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1  Description

11 Name

ceram.x SphereTEC one Universal dental light-cured restorative material with accessories.

1.2 Description
ceram.x SphereTEC one Universal dental light-cured restorative material - is a nano-
ceramic, light-cured, radiopaque, universal composite for restoration of anterior and posterior
teeth, ceram.x SphereTEC one is based on the novel SphereTEC filler technology indicated for
both direct and indirect restorations as well as indirect fabrication of inlays, onlays and veneers.
The spherical, granulated filler technology called SphereTEC™ leads to a ball-bearing effect that
takes the handling properties of ceram.x SphereTEC one to the next level:

» ceram.x SphereTEC one easily adapts to cavity surfaces but does not stick to hand

instruments.
» ceram.x SphereTEC one is easy to sculpt precisely and has a high slump resistance.
» ceram.x SphereTEC one provides a firm consistency but is at the same time easy to
extrude from syringes and computes tips.

ceram.x SphereTEC one comprises of five universal CLOUD shades of intermediate
translucency named Al to A4.
Each CLOUD shade is designed to achieve shade match with a range of VITA' shades. As a
whole, the five CLOUD shades cover all 16 VITA classic shades and allow for aesthetic clinical
results. Additionally, one bleach shade (BW) is available for bleached teeth in compute version
only.
The spherical, granulated fillers consisting of submicron primary glass fillers provide a fast and
easy polishing procedure resulting in an outstanding gloss.

Filler system based on SphereTEC™N'/,

The filler system comprises barium glass, pre-polymerized filler and ytterbium fluoride (77-79
weight-% or 59-1 volume-%). Additional ingredients are catalysts, additives, stabilizers and
pigments (~1 weight-%, according to shade). The total amoynt of inorganic fillers is 72-73
weight-% (48-50 volume-%). The particle size of the inorganic fillers ranges Ifom 0.1 to 3.0
pm.

Accessories

1. ceram.x SphereTEC one Original Material Shade Guide - a shade guide for selection of
ceram.x SphereTEC one Universal shades.

2. Computes Tips Gun - an applicator gun for all DENTSPLY filling materials delivered in
Compula or Compules Tips.

1.3 Compatible adhesives

The material is to be used in combination with a (meth)acrylate-based dentin/enamel adhesive
such as the DENTSPLY adhesives Spectrum® bond, prime«&bond one® ETCH & RINSE or
prime&bond one® SELECT (manufactured by Dentsply DeTrey GmbH, Germany).

1.4 Information about medical device manufacturer/developer
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: info@dentSDIv.de

15 Addresses of medical device manufacturing sites
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany

' Note: VITA® is a registered trademark of VITA Zahnfabrik H.Rauter GmbH & Co. KG.
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Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: info@dentsplv.de

1.6 Delivery forms

Ceram.x SphereTEC one Universal dental light-cured restorative material is delivered in:
I. Ceram.x SphereTEC one Universal dental light-cured restorative material with

accessories, configurations:

1 ceram.x SphereTEC one Universal Syringe Refill Package, 3 g syringes, 1 piece per
pack, in different shades: Al, A2, A3, A3.5, Ad.

2. ceram.x SphereTEC one Universal Compule Refill Package, 0.25 g compules, 12
pieces per pack; in different shades: Al, A2, A3, A3.5, A4, BW.

3. ceram.x SphereTEC one Universal Sample: 0.25 g compules, 4 pieces per pack,

shade: A2.

4. ceram.x SphereTEC one Universal Intro Kit, including:
» ceram.x SphereTec one Universal Compules, 0.25 g compules, 24 pieces total
per Kit, in different shades: Al (4 pcs), A2 (4 pcs), A3 (8 pcs), A3.5 (4 pcs), A4

(4 pcs);

» Compules Tips Gun (1 piece);

» Instructions for use (1 piece);
» iShade label (1 piece);

*  Order leaflet for ceram.x SphereTEC one Universal Shade Guide (1 piece)
» llustrated Technique Guide (1 piece).

Il. Accessories:

1. ceram.x SphereTEC one Universal Shade Guide (1 piece).

2. Compules Tips Gun (1 piece).
2 Intended use

Direct restorations of all cavity classes in anterior and posterior teeth as well as indirect

fabrication of inlays, onlays and veneers.

Scope: dentistry.

These products should be used only in clinical environments by qualified dental personnel.

3 Composition and materials

*

3.1 ceram.x SphereTEC one Universal dental light-cured restorative material.

Components
EBPADMA Urethane Resin

Methacrylate modified polysiloxane (organically
modified ceramic)

BHT
Lumilux

2-hydroxy-4-methoxybenzophenone
Camphorquinone

Ethyl-4(dimethylamino) benzoate (DMABE)

Me:-DPI

Fluoride containing Barium-aluminum-
borosilicate glass, silanated

Fluoride containing Barium-aluminum-
borosilicate glass, silanated (SphereTEC filler)
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Chemical Name
EBPADMA Urethane Resin
Polycondensation product of N-(3-
Triethoxysilylpropyl)-0-(2-
methacryloyloxyethyl)urethane
Butylated hydroxyl toluene
2,5-dihydroxybenzene-1,4-dicarboxylic acid
diethyl ester
2-hydroxy-4-methoxybenzophenone
(¥)-2,3-Dioxo-1,7,7-trimethyl-bicyclo-[2,2,1]-
heptan
Ethyl-4(dimethylamino)benzoate
Bis(4-methylphenyl)iodonium
hexafluorophosphate
Fluoride containing Barium-aluminum-
borosilicate glass, silanated
Fluoride containing Barium-aluminum-
borosilicate glass, silanated



Ytterbium fluoride Ytterbium trifluoride
Pigments according to shade see table below

Pigments
Titanium dioxide
Black iron oxide
Yellow iron oxide
Red iron oxide

3.2 Syringe materials;

Component Material
Cylinder, piston, cap, sleeve Polypropylene
Screw Polybutylene terephthalate
3.3 Compules materials;
Component Material
Body Polybutylene Terephthalate, glass fiber reinforced
Cap Polyethylene
3.4 ceram.x SphereTEC one Universal Shade Guide materials:
Component Material
Shade Guide Holder Polybutylenterephthalate
Shade (fingers) Polycoarbonate
3.5 Compules Tips Gun materia s:
Component Material
Handle, rear part Polyamide
Handle, front part Polyamide
Cormection piece Polyamide
Plunger Polyamide
Retaining spring Stainless Steel
Fixing bolt Stainless Steel
Extruding peak Stainless Steel

3.6 i-Shade label

This is a self-adhesive label (152 x 81 mm), eolor printed with the scale of colors which allows for
simplified adaptation of VITA classical shades into the color scale of ceram.x SphereTEC one
Universal.

3.7 HNlustrated technical guide

Illustrated technical guide contains a description of step by step process of working with the
material, supplemented with visual illustrations, colors and recommendations on use. The guide
(150 X80 cm) has double-sided color printing.

3.8 Instructions for use
ceram.x SphereTEC one Universal dental light-cured restorative material in ceram.x SphereTEC
one Universal Intro Kit contains instructions for use for the following components:
» ceram.x SphereTec one Universal dental light-cured restorative material in compules,
0.25 g each (including ceram.x SphereTEC one Universal Shade Guide, i-Shade label).
Instructions are printed on paper in black and white color.
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4 Technical specifications

41 Material

Ceram.x SphereTEC one Universal dental light-cured restorative material in syringes of
differentent shades: Al, A2, A3, A3.5, Ad.

Ceram.x SphereTEC one Universal dental light-cured restorative material in compules, 0.25 g of
different shades: Al, A2, A3, A3.5 A4, BW.

4.2  Weight of material in the syringe: 3+0.01g
4.3 Weight of material in the compule: 0.25+0.01g

4.4 Appearance:
Homogeneous paste without impurities.

Material Shades Consistency

ceram.x SphereTEC one Al -A4 15-23 mm

(syringes)

ceram.x SphereTEC one Al -BW 15-23 mm

(compules)

4.6 Curing time and Depth of cure (according to 1SO 4049:2009)

Material Shades Curing time Depth of cure
Power >500 Power >800
mWatt/cm” mWatt/cm”

ceram.x Al -A4 20s 10s >2 mm

SphereTEC one

(syringes)

ceram.x Al - BW 20s 10s >2 mm

SphereTEC one

(compules)

4.7  Sensitivity to Ambient Light (according to 1SO 4049:2009):
Sensitivity to Ambient Light: >100 sec for all shades.

4.8 Opacity:
Material Shades Opacity, %
ceram.x SphereTEC one Al 41 £2
A2 41 +2
A3 41 +2
A3.5 41 +2
Ad 41 +2
BW (compules only) 50+2
4.9 Main technical properties of the polymerized material
Parameter Units Value
Flexural strength MPa >100
Water Sorption pg/mm~ <40 (1SO 4049)
Water Solubility pg/mm* <7.5 (1SO 4049)
Radiopacity mm eq. Al >2 (1SO 4049)
Extrudability N 70-110

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



5 Images

51 ceram.x SphereTEC one dental light-cured restorative material in 3 g syringes of
different shades: Al, A2, A3, A3.5, Ad.
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5.2 i-Shade label.
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5.3 Ceram.x SphereTEC one Universal Intro Kit

5.3.1 Kitand Computes Tips Gun
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5.3.2 Ceranux SphereTEC one Universal dental light-cured restorative material in compules
inside the sphere package

n tSr- *

5.4 0.25 g Compute, Al shade (example).

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



55 ceram.x SphereTEC one Universal Shade Guide™.

M

Al AR a A3CA359 M

BW shade is available in compules only
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56 Computes Tips Gun (Refill)

Compules Tips Gun

6 Indications

Autohsiertes
n 8ler
urMtixi »ﬁ\'l

010\

ReOrder 606.65.900

t-jiv

Material is intended for direct restorations of all cavity classes in anterior and posterior teeth, as
well as indirect fabrication of inlays, onlays and veneers.

Scope: dentistry.

These products should be used only in clinical environments by qualified dental personnel.

7 Contraindications

Patients who have a history of severe allergic reaction to methacrylate resins or any of the other

components.
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8 Warnings

8.1 Safety notes
Be aware ofthe following general safety notes and the special safety notes in other chapters of
these Instructions for Use.

8.1.1 Safety alert symbol
* This is the safety alert symbol. It is used to alert you to potential personal injury

l s hazards.
* Obey all safety messages that follow this symbol to avoid possible injury.

8.2 Warnings

The material ceram.x SphereTEC one contains methacrylates and polymerizable monomers
which may be irritating to skin, eyes and oral mucosa and may cause sensitization by skin
contact and allergic contact dermatitis in susceptible persons.

* Avoid eye contact to prevent irritation and possible comeal damage. In case of contact
with eyes, rinse with plenty of water and seek medical attention.

* Avoid skin contact to prevent irritation and possible allergic response. In case of contact,
reddish rashes may be seen on the skin. If contact with skin occurs, remove material with
cotton and alcohol and wash thoroughly with soap and water. In case of skin sensitization
or rash, discontinue use and seek medical attention.

* Avoid contact with oral soft tissues/mucosa to prevent inflammation. If accidental
contact occurs, remove material from the tissues. Flush mucosa with plenty of water and
expectorate/evacuate the water. If inflammation of mucosa persists, seek medical attention.

8.3 Precautions:

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

» Ifrefrigerated, allow material to reach room temperature prior to use.

» Use protective measures for the dental personnel and patients such as glasses and rubber
dam in accordance with local best practice. .

» The syringes and Compules Tips cannot be reprocessed. To prevent syringes (and
Compules Tips when used for indirect application) from exposure to spatter or spray of
biological fluids or spread of material from contaminated hands it is mandatory that the
syringes are handled offside the dental unit with clean/disinfected gloves. Discard
devices if contaminated.

» Compules Tips may be used for direct intraoral application of restorative material into a
cavity or for indirect application by first placing the restorative material on a pad. After
intraoral use, discard Compules Tips and do not reuse in other patients in order to prevent
cross-contamination.

» Use of Compules Tips with the Compules Tips Gun is recommended.

e The Compules Tips Gun is an applicator gun which is only intended to be used with
DENTSPLY Compula® and Compules Tips.

* Any use of this product inconsistent with these Instructions for Use is at the discretion
and sole responsibility of the dental practitioner.

* The shade guide and the individual shade guide tabs cannot be reprocessed. To prevent
the shade guide and the individual shade guide tabs from exposure to spatter or spray of
body fluids or contaminated hands it is mandatory that the shade guide and the individual
shade guide tabs are handled with clean/disinfected gloves.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 1



The material should extrude easily. DO NOT USE EXCESSIVE FORCE. Excessive

pressure may cause the Compules Tips to rupture or to eject from the Compules Tips
Gun.

Tightly close syringes immediately after use.

Contact with saliva, blood and sulcus fluid during application may cause failure of the
restoration. Use adequate isolation such as rubber dam.

Interactions:
Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with this
dental material since they may interfere with hardening of the product.

9 Adverse events

» Eye contact: Irritation and possible comeal damage.
» Skin contact: Irritation or possible allergic response. Reddish rashes may be seen on the
skin.

» Contact with mucous membranes: Inflammation (see Warnings).
IO’ Step-by-step instructions

10.1 Shade selection
1 Prior to shade selection, clean the tooth surface with prophylaxis paste to remove plaque
or surface stain.

2. Select the shade while teeth are hydrated.
For shade selection, two tools may be used:

» The ceram.x SphereTEC one shade guide.
The ceram.x SphereTEC one shade guide consists of tabs, which are manufactured from
composite with optical properties close to those of ceram.x SphereTEC one.

» The VITA classical shade guide in combination with the i-Shade label. The ceram.x
SphereTEC one i-shade label facilitates shade selection by assigning one ofthe five
CLOUD shades to each of the 16 VITA® shades. *

10.1.1 Shade selection with the ceram.x SphereTEC one shade guide.
+Use the shade tabs of the ceram.x SphereTEC one shade guide to select the CLOUD shade
closest to the shade of the area to be restored.
Avoid contamination of the shade guide.

H I To prevent the shade guide from exposure to spatter or spray of body fluids or
contaminated hands it is mandatory that the shade guide is handled offside the dental
unit with clean/disinfected gloves. For shade selection, remove individual tabs from
shade guide holder.

10.1.2 Shade selection with VITA classical shade guide and i-shade label
Have the i-Shade label ready.
I-I_LI To make sure that the i-shade label is available chairside, we recommend sticking it
on the rear side of the VITA classical shade guide.
1 Se ect the VITA classical reference tooth, the central part of which best matches the area
of the tooth to be restored.

2. Use the i-shade label (see the table below) to identify the matching ceram.x SphereTEC
one CLOUD shade.

Tooth shade according to the VITA Classical Shade Guide
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Al A2 A3 A3 Al Bl B2 B3 B4 Cl c2 G C4 D2 D3 D4

Al A2 A3 A5 A4 Al A2 A35 A5 Al A3 A5 A4 A2 A3 A3
lecommended ceram.x SphereTEC one CLOUD shade

10.2 Cavity preparation
1 Clean the tooth surface with a fluoride free prophylaxis paste (e.g. Nupro prophylaxis
paste (Dentsply Professional, USA)).
2. Prepare cavity (unless not necessary, e.g. cervical lesion).
Use adequate isolation such as rubber dam.
4. Rinse surface with water spray and carefully remove rinsing water. Do not desiccate the
tooth structure.

w

10.3 Matrix placement and wedging (Class Il restorations)

1 Place a matrix (e.g. AutoMatrix ®or Palodent ®matrix system (Dentsply Caulk, USA)) and
wedge. Burnishing of the matrix band will improve contact and contour. Pre-wedging or BiTine
ring (Dentsply Caulk, USA) placement is recommended.

10.4 Pulp protection, tooth conditioning/dentin pre-treatment, adhesive application.
Refer to adhesive manufacturer’s Instructions for Use for pulp protection, tooth conditioning
and/or adhesive application. Once the surfaces have been properly treated, they must be kept
uncontaminated. Proceed immediately to placement of the material.

10.5 Application
Apply material in increments immediately after the application of the adhesive. The material is
designed to be cured in increments up to a 2 mm depth/thickness.

10.5.1 Using Computes Tips

1 Insert Computes Tip into the notched opening of the Computes Tips Gun. Be certain that
the collar on the Computes Tip is inserted first.

2. Remove the colored cap from the Computes Tip. The,Compules Tip may be rotated 360°
to gain the proper angle of entrance into the cavity or to the mixing pad.

DO NOT USE EXCESSIVE FORCE.

Indirect use: to prevent Computes Tip from exposure to spatter or spray of body fluids or
contaminated hands it is mandatory that the Computes Tip is handled offside the dental
unit with clean/disinfected gloves. Dispense the necessary amount of material onto a
mixing pad and protect against light. Apply material into the cavity with a plastic
instrument.

_Or_

Direct intraoral use: dispense the material directly into the cavity preparation using a
slow, steady pressure.

3. To remove the used Computes Tip, be sure that the Computes Tips Gun plunger is pulled
back completely by allowing the handle to open to its widest position. Apply a downward
motion to the front end of the Computes Tip and remove.

Excessive force.
A Injury.
1 Apply slow and steady pressure on the Computes Tips Gun.

2. Do not use excessive force. Computes Tip rupture or ejection from Computes
Tips Gun may result.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 13



10.5.2 Using syringes.
Avoid contamination of the syringe.
To prevent the syringe from exposure to spatter or spray of body fluids or contaminated
hands it is mandatory that the syringe is handled offside the dental unit with
elean/disinfected gloves.

Remove the cap.

2. Turn the handle ofthe syringe slowly in a clockwise direction and dispense the necessary
amount of the material onto a mixing pad.

3. Point the front tip of the syringe upwards and turn the handle anti-cloekwise to prevent
oozing of the material.

4. Immediately close the syringe with the cap.

5. Protect the restorative material on the mixing pad against light.

=

10.6 Applying ceram.x SphereTEC one restorative
1 Fill the whole cavity incrementally. Each layer <2 mm.
2. Cure each layer according to the table below (see 10.7 Light-curing).

10.7 Light-curing
Light-cure each increment with a suitable curing light®. Cure each increment for 10 seconds
when using a curing light as DENTSPLY SmartLite PS or SmartLite FOCUS that has a

minimum irradiance of 800 mW/cm”.

Cure composite for 20 seconds when minimum irradianee is between 500 mW/cm” and 800
mW/cm™,

Refer to curing light manufacturer’s Instructions for Use for compatibility and curing
recommendations.

Curing time for 2 mm increments;

Shade mwjer® ¢
> 500 mW/cm® 20 sec
Al-A4, BW(compules only) > 800 mW/cm? 10 sec

Curing time table.
The euring time table above also appears on all outer packages.

Insufficient curing.
A Inadequate polymerization.
1 Cheek compatibility of curing light.
2. Check curing cycle.
3. Cheek minimum irradianee.
4.

Cure each area of each increment for the reeommended curing time.

10.8 Finishing and polishing
1. Contour the restoration using finishing burs or diamonds.

A Curing light designed to cure materials containing camphoroquinone (CQ) initiator. Peak of spectrum in
the range of 440-480 nm.
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Use Enhance finishing devices (Dentsply Caulk, USA) for additional finishing.

Prior to polishing, check that surface is smooth and free of defects.

For achieving a very high luster of the restoration, we recommend Enhance and PoGo,
finishing and polishing instruments. Prisma Gloss Regular and Extrafme polishing paste
(Dentsply Caulk, USA).

For contouring, finishing, and/or polishing, follow the manufacturer’s Instructions for Use.

11 Cleaning and disinfection

The products are supplied non-sterile. Un-sealed syringes containing the material can be used
within 3 months. Sterilisation of the material and accessories is not acceptable. Compules are
intended for single use on one patient use and are subject to disposing after one use.

11.1 Cleaning and disinfection of Compules Tips.
NOTICE
Cross contamination.
Infection.
1. The syringes cannot be reprocessed.
2. Do not reuse Compules Tips after intraoral use and/or if contaminated.
3. Dispose the intraorally used and/or contaminated Compules Tips in accordance with local
regulations.

11.2 Cleaning and disinfection of syringes
NOTICE

Cross contamination.

Infection.

1 The syringes carmot be reprocessed.

2. To prevent the syringes from exposure to spatter or spray of body fluids or contaminated
hands it is mandatory that the syringes are handled with clean/disinfected gloves. Do not
reuse syringes if contaminated.

3. Dispose contaminated syringes in accordance with local regulations.

11.3 Cleaning and disinfection of Shade Guide and individual shade guide tabs
NOTICE

Cross contamination.

Infection.

The shade guide and the individual shade guide tabs cannot be reprocessed.

1 To prevent the shade guide and the individual shade guide tabs from exposure to spatter
or spray of body fluids or contaminated hands it is mandatory that the shade guide and
the individual shade guide tabs are handled with clean/disinfected gloves. Do not reuse
shade guide and the individual shade guide tabs if contaminated.

2. Dispose contaminated shade guide and the individual shade guide tabs in accordance
with local regulations.

11.4 Cleaning and disinfection of Compules Tips Gun.
NOTICE
Compules Tips Gun.
Wrong cleaning or disinfection method.
Damage to the device.
1 Always disassemble Compules Tips Gun before reprocessing.
2. Do not clean or disinfect with aggressive agents (e.g. solutions based on orange oil or
acetone).

Disassembly and preparation for reprocessing.
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12 Packaging

12.1 ceram.x SphereTEC one Universal (Syringe Refill Package), one 3 g syringe per pack,
is packed inside sealed film pouches (see Al shade example below).

ceram
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12.2 ceram.x SphereTEC one Universal (Compule Reflll Package), 12 compules per pack,
is packed inside sealed film pouches (see A3 shade example below).

g-mole' Not for clinical use!
O6pazeu! He ans kAMHUYECKoro
A 1Cnosb3oBaHns!

12.3 ceram.x SphereTEC one Universal Sample A2: 0.25 g compules, 4 pieces per pack,
shade: A2.

12.3.1 Frontofthe package
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12.3.2 Back ofthe package

Inun «Dplvirire < SAifito

Cergm ptrj VintMA/

N .
I e M

Unnanol NonoCaniirHC Railorativ*
MoMnou &mlaunilion non<x”mtqu« unlvart*!

YHUM(Xanbl <mit HOI/IO"ﬁpOMVIHCCKI/IVI p«aalpannomMHb i Mwapuon

(0 kg @Vd73 1 A

Uniwn aint Non»C«ni<iMcxny motanal wypetmajqcy
Unxwnd Nano-SacDfnA Ratlofatif

4Co*po(««Tip»d0.25gA2(-VITA*A2, B2, D2) " 1

Il olDtKntyHk«»m<»p>MIL.K

AP |t£S||o£)l( S R4S
b00 ﬁ; MR m@m f

RoOfdM'607.01.642 - Sample not

12.3.3 Inside ofthe package
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v 12.4 Computes are packed inside sealed film pouches, which are stored in the Sphere-Box
as part of ceram.x SphereTEC one Universal Computes Tips Intro Kit.

12.4.1 Side view (A)

20
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12.4.4 Side view (D)

ceram .X.ae
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12.4.5 Top view
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;j2.4.6 Bottom view
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13 Symbols used in labelling:

S mbo! Description
i Serial number (batch/lot number)

Expiration date

IREF)  Reference number

® For single use only (for Applicator Tips and all Compules
refills)

UI Keep dry
J

M Manufacturer’s name and address

A Warning: read instructions for use

I"" See webpage for instructions for use: www.dentsDIv.eu/ifu
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Protect from sunlight

are noted next to horizontal lines

m CE mark

PCT mark

f Temperature limits; both lower and upper temperature limits

Depth of cure

1 B8 p T

. R Curing light irradiance
nivMlen*

¢ Required curing time

n Maquette of labeling in Russian
1. Labelling (example: Syringe Refill Package)

ceram.x SphereTEC one Universal Syringe Refill Package

MaTepuan cToMaToNorMYeCKNn pecTaBpaLOHHbI CBETOOTBEPKAAEMBIN
ceram.x SphereTEC one Universal (Syringe Refill Package) B winpuyax no
31 - 1wWT. B ynakoBke *

PY No P3H #####HE OT it #i HitHH
TONbKO ANt NICNONb30BaHMs BpaYaMn CTOMaTo0raMu.

MHpopmaums o 6e30macHOCTH, MOKa3aHUAX U NMPOTUBOMOKa3aHNUAX
npefcTaBieHa B UHCTPYKLMM NO NPUMEHEHUIO.

m /IHhopMmaLMs 0 CPOKaX W YCNOBUSX XpaHeHUs NpecTaB/eHa Ha
YNaKOBKe 1 B UHCTPYKLMM MO MPUMEHEHWIO.
CoxpaHsiiiTe yNakoBKy [0 OKOHYaHWS MCMO/Mb30BaHMS NPOAYKTA.

MponssoauTens: Y NOMTHOMOYEHHbIA

DENTSPLY DeTrey npeacTaBUTENb: ?
GmbH 000 «[lleHTcnnai PY »,

De-Trey-Strasse 1, 129090, Poccus, r. Mocksa,

78467, Konstanz, MpocnekT Mupa, .6, Ten.:

MepmaHus +7 (495) 988-28-08

CrpaHa npovcxoxaeHns:  'epmaHns
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14 List of applied international standards
Directive 93/42/EC
ISO 13485
1ISO 14971
ISO 10993
EN ISO 7405
1SO 4049

15 Storage and shelf life
Inadequate storage conditions may shorten the shelf life and may lead to malfunction of the
product.

» Store in sealed packs at temperatures between 2 °C and 28 °C (36 °F and 82 °F).

» Keep out of direct sunlight and protect from moisture.

* Do not freeze.
. Do not use after expiration date.
The shelf life of ceram.x SphereTEC one Universal dental light-cured restorative material is 24
months from the date of manufacture.
Humidity can adversely affect the properties of the material. For un-sealed syringes, the
following is recommended:

» Store in a dry environment (< 80% relative humidity).

» Use within 3 months.
Do not use Computes Tips Gun which is reprocessed for more than 200 times or in use for
longer than two years.

16 Transportation
The devices should be transported according to the rules applicable to each transport mode at
temperatures between 2 °C and 28 °C and relative humidity <80%.

16.1 Transportation packaging

For the transportation purposes ceram.x SphereTEC one Universal dental light-cured restorative
material in syringes and compules is packed into a cardboard box (bubble wrap is also used if
necessary), which is closed with a sealing tape. «

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

18 Condition of use

Devices are subject to intraoral use in presence of biological fluids under nominal temperature
values of: +10 °C- +42 °C; accessories, which are not used intraorally: +10 °C - +35 °C. The
devices are not subject to repair. No special maintenance is required. Products should be used
only by qualified medical personnel in clinical institutions.

19 Disposal

Dispose in accordance with the sanitary rules and regulations of the Russian Federation
2.1.7.2790-10 SanPiN "Sanitary requirements for handling of medical waste".

Hazard category of medical waste - B. Products should be used only by qualified medical
personnel in clinical institutions.

20 Manufacturer’s warranties
The manufacturer is not responsible and shall not indemnify for any possible damage or
accidents caused by:
» Use of components unrelated to the product which can affect normal operation.
» Noncompliance with following the instructions for use.
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/be useris responsible for testing ofmaterials for fitness and use fo r anypurpose not expres,
specifiedin theinstructions!

Forproductquality issues, please contact the Authorized Manufacturer's Representative.

21 Authorized Representative
Dentsply Sirona LLC, ProspectMira 6, Moscow, Russia, 120090, Tel: +7 (495) 983-28-08.

DENTSPiy DeTREY GmbH /
De-Trey-Strafie 1
D-78467 Konstanz

Wir bescheinigen die Vorlage der Erklarung.
Hinsichtiich des inhaiJs is! nichts Gegenteiliges
bekannt.
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3 CocTaB 1 mMaTepunanbl

3.1 Martepuan cTomaTosiorMyecKnin CBETOOTBEPXKAAEMbI pecTaBpauMOHHbIA ceram.x
SphereTEC one Universal dental light-cured restorative material.

KomMnoHeHT XUMnyeckKoe HasBaHue

EBPADMA Urethane Resin EBPADMA Urethane Resin

EBPADMA ¥YpeTaHoBas cMona EBPADMA YpeTtaHoBas cmona

MonucnnokcaH MoaNULMPOBaHHbIN MpogyKT nonmkoHgeHcaumu N- (3-

MeTakpunatamy (opraHu4ecku Tpuatunokeucununnponun) -O- (2-

MOANMMLMPOBAHHAA KepaMuKa) METaKpPUIOUIOKCUITUN)ypeTaHa

BHT BytnnrugpokcuTtonyon

TTOMUMIOKE 2,5-an rm,u,pOKcm6eH3vv|H-1,4- AMKapboKCUIoBOWA
KWUCNOTbI AN3TUNOBLINA 3thup

2-TUPOKCU-4-MeTOKCUOEH30(heHOH 2-TNpPoKCcn-4-MeTOKCUOEH30(heHOH

KaMhOpOXUHOH (2)-2,3-gnokco-1,7,7-Tpumetunn-unymnkno-[2,2,1]-
renTaH

Atun-4-gumetTnnammHobeHsoat (DMABE) ATUN-4-gumMeTmNamMmHobeH3oaT

Mes-OP! Buc (4-meTun-heHn) nogoHnin rekcagpTop ochat

dTopcogepkallee 6apuii-antoMUHNIA-

dTopcogepxallee bapnin-antoMmMHNIA-
fopcunmnKaTHoe CTEK/0, CUNaHN3UPOBaHHOE

6OPOCI/II'II/IKaTH06 CTeK/0, CUnaHn3npoBaHHOE

dTopcogepxalyee 6apuii-antoMUHNIA-
fopocunmnKaTHoe CTEKNO, CUTaHU3UPOBAHHOe
(HanonHuTenb SphereTEC)

dTopcogepkallee bapuii-aTtoMUHUIA-
60pOCUNNKATHOE CTEKO, CUNAHN3NPOBAHHOE

NTTepbua dropug NTTepbus dropug
MrMeHTbI COrNacHO OTTEHKY Cwm. Tabnuuy Huxe
MurmeHTBLI

[Avokcng TntaHa
>Kenesa oKcup YepHblii
>Kenesa okcup XXenTbii
>Kenesa oKcuA KpacHbIi

3.2 Martepuansl wnpuua:

KomnoHeHT Matepuan
LnnuHap, nopleHb, KpbILLKa, Monunponwunex
MaHXeT
BuHT MonnbyTtuneHTepegTanar

3.3 Martepuasbl KOMNbION:

KomnoHeHT MaTtepuan
OcHoBa KOMMbHOJIbI MonunbyTtunneHTepepTanar
KpbiLka MonuatuneH

3.4 Martepunanbl pacueTku ceram.x SphereTEC one Universal Shade Guide

KomnoHeHT MaTtepnan
Jep>xaTenb pacuBeTku MonnbyTtuneHTepegTanar
VHavBMayanibHble TabNNYKu Monukap6oHat

pacuBeTKM («Nasblbl»)

3.5 Martepuanbl MNuctoneta 4nsa komnbton (Compules Tips Gun)
KomnoHeHT Matepuan
Pyuka, 3aaHAs YacTb MNonnamupg
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B LUMpuLaX
ceram.x Al - BW 20 cek 10 cek > 2 MM
SphereTEC one

K KOMMbH/1ax

4.7 YyBCTBUTE/IbHOCTb K ecTecTBeHHOMY cBeTy (rno 1SO 4049:2009):
UyBCTBUTENLHOCTb K eCTeCTBEHHOMY cBeTy: >100 cek AnsA BCeX OTTEHKOB.

4.8 CreneHb NPOTPaAYHOCTHU:

MaTepnan OTTeHKM CTteneHb npo3payHocTn, %
ceram.x SphereTEC one Al 41 +2

A2 41 +2

A3 41 +2

A3.5 41 £2

A4 41 £2

BW (gocTyrneH ToNbKoO B 50 +£2

KOMMbO1ax)

4.9 OCHOBHble TEXHNYECKME XapaKTepPUCTUKN NMosIMMEPN30BaAHHOIO MaTepuasia:

XapaKTepucTukn EavHvubI 3HaueHue
Mpegen NPoYHOCTU Ha U3rub MMa >100

Copbuusa sogpl MKI/MM' <40 (ISO 4049)
PacTBopMMOCTbL B BOAe MKI/MM” <7.5 (ISO 4049)
PeHTreHOKOHTPacTHOCTb MM Al >2 (I1SO 4049)
OKCTPYyLNPYeMOCTb H 70-110

5 ®oTorpaguu

51 Matepuan cToMaTo/IOrMYECKNA CBETOOTBEPXKAAEMbIA pecTaBpaLMOHHbIA Ceram.x
SphereTEC one Universal B wuinpuuax rno 3 r pasMyHbIX 0TTEHKOB: Al, A2, A3,

A3.5, Ad.
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5.2 Mapkuposka i-Shade.

ceram ° dhe

- Ai At At AIA A o *t .
li
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53 Martepuan ctomaTtonornyeckuin ceram.x SphereTEC one Universal B KoMniekTe
ceram.x SphereTEC one Universal Intro Kit

5.3.1 KomMmnnekT M nuncrToneT ANg KoMnbion (computes Tips Gun)

5.3.2 MaTepunan cTomMaTonormyeckuimn ceram.x SphereTEC one Universal B koMnblo nax

BHYTPW ynakoBKWU B Buge chepbl
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5.4 Kowmnbtona 0,25 r, oTTeHOK Al (npumep).
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55 PacuBeTka ceram.x SphereTEC one Universal Shade Guide”®

OTTeHOK BW f0CTyneH TONbKO B KOMMbIONAaX
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5.6 TlucTtoneT gna KoMnbion (0TAe/IbHAA yNnakoBKa)

1 Min p #

0 b om piiie s lip s b u 11
d
W - -
P Autorisiertes
~ Muster .
Ui * ¢ s1-
audeSt  haiC

teOder 606,65.LU

6 [Toka3aHus

YKa3aHHOe MeVLUHCKOe n3enve npefHasHauyeHo A1 BCex TUMOB NPsSiMbIX pecTaBpauuii
MosiocTel nepegHnx n OOKOBbIX 3y6OB, a TakXKe HEMnpsamMoro nm3rotoBneHna BKNagokK, HakKnagok v
BMHMPOB.

O6nacTb NPYMEHEHUS: CTOMATO/Or M.
WN3pennst OMKHBI UCNO/b30BaThCA TOMMbKO KBANM(ULMPOBAHHBIM MeAULMHCKAM NepcoHasiom B
KNMHUYECKMX YUPEXAEHUAX.

7/ TlpoTmMBOMNoOKasaHua
Y naumeHTOB, paHee UMEBLUMNX annepruyeckme peakLmm Ha akpunaTHble UAM MeTaKpunaTHble
nnacTMacchl UM NO60N APYro KOMMOHEHT MaTepuana.

8 [pepynpexaeHus

8.1 YkKaszaHusa no 6e3onacHoOCTH

O3HaKOMbTECh C MPWBEAEHHBIMW HKE YKa3aHUAMK M0 06LLei 6e30MacHOCT 1 cneyyaibHbIMI
yKazaHUsMU No 6e30MacHOCTU, NPUBEAEHHLIMU B APYTUX rNaBax JaHHOW VIHCTPYKUMKM K
NPUMEHEHMIO.
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ncrnosb3oBaHMe '-II/ICTbIX/CTepI/II'IbeIX nep4yaTok npu nosib3oBaHnn paCLLBETKOVI Ha pa6oqu
ctone. AnA onpeneneHnAa uBeTa 3y6a [AOCTaHbTe HeO6XO,CI|VIMbII7I OTTEHOK U3 Aep>KaTens.

10.1.2 Bbl6Op OT T eHKa CNPMMEHEHWEM KNacCUYEeCKOW W Kanbl OT TeHkKkoB VITA® u
MapkunpoBkKu i-shade.
MapkupoBka i-Shade go/mkHa 6bITb Mog PyKOM.
UTo6bI 6bITb YBEPEHHBLIM, YTO MapKMpoBKa i-Shade gocTynHa Ha pabodem MecTe, Mbl
peKoMeHAyeM MPUKIEUTb ee Ha 3a[HI00 NOBEPXHOCTb WKaibl VITA® Classical.

BbibepuTe cooTBeTCTBYOLMIA 3y6 Ha wWKane VITA® Classical, LeHTpanbHas YacTb
KOTOpOro Hanbonee NoaxoAnT 06nacTu 3yba, KOTOpbIin 6yaeT BOCCTaHaBMBATLCA.

2. Vcnonb3yiite MapKMpoBKY i-shade (cm. Tabnuuy HUXe) Ans onpeaeneHus

OTTeHKM 3yba B cooTBeTCTBUM co LwKasioii VITA® Classical

Al A2 A3 A5 A4 Bl B2 B3 B4 Cl c2 C3 4 D2 03 D4

Al A2 A3 A5 A A A2 A35 A35 Al A3 A5 A A2 A3 A3
PekomeHayemble 0TTeHKM ceratl.X Sp TereTEC one «O6nako oTTeHKoB» (CLOUD shade)

10.2 lMpenapunpoBaHue NOAOCTH
1. OumncTMTe NOBEPXHOCTb 3y6a NPounNaKTUYeCKON NacToin, He cogepxkallent (hTopnaos
(Hanpumep, npogunakTuueckol nactoii NUPRO, nponssogcTso JAEHTCMIAN
MpodewwHn, CLLA)
2. OTnpenapupyiTe NoAoCTh (3a UCKIOYEHNEM OTAE/bHbIX C/lyYaeB, Hanpuwvep,
nopakeHune B NPULLIEEYHON 061acTw).
Kcnonb3yinTe COOTBETCTBYIOLLYIO M301ALMI0, TaKyHo Kak Pabbepaam.
lMpomoiiTe NOBEPXHOCTb BOASHOM CTPYei 1 akKypaTHO yaanute U3NUWKN Boabl. He
nepecyLunTe TKaHu 3y6a.

> w

10.3 YcTaHoBKa MaTpuubl U packimHusaHume (PcctaBpannm knacca Il)

1 YcrtaHoBuTe MaTpuuy (Hanpumep, MaTpuyHyto cuctemy AutoMatrix® nnun Palodent®,
npoussoactso AEHMTCMNAWN Konk, CLUA) 1 knnH. KOHTYpUpOBaHWe MeTainyecKoii
MaTpULbl YIYYLINT KOHTaKT Y KOHTYP arnpoKCUMaslbHOM MOBEPXHOCTU. PeKoMeHayeTcs
npeaBapuTenibHOE pacKMHMBaHWE UM ycTaHOBKa KosbLa BiTine®.

10.4 3awmTa nynbnbl, 06padoTKa 3yba/npeaBapuTtenbHas 06paboTKa AeHTUHA, HaHECEHNE
aaresuBa.

ObpaTnTech K peKoMeHAaUMsaM NpPou3BoAMTeNs aaresnBa no 3awiuTe Mynbbl,

KOHAULIMOHMPOBaHWMIO 3y6a U/MNN HaHeceHWto aaresnsa. Kak TONbKO MOBEPXHOCTU Obln

npaBW/bHO 06paboTaHbl, OHX He A0/MKHbI NOABEPraTbCs 3arps3HeHN0. HesameannTenbHO

nepexoanTe K BHECEHUIO MaTepuana.

10.5 BHeceHue maTepuana
BHocute matepuan nopumsamMu cpasy nocne HaHeceHWsa aaresvsa. Matepuan nonvmMepusyeTca
NopLUMAMA TOJILLMHONW A0 2 MM.

10.5.1 MNMpumeHeHne komnbton (Computes Tips)

\. BcTaBbTe KOMMbIOMY B OTBEPCTUE NUCTONETA LLIENHONM BbIEMKOW Breped. Yb6eantech B
TOM, YTO LUeliKa KOMMbIO/bl BCTaB/ieHa MepBoiA.

2. CHMMWTE LIBETHOI KONMAY0K C KOMMbIO/bl. KOHUMK KOMMbHO/bI MOXHO MOBOPaunBaTh
Ha 360° A4n9 yA06CTBA BHECEHNA MaTepuaia B NOMIOCTb WM BbIAAB/NBAHNS Ha NAETKY
ansa cmewmsanma. HE NMPUKTAABIBANTE UPESMEPHOE YCWJIME.
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12 ToTpebuTenbcKkas yrnakoBka matepuana

12.1 Martepuan cTomMaTosiorMyecKnii CBETOOTBEPXKAAaeMbliA pecTaBpaLMOHHbIV ceram.x
SphereTEC one Universal (Syringe Refill Package) B wunpuyax no 3 r- 1wr. B
YyNaKoBKe, yNakoBaH B repMeTUYHbIN «nay4y» (YCTOMYMBBIA MakeT, NpuMep: OTTEHOK

Al).

12.2 Martepuan CToMaTo/IorMYecKnii CBETOOTBEPXKAAEMbI pecTaBpauMOHHbIN ceram.x
SphereTEC one Universal (Compule Refill Package) B Komubtonax, ynakosaH B
repMeTUYHbIN «nay4» (YCTOMUMBBIN NaKeT), Npumep: 12 WITYK B yNakoBKe, OTTEHOK

A3.

sample! Not for clinical use!
0 6pasey: He AMNS LLMHMYECKOTO
MCo/b3oBaHs!

114N M EN UUIAHI1BIN
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12.3 Martepuan cTOMaTONIOrMYECKNIA CBETOOTBEPXKAAEMbIV pecTaBpaLMOHHbIA ceram.X
SphereTEC one Universal Sample, oTTeHOK A2: 4 Komnbtonbl no 0.25 .

12.3.1 TepepHAaa cTOpPpOHaynakoBKM

12.3.2 3apgHAa cTOpOHaynaKkKoOBKMU

ceram.K A

(Mvar HIBXOmimc RV

(hi MiAl«v<|li>i nem xtiom iqu* ufl)v«fMil
YTTpaTwA p»cTplpeuunonneiii LWSABPUAN
MATKW1&T GiMMMt
TTLWuw

. . Mo4» M

N« »AN«B1BY moteriol wyp«tnio|gcy
UmwirN«n»&Ham ik Reiiorcrikf 9(§f4nmn’9|_¢p

ACWAYAHITH**0,25gA2(-VITA¥A2,B2,02) /1 '

Y U« «am ti.Jtwu.1 blOtwWSHV UtmncmMi Int

Al-M

»t00 | 10 ]m[ om’L-:%
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12.3.3 Copaep>K1umMoe ynakoBKku

124 KoMnbtofbl yrakoBaHbl B repMETUYUHbIE «Hay4M» (YCTONUMBbIE MUHU-NAKETbI),
KOTOpble NOMeLLeHbl BHYTPb YNakoBKW B BUAE CPepbl B KOMMIEKTE ceram.x
SphereTEC one Universal Intro Kit.

12.4.1 Bud c6oky (A)

SiOrd4«<'607.01A30
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12.4.4 Bupg cb6oky (D)

céram , ..

U»«v/v)i NoiK>Ce»omk: terioroHvc
Ma3zenoii de 18lifaw</lc5n oc»M>c6rom»ai>e umw<jrgef

Y AL T P<-L L A LESHCIP| SCIMAM<K-KAR |>»cllepatasml, 1/ maT K «n

NonoOHswwczny mtjteficH wyp*«lnia|<jcy
iimfetie A N oik>Sk»onA ResicMUtrf

ReOrdler 607*01.630

12.4.5 Bud cBepxy
'Pi‘m

cC e ram >
Wi Llanm KinmmxnenlbaiiclLIM
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12.4.6 Bwupg cHusy

frF_I’fiV'I ‘w> N X7 *

i .Sy

13 CMMBONbI, NCNOMb3YEMbIe A1 MAPKUPOBKN:

(€]

=2(D) 7

_hE}Qu

CVMBO/bI, UCMO/Ib3yeMble 4151 MapPKUPOBKM

3HaueHue

CepuitHbliA HoMep (Homep NapTun/noTa)

Jlata ncreyeHusa cpoka rogHocTu

KaTanoxHslii Homep

TonbKO /19 0JHOPA30BOr0 MCMO/b30BaHNS (AN KOMMbHOM)

XpaHUTb B CYXOM MecTe

HasBaHue v afpec Npon3BoanTens

MpeaynpexaeHne: 03HaKOMbTECh C MHCTPYKLIMEN Mo
CNO/Mb30BaHMIO

VHCTPYKUMIO NO NPUMEHEHNIO MOXXHO HalTW Ha ouLManbHO
cate: www.dentsDIv.eu/ifu

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

23



~M

AN

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



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



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



MNepeBoguuk dponoBa MapnHa MuxaiinoBHa

Poccuitickaa depepauns
Mopog MockBa
[Bagr*aThb 4eTBEPTOro mMas [Be ThiCAYM CEMHAALATOro roga

A. AkumoB [ne6 Bopucosuy, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBY NOAJNHHOCTbBA
nognucu nepeesogumka ®ponosoii MapuHbl MuxanoBHbl.

Moanuce caenaHa B MOe.U MPUCYTCTBUM.

JlnyHOCTb NoAnucasLLero A0KY.MeHT yCTaHOB/eHa.

3aperucTpuposaHo BpeecTpe: Ne  /2-/ASYY

B3biCkaHO rocygapCTBEHHON nowanHel (No Tapudy): 100 py6.
YnnayeHo 3a okKasaHue yc.4yr npaBoBOro M TexXHWYEeCcKoro xapakrepa: — py6.

HymepoBaHO 1 ckpenneHo neyaTbio J A. nu
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