral mucosa) cannot be completely
ruled out as a matter of principle. In case of skin sensitization or rash, discontinue use and
seek medical attention.

» CELTRA DUO restorations are not suitable for patients with clinical symptoms ol
paraflinctional habits or bru.xism see Contraindications).

» Do not inhale dust particles during grinding. Wear suitable protective mask.

» Avoid use of thick ceramic pins or third-party auxiliary firing pastes, correction porcelains
or stains and glazes. Such use may result in cracks in CELTRA DUO restorations.

* In patients with hypersensitivity to any of the ingredients, this medical device may not be
used at all or only under the pailicular scrutiny of the dentist or physician in charge.

* Other ceramic masses, other than CELTRA corrective mass and Celtra Universal
Overglaze/Dentsply Sirona Universal Overglaze dyes and glazes, may not correspond to

12
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CELTRA DUO block by thermal characteristics and have an improper CTE value.
Therefore, they are not suitable for application.

CELTRA DUO is compatible with and thermally matched to CELTRA Correction
Porcelain for desired contour adjustment (if necessary).

8.2 Precautions

This product is intended to be used only as specifically outlined in these Directions for
Use. Any use of this product inconsistent with the Directions for Use is at the discretion
and is the sole responsibility of the practitioner.

Wear suitable protective eyewear, clothing and gloves. Protective eyewear is

ti(;ona recommended for patients.
1()s/§§ » Contact with saliva, blood and/or some astringent solutions during adhesive procedures
I sole may cause failure of the restoration. Use of rubber dam or adequate isolation is
recommended.
» Devices marked “single use” on the labeling are intended for single use only. Discard
after use. Do not reuse in other patients in order to prevent cross-contamination.
» CELTRA DUO restorations require adequate preparation reduction and restoration
, see thickness. Insufficient wall thickness may lead to premature failure.
€sIve e CELTRA DUO restorations are designed to be polished and/or glazed before insertion.
Iersl'?sc Direct insertion without polishing or glazing may lead to excessive wear.
with e Use only in well ventilated areas.
Interactions
» CELTRA DUO blocks are designed to be fabricated using a Sirona CAD/CAM system.
Cutting blocks using noncompatible CAD/CAIM system may lead to inadequate or
ns of unacceptable restorations.
* Adjustments should be made with water-cooled diamond instruments. Avoid use of
tungsten carbide cutters.
lui
Lir:,/_ 8.3 Adverse reactions
No adverse reactions have been reported for CELTRA DUO. Should you hear or receive
I information about any adverse effects - even when doubtful - please notify the manufacturer.
9 STEP-BY-STEP INSTRUCTIONS
ghl\ 9.1 Preparation:
lized Proper reduction of the hard tissue of the tooth during preparation is essential for maximizing the
steh strength, shade and retention of the finished restoration. When preparing anterior or posterior
fand teeth, the anatomical form has to be reduced as shown.
Minimum wall thickness; The following diagram shows the specified minimum wall thickness
s of for each indication. The minimum wall thickness must still be ensured after all manual
adjustments have been made.
lains
)t be
ersal
id >
12
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9.1.1 Inlays and onlays
A conventional inlay/onlay design is recommended. Do not prepare undercuts. Ensure that the
cavity walls form an angle of 5-6 degrees with the long axis ofthe tooth. Ensure that all sharp
edges and angles are rounded. In centric and dynamic occlusion, reduce incisally/occlusally by
15 to2 mm.
CELTRA DUO inlays and onlays are ideally delivered by folly adhesive cementing.
Alternatively, highly retentive inlay or onlay restorations may be cemented with selfadhesive ~ *
resin cements.

9.1.2 Fullcrowns
m Ensure that there is an axial reduction of 1.0 to 1.5mm with the walls form an angle of 5-
6 degrees with the long axis of the tooth. In centric and dynamic occlusion, reduce
incisally/occlusally by 1.5mm. The lingual shoulders must be extended at least 1.0mm into the
proximal contacts surfaces. It is recommended to use a shoulder preparation without a bevel: All
angles must be rounded, and the preparation surfaces must be smooth.
CELTRA DUO foil crowns can be delivered by folly adhesive or selfadhesive cementing. See
complete Directions for Use of the adhesive and cement products.

9.1.3 Veneers

« The standard reduction is 0.6 mm for the labial surface and 0.4mm in the gingival area
(since the enamel is thinner in this region). Reduce the labiolingual incisal angle by 1.0 to
1.5mm. The preparation margins should be located in enamel. A chamfer or rounded-
shoulder preparation is recommended for all veneer margins. Proximal extensions must be
located far enough proximally to conceal preparation margins from site and to avoid |
proximal gingival undercuts.

e CELTRA DUO veneers are delivered by folly adhesive cementing. See complete
Directions for Use of the adhesive and cement products. Selfadhesive cementing is not
recommended for veneer restorations.

9.2 CADI/CAM processing

CELTRA DUO restorations are produced with CEREC or inLab CAD/CAM systems by Sirona.
If you have any questions about these systems, please contact Sirona Dental Systems GmbH.

9.2.1 Software regidrements

« CELTRA DUO is supported by CEREC version 4.2 and above. When using previous
software versions, use of the IPS e.max® system standard grinding program is
recommended (do not use the e.max® system speed program).

* Inthis case, the minimum wall thickness will have to be adapted to the CELTRA DUO
recommendation; see Preparation

14
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9.2.2 Grinder and block sizes
In the CEREC software, select the CELTRA DUO material. The Sirona CELTRA® CAM
grinding unit will prompt you to Insert a CELTRA DUO Block. For detailed processing steps,
please consult the Instructions for Use and technical manuals of (he appropriate CAD/CAM
systems. Make sure to follow the manufacturers’ recommendations.

9.2.3 Finishing the restoration (Without the optional staining and/or glazefiring)
Clean the restoration in an ultrasonic water bath or with a steam cleaner. Carefully blow-dry the
restoration in an air stream.

2. Try in the final restoration to examine its fit. If necessary, adjust the proximal and
occlusal contacts.

3. When making adjustments to the ceramic material, make sure to avoid overheating (e.g.
by providing irrigation). Ideally, all adjustments should be made with water-cooled instruments.
4. Diamond polishing bodies (< 60 pm) are recoiranended for polishing the occlusal
surfaces. The use of tungsten carbide burs is not recommended.

5. Smooth the remaining surfaces of the restoration with a rubber polisher at low speed and
minimum pressure.

6. Thoroughly clean the restoration.

9.3 Staining, Glazing and Applying Corrections to milled CELTRA DUO restorations

» Ifmilled restorations require no corrections, proceed to step 9.3.1 for optional staining and
glazing instructions.

» Ifmilled restorations require corrections, proceed to step 9.3.2 for Application of CELTRA
Correction Porcelain instructions.

9.3.1 Instructions for optional staining and glaze-firing of CELTRA DUO CAD/CAM
restorations
Custom staining of CELTRA DUO restorations can be performed using CELTRA Universal
Stains and Glaze instructions below.
For best results, any sanding marks on the surface should be removed with a suitable
ceramic-coated rubber polishing wheels (not too hard; e.g. DeguDent TwisTec® ceramic
polishers white or yellow) or polished smooth at moderate speed (not exceeding 8,000
rpm). The setting of the furnace parameters depends on the type of furnace, so the
programming may vary slightly.
Procedure: For CELTRA Universal / Dentsply Sirona Universal Stains and Glaze
application the following steps must be observed:

» Before applying the stains and glaze, the restoration must be clean and free of grease. Clean
the surface of the restoration with a steam cleaner or submerge for 10 minutes in an
ultrasonic cleaner with distilled water. Any contamination after cleaning must be
prevented.

» Place the cleaned crown on the prepared DENTSPLY Prosthetics die material. To achieve
the correct shade, prepare the die material according to the shade recommendations in a
Table 1below.

Table 1 Recommended Die Material Selection

Shade Al A2 A3 A3.5 B2

Die material ~ FlI F12 FIO F9 Fll
*Refer to CELTR/i DUO Body <&Enamel Slain Recommendationsfor CELTRA LT Blocks
(available separately) for staining instructions to achieve all 16 shadesfrom thefive LT
CELTRA DUO blocks (Al, A2, A3, A3.5 and B2) currently available.
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. Table 2. Assignment of Shade Groups

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



iliite
er

he

irmg
tural

JTPa.
OT.

skip
ition

16

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

>»

Drying' 2:00 min 2:00 min

Preheating 2:00 min 2:00 min
Start Temp 500 °C 500 T
Heating rate 55T/min 55°C/min
Final Temp 820T 770°C
Vacuum off off
Hold time 1:30 min 1:30 min

» Additional glaze firings may be performed at 770°C in order to accentuate the shade or to
correct it with glaze, or increase the gloss. It is necessarj' to coat the entire surface with
CELTRA Universal / Dentsply Sirona Universal Glaze (available separately) to obtain a
uniform glossy finish.

» Finally, check the shade against a shade tab and adjust if necessary.

* Note: After the first firing, the restoration may not appear sufficiently glazed. In this case,
apply a thin layer of CELTRA Universal / Dentsply Sirona Universal Glaze to the entire
surface with a brush. After applying the glaze, perform a second stain/ glaze firing as
defined in the firing recommendations. Additional stain/glaze firing cycles can be
performed using the same parameters.

9.3.5 Application of CELTRA Correction Porcelain to CELTRA DUO restorations

Procedure: Mix correction porcelain with distilled water or Ceramco Modeling
Liquid U to desired consistency. Apply porcelain where applicable. Fire to complete
the restoration following the procedures and firing programs listed below:
9.3.5.1 First Glaze <&Correction Porcelain on a Crown - Apply CELTRA Universal Glaze
over the entire CELTRA crown then apply Celtra Correction porcelain to the required areas and
fire at 820°C according to 1st correction firing program a) in Table 5. Polish to a high gloss, if
needed.
9.3.5.1.a Second Glaze: Ifafter first firing the required glaze appearance is not achieved, re-
apply glaze, and fire according to 2nd & subsequent glaze firing program in Table 5.
Table 5: Correction

Table 5 Correction

a) I* correction firing/ 2" & subsequent glaze

b) 2~ correction firing firing
Pre-drying 2:00 min 2:00 min
Dr>'ing’ 2:00 min 2:00 min
Preheating 2:00 min 2:00 min
Start Temp 500 °C 500 °C
Heating rate 55°C/min 55°C/min
Final Temp a) 820 °C /b)810°C 770 °C
Vacuum on 1:00 min off
Hold time 0:30 min 1:30 min

'Drying time depends on the type o ffurnace.

9.3.5.2 Second Application of Glaze & Correction Porcelain (or application of Correction
Porcelain after previous glazing): Ifasecond application is needed: apply CELTRA Universal
/ Dentsply Sirona Universal over the entire CELTRA DUO crown, then apply small amount of
Correction Porcelain to the desired areas. Fire at 810°C according to 2nd conection firing
program b) in Table 5.

Note: Never fire the 2nd correction with 820°C! Contour the areas where correction porcelain
was applied, if needed, and polish to a glaze finish.

17
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12.Storage and shelf-life
Store in a dry place between +10 *C- +35 "Cand relative humidity <80%.
Protect from moisture.
Do not use after expiration date.
Inadequate storage conditions may shorten the shelf life and may lead to malfunction of the

rer s product.
or 0 Shelf-life of Celtra Duo blocks: 15 years since the manufacturing date.

_ Shelf-life of Celtra Universal Overglaze / Dentsply Sirona Universal Overglaze: 4 years since the
:i(I)rr]1tso manufacturing date.

13. Transportation
The devices should be transported according to the rules applicable to each transport mode at

low- temperatures between 10 °C and 35 °C and relative humidity <80%.
lable

14. Environmental requirements
The product does not have an adverse impact on the environment during its life cycle.

pan
15. Conditions of use
The product is properly maintained in the mouth, in the presence of the body fluids at nominal
temperatures from 32° to 42° C. This product should be used only by qualified dental personnel in
clinical environment.
16.List of applied International Standards
ISO 6872:2015-06 Dentistry - Ceramic materials
EN ISO 13485:2012 Medical devices. Quality management systems. Requirements for
regulatory purposes (ISO 13485:2003)
» ENISO Medical devices - Quality management systems - Requirements
13485:2012/AC2012 for regulatory purposes - Technical Corrigendum 1(ISO
13485:2003+Cor 1:2009)
EN ISO 14971:2012 Medical devices. Application of risk management to medical
devices (ISO 14971:2007, corrected version 2007-10-01)
EN 1641:2009 Dentistry. Medical devices for dentistry. Materials
;the EN ISO 7405:2008 + Dentistry. Evaluation of biocompatibility of medical devices used
the AL-2013 in dentistry
the EN 1SO 10993-1:2009 + Biological evaluation of medical devices - Part 1. Evaluation and
g AC:2010 testing within a risk management process
n.Maintenance and repair
The products arc not subject to repair. Special maintenance is not required.
IS.Disposal
)ble Disposal is carried out in accordance with local legislation and protocols of a specific medical
facility.
18 19
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Urkundenrolle-Nr.: 1050/2018 U

lent.
Hiermit beglaubige ich die heute vor mir personlich geleistete Unterschrift von

Herrn Volker Wagner, geb. am 25.05.1969,
dienstliche Anschrift Rodenbacher Chaussee 4, 63457 Hanau.

Herr Volker Wagner handelt als Prokurist fur die Firma DeguDent GmbH, eingetragen im
Handelsregister des Amtsgerichts Hanau unter HRB 7182.

In meiner Eigenschaft als Notar bescheinige ich hiermit aufgrund Einsichtnahme am

29.10.2018 in das elektronische Handelsregister des Amtsgerichts Hanau, HRB 7182, dass
Herr VVolker Wagner einzein zur Vertretung der Firma DeguDent GmbH berechtigt ist.

Herr VVolker Wagner ist dem Notar von Person bekannt.

Gleichzeitig halte ich test, dass die Frage nach einer VVorbefassung i.S.d. § 3 Absatz 1 Ziffer
7 BeurkG verneint wurde.
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Document Register No.: 1050/2018 U

I herewith certify the signature enforced in front of me of

Mr. Volker Wagner, bom on May 25, 1969,
with registered office at Rodenbacher Chaussee 4, 63457 Hanau.

M. Volker Wagner is acting as Prokurist (holder of a special statutory power of representa-
tion) to represent the company DeguDent GmbH, with registered office at Hanau.

I hereby certify on the basis of inspection on 29.10.2018 of the electronic commerical register
at the local court in Hanau, HRB 7182, that Mr. VVolker Wagner is entitled to represent the
company DeguDent GmbH.

M. Volker Wagner is personally known to the notary.

I do establish at the same time, that the interested parties denied the question of a prior in-
volvement according to § 3 Sec. No. 7 BeurkG.

Hanau, pdtober 29" 2018

(Rodenb”ciier Chaussee 4)
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/MepeBoj C aHINMMIACKOTO U HEMELKOTO s13bIKOB Ha PYCCKMii A3bIK/
VHCTPYKLUMS MO NPUMEHEHWIO
TONbKO ANA NPUMEHEHWS BpayamMu-cTomMaTonoramu

Ha6op ctomaTtonornyecknini CELTRA DUO Starter Kit gns U3rotoBneHus
CTeKNOKepaMHYyeeKnx pectaBpauynii (cm n.l)

[NMpon3BoacTBa KOMMaHUU

DeguDent GmbH, Rodenbacher Chaussee 4,
63457 Hanau-Wolfgang, Germany /
«QeryeHT TM6X», FepmaHums
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/Mopanuce/

/WTamn: OeryleHT

«[OeryfeHT T'M6X» (DeguDent GmbH)
A/ 13 64 D-63403 XaHay
Popenbaxep LLlocce 4

D-63457 XaHay-Bonbranr/
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1 OnucaHue
11 HawumeHoBaHMe:
Habop ctomatonormyeckunii CELTRA DUO Starter Kit ans n3rotoBneHns CTeKN0KepamMmMyeekmx
pecTaBpaLuii
Cocras:
- Marepuan cteknokepammyeckmii CELTRA DUO B 6/10kax HU3KOW MPO3pavyHOCTK
(LT), otteHkn; Al - 2 wt, A2 - 3wr.,, A3-3wr., A35-2wr., B2- 1ur,
- Martepman cteknokepammyeckuii CELTRA DUO B 6110Kax BbICOKOW MPO3payHOCTU
(HT), otteHku: Al - 2 wr., A2 - 3wWrT., A3 - 3 WT,;
- Tnasypb Celtra Universal Overglaze B 6aHouke 5 r wm Mnasypb Dentsply Sirona
Universal Ovcrglaze B 6aHouke 51 - 1.
- Kuctouka (MagicStain) - 1ur.;
- Canbetka gns obxura (Firing Pad), 3 wr./yn. - 1yn.;
- WnnoctprpoBaHHOe TEXHWUYECKOe PYKOBOACTBO - 1 LT,

12 CsefeHus o npoussoauTene/paspaboTyHKe MCAHLMHCKOMO U3LeNuns:
«DeguDent GmbH», MepmaHus

« Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany
Tel. +49 6181 59-50

1.3 CsefieHus 06 agpecax MecT NPON3BOACTBA .MCAHLHUCKOTO U3AENNS:
1) DeguDent GmbH, Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany

2) DENTSPLY International, Inc., DENTSPLY Ceramco, 570 West College Avenue, York,
Pennsylvania (PA), 17401, USA

14 HasHauyeHue

YKa3zaHHOe u3fenve npefHasHavyeHo Ans o6pabotkn ¢ nomowpto CAD-CAM cuctem, and
M3rOTOB/IEHWS1 CTOMATO/IONMYECKMX —pecTaBpaupii, Harpu.Mep, YaCTUYHbIX W  MOIHOCTbHO
KepamMYecKMX KOPOHOK, BICNafoK, HaKMa[OK M BUHMPOB, a TakKe MOXKET MCMO/b30BaTbCA Kak
matepuan Ans NoHOCTHH0 MOHO/IUTHBIX pecTaBpaLyid.

11 O6nacTb NpU.MCHeNns
Cromaronorus

12 TlokasaHus

CELTRA Duo 3T0 CTEK/IOKEPaMUYECKUIA MaTEPUa Ha OCHOBE MOTHOCTLH KPUCTaIM30BAHHOIO
CUIKaTa NIMTUS, YCUNEHHOTO OKCUAO.M LMPKOHUA, obpabaTbiae.mMoro ¢ nomowpto CAD-CAM
CUCTEM, [ATA WM3rOTOB/EHMSI CTOMATONOMMYECKUX pecTaBpauuniA, Hampumep, 4YaCTUYHbIX W
MOIHOCTbLIO KEPaMUYECKMX KOPOHOK, BK/1aA0K, HaKNaaoK 1 BUHUPOB.

CELTRA Duo MOXeT uCMNoMb30BaTbCA Kak Matepuan gasa  MOMHOCTbH0  MOHOMUTHBIX

pecTaBpaLuid.

13 TlpoTrBONOKasaHus

Cromatonorunyeckuin matepman CELTRA DUO npoTMBOMNOKa3aH B ClIeAyHOLLMX Cy4asiX:
YCcTaHoBKa NO/IHOCTHHO 06/IMLI0BAHHbLIX KOPOHOK Ha MOSISpbI

OueHb rnybokoe NoaLecHeBOe NpenapupoBaHiie

MaymneHTbl CO 3HAYNUTENBHO CHKEHHBIM YMC/IOM OCTaBLUMXCA 3y60B

MauyeHTbl, CTpajatoLLyie GPYKCU3MO.M
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14 Knaccuukaumns meauLMHCKOro Usgenms

Knacc pucka 2a
Kog GMDN: 16187 Dental Ceramic (CToMaToniornyeckas kepammka)

15 OnncanHc:

CELTRA DUO npeacTaBnseT co60il CUNMKAT NUTKS, YCUNEHHbIA OKCUAOM LMPKOHUA (ZLS),
MoCTaB/sieMblii B OKOHYaTeNbHO 3aTBepgeBlueli qopme. OH MOXET ObiTb YCTaHOB/IEH
HernocpeACTBEHHO Moc/e (PUHULLHON 06paboTKN M NONMPOBKK. OTNONMPOBaHHbIE pecTaBpaLuvm
061a4aloT NPOYHOCTLI0 Ha M3rnm6 210 MIa. B kayecTBe anbTepHaTUBbLI MPOYHOCTb HA M3rvb
MOXET ObITb NoBbILLeHa A0 370 MIa 3a cyeT 06Xura KpacuTenet 1 rnasypw.

1.6 ®opmbl NOCTaBKK
Habop ctomatonormyeckunii CELTRA DUO Starter Kit gnsi M3rotoBneHmsi CTEKNOKEPaMUYECKNX
pecTaBpaLmid, B COCTaBe:
- Martepran creknokepammyeckuin CELTRA DUO B 6/10kax HW3KO Npo3pavyHoCTy
(LT), otteHkn: Al -2 wr, A2 -3 wr., A3-3wr.,, A35-2wr.,B2- 1wr,;
- Martepuan cteknokepammuecknii CELTRA DUO B 6510Kax BbICOKOW NPO3pavyHOCTy
(HT), otTteHkn: Al - 2 wr., A2 - 3WT., A3 - 3 WT,;
- nasyps Celtra Universal Overglaze B 6aHouke 51 win Mnasyps Dentsply Sirona
Universal Overglaze B 6aHouke 5r- 1 wT.
- Kwuctouka (MagicStain) - 1w,;
- Candetka gnga obxura (Firing Pad), 3 wr./yn. - 1yn,;
- nnmocTprpoBaHHOE TEXHUYECKOe PYKOBOACTBO - 1 LuT.

KomMnnekT noctaBku
V3aenne noctaBnseTca B KOMMN/EKTe C MHCTPYKLMER MO 3KCnyaTaLumn.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



2 ®oT0
2.1 Ha6op ctomatonornyeckuii CELTRA DUO Starter Kit gna un3rotosneHus
CTEKJ/IOKCPaMHYeCKUX pecTaBpauum

Puc. 2

CocraB Habopa:
1- kucTouka (MagicStain)
2 - Marepman crekrnokepammyeckuin CELTRA DUO B 6/10Kax, OTTEHKW: HU3KOA npo3paqHocTy (LT) Al

- 2uwr, A2- 3w, A3- 3w, A3.5- 2w, B2- 1ur.; Bbicokoi npospayHocty (HT) AL -2 ., A2-

3uwr., A3- 3u. &J n 2.3)
3-Inasypb Cekra Universal Overglaze B 6aHouKe 5 r wm Masype Dentsply Sirona Universal Overglaze

BGaHouKe 5r- 1um.
4- candpeTka gna obxura (Firing Pad) - 1yn. no 3 w.

2.2 Martepunan cteknokepammyeckuii CELTRA DUO B 6510Kax; cpaBnenHe ABYyX BWAOB
aepxartenein”
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2.3 Cangetka ana obxura (Firing Pad) - 3 wT. 1yn.***,
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3 CocTtaB 1 maTtepuanbl
3.1 CreknokepamHucckmnii matepran CELTRA DUO B 6nokax

3.1.1 O6wwnii cocTtas maTepnana CELTRA DUO no Bcem OTTeHKam B opmaTe
AnanasoHa.

P05
AbO3
LizO
K30

CeOr
Th407
barO
V205

Preoy,
MnOr

Nda03
PerOs
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3.1.2 [ep>kaTesnb
1) CepebpsiHblii AepyKaTe/lb: HepPXKaBeoLLas CTasb
fo nnm
2) UYepHblin gepxkaTenb; 6e3CBUHLOBLINA CMN/laB C YePHbIM MOKPbITUEM. YepHOe MOKpbITHE
[IOCTUraeTcs C MOMOLLbHO aHOAHOMO OKUC/EHNS.

3.2 Mnasypb

3.2.1 Tnasypb Celira Universal Overglaze

["nasypb npefcTas/eHa B B1Ae nactol. [acta coctomT 13 70% nopotuka 1 30% rens.
CocTaB MopoLLKa NPUBEAEH HIXE.

W w1

MgO

CeOi

B203

SuOz

&b203

Tio2

=
CocTtaB rens, ncnosb3yemoro and samewnBaHUA nactbl. HATPAT aM.MOHUSA, 6yTI/IJ'IeI'IFI'II/IKOI'Ib,
nponnuNenrnnKosib, AByOKUCb KPEMHUA, KOMI0MAHAA, TU103a H.

3.2.2 Tnasypb Dentsply Sirona Universal Overglaze
["nasypb npefcrasneHa B BUAe nactbl. [Nacta coctomT 13 70% nopotuka v 30% rens.
CocTaB MopoLLKa NPUBEAEH HIXKe.

KomnoHeHT

SiOi
N2
Najo
M
L.O
BaO*
CaO
B20s
CeOr
TbrO3
Tio2
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SbhzQj
Sn02

CocTaB rens, MCMOAb3YeMOro A5 3amMelUMBaHnA MacTbl: HATPAT aMMOHWS, OYTUNEHT/INKONb,
NPOMNWNEHT IMKO/b, ABYOKUChb KpemHus, KonnonaHa, Tmnosa H.

3.2.3 KoHTeiliHep C KpbILKOiA

KoHTeiiHep Crekno

Kpbnnka MoNM3ATUNEH HM3KOA NIOTHOCTU
MapameTpsbl: BbicoTa KoHTelHepa 22,0 + 0,8 mM; BHewwHWUIA gnameTtp: 30,0 + 0,5 mm

i-l

3.3 Kucrtouka

LLlepcTb 13 XBOCTa CMOMPCKOM Nacky Finest
KncTouka (LLeTmHa)

Kolinsky Hair
HakKoHeUYHnK J1aTyHb C HMKENEBbIM MOKPbITUEM
Kucrtouka PykosTka [epeBo (apeBecrHa 6epesbl)
SalLMTHBIN
KOMNa4oK 15 MonMaTUIEH HAKOM MIOTHOCTY
LLETUHBI

3.4 CandeTka agns obxura
Si02

4 Pa3smepbl N Macca
41 Crteknokepammueckuin matepman CELTRA DUO B 6510Kax
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4.2 T nasypb Ccltra Universal Overglaze ii Mnasypb Dentsply Sirona Universal Overglaze
dnakoH

Macca rnasypu: >5r
Macca thriakoHa 20.1 £ 0.3 1
Macca iakoHa ¢ rnasypero >25,1r

43 Kwuctouka

PykosaTtka: 132 + 1 mMm; HakoHeuHuk: 29 + 1 Mm; Knctouka: 55 + 1 MM. 3alMTHbIA KONAYoK
ANA WeTuHbl: 21Mm X 220 MM £ 1 MM

Macca Kuctoukm 2,94 + 0.3 r

Macca 3aWmTHOro Konnayka ans wetmHol: 0,16 £ 0.016 r

44 Cangetka ana obxura

50 x 50 MM £ 2 MM
Macca cangeTok BMecTe € ynakoBkoii: 7.4 + 0,74 1
Bec ogHoli candpeTkn: 1,6+ 0,16 T.

5 TexHWYecKme XxapakKTepuCcTuku

51 Martepuan ctomatonormyeckuii CELTRA DUO Ha OCHOBe cCuAMKaTa nUTUS,
YCUNEHHOr0  OKCMAOM  LMPKOHMA  (ZLS), B OGnokax pAnd  W3roToB/eHUs
CTCKNOKCPaMUYeCKNX pecTaBpauuii

ML LLIPLLTMoka3aTenb r"BIFN~"" "3HavyeHwnell":; -
Mpeaen NPOYHOCTY NP N3rnée He meHee 210 MIMa**

XUMMYeCcKas pacTBOPMMOCTb <0.05%

KoahdmumeHT Tennosoro (11.6%£0.5)x KO”K"

oacLumoeHns IKTPI

MopucTocTb Ha noBepxHOCTM M/oWgabto 1 MM yMCio Mop AVamETPOM

6oree 30 MKM He LO/DKHO MpeBbilaTh 16 LUT., & yu1c/io Mnop
mvaveTpom ot 40 o 150 MKM He A0/DKHO MpeBbiLLaTh 6 Wwr. He
[O/PKHO ObITb Mop AnameTpoM 6oree 150 MKM.

JnHeiHas ycaka npu obxure MeHee 16%
ConpotvsneHve OKpaLLIBaHWIIO, 0
uACcno MATeH Ha obpasuax  mpu

BbiIEPK/BaHUM B OKPALLMBAIOLLEM

pacTeope

10
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[noTHOCTL rOTOBOrO MaTtepuasa He 6oree 2.6 r/lem®

** [POYHOCTb Ma M3rnd MOXET ObITb YBeNMYeHa 40> 300 MlMa ¢ NOMOLLLH AOMONHUTENBHOMO
npouiecca obXura rnasypu.

5.2 Tnasypb Ccitra Universal Overglaze Bo (hiakoHe 51

[Nokazarebs* ® : 3HayeHue*
BHewwHniA g, HenpospayHas nacta
Mpesen NPoOYHOCTM NpY U3rnée >100 MIla
XN.MNYecKast pacTBOPUMOCTb <0.05%
Koath(h1LiMeHT TennoBoro (7.940.1) X 10"K-*
pacwumpeHus (KTP)**
Temnepartypa cTeknosaHus, 'C** 517+0.7
Temnepartypa pasmsaryeHus, *C* 576+0.1
NopuctocTb Ha nosepxHOCTM MnoWwgaslo 1 MM UnCiIO Mop AVaMeETPOM

6oree 30 MKM He JO/DKHO MpeBbiath 16 WIT., a 4yMcio rnop
upavetpom oT 40 go 150 MKM He AO/MKHO MpeBbILaTh 6 L. He
[0/DKHO ObITb MOP AMaMeTPOM 6osiee 150 MKM.

JInHeiHan ycaaka npu ooxmre MeHee 16%

ConpoTvBrieHre OKPaLLIMBAHWIO, YMC/IO 0

nATeH va obpasLax mpu

BbiIEPK/BaHUM B OKPALLMBANOLLIE.M

pacTeope

*B cOOTBETCTBUM C TpeboBaHUAMM ISO 6872, CTOMATONOrMS - KepaMUUYeCKMe MaTepuasbl.

**  PesynbTal paccuuTbiBa/ICA KakK CpegHee 3HayeHWe MONYYeHHbIX pes3y/bTaTtoB npu
[BYKPAaTHOM W YeTbIPeXKPaTHOM 0BXure.

5.3 Tnasypb Dentsply Sirona Universal Overglaze Bo thnakoHe 5r

7.3+ BN [lokasatenb, w’ 3HayeHne*
BHewwHuiA Bug, Henpo3payHasa nacta
[Mpesen NpoYHOCTM Mpu U3rnde >100 Mla
XNMUYECKas pacTBOPUMOCTb <0.05%
i KoathpmmeHT Tennosoro (7.9£0.1)x
pacwmpermns (KTP)**
TemnepaTypa cTeknoBaHug, 'C** 517+0.7
t TemnepaTypa pasmsaryeHus, °C* 57610.1
MopucToCTb Ha noBepxHOCTM m/owgapto 1 MM umicio mop Avia.METPOM

6onee 30 MKM He [JO/DKHO MpeBblLaTh 16 LT, a uMcnio rnop
upametpoM oT 40 fo 150 MKM He AO/DKHO MpeBbILaTh 6 Wr. He
a0/PKHO ObITb Mop AviameTpoM 6osiee 150 MK

JInHeliHaa ycaaka npu ooxure MeHee 16%

ConpoTuBneHre OKpaLLMBaHUIO, YUCIIO 0

MATEH Ha obpasLiax mpu

BbiIEPK/BaHMM B OKPALLMBAIOLLIEM

pacTBope

*B COO0TBETCTBUM C TpeboBaHAMK ISO 6872, CTOMAaTONOINSA - KepaMUYyecKme Matepuarsi.
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**  Pe3ynbTaT PacCUATLIBANICS KaK CpeaHee 3HauyeHMe MOMyYeHHbIX Pe3ynbTaToB  Mpu
[BYKPATHOM U1 YeTbIPEXKPATHOM OBXMre.

5.4 KwucTouka
He nprmeHMMO 13-3a cneumgunKn HazHavyeHns NPOAYyKTa,

55 Cangetka gna obxura
TepmocToikocTb Ao 1200 °C.

6 CoBMeCTUMbIe KpacuTenn n rnasypu

PectaBpaumn CELTRA DUO coBmMecT,Mbl C KpacuTtenamu 1 rnasypbto CELTRA Universal
Overglaze / Dentsply Sirona Universal Overglaze (rnasypb MOXeT MOCTaBNATLCA B KOMI/IEKTE C
OnoKkamu1, KpacutenuM npuobpeTtatoTcA OTAeNbHO). Vcnonb3oBaHve Apyrux Kpacutenen wu
rnasypu He peKomeHzyeTcs (cm. MpenocTepexeHus). /cnonb3osaHve
KpacuTenein/koppeKTMPOBOYHbIX Macc Apyrux npoussogutenein ¢ matepuaiom CELTRA DUO
OCTaB/IAETCA HA YCMOTPEHWE U MOJ /IMYHYHO OTBETCTBEHHOCTb Bpaya-CToOMaTosIora.

7 CoBMeCTUMble BUAbI (PUKCUPYIOLLEro LeMeHTa

PectaBpaumm CELTRA DUO cOBMeECTUMbI C TPagUUMOHHLIM KOMMO3UTHBLIM (PUKCUPYHOLLWM
LIeMEHTOM, B TOM 4uC/ie CO BCEMU BMAAMM KOMMO3UTHOIO (PUKCUPYIOLLIEro LieMeHTa Mapku u3
accoptMmeHTa KomnaHuy Dentsply Sirona (npogatoTca OTAeNbHO, He BXOLAT B KOMM/IEKT
nocTaBku). LlefbHble KOPOHKM MOryT (OMKCMPOBaTbCA MpW  MOMOLLM  CaMOaAre3vBHOro
KOMMO3UTHOTO (PMKCUPYHIOLLErO LieMeHTa, B TOM 4uc/iie MNpyY MOMOLUM  CaMOafre3vBHOIO
KOMMO3UTHOrO (hMKCUpytoLwero LemeHTa mMapku Dentsply Sirona. Bknagku vHnein n oHneid (0T
aHrn, «inlays» n «onlays» COOTBETCTBEHHO) MOryT ObITb 3aLEMEHTMPOBaHbl NPY MOMOLLY
CaM0afre3aviBHOro KOMMO3UTHOIO (PMKCUPYIOLLETO LieMEeHTa, OAHAKO BCe XXe pPeKOMeHA0BaHO
MOMIHOCTLIO  aAresnBHOE LieMEeHTMpoBaHWe. [pvMeHeHWe [pyrvx BWOOB LEMeHTa wim
LEMEHTHbIX CUCTEM [nA  (pMKCauMW pecTaBpauyn COBMECTHO CO  CTOMATO/IOrMYeCcKUM
matepuasiom CELTRA DUO ocTaBnseTcs Ha YCMOTPEHME CTOMATO/I0ra, KOTOPbIA €AMHONMYHO
HeceT OTBETCTBEHHOCTb 3a TaKoe NMPUMEHEHNE.

8 O6uwume ykazaHnsa rno TexHUKe 6e30nacHOCTH
HeobxogMmo cobntogate  creaytowpye o6wpe yKasaHust Mo Mepam  6e3onacHocT  r
creyuanbHble YKasaHus MO0 Mepam 6e30MmacHOCTW, MpuBeAeHHble B [MpeaynpeanTenbHbIX
YKa3aHusX HacTosiLel IHCTPYKUMM MO NMPUMEHEHWIO.
MpenynpeXxaatoLLmii 3HaK 6e30MacHOCTU
310 3HaK 6e30macHOCTU. O YKa3bIBAET Ha OMacHOCTb MPUUUHEHWA (DM3VMHECKOTO Bpeaa.
Bo 136exaHvie 3paBM HEOOXOAMMO B 06s3aTe/IbHOM MOpsiKe cobMKoAaTL BCE YKasaH
Mo Mepam 6e30MacHOCTI, KOTOpbIe C/IEAYHOT 3a 3TVM 3HaKoM!

8.1 [MpeaynpexgaeHns

e HexenatenbHble N060YHbIE 3hEKTbl JaHHbIX MEAULMHCKUX WU3AeNUA NPU Hagnexallen
06paboTke W MNPUMEHEHUW KpailHe MasioBeposiTHbl. OfHAKO peakuun  MMMYHHOM
cuCTe.Mbl (Hanpumep, aeprumn) WA NIOKasIbHble HEMPUATHbIE OLLYyLLeHNA (Hanpumep,
BKYCOBble Pa3fpadkeHVsi Wi pa3fpadXeHns CM3KUCTOM O6O0/0YKM POTOBOW MOMOCTH) B
npuHUMNe He  MOryT  ObiTb  MOMHOCTBIO  WUCK/KOYEHbl.  [pu  MOBbILLEHHOWA
YyBCTBUTE/IbHOCTU KOXM WM MOSIBMIEHWN KOXHOM CbIM  HEOOXOAMMO MNpPeKpaTuThb
NPVYMEHEHVE N 0BPaTUTLCA K Bpauy.

e Pectaspauum CELTRA DUO He npefHasHayeHbl ANA MauWeHTOB C KAMHUYECKUMM
CMMMNTOMaMM  MapayuKUMiA  dkeBaTeflbHbIX — MbllL,  waM  6pykcusma  (Cm
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MpoTmBONOKasaHus).

* He BAbIxaTb Mbib, 06pa3ytoLlytocs npu L(1)oBke. HOCUTb NMOAXOAALLYIO 3alLUTHYHO
MackKy.

* He nNpUMeHATb KOPPEKTMPOBOYUHYKD Maccy, Kpacutenu uan  rnasypu  Apyrux
npoussoguTeneit. OHWM MOryT MPMBECTM K 00pa3oBaHWMIO TPewWWH B pecTaBpauysx
CELTRA DUO.

e [lpy NOBbILELIrOA YyBCTBUTENILHOCTN MauyeHTa K OAHO.MY M3 KOMMOHEHTOB [aHHOe
MeAVLVMHCKOE U3Aenne He NOLNEXUT NMPUMEHEHUIO, MO0 MOXET MPUMEHATHCA TO/bKO
Mpw YCMOBUW CTPOroro HabskoAeHNs CO CTOPOHbI JleYalllero Bpayva/cTomMaTosnora.

* VIHble KepaMMyecKmne .Macchl, KpOMe KOPPeKTUpoBoYHOM Maccbl CELTRA 1 KpacuTenei
n rnasypy CELTRA Universal, no TennoBbiM XapakTepUCTMKaM MOryT He
cootBeTcTBOBaTh 670Ky CELTRA DUO ©“ uUMeTb HenpaBW/ibHbIA  KOIPMULMEHT
TEn/oBOro pacLumpeHuns. NoaToMy OHM He Noa/iexxaT NPUMEHEHWIO.

o Cromatonornyeckuii matepran CELTRA DUO Takke COBMECTMM W O TernsioBbIM
XapaKTepucT1Kam COOTBETCTBYET KopperrpoBoyHbiM Maccam CELTRA ana BO3MOXHO
YKenaeMbIX KOHTYPHbIX agantaumii (Mpy HeobXxoamMmocTw).

8.2 Mepbl NpefoCTOPOXHOCTH
* [laHHOe wu3genve [OO/MKHO MPUMEHATLCA B TOYHOM COOTBETCTBUW C  OMUCAHWEM,

NPUBEAEHHO.M B HACTOALLEN VIHCTPYKUMM MO NPUMEHEHWIO. TpYMeHeHMe 3TOro M3aenus
B HapyLUeHVe HacToswen VIHCTpYKUMM Mo MPUMEHEHWIO OCTaB/ISIETCA Ha YCMOTPeHUe
cTomarosiora Wim 3y6HOr0 TEXHUKA, KOTOPbIA eAUHOMIMYHO HeceT OTBETCTBEHHOCTb 3a
TakKoe NPUMEHeHNe.

* HeobxoaMmMo HOCWTb COOTBETCTBYHOLLUME 3aALUUTHBIE OYKK, OAEXAY W MepyaTku.
MauveHTaM PeKOMeHAYeTCA HafeBaTb 3alUTHbIE OUKMN.

* KOHTaKT CO C/IOHOW, KPOBbKO WM OMpefeNeHHbIMA aCTPUHIEHTMBIMW PacTBOpaMn B
npouecce afresvBHON (DMKCaUMN MOXET MPUBECTU pPecTaBpaumio B HErogHOCTb.
PekoMeHZyeTCs NpUMeHeHKe Koddepaama nim JoCTaTOuHON U30MALUN.

*  3genns, MapKupoBaHHble Kak W3denvs OfHOPa30BOro mcnosb3oBaHus (Single Use),
npefHasHayeHbl TOMLKO 4719 OAHOPAa30BOro UCMoNbL30BaHMA. [locne NPUMEHeHMs OHM
noA/iexar yTunmnsauum. He NpUMEHATb MOBTOPHO A9 /leYeHUs APYruX MauyeHToB BO
n36exaHve NepeKPecTHOM KOHTaMUHALUN.

» PecraBpaummn CELTRA DUO TpebytoT AOCTaTOUHON pefyKumn TBepabIX TKaHein 3yba u
TeM CaMbl.M [OCTATOYHOW TOMLMHbI CTEHOK pecTaBpauuu. HepoctaTtouHas ToMWMHA
CTEHOK MOXXET MpexaeBpeMeHHO NPUBECTN pecTaBpaLnio B HEro4HOCTb.

» PectaBpaumn CELTRA DUO nepes YCTaHOBKOW AO/MKHbI ObITb OTMOAMPOBaHbLI 1
rnasypuposambl. HenocpeacTBeHHas yCTaHOBKa 6e€3 MOMPOBKM W [/1a3ypypoBaHus
MOXXET MPUBECTM K Ype3.MepUOIi UCTMPAEMOCTH 3yB0B-aHTarOHNCTOB.

* TIpUMEHATb TO/IbKO B XOPOLLO BEHTU/IMPYEMBIX 30HAX.

Bsanmopeicteve
 bBbnokmu CELTRA DUO wnugytotca ¢ npumenenvem cuctembl Sirona CAD/CAM
npoussoacTtea Sirona. LLInndgoska 6/10KOB ¢ HecoBMeCTUMbIMK annapatamm CAD/CAM
MOXET MPUBECTU B pesy/ibTaTe K W3rOTOBMEHUIO [e(eKTHbIX WM HenpuemieMbixX
pecTaBpauuii.
* Bce pononHuTenbHble 06pabOTKM  BLIMOMHATL € BOLOOXNKAAEMbIMM  aTMa3HbIMU
WHCTPYMeHTamK. M3beratb NpyMeHeHns TBepLoCnIaBHbIX (pes.
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8.3  T1obouHbIe 3hheKThbl

O No60YHbIX AENCTBUAX B OTHOLLUEHUM cTOMatonornyeckoro matepuana CELTRA DUO He
coobwanocb. Ecim BaM 4YTO-TO CTaHET W3BECTHO O MOOOYHLIX [EWCTBUAX - Takke B
COMHUTENBbHBIX C/ly4Yasx - Mpocbba coobLLaTh B KOMMAHMIO MPON3BOANUTENIO.

9 MNOWAIoBAA NMHCTPYKUWNA

91 MpenapupoBaHue:

MpenapvpoBaHMe C Had/eXxallen peaykKumeld TBepAblX TKaHel 3y6a CYLEeCTBEHHO [/ia
[OCTVDKEHWSA OMTUMasbHBIX XapaKTEPUCTUK MPOYHOCTK, LBETa M (hmkcaumm (hpe3epoBaHHOM
pecTaBpauyun. Tpu  NpenapupoBaHMM  (PPOHTa/IbHBIX M BOKOBbIX  3y60B  pefyKuus
aHaTOMMYECKOW opMbI A0KHA ObITb OCYLLECTB/IEHA B COOTBETCTBUM C U306PaKEHNEM.
MuHMManbHas TONLWMHA CTEHOK: Ha crefyrowemM Puc. n3obpaxeHa 3afaHHas MUHMMasbHas
TO/MWWMHA CTEHOK A1 COOTBETCTBYHOLLIErO0 MOKasaHusl. Takke Mocne Py4YHOro LAndoBaHUS

9.1.1 Bknapgku inlays n onlays

* PeKkomeHAyeTCs TPaAULMOHHbLIN av3aiH BKagoK Ttuna inlay n onlay. MpenapyposaHue
npoBoauTcs 6e3 NoAHyTpeHWin. CTEHKM NOMOCTW NpenapurpoBaTh NoA yrno.m ot 5° ao 6°
OTHOCUTENIbHO MPOJOSIbHOM ocK 3yGa. Bce OCTpble KPOMKM W YI/ibl LOMKHbI ObITb
3aKpyrneHbl. VHUM3anbHas W OKKMHO3VMOHHASA pedyKums Mpu  LEHTPUYECKOA K
AMHAMUYeCKOW OKK/HO3UK JO/MKHA COCTaBAaThL OT 1,5 [0 2 Mm.

* Bkragku inlays u onlays n3 ctomatonormuyeckoro marepmana CELTRA DUO B mgeane
KpenaTtca C MOMHOM agresveil. B KayecTBe a/bTepHaTVBbl  MOTYT  KPEnuTbCA
CBEPXPETEHLMOHUbIE BKMAAKM C CaMOAAre3vBHbIM  KOMMO3UTHLIM  (OMKCUPYHOLLMM
LIEMEHTOM.

9.1.2 LUenbHble KOPOHKM

* OceBada pefyKuus fo/mkHa coctasnAate oT 1,0 4o 15 MM nog yriom CTeHoK ot 5° fo 6°
OTHOCUTE/IbHO OCK 3y6a. HUM3abHasA U OKK/THO3MOHHAA pedyKumns Mpu LEHTPUYECKON 1
[VIHA.MMYECKOM OKK/IHO3MM [O/HKHA COCTaB/saTh 15 MM. 1e40 B MHIBasIbHOM 06/1acTL
[O/MKHO COCTaBNATb He MeHee 1,0 MM. PekomeHAyeTcs npenapypoBaHue YCTyrnoB 6e3
CKoca. Bce yrnbl JO/MKHbI ObITb 3aKPYT/ieHbI, 1 MOBEPXHOCTU Mpenapaummn fOMKHbI ObITb
rNagK1uMun.

e ®ukcauma LenbHbIX KOPOHOK M3 cTomatosnornyeckoro Matepuana CELTICS DUO
MOXET ObITb MO/IHOCTLIO afresviBHOM WM camoagresvisuod. OO0 afresvBHbIX U
LIEMEHTUPYIOLLUMX MaTepuanax CM. MosHYH VIHCTP>TCUMIO MO MPUMEHEHMIO.
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9.13 Buwwpsbl

« CraHgapTHas peayKuusi Ha ry'6HO MOBEPXHOCTW 3yba cocTasnsieT 0,6 MM, B AECHEBOWA
obnactm 0,4 mm (T.K. 3yOHas amasb B [JaHHON 0671aCcTV TOHbLUE). PedyKums ry6Ho-
NMHIBa/ILHOTO Pe3LLoBoro yrna coctasnset oT 1,0 4o 1,5 mv. Kpasi oTnpenapupoBaHHO
MOMOCTU [O/MKHbI pacronaratbCs B 3yOHON amMann. [ BCeX BUHUPOB PEKOMEHAYeTCA
npenapvpoBaHne ¢ YCTYNOM WM C 3aKpYr/ieHHbIM MeqoM. BarmkHuiA HanycK BumMmnpa
[O/DKEH pacronaraTbCs Ha TakOM PaccTosHWKM, YTOObI MpenapupoBaHHble Kpasi He Obuin
BUAHbI, & TakxKe YT0ObI M30eXKaTb MEX3YOHbIX AECHEBbIX MOAHYTPEHWUNA,

e BuHupbl u3 CELTRA DUO po/mkHbl 6bITb 3a(IMKCUMPOBaHbI TOMLKO MPYU MOMOLLM
LIeMETOB CBETOBOrO OTBEPXAEHMS. DuUKCaUMsi Ha CaMOOTBEPXAAEMbIA LEMEHT He
peKoMeHayeTcs.

9.2 O6paboTka Ha 6asze CAD/CAM-cuctem

O6paboTka ctomaTonornyeckoro Matepuana CELTRA DUO ocyulecTBNSeTCA Ha annaparax
CEREC u inLab cuctem CAD/CAM, paspaboTaHHbIX KOMMaHuein Sirona. Mpy BOHUKHOBEHUM
BOMPOCOB M0 AaHHbIM cUCTeMaM Npockba obpalaTbes B qwp.My Sirona Dental Systems GmbH.

9.2.1 TpeboBaHMSA K nporpanliHOMY ob6ecneyeHuto

* Topgepkka CELTRA DUO ocyulecTBnseTcss Ha 6ase MporpamMHOro ob6ecreyveHuns
CEREC, HauuHasa c Bepcum 4.2. MMpu ucnonb3oBaHUM 6Goree paHHWMX Bepcuid 1O
PEKOMeHAyeTcs  Bbl6Op  CTaH4apTHOM  nporpammbl — WAMgoBaHna  e.Tax. (He
PEKOMeHAYeTCA NPUMEHSATb NPOrpaMMy CUCTEMHOM CKOPOCTU ANs e.Tax).

*  MuHumabHad TOMWMHA CTEHOK B 3TOM C/lyyae [O/MKHA ObITb MofOrHaHa B
COOTBETCTBMM C PEKOMeHAaLMen Ans cTomaTtonornyeckoro marepnana CELTRA DUO;
cM. «[penapupoBaHme».

9.2.2 LW nudoBanbHbIAi MHCTPYMEHT MpasMmep 6/710KOB

Bblbpatb B NO CEREC matepuan CELTRA DUO npoussoacTsa KomnaHum Dentsply Sirona.
LLInndposanbHbI annapat Sirona CELTRA CAM notpebyet 3ateM npumeHuts CELTRA DUO-
610K, bBonee Nofpo6HbIE TEXHOMOMMYECKME ornepauyn CM. B VIHCTPYKUMM MO NPUMEHEHMIO Y
TEXHUYECKNX CnpaBoYHMKax cooTeeTcTBytowmx CAD/CAM-cucte.m. Heobxoammo cobntoaatb

YKa3aHus Mpou3BoanTENs.

9.2.3 dwwpoBaHHe pecTaBpayum (6e3 onNUMOHaANbLHOrO 06>KUra KpacuTenein wu/unn
rnasypmu)

1 OunctuTb pecTaBpaumio B Y/IbTPa3ByKOBOM  QUUCTUTENIE WM MPU  MOMOLLM
napoouncTuTens. OCTOPOXKHO BbICYLUMTb PECTaBPaLIO, UCMOMb3ys CXaTblil BO3AYX.

2. TpoBepuTb TOYHOCTb MOC3AKM pecTaBpauum nyTeM MPUMEPKU 3y6HOro npotesa. [Mpu
Heo6X04ANMMOCTM OTKOPPEKTUPOBATL MEX3YOHble KOHTaKTbI U MPUKYC.

3. [pu KOppeKTMpOBKe KepamMM4YecKoro marepuasia He AOMyCKaTb rMeperpesa Kepamuku
(Hanpumep, obecreliTb uppurauunto). B naeane Bcerga UCNob30BaTh BOAOOXIKAAEMbINA
WNHCTPYMEHT.

4. [Ona  WwandoBaHMs  OKK/MHO3MOHHLIX — MOBEPXHOCTEM  PEKOMEHAYETCH  a/iMasHbli
LUNOBaSbHBIA  MHCTPYMeHT {< 60 MKM). [lpvMeHeHVe TBepAOCNIaBHbIX (pe3 He
peKoMeHayeTcs.

5. [pyrve noBepxHOCTU pecTaBpaLmy Heo6XOAMMO NOMPOBaTb NPV MOMOLLY Pe3VHOBOIO
MONMPOBa/IbHOTO MHCTPYMEHTa Ha HM3KOM CKOPOCTW BpaLLeHns M npu MUHUMa/IbHOM
[laBNEHNN.

6. TLaTeNbHO OUUCTUTL PecTaBpaLmio.
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9.3 OkpawwuBaHue, rnasypoBka W KOPPeKTMPOBKA (Ppe3epoBaHHbIX pecTaBpaLnii

CELTRA DUO

e [Ecnn chpesepoBaHHble pecTaBpauun He TPebyoT KOPPEKTUMPOBKM, TO HEOOX0AMMO
NPOAO/HKNTL NpoLeaypy, cnefya WHCTPYKUMAM MO OKpalUMBaHUIO W 1Na3yprpoBauLLIo
(onumoHaabHO) (Pa3gen 9.3.1).

 Ecm  (pesepoBaHHble pecTaBpauuy TpeOylT KOPPEKTMPOBKKW, TO HeobX0AMMO
NPOAO/MKMTL Npoueaypy, Cnegysa MHCTpPYKumaM no npumMeHeHnto CELTRA (Pasgen
9.3.2).

9.3.1 WHCTPpPYyKUMsa No onymoHanbHoOMYy noabopy uBeTa U rnasyposaHumto pesepoBaHHbIX
pecTaspauuii CELTRA DUO

LigeToBass wuHAmBMayanusaums pectaspauyin CELTRA DUO MOXET OCYyLWeCTBNATLCA B

COOTBETCTBUW C HKENPUBEAEHHLIMU UHCTPYKUMAMI Ans Kpacutenei u rnasypu CELTRA.

o [1ns nonyyeHus ONTUMa/IbHOIO pesy/ibTaTa HeoOX0AMMO YAaUTb BO3MOXHbIE Credpl
LLAMGOBKN Ha MOBEPXHOCTU MPY MOMOLLM Pe3VHOBOrO MOIMPOBASIbHOIO WHCTPYMEHTa
01 KepaMyKK (OH [O/KeH OblTb He C/MLLKO.M YKECTKWUIA, Hamnpumep, MNoSMpOoBa/IbHbIN
MHCTPYMEHT npou3BoAcTBa KomnaHun DeguDent TwisTec 6enblil vanM XXenTbliil u
COOTBETCTBEHHO OTMNOMMPOBAaTb Ha CPedHel CKOpOCTM BpalleHns (He 6Gonee 8000
06/MUH). MporpaMmmpoBaHmMe NapameTpoB 06XMUra 3aB1CUT OT BiUAA NeYmn And o6xura n
NMO3TOMY MOXXET He3HaunTe/IbHO BapbMpPOBaTLCS.

MopsfoK [EeCTBMA: MPU  WUCMOMb30BaHUM  YHMBEPCA/IbHBIX  KpacuTeneld n  rnasypu
CELTRA Universal / Dentsply Sirona Stains and Glaze Heobxogumo cobniogarb
cnefyroLpe Laru:

» [Mepeq HaHECEHVEM KpacuTeneiln uam rnasypu pectaBpauyst L4O/HKHA ObITb YACTON U He
MMETb XKMPOBbIX 3arpssHeHnin. OUMCTUTL MOBEPXHOCTb pecTaBpauuy Npy MOMOLLM
napooyncTUTens Wnu, Norpysvs B AUCTUANMPOBaHHYK BOAYy, B TedeHue 10 MUHYT
OYMCTUTL NPW MOMOLLM Y/IbTPA3BYKOBOr0 ouMCTUTENS. W36eraTb nt060ro 3arpssHeHus
rnocne QUUCTKMN.

* YCTaHOBUTb UYMCTYHO KOPOHKY Ha TMOArOTOB/IEHHbIN MaTepuas Ais  LUTaMM1KOB
DENTSPLY Prosthetics. 19 4OCT/XeHWS NPaBWIbHOMO LiBETOBOMO OTTEHKA Ky/IbTOBbIM
maTepuan Jo/MKeH ObITb NOATOTOB/MEH B COOTBETCTBUN C PEKOMEHALMEN MO pacLBeTKe B
Tabnuue 1 (BHU3Y).

Tabnuua 1 PekomeHayeMble Ky/bTeBble MaTepuasbl

LiseT Al A2 A3 A35 B2
KynbTesbid Matepran  Fl F12 F10 F9 F11
*CMm. PekoMeHgauuy no nog6opy useTa umnaaHTaTos n amanm CELTRA DUO

ans 6nokos CELTR/i LT (HanpasnaTca 0TAeNbHO), F4e COAEp>XaTCca UHCT PYKLUn
no nofbopy useTa 415 NonyvyeHns scex 16 oT TeHKoB U3 nATH 6/10KoB LT CELTRA
DUO (Al, A2, A3, A3.5 n B2), LOCTYMNHbIX B HACT 0L Ee Bpe.Ms.

e Maccy TwatensHoO pasMellatb Mpu NoMowy Linatens. Hc ucnonb3oBaTb NpyU 3TOM
METa/IIMYECKMIA  WnNaTenb. 3aTeM Heobxoaumoe KonmyecTBo rnasypn CELTRA
BbIIOXKWTb Ha NaATPY AN C.MeLLvBaHus. Ecnin TpebyeTcst 60/ee XNAKask KOHCUCTEHLMS,
TO MaTepuan Heobxoaumo pas3baBuTb XXUAKocTbI0 OJI kpacuTeneit n rnasypu CELTRA.

e HaHecTV TOHKMWIA CNOI rNMa3ypy Ha BCHO MOBEPXHOCTb KOPOHKW. 3aTeM Ha [AECHEBYHO
061aCTb HAHECTU TOHKWI CMOA KpacuTens W pacrpefenvTb Npy MOMOLW KUCTW MO
HanpaBfeHWIO K pe3LoBOi 30He (160 TaMm, rAe Heo6xoawmo). LiBeT mpoBepuTh Mpu
MOMOLLYM LBETOBOr0 obpasua. [ns nosyyeHus >kKenaeMoro Lgeta fpy MOMOLUM KUCTU
YBENNUYNTb WA YMEHBLUNTb KOMIMYECTBO KpacuTens.

e [lpy NOMOLLM KUCTW HAHECTW TOHKUIA C/ION KpacuTens AN Pe3L0BOi 30HbI Ha PEXYLLWIA
Kpail 3yba, LBET MPOBEPUTL MPY MOMOLUM pacuUBeTKW. [ns [AOCTVXKEHUS 3CTETUYECKM
XKeNnaemoro adipekta B pe3LoBOM 061acT MpyM MOMOLUM  KWUCTW  YBEIMUUTL UK
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YMEHbLUNTb KO/IMYECTBO KpacuTess.
YKa3zaHue:

* boree MHTEHCUBHBIV LIBETOBON 3(P(EKT MOXET ObITb JOCTUIHYT 3a CYET .MHOTOKPaTHOro
HaHECEHMS 1N COOTBETCTBEHHO MOC/eaytoLwero obxura. OfHako NpYMeHeHUe CLLIKOM
0O0/MbLIOr0  KOIMYeCTBa C/I0EB  KpacuTesleil MOXET TMPUBECTUM K UEECTECTBEHMO.MY
LIBETOBOMY 3(N(heKTy.

o byropku u uccypbl 3y60B MOryT OblTb WHAWBWAYAIN3MPOBaHbI MPU  MOMOLLN
KpacuTenen.

» ba3oBbIli OTTEHOK MOAGMPaeTcs Ha OCHOBe 3y6HOI LBeToBOIN rpynnbl Vita (A, B, C, D)
(cm. Tabnuuy 2).

LieToBble rpynrbl Mo

LWkare Vita Bleached' A B C D
YHviBepcanbHbIin
KpacuTe/ib Stai* 0 Stain 1 Stain 2 Stain 3 Stain 4

Tabnuua 3: MNprMeHeHWe KpacuTenen 415 pe3LoB

Kpacuternb OtTeHOK 3yba

Kpacutenb a1 pexxyLLero kpas il Al, A2, A3, Bl, B2, B3, B4, D2, D3, Bleached'
KpacuTenb /15 pexxyLUero kpas i2 A35, A4,C1,C2,C3 C4 D4

9.3.2 TlpuMeHeHWe rNTypei U KpacnuTenei gpyrux NnporBOLUT enei

Ana vHameuayanusaumm n rnasypvposaHns CELTRA DUO pekoMeHZyeTCA WCKIUUTENLHO
VMEIOLLMIACA B CMUCTEMe acCOPTUMEHT rflasypeint 1 Kpacutenein (yHuBepcasbHble KpacuTenn u
rnasypn Dentsply Sirona Universal Stains&Glaze) ¢ coOTBETCTBYIOLIEN XMAKOCTbIO T.K. €ro
COBMECTUMOCTb CO cTomartosiormyeckum Matepuasiom CELTRA DUO npotectupoBaHa U
rapaHTMpoBaHa. [nasypu W KpacutenuM [Apyrux npousBoguTeneid npu  OnpeaenieHHbIX
06CTOATENbCTBAX W.MEHOT WHble TeMMepaTypbl W PeXWMbl 00XWUra, Yem Te, KOTOpble
peKomMeHAoBaHbI Anid ctomartosiornyeckoro marepuana CELTRA DUO.

9.3.3 06>KuUr- TonbkKo yHuUBepcanbHble KpacuTenu nrnasypo CELTRA Universal

O6Lee npasuo: 06bEKTbI 06XKMra [O/MKHbI ObITb MOMeLLEHbI B MeYb /19 06XKura Ha Tperepe
Ana 06xkura. Peko.MeHAyeTcs no.MeLLaTb 06beKTbI Ha MI0CKOM Tperepe 41s 0bxura ¢ caneTKoit
AN 06XMra Unm Ha Tperepe ana obxura ¢ candeTkom Ans 06xkmra v NNaTMHOBOM (O/brONA.

9.3.4 O6wmnepeKoMeHgaLUM No 06>K UTY

* bBnarogapsa onunoHanLHOMY 06>K|/|ry rnasypy NPOYHOCTb Ha U3rMb CTOMATOIOMMYECKOro
matepuana CELTRA DUO nosebiwaetca go 370 Mra. OnA NOBbILEHNA MPOYHOCTA Ha
M3rnd [OCTaTOMHO MOABEPrHYTb pecTaBpauuio ooxury npu Temnepatype 820 °C.
[MpnmeHeHWe rnasypy BO3MOXHO, OAHaKO He ABNAETCA HeobX04NMOCTbHO. Mpwn obxure
6e3 rnasypu warn «lpegsaputenibHas Cylka» M «C>4nka» nporpammbl obxura
oTMeHATCA. [epes 06XXMrom pectaBpauuto cnepyet B IOOOM cny4ae OoTno/nMpoBaTh.

* HavanbHasa Tcxmneparypa 500 °C.

e T[lomMecTuUTb 06BEKT Ha Tperep ANa obxura/cTton nsa o6Xura B neys.

Tabnuua 4 ["nasypoBka
1-H 06XKMr rnasy|)v 2-H 1 KKbIiA NoceayroLLpin
06XUI rnasypu
MpeaBanUTCbMas CyLUIKa 2:00 MVH 2:00 MvH
CyLka 2:00 MHM 2:00 MvH
MpeaBapuTeNbHbIA Harpein 2:00 mm 2:00 MvH

' OT6E/EHHbIV
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HauanbHaa Temneparypa 500 °C 500 °C

CkopocTb Harpesa 55 °C/MrH 55 °C/MHH
KoHeuHas TemnepaTypa 820 °C 770°C

Bakyym BbIK/HO4EH BbIK/MHO4EH
Bpems BblaepXKN 1:30 mvH 1,30 mm

» T[locneaytolime 06XKUIX rnasypyu Mor)T MOBTOPATbCA Npu Temnepatype 770 °C gna
LIBETOBON WMHAMBMAYaM3aLMN OOBEKTOB WM KOPPEKTUPOBKM NP MOMOLUY [/1a3ypHOM
Maccbl MM60 ANA MOBbILEHUA CTeNeHW NsHUA. Tpy 3TOM BCA MOBEPXHOCTb [0/MHKHA
ObITb MOMHOCTLIO MOKpbITa rnasypeto CELTRA Universal / Dentsply Sirona Universal
(NpozaeTcs OTAENBbHO) A1 AOCTVKEHWS PAaBHOMEPHOM TNAHLEBOM NOBEPXHOCTY,

* T[lo 3aBepLleHWM MPOBEPUTL LBET Mpyv MOMOLIM LBETOBOrO obpasya u npu
Heo6X0AMMOCTN OTKOPPEKTUPOBATb.

* YkasaHue; Moc/fe MNepeoro obxura pecTaBpaumsi MOXET MOoKa3aTbCs HeLOCTaTOYHO
rnasypupoBaHHoON. B Takom cyyae HEOOXOAMMO HAHECTU MpW MOMOLLUM KWUCTU TOHKWI
cnoii rnasypu CELTRA Universal / Dentsply Sirona Universal Ha BCIO NMOBEPXHOCTb.
Mocne HaHeceHWst rnasypy MPOM3BECTM MOBTOPHLIA OGXWUI KpacuTenen w rnasypu B
COOTBETCTBUM C NporpaMmort obxura. JononHUTeNIbHbIE 06K KpacuTeneid 1 rnasypm
MOryT NPON3BOAUTLCA C HABOPOM OAMHAKOBbLIX MapaMeTPOB 0BXUra.

9.3.5 MprumeHeHne .Maccbl ansa Koppekuum CELTRA gns pecTaspayunin CELTRA DUO
MopafoK AencTBuiA: 3amellaTb KOPPEKTMPOBOYHYIO Maccy C AVUCTUIMPOBaHHOW BOZOW WK
YHMBEPCA/IbHON  MOAENMPOBOYHON  XMaKocTelo  Modeling  Liquid U go  Heobxoaumoin
KOHCUCTEHUMM. HaHecTM Maccy Ha Tpebyemble MecTa. M3rotoBuTtb pectaBpauuio B
COOTBETCTBMW C OMUCAHHLIMU HXKE UHCTPYKUMAMUN N YKa3aHHOW NPOrpaMmon 06XuUra:

9.3.5.1 TlepBUYHbIA 06>K UT rNa3ypu/KoppeKLMonnbiil 06XK T KOPOHKMW:

HaHectn yHmBepcanbHyto rnasypb CELTRA Universal Ha Bcto KopoHky CELTRA DUO, 3atem
HaHecTn maccy Ana koppekuym CELTRA Ha Tpebyemble 30HbI U MOABEPrHYTbH 06XWry B
COOTBETCTBMM C nporpammMori obxura (1-i1 KOppeKumMoHHbIN 0OXuUr, a) nog LwwaroMm 1 npu
Temnepatype 820 °C. MNpy HeEO6XOAUMOCTIN OTMONMPOBATL A0 3ePKa/IbHOro 6/1eckKa.

9.3.5.1.a BTOpoi 06> uUr rnasypu:

Ecnn nocne nepsoro 06Xura »enaembli rnaHeL, He ObIn [JOCTUrHY-T, TO HGO6XO,CI,I/1MO MOBTOPHO
HaHEeCTW rnasypHyr Maccy 1 nogBeprHyTb 06>K|/|ry B COOTBETCTBUN C I'IpOFp&MMOVI obxura ans
2-T0O M K&XX0ro nocreayoLLlero obxura rnasypu B Ta6m/|u,e 5.

Tabnuua 5 Koppekums
1-H 2- H KadXXAbli1 Noc/ieayroLLpin
KOPPEKLWMOHHbIN 06xxur/ 00X rnasypu
2-1 KOPPEKLIMOHHbIN 0BT

MpeaBapuTenbHasa cyLlKa 2:00 \vH 2:00 MvH
CyLka 2:00 MvH 2:00 MvH
MpeaBapuTeNbHbIA Harpes 2:00 MHM 2:00 MvH
HauvanbHasa Temnepatypa 500 °C 500 °C
CKopocCTb Harpesa % °C/mH 55 °C/mH
KoHeuyHast TcMnepaty'pa a) 820 °C, b)8HO°C 770 °C
Bakyym BK/o4eH 1:00 MyH BbIK/THOHEH
Bpems BblAEPXKM 0:30 MvH 1:30 MHH

npO,ﬂ,Oﬂ)KI/ITeI'IbHOCTb (*)a3b| CYW KN 3aBUCNT OT BMNAA le/lMEI/IFIE.MOVI nevym g.usa ob>kura.
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9.3.5.2 BTopoii 06>KMWUIr rnasypu/KoppeKumomnHbliii 06>XKMWUT (MAN TONbKO KOPPEKLMNOHHBIN
06>KUTr nocne npefBapuTeNbHOIo 06> ura rnasypmu):

Mpn Heo6XoAMMOCTM BTOPOro obxura; HaHecTu yHuBepcasibHyto rnasypb CELTRA Universal
Ha BCO KOpoHKY CELTRA DUOQ, 3aTeM HaHeCTV HebOo/bLLUOe KOMMYECTBO KOPPEKTUPOBOUHOM
maccbl CELTRA Ha Tpebyemble 30Hbl. KOppeKTMPOBOYH>UYO Maccy MOABEPrHYTb OOXUry B
COOTBETCTBUM C MNpOrpa.MMoii 0bXura (2-KOppeKkuMouHbIA obxur, b) B Tabnuue 5 npu
Temnepatype 810 °C.

YkasaHve: Hukorga He Npov3BOAUTb 2-0M KOPPEKUMOHHbLIN 06U npu Temnepatype 820°C!
30Hbl, Ha KOTOpble Oblna HaHeCeHbl KOPPEKTUPOBOYHas Macca, Mpu  HeobXoayMOoCTy
KOHTYpUpOBaTb M 0TNOMPOBATh [0 GriecKa.

9.3.5.3 TpeTwuii 06>k ur rnasypu (onuuonansno):

Ecnm nocne o6xura >xenaemblid rngHew, He 6bi1 JOCTUMHYT, TO HEOOXOAMMO MOBTOPHO HaHECTU
rnasypHy0 Maccy W MoABeprHyTb 06XKWry B COOTBETCTBMM C NpOrpaMMoii obxura ansg 2-ro u
KeOK[0ro nocnefyrowlero ooxura rnasypv B Tabnuue 5.

9.4 dukcauunsa

9.4.1 TopgrorToBkapecTaspauum CELTRA

«  OunCTUTb pecTaBpaLuio YNbTPA3BYKOBLIM WM MAPOBbIM OYNUCTUTENIEM IMBO CTIMPTOM.

e HaHectn 5%-i1 renb NNaBUKOBOW KWCNOTbl ANS TpaB/eHWsi Kepamuky (MpodaeTcs
OT[eNbHO) TOMbKO Ha BHYTPEHHIOK MOBEPXHOCTb PeCTaBpaLyMmn 1 AaTb BO3AENCTBOBATL B
TeueHve 30 CeKyHL.

« OCTOPOXHO! Cobntogath npeaynpeauTenbHble yKasaHUA npoussoautens. Hc
[0nycKaTb MornafaHns K1CM0Tbl HA TKaHb WK B rasal

*  Y[anuTb MNaBUKOBYH KMUCMIOTY B COOTBETCTBUM C NPEANUCAHMAMMN NMPOU3BOAUTENS.

*  BbICylUINTb pecTaBpaumio B BO3AYLLUHOM MOTOKe.

* PekoMeHAyeTCs CUNaHN3MPOBaTL NMPOTPaB/IeHHbIe MOBEPXHOCTH.

e B CTOMaTonoOrM4eckon MpakT'uke CUaH HaHOCUTCS TOMbKO Ha MOBEPXHOCTM, KOTOpble
HeobXo4UMbI 4151 aAre3vBHON (MKcaLmu.

e [atb BO3MdeCTBOBaTbL B TeueHue 60 cekyHA. ECnv cunaHoBbINM Cnol nepecTan ObITb
XWUOKUM, TO HeobXOAMMO MOBTOPHO HaHECTU cwunaH. [Mpou3BEeCcT NPOAYBKY CU/IbHBIM
MOTOKOM BO3Ayxa. PekomeHayemblin matepuan: Calibra Silane (npogaeTcst OTAENBHO, CM.
MO/IHYHO IHCTPYKUMIO MO MPUMEHEHWIO).

9.4.2 dunkcayunsa

[na pectaBpaunii CELTRA DUO B 3aBMCMMOCTM OT MOKasaHUA MOXET OblTb BblbpaHa
camoagresviBHast WM MOMHOCTBIO aare3vBHas (kcaumsi  3apeKoMeHoBaBLUME Cebs U
COBMeCTVMble afre3viBHble MaTepuasibl A8  (QUKCAUMW SBMAKOTCA  YaCTbl0 acCOPTUMEHTA
npoaykuun Dentsply Sirona. Matepuasbl 41 (oUKcaummn NpoAaroTCs OTAEMBHO.

Camoapgrc3nenoc MonHoCTb ajresnBHOE
LCMeNTNpOBaUHC LCMeMTHpOBauuca
Bknagku inhays P oP
Bknagku onlays P OoP
KopoHK# oP OoP
Buunpsbi OoP

P = PekomeHgosaHo OP = OueHb peKOMEHL0BAHO

CEREC u inLab He £BnatOTCA 3aperMcTpvpoBaHHbIMM Mapka.Mn KomnaHu DENTSPLY
International, Inc.

VHCTpYKUMM NO NpUMEHEHWIO Ha Apyrux asbikax; www.dcntsply-degudent.com

10 OunucTKa, ae3nHGpeKUms, cTepumsalms
MpofyKuMst MOCTaBNSETCA HECTEPUNbHOA. OuulleHVe, Ae3MHDEKUMS U CTEepuUmM3aums He
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npeycMoTpeHa.

11 ¥YnakoBKa

* [loTpebuTenbckas yrnakoBka
CELTRA Duo npeacTtaBnsieT co60/ KepaMUYeCKUA MaTepuan, KOTOpbIA He YyBCTBUTENEH K
BNIKHOCTW, Tenay WM AeNCTBUI0 XUMUYECKMX BellecTB. Bo BpeMms (Dpe3epoBKM KOPOHOK U
MOCTOB (KOHEYHbIX MPOAYKTOB, KOTOpble BCTYMAKOT B KOHTAKT C MaLWEHTOM) MOBEPXHOCTb
3aroTOBKW yAanseTcs, Mo3ToOMy Kakue-nnbo 3arpsisvenvsi MoBEPXHOCTU HC Oydy3 VMeTb
peLLatoLLiee 3HaYeHVe 415 6e30MacHOCTY NaLmeHTa.
YnakoBka 006ecreuvBaeT 3alMTy OT MeXaHWYeckoro u3Hoca WM  3arps3HeHus  npu
TPaHCMOPTUPOBKE N XPaHEHUN.
YnakoBKa NnpeAcTaBneHa KapTOHHO KOPOOKOIA.
YnakoBka cTaptoBoro Habopa CELTRA DUO Takke BKIHOYaeT B cebs MOMMypeTaHoBble
BCTaBKW.
CanceTka 419 06Xura - KapTOHHas ynakoBKa.

* TpaHcnopTHasa ynakoBKa
MoTpebuTenbCKe YNakoBKU C U3LE/ME.M YMaKOBbIBAOTCA B 60/bLUYI0 KapTOHHYHO KOPOOKY
(Npn  HEObXOAMMOCTU WCMOMb3>TOTCA My3blpyaTas MeHKa), KOoTopas 3aTeM 3aKiemBaeTcs C
MOMOLLbKO CKOTYa.

12 YcnoBua XpaHeHUA M CPOK rogHoCTun
XpaHuUTb B CyXOM MecTe npu Temnepatype +10 - +35 °C 1 OTHOCUTE/NIbHON BIaXKHOCTU MeHee
80%.
bepeyb 0T Braru.
He vcnonb3oBaTh nocse UCTeYeHNs CPoKa roAHOCTH.
HecooTBETCTBYIOLLME YCMOBUA XPaHEHWA MOTYT COKPaTWUTb CPOK FOAHOCTM W MPUBECTU K
HenpaBW/bHON paboTe NpoayKTa.
Cpok rogHoctun 6nokoB Celtra Duo coctaBnseT 15 neT ¢ AaTbl U3roTOB/EHNS.
Cpok rogHoctn rnasypu Celtra Universal Overglaze / Dentsply Sirona Universal Overglaze
cocTaBnseT 4 rofa ¢ AaTbl U3rOTOB/IEHUA.

13 Ycnosusa TpaHCNOPTUPOBKU
M3pgenns [omKHbI TpamMenopTUPOBaTbCa B COOTBETCTBUWM C NpaBuiamu, OEACTBYHOLMMU ANS
Kabkaoro Buaa TpaHcnopTa npu Temnepatype oT 10 °C go 35 °C 1 OTHOCUTENbHOW BNaXKHOCTU
<80%.

14 TpeboBaHMA Mo oXpaHe OKPYXKatoLLEen cpebl
W3genve He OKasblBaeT HEraTMBHONO BO3AENCTBMS Ha OKPY)KAlOLLyK) Cpedy B npouecce
YKM3HEHHOTO LKA,

15 ¥YcnoBuA skcnayartayumn
V3genna mcnpaBHO 3KCrlyaTMPYHOTC BHYTPW POTOBOW MOMIOCTM, MPU  HaIMUMK B Hel
OMONOrNYECKMX YKUAKOCTEN MPU HOMUHa/IbHLIX 3HAYEHMsIX Temnepatypbl; oT 32° go 42° C.
3pennsa fo/mKHbI MCMO0Mb30BaThCA TOMIbKO KBIM(ULMPOBAHHLIM MEAVLMHCKMM MepCOHaIOM B
KNMHUYECKMX YUPeXaeHUsX.

16 Cnucok NpMMeHsAeMbIX MeXXAyHapo4HbIX CTaH4apTOB
180 6872:2015-06 Cromaronorvs. Kepamuyeckue Marepuaibl
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EN 1SO 13485:2012
EN 1SO 13485:2012/1C 2012

EN ISO 14971:2012

EN 1641:2009
EN 1SO 7405:2008+ J11:2013
EN I1SO, 10993-1:2009 + AC:2010

V3oenva  MeovumHekve.  CucTembl  YNpaBieHUs  KaYeCTBO.M.
TpebosaHua K perynvposaHnio (1ISO 13485:2003)

V3oenna  MemyumHekve.  CucTembl  YripaBrieHUA  KauYecTBOM.
TpeboBaHMA K pery/ivpoBaHuio - TexHUYecKoe VicnpasrneHve 1
(1SO 13485:2003+Cor 1:2009)

Visoenna mMeguumHCKVe. TprMeHeHWE MeHEDKVIEHTa pUCKa K
vempHekum - wegevam - (ISO - 14971:2007,  ucnpae/ieHHas
Bepemst 2007-10-01)

Cromarornorus. MeoyupyHcKvie nprbops Jiljs)
CTOMATO/IONMHECKMX Liened. Matepuarbl

Cro,varoriorsl.  OueHKa — GMO/OrMYeCcKo  COBMECTUMOCTY
CTOMATO/I0MMYECKUX UHCTPYMEHTOB

OueHKa 6MOMOTMYECKast MEOUUMHCKUX  u3e/miA. Yactb 1
OLEHKa 1 VCTbITaH A B paMKax MPOLIECCa . MeHeMKVIEHTa. PUCKa

17 TexHu4Yeckoe 06Cny)XMBaHue U TEKYLLNIA PEMOHT
W3aenns He nognexar peMoHTy. CrneumanbHOro TEXHUYECKOro 06CNYXMBaHUSA He TpebyeTcs.

18 YTunnusauus

YTunusauma npoBOAUTCA B COOTBETCTBUMM C MECTHbIM 3aKOHOZATENIbCTBOM W MPOTOKO/aMu
KOHKPETHOr0 MeANLIMHCKOr 0 YUpescaeHNs.

YTunmsauma B COOTBETCTBUM C CaHUTapHLIMK MpaBuiamMn 1 Lop.Ma.mv Poccuiickoii defepauimnm
CaHlNunH 2.1.7.2790-10 "CaHWTapHO-3NMNAEMMONONMYEcKMe TPeboBaHMS K 0OpaLLEeHMO C
MeAULMHCKAMKN OTX0AamMm». Knacc onacHOCTU MeAULIMHCKNX OTXOA0B - b.

W3pennsa [omkHbl MCNONb30BATLCA TOMIbKO KBIM(IULIMPOBAHHBLIM MEAVLMHCKUM MEPCOHa/IOM B

KNMMHUYECKUX YUPEXAEHUSIX.

19 CnmBO/bI HA MapKUPOBKe

Cu.mBon

ref| KaTanoxHblii Homep

Pacwmndposka .

p XK CepwiiHbIli HOMep (HOMep MapTun/noTa)

Cpok rogHocT

i~only
TonbKO 4/19 NPOECCUOHANBHOIO MCMOMb30BaHUSA
d HavimeHOoBaHWe 1 afpec Npon3BoauTENS
3HaK «bepeyb OT Bnarm»
|LL | 3HaK «06paTuTeCh K MHCTPYKLMN MO NMPUMEHEHNIO»

C € 3Hak cepTudmkaumm EC
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OpHopasoBoe 1CMosb30oBaHue

OctopoxHo!  O6patuTeCb K MHCTPYKUMM MO
NPUMEHEHMIO

20 [apaHTMa Npon3BOANTENA
|_|pOI/I3BO,£I|I/ITeJ'Ib HE neceT OTBETCTBEHHOCTb W HE BblM/1a4MBacT KOMMEHCaLUno 3a BO3MOXHbII
YLLEP6 UM HeCHaCTHbIe CyYau, BbI3BaHHbIE:

. cnonb3oBaHWeM KOMMOHEHTOB, He OTHOCSALUMXCS K Habopy W KOTopble MoryT
NPensaTCTBOBaTb HOPMasIbHOMN paboTe.
. HecobtoaeHneM MHCTPYKLWK MO NPUMEHEHUIO.

OTBETCTBEHHOCTb 3a TECTMPOBaHWE MaTepuasa Ha ero MpUrogHOCTb U WCMOMb30BaHWe A/
NO6ON Lenn, IBHO HeyKa3aHHON B MHCTPYKLMK, HeCeT Mosib3oBare/b!

Mo BonpocaMm KauecTBa M3aenus credyet obpawarbcs K YNOAHOMOYEHHOMY MpeLcTaBuTeNto
npon3BoAnTENA.

21 YNO/IHOMOYEHHbIW NpeacTaBUTENb Ha TeppuTopmun PO
000 «[leHTcnnaii CupoHa», 115432, Mocksa, Np-T AHaporiosa 4. 18, kopn. 6, ogmcel 139 40,
Ten.:+7 (495) 725-10-87.
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PerncrpaynoHHblin Homep gokymeHTa: 1050/ 2018 U
HacTtosLym S 3aBepsito, YTO NoANMCh NoCTaB/ieHa B MOEM MPUCYTCTBUM
r-Hom ®onbkepom BarHepom (Volker Wagner), aata poxaeHvst 25 mas 1969 r.,

C topupndeckum agpecom PogeHbaxep Locce 4, 63457 XaHay.

-H ®onbkep BarHep (Volker Wagner) peiictByeT B kadectBe [IpokypucTa (gepxarens nosiHOMOounst Ha
npeacTaBUTeNbCTBO MO 3aKOHY) OT UMeHW KommaHun OderyfeHT Tm6X (DeguDent GmbH), ¢ topuandeckim
afipecom B XaHay, 3aperycTpmpoBaHHoli 3a Homepom HRB 7182.

Hactoswmm A 3aBepsto, 4YTO Ha OCHOBaHWM npoBepky OT 29.10.2018 3/1eKTPOHHOro TOProBOro peectpa
y4acCTKOBOro cyga B XaHay, HRB 7182, r-H ®onbkep BarHep (Volker Wagner) ynosiHoMOYeH Mpeactas/isiTb

komnanuto deryeHT Mv6X (DeguDent GmbH).
-H ®onbkep BarHep (Volker Wagner) M4HO M3BECTEH HOTapUyCy.

Hactoswmm 5 Taike NoaTeepagalo, UTo 3avHTepecoBaHHasi CTOpoOHa OTpuUaTe/lsHO OTBeTWUIa Ha BOMPOChl O
npeaBapuTeNbHON  3aHTEpecoBaHHOCTM B cooTBeTcTBMM € § 3 Pasa, Ne 7 3akoHa 06 YCTaHOBEHWUM
0653aTe/1bHON (HOPMbI AOKYMEHTALWN.

XaHay, 29 okTs6ps 2018 T.
(PopeHbaxep LLocce 4)

/Moanmce/
26epxapg, Ynur (Eberhard Uhlig)
Hotapuyc

/MeyaTb: d6epxaps Ymr
Hotapuyc B XaHay!
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/MevaTtb: Npepacepatenb 3eMenbHOro cyaa r. XaHay/

AMOCTUNDb
(Faarckas KoHBeHuusi OT 5 okTs16psa 1961 T.)

1. CtpaHa: depepaTuBHan Pecnybnuka NepmaHuns
HactoAwmnin opuynanbHblii JOKYMEHT

2. nopgnucaH 36epxapaom YNurom
BbICTynawuwmWmM B Ka4eCTBe YNOJITHOMOYEHHOTO
HOoTapuyca

4. ckpenneH nevyaTbto/ WTamMnoM HoTapuyca d6epxappa

Ynura
YpoctoBepeHo
5. B XaHay 6.01.11.2018 .
7. r-xoii MNpepcepatenem 3emMenbHOro cyga
8. 3a Ne 919/2018
9. Mevarts/LLTamn 10. Moanuceb
/Mopnuce/

dpenbmaHH (Edelmann)

/Meuvarsb: MNpeacepaterns 3emenbLHOTO cyaa r. XaHay/
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Ynaauenao 3a onazanue ycnye npueoaoro i mexnuveckoeco xapasmepa. 200 pyo.
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Poccuiickas ®eappar’ s
opog, Mocksa

16'3'09 2018 «,

Bcero npowHypoBaHo,
MPOHYMepOBaHO W CKpenjeHo

neyatblo_— NNCTOB.

HoTapnyc 12
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