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1. INTRODUCTION

ATTENTION! To ensure safety when using Dental composite dual cure cement Calibra® Universal as
intended, all users should carefully read this Instructions for Use prior to using the product. The instructions
for use are written to familiarize the consumer with the design of the medical device, its functions, and also
describe the conditions and rules of operation. Instructions for use are intended for medical professionals.

+ Always follow these instructions for use.
« Instructions for use should be kept in the immediate vicinity of the product.

2. INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE
2.1. Developer

Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, DE 19963, USA
Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, DE 19963, USA
2.3. Manufacturing site

Dentsply LLC also dba Dentsply Caulk, 38 W. ClarkeAvcnue,Mnlford,Delaware 19963, USA

3. INFORMATION ABOUT THE AUTHORIZED REPRESENTATIVE

Dentsply Sirona LLC

Address: premises 3N, bld.2, Ovchinnikovskaya embankment, 18/1, Zamoscvorechie municipal district, intra-
city area, Moscow, 115035

Tel: +7 (495) 725-10-87

E-Mail: CIS-Info@dentsplysirona.com

4. NAME OF THE MEDICAL DEVICE
Dental composite cement Calibra® in design variants with accessories (Further in the text “cement,”
"material,” "device"): Dental composite dual cure cement Calibra® Universal
' 5. PURPOSE OF THE MEDICAL DEVICE
The device is intended for fixation of indirect restorations: porcelain, ceramic, composite veneers, inlays,
onlays, ceramic and metal-ceramic crowns, bridges; pins.

6. INDICATIONS
Cementation of indirect restoratives:

e porcelain, ceramic, composite veneers, inlays, onlays, ceramic and metal-ceramic crowns, bridges;
pins;
7. CONTRAINDICATIONS
Dental composite dual cure cement Calibra® Universal is contraindicated:
o for use with patients who have a history of severe allergic reaction to methacrylate resins or any of the
componenis;
o for direct application to dental pulp tissue (direct pulp capping).

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



8. ADVERSE REACTIONS
¢ Product may irritate the eyes and skin. Eye contact: irritation and possible corneal damage. Skin contact:
irritation or possible allergic response. Reddish rashes may be seen on the skin. Mucous membranes:
inflammation (see Wamings)
¢ Product may cause pulpal effects. (See Contraindications)
o Residual hardened excess cement may lead to soft tissue injury or irritation. (See Interactions and Step-
by-Step instructions)

9. CONTENT OF DELIVERY

Dental composite cement Calibea® in design variants with accessories:

1. Dental composite dual cure cement Calibra® Universal (Syringe Refill) in syringes 4.5 g, shades: Light
Shade, Medium Shade, Translucent Shade, Opaque Shade, Bleach Shade, consisting of:

1) Dental composite dual cure cement Calibra® Universal (Dual Cure AutoMix Syringe) in syringes 4.5 g
of one shade — 2 pcs;

2) Mixing tips - 20 pcs;

3) Instructions for use on paper and/or in electronic form — 1 pee;

4) Technique guide — 1 pee (if necessary);

5) Reorder information - 1 pce (if necessary);

2. Dental composite dual cure cement Calibra® Universal (Syringe Introductory Kit), consisting of:

1) Dental composite dual cure cement Calibra® Universal (Dual Cure AutoMix Syringe) in syringes 4.5 g
shades: Light Shade (1 pce), Medium Shade (1 pce), Translucent Shade (1 pee), Opaque Shade (1 pee), Bleach
Shade (1 pee) — 5 pes;

2) Mixing tips — 50 pes;

3) Instructions for use on paper and/or in electronic form — 1 pee;

4) Technique guide — 1 pee (if necessary);

5) Reorder information — 1 pce (if necessary);

Accessories:

1. Mixing Tips Refill 50 pcs in package — no more than 100 packages.

“ 10. POTENTIAL CONSUMERS

The medical device belongs to the group of products for professional use in dentistry.
Potential consumers of & medical device are qualified personnel of a medical institution. Before using the
product, personnel must read the instructions for use.

11. WARNINGS AND PRECAUTIONS

Warnings

Calibra Universal Cement is acidic in nature and contains polymerizable acrylate and methacrylate monomers
which may be irritating to skin, eyes and oral mucosa, and may cause allergic contact dermatitis in susceptible
persons.

» Avoid eye contact to prevent itritation and possible comeal damage. In case of contact with eyes, rinse
immediately with plenty of water and seek medical attention.
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» 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, immediately remove material with cotton and wash thoroughly
with water and soap. 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,
immediately remove material from the tissues. Flush mucosa with plenty of water after the restoration is
completed and expectorate/evacuate the water. If sensitization of mucosa persists, seek medical

attention.

Precautions ",

« This product is intended to be used only as specifically outlined in the Directions for Use.

» Any use of this product inconsistent with the Directions for Use is at the discretion and sole responsibility of

the practitioner.

* Some porcelain/ceramic manufacturers do not recommend the use of the self-adhesive cement category with

posterior all-ceramic restorations fabricated with lower strength ceramics (flexural strength less than 250 MPa).

} * In cases of minimally retentive preparations, including Maryland bridges, conventional bonding should be
considered.

« Insufficient data exists to support the use of Calibra® Universal Cement for the cementation of veneers.

+ Wear suitable protective eyewear, clothing, and gloves. Protective eyewear is recommended for patients.

+ 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.

+ The syringe cannot be reprocessed. To prevent the syringe from exposure to spatter or spray of body fluids

or contaminated hands, it is mandatory that the syringe is handled with clean/disinfected gloves.

* As additional precautionary measure, the syringe may be protected from gross debris but not from all

contamination by applying a protective barrier.

» The syringe should be tightly closed by replacing the original cap immediately after use.

« Calibra® Universal Cement behaves differently intraorally than in ambient operatory conditions. The set of

Calibra® Universal Cement is accelerated by the warmth and moisture of the oral environment and/or ambient

or operatory light. After placing Calibra® Universal Cement in contact with tooth structure, e.g., within

endodontic post space or in inlay/onlay preparations, immediately seat restoration. Any delay may allow

polymerization to begin, which may prevent complete seating of the restoration.

* Remove excess cement while cement is in the gel stage. Do not allow excess to harden subgingivally or under

implant undercuts, making cleanup and/or superstructure removal difficult. Use Atlantis® silicone

' polymerization sleeves when cementing caps. Residual excess cement may lead to inflammation.

* Cement at the margins may appear set before cement under the restoration is set. Do not move, torque, or

disturb restoration until final set of the cement (6 minutes from the start of mix or in the case of light

transmissible restorations completion of light curing).

* Pre-cementation tooth preparation should leave the tooth surface moist. Dry preparations (excessively air-

dried or alcohol-dried), and wet preparations (with pooled surface water), may delay establishment of initial

bond (see Step-by-Step Instructions).

* For Pre-cementation implant abutment preparation (metal or zirconia), follow the manufacturer’s or lab’s

instructions. Avoid contamination after treating surfaces. Avoid the use of phosphoric acid. Clean with alcohol

and rinse thoroughly if contamination occurs.

+ Calibra® Universal Cement should extrude easily. DO NOT USE EXCESSIVE FORCE. Excessive pressure

may result in unanticipated extrusion of the material or cause syringe rupture.

Interactions
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« Eugenol containing materials should not be used in conjunction with this product because they may interfere
with hardening and cause softening of the polymeric components of the material.

« Contact with some astringent solutions may interfere with hardening of the polymeric components of the
material.

* Calibra® Universal Cement contains an optimized photoinitiator combination. Use of high-power, broad-

spectrum output curing lights during cleanup may produce unexpected results, rapid hardening, and shortened
cleanup times during which the material must be in a semi-hardened state (gel phase). Monowave output LED
lights with a single peak output around 470 nm are recommended. Check curing light effect on mixed cement
inthe laboratory prior to clinical use. A

12. STEP-BY-STEP INSTRUCTIONS

The following preparatory steps apply to cementation of all types of indirect restorations:

1 Following removal of the temporary restoration and any remaining temporary cement, clean enamel and
dentin as directed by the adhesive manufacturer’s directions.

2. Check the fit and esthetics ofthe restoration. Technique Tip: Occlusal adjustment of inlays/onlays is best
accomplished after final cementation.

The final shade of cured material is color stable. For color identification, please refer to the Try-In Paste section
below.

Tiy-In Paste (optional)

« Dispense the appropriate shade of Calibra® Try-In Paste (available separately) from the syringe onto a clean
mixing pad or glass slab. Load paste onto internal surfaces of the restoration and gently seat onto preparation.
Clean excess with a cotton pellet and/or blunt explorer. Shades may be blended to achieve optimum esthetics.
Important Technique Tip: Factors such as restoration shape, texture, thickness, and shade(s) of the underlying
and surrounding tooth structure contribute to final perceived shade. Try-in paste is a guide for cement shade
range selection only. NOTE; The try-in paste will not polymerize, thus offers unlimited work time.

 Once fit and esthetics are verified, thoroughly rinse try-in paste from restoration and preparation surfaces
using water.

121 PREPARATION OF THE RESTORATION

» Metal Restorations

Internal surfaces of restorations should be clean and dry prior to cementation. Internal surface microetching
(sandblasting with 50 p alumina) of metal surfaces of the restoration is recommended. Calibra® Universal
Cement has a chemical affinity for metal.

Technique Tips For Maryland Bridges: The use of 180° wrap of wings, rest seats, paraUelism and slots or
grooves is necessary for appropriate retention. The metal wings ofthe Maryland Bridge should be perforated,

electrolytically etched, la”*ratory chemically etched, or mechanically sandblasted with 50p alumina.
« Porcelaine/Ceramic/Composite Restorations

Follow the dental laboratory or restoration manufacturer’s instructions for pre-treatment, if required.
Restorations designed to be silanated or if the internal silanated surface has been disturbed during try-in, apply
Calibra® Silane Coupling Agent (available separately) according to the manufacturer’s instructions.

122. APPLICATION WITH ADHESIVE (ADHESIVE FDONG)

122.1. TOOTH CONDITIONING/DENTIN PRETREATMENT/ADHESIVE APPLICATION
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* Following restoration try-in, rinse preparation thorouglily with water spray and air dry.

* Proceed with adhesive application as directed in the complete directions for use.

CAUTION Delayed or Reduced Adhesion due to adhesive incompatibility

Select compatible light cure or dual cure adhesive

* Always refer to and follow adhesive manufacturer’s complete directions for use for selection and application
ofthe appropriate light cure or dual cure adhesive. Once the surfaces have been properly treated, they must be
kept uncontaminated. Proceed immediately following adhesive application to cementation with Calibra
Universal Cement, dual or self-cured dual barrel mix as indicated below.

* Calibra Universal Cement has been formulated to be compatible with specific* light cured Dentspl;/

Sirona Adhesives without the need for addition of Self Cure Activator (see Complete Directions For

Use).

* Prime&Bond universal™*" Adhesive

Only Prime&Bond universal Adhesive are indicated for use without addition of Self Cure Activator.
Insufficient data exist to support use of other Dentsply Sirona adhesives without Self Cure Activator. Follow
selected adhesive’s Dual Cured Cementation procedures.

* Follow adhesive application, air drying (solvent evaporation) and light curing instructions of selected
adhesive prior to restoration cementation with Calibra Universal Cement for all types of restorations.

Special Instructions for Use with Light Transmissible restorations, including most* in-office CADCAM milled
restorations:

« Final restoration must be light transmissible, < 2,5mm thickness, with light curing of Calibra Universal
Cement through the restoration after seating and excess cement cleanup.

* Select and apply Prime&Bond universal™ Adhesive. Light curing of applied adhesive may be accomplished
before or after seating restoration with Calibra Universal Cement (i.e. the adhesive can be cured simultaneously
with the cement immediately after the restoration has been placed on the treated surface).

* Following application and air drying (solvent evaporation), proceed immediately to cementation, dual cure
cleanup and Light Transmissible Visible light curing through the restoration.

» Zirconium-based restorations are generally not light-transmissible. Cure adhesive on the preparation prior to
cementation.

Technique Tip: The adjacent teeth and/or the external surfaces of the restoration may be lubricated with a
water-soluble medium to ease clean up of excess cement.

12.2.2. CROWN/BRIDGE/INLAY/ONLAY/POST CEMENTATION

Dentin Pretreatment/Adhesive Application. Refer to manufacturer’s Directions for Use for selected adhesive.
Adhesives (plus activators, if *plicable) compatible with both light-cured, CQ initiated methacrylates and
self-cured methacrylates are recommended. Apply adhesive (plus activator if applicable) to the internal
bonding surface of the restoration if directed by adhesive manufacturer’s directions for use.

12.2.3. CEMENTATION TECHNIQUE

CAUTION Danger of injury due to excessive force
« Apply slow and steady pressure on the syringe
* Do not use excessive force - dual barrel syringe rupture may result

* Remove syringe cap. Dispense and discard a small amount of material fi-om the dual-barreled syringe. Be
sure material is flowing freely from both ports. Holding syringe vertically, carefully wipe away excess so base
and catalyst do not cross contaminate and cause obstruction of the ports. Save syringe cap for replacement
following use.

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



« Install a mixing tip on the cartridge by lining up the v-shaped notch on the outside of the mixing tip with the
v-shape notch on the syringe flange. Turn colored mixing tip cap 90 degrees in a clockwise direction to lock
in place on syringe.

« Gently depress syringe plungers to begin the flow of material. DO NOT USE EXCESSIVE FORCE, If force
is encountered, remove syringe from operating freld, remove and discard mixing tip. Check for obstruction and
confirm material is flowing from both syringe barrels. Wipe barrels and install new mixing tip as outlined
above. Dispense a small amount through the mixing tip onto a mixing pad and discard,

« Apply a uniform layer of cement on the entire internal surface of the restoration directly from the mixing tip.
For inlays/onlays, it may be helpful to apply a thin layer of cement to the internal portions of-the tooth
preparation to avoid any porosity or voids. Technigque Tip: The mixing tip may be bent slightly to allow direct
intraoral access for placement of cement into preparations with internal anatomy. For endodontic post spaces,
use ofa Lentulo Spiral or metal file to aid placement in the post space is recommended. At room temperature,
Calibra Ceram Cement offers a minimum work time of 2 minutes when protected from ambient light. 1f loaded
into restoration lined with adhesive or adhesive/activator mixture, room temperature work time (restoration
seating time) will be less (see Precautions).

« Immediately seat the restoration in the mouth with gradual pressure. Verify complete seating. A gentle
rocking or vibratory motion may be helpful to insure optimal seating.

CAUTION Incomplete cementation

* Intraoral work time is reduced due to warmth and contact with adhesive

* Assure restoration is fully seated within 1 minute

* Placement of multiple units may require multiple mixes of cement

* Protect restoration from contamination and movement until the final set of the cement (5 minutes from start
ofmix or in the case of light-transmissible restorations, completion of light curing).

CAUTION Inadequate retention due to insufficient stabilization

« Stabilize restoration during cleanup

*Protect restoration from movement during setting

« Allow cement to self-cure without disturbing for 5 minutes

12.3. APPLICATION WITHOUT USE OF ADHESIVE (SELF-ADHESIVE FIXATION)
1231 TOOTH PRE-TREATMENT

Remove temporary restoration and excess temporary cement using an explorer, a rubber cup, and a prophy
A paste or water/flour of pumice.

*Rinse thoroughly and remove rinsing water completely by blowing gently with an air syringe or by blot drying
with a dry cotton pellet.

« After try-in of the restoration (see the Try-In Paste section), thoroughly rinse the prepared surface with water
jetand dry.

12.3.2. PREPARATION OF THE TOOTH

Dentin should be dried until there is no pooling of water, leaving a moist surface. Do not desiccate dentin.
Avoid contamination. Etching of tooth surfaces is NOT recommended.

CAUTION Delayed adhesion due to improper tooth structure treatment.

« Tooth structure should be moist; Gently dry with air or blot with dry cotton.

*Remove all pooled moisture.

« Do not desiccate
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12.3.3. PREPARATION OF AN IMPLANT ABUTMENT (METAL OR ZIRCONIA)

Follow the manufacturer's or lab’s instructions for abutment pretreatment, including the following;
*recommended microetching/sandblasting with 50 p alumina

erinsing and drying

* priming (optional)

Avoid contamination after treating surfaces. Clean with alcohol and rinse thoroughly if contamination occurs.

12.3.4. ATLANTIS® CONUS SYNCONE® CAPS AND CONUS SUPERSTRUCTURE

See complete Directions for Use for Atlantis Conus abutment placement. Conus Structure fabrication and

cementation instructions.
X e Trial fitting of SynCone caps and Conus Structure is recommended to ensure proper clearance,

« Microetching (sandblasting with 50p alumina) of external surfaces of SynCone caps and internal surfaces
of Conus Structure cavities followed by cleaning and drying is recommended.

* Place caps firmly onto abutments, and silicone sleeves over caps to prevent excess cement flowing into
undercuts.

Technique Tip: The adjacent teeth and/or the external surfaces of the restoration may be lubricated with a
water soluble medium to ease clean up of excess cement.

—h

Cementation technique

Table 1
Dual Cure - Light Cure -
Non-Light Transmissible Light Transmissible
Self-cure Restorations Restorations
Type of Restoration All PFM, Zirconia, Alumina, Translucent ceramics &
opague ceramics, composites
porcelain, composites
1 Fill and seat crown Up to 2 min Up to 2 min Up to 2 min
Protect restoration from movement during gel phase cleanu 3through final set
Il 2. Remove EXxcess
Gel stage from seating: 1-2 min Up to 5 sec per surface' Up to 5 sec per surface'
light cure light cure
Gel Duration: 1min 45 sec 45 sec
3. Stabilize Constant Light cure margins Light cure margins
Occlusal Pressure 20-40 sec 20-40 sec
4. Final Set 6 min from start 6 min from start of mix ~ Upon completion of light curing
of mix eachsurface”™ 10 sec

1 Buccal and Lingual 2. Buccal, Lingual and Occlusal
CAUTION Danger of injury due to excessive force. Apply slow and steady pressure on the syringe. Do not
use excessive force - syringe rupture may result.

1235, DUAL BARRELED SYRINGE DISPENSED
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* Remove syringe cap. Dispense and discard a small amount of material from the dual-barreled syringe. Be
sure materid is flowing freely from both ports. Holding syringe vertically, carefully vnpc away excess so base
and catalyst do not cross contaminate and cause obstruction of the ports. Save syringe cap for replacement
following use.

« Install a mixing tip on the cartridge by lining up the v-shaped notch on the outside of the mixing tip with the
v-shape notch on the syringe flange. Turn colored mixing tip cap 90 degrees in a clockwise direction to lock
in place on syringe.

» Gently depress syringe plungers to begin the flow of material. DO NOT USE EXCESSIVE FORCE. If force
isencountered, remove syringe from operating field, remove and discard mixing tip. Check for obstraction and
confirm material is flowing from both syringe barrels. Wipe barrels and install new mixing tip as outlined
above. Dispense a small amount through the mixing tip onto a mixing pad and discard.

» Without delay, using gentle pressure, apply a thin, uniform layer of cement to the entire internal surface of
the restoration directly from the mixing tip. At room temperature, Calibra® Universal Cement offers a
minimum work time of 2 minutes. Technique Tip: The mixing tip may be bent slightly to allow direct intraoral
access for placement of cement into preparations with internal anatomy. For endodontic post spaces, use of a
Lentulo Spiral or metal file to aid placement in the post space is recommended.

* Immediately seat the restoration in the mouth. Verify complete seating. A gentle rocking or vibratory motion
may be helpful to insure optimal seating,

* Protect restoration from contamination and movement until the final set of the cement (6 minutes from start
of mix or in the case of light-transmissible restorations, completion of light curing).

124. REMOVING EXCESS CEMENT CALIBRA® UNIVERSAL

Cleaning Marginal Excess Calibra Universal Cement Self-cure cleanup

The excess cement will reach the “gelled” state after approximately 1-2 minutes in the mouth, allowing easy
removal. Excess cement will remain in the “gelled” state for approximately 1 minute. If exposed to directed
operatory light, “gel” state may be reached sooner and remain “gelled” for a shorter period. Immediately after
reaching the “gelled” state, floss interproximally, only in the direction of restoration seating, to remove excess
cement. Complete excess cement removal using an instrument such as a rubber tip, a scaler, or an explorer.
NOTE; Cement within the crown has not yet set. Do not move, torque, or disturb the crown during cleanup.
Technique Tip: Following all excess removal, exposed margins may be light cured 20-40 seconds to assist
restoration stabilization.

Optional dual cure cleanup

Due to the dual cure property of Calibra® Universal Cement, the operator has the option of utilizing a curing
light to facilitate cleanup. Light curing to facilitate cleanup must be accomplished within the first minute
following intraoral insertion. Excess cement cleanup may begin immediately following a brief exposure with
the curing light. Conventional powered quartz tungsten halogen or LED lights producing only one peak
wavelength siround 470nm are recommended. Use of narrow spectrum output lights or high power, broad
spectrum output halogen or LED lights may produce unexpected results. Light curing mixed cement after one
minute, or continuously at one spot for more than 5 seconds, at any time, will cause cement to adhesively set,
making cleanup difficult.

Immediately after seating is verified, briefly light cure excess cement at the margins by constantly moving the
curing light tip around the margins for no more than 5 seconds per surface. Excess cement will reach a “gelled”
state after this brief (< 5 second) cure.

CAUTION Residual excess cement - overcure during cleanup. Monowave (470 nm) LED or conventional
halogen lights are recommended. High power, dual or broad spectrum lights may cause premature hardening
ofexcess cement. Evaluate curing light/cement interaction in laboratory prior to clinical use.
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The excess cement vaW remain in the “gelled” state for approximately 45 seconds following light exposure.
All excess cement must be removed before final self-cure set is achieved, as outlined above. NOTE: Cement
within the crown has not yet gelled or set. Do not move, torque, or disturb the crown during cleanup. Following
all excess removal, exposed margins may be light cured 20-40 seconds to assist restoration stabilization.
Important Technique Tips:

«When simultaneously cementing multiple single units or bridgework, it is recommended to employ the light-
cure cleanup on one or two adjacent units only, allowing other units’ excess to self-cure, providing ample
cleanup time.

< Ensure all excess cement has been removed from gingival sulcus and/or undercuts before fin”™ curing.
Material is adhesive when set and will be difficult to remove.

« Clean excess cement from metal instruments immediately as set cement will adhere to the instrument.

125. CURING

*Non-Light-Transmissible restorations (Self-Cure)

For metsdlic, thick, or heavily opaqued ceramic or composite, or restorations that otherwise impede the
transmission of light, once cleanup is completed and restoration is stabilized, allow Calibra® Universal Cement
to self cure without disturbing for 6 minutes fi'om start of mix. Protect restoration fi-om contamination and
movement during the setting time. Following the self cure set, check and adjust occlusion and polish as
necessary. Patient may then be dismissed.

CAUTION Inadequate retention due to insufficient stabilization. Stabilize restoration during cleanup. Protect
restoration fi'om movement during setting. Allow cement to self-cure without disturbing for 6 minutes

e Light-Transmissible restorations (Light-Cure)

For most non-metallic, light-transmissible ceramic or composite restorations, Calibra® Universal Cement may
be visible light cured. Once cleanup is completed and restoration is stabilized, light cure all areas of the
restoration using a visible light, curing unit designed to cure CQ initiated methacrylates (spectral output
including 470 nm), with a minimum output of 550 mW/cm2 for 10 seconds fiom each direction - buccal,
lingual, and occlusal. Following the light curing, check and adjust occlusion and polish as necessary.
CAUTION Inadequate polymerization due to insufficient curing. Check compatibility of curing light. Check
curing cycle. Check curing output before each procedure

126. FINISHING AND POLISHING

*Removal of resin flash is best accomplished with the Enhance® Finishing System of points, cups, and discs.
The Enhance System will remove flash and finish restoration margins without removal of or trauma to the
enamel.

« Polish final restoration using Enhance® PoGo® Polishing system or Prisma® Gloss™ Polishing Paste and
Prisma® Gloss™ Extra Fine Polishing Pastes. (See complete Directions for Use supplied with polishing product
chosen).

* All shades of Calibra® Universal Cement are radio-opaque, with a 1 mm radio-opacity equivalentto 1.8 mm
radio-opacity of aluminum. Aluminum has a radio-opacity equivalent to that of dentin. Thus 1 mm of material
having a radio-opacity equivalent to 1 mm of aluminum has a radio-opacity equivalent to that of dentin.

12.7. HYGIENE

CAUTION Cross-contamination. Infection. Do not reuse single use products. Dispose of in accordance with
local regulations. To prevent the syringes fix)m exposure to spatter or spray of body fluids or contaminated
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hands it is mandatory that the syringes are handled with clean/disinfected gloves. Do not reuse syringes if
contaminated. Syringe cannot be reprocessed. Dispose of contaminated syringe in accordance with local

regulations.

To prevent syringes from exposure to spatter or spray of body fluids or contaminated hands, or oral tissues,
use of a protective barrier is recommended. The use of protective barriers is an additional precautionary
measure against gross debris but not against all contamination.
Incidental contact ofthe syringe with water, soap, or a water-based hospital-level disinfection solution will not
damage syringe body. Do not allow any solution contact with contained material. Discard composite material
that has been in contact with any fluid or non-sterile instrument.

NOTE: Destruction of the label by vigorous wiping. Wipe syringe gently.

13. APPLICATION AREA
Scope - dentistry.

The device is intended for use by dentists and is used in dental clinics and dental laboratories.

14, DESCRIPTION OF THE MEDICAL DEVICE

Dental composite cement Calibra® in design variants with accessories:

Dental composite dual cure cement Calibra® Universal

General form

Dental composite dual cure
cement Calibra® Universal
(Syringe Refill) in syringes 4.5
g, shades: Light Shade,
Medium Shade, Translucent
Shade, Opaque Shade, Bleach
Shade

Dimensions, mm/Weight, g

Overall syringe size:

Length in open position: 125
mm £ 1 mm

Length in closed position: 80
mm £ 1 mm

Width: 24,9 mm = 1mm
Height: 184 mm £ 1 mm
Weight: 109+ 0/5¢
Recoverable volume: 4,5 g+0,l

%ylinders body dimensions:
Length: 70 mm £ 1 mm
Width: 24,9 mm + 1mm
Height: 18,4 mm + 1 mm
Cylinders plunger dimensions:
Diameter: 13,6 mm+ 1 mm
Height: 14,5 mm = 1mm
Syringe handle dimensions:
Length: 67,3 mm £1 mm
Width: 15 mm+ 1 mm
Height: 184 mm+ 1 mm
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Mixing dps Length: 39,7 mm = 1 mm
Width: 13,6 mm + 1 mm
Connecting part diameter: 11,8
mm = 1 mm
Outlet inner diameter: 0,8 mm %
0,05 mm
Weight: 1g+0,59

Instruction for use on paper Length: 572 mm + 5 mm

. . Width: 355 mm + 5 mm
and/or in electronic form

Technique guide (ifnecessary) Length: 203 mm + 2 mm
Width: 165mm + 2 mm

Reorder  information  (if Length: 79 mm =2 mm

c Width: 105 mm £ 2 mm
necessary)

I5TECHNICAL CHARACTERISTICS OF THE MEDICAL DEVICE

Dental composite dual cure cement Calibra® Universal
Table 2
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CbaTcblsanéc
Flexural strength, MPa
Water absorption, pg/mm~
Water solubility, pg/mm»
Working time at a temperature 23+2
°C. s, no less than
Curing time at a temperature 23+2
°C, s, no more than
Adhesion strength in the cormection
of structures with a base made of
titanium, titanium alloys and
zirconium oxide, MPa, no less than
Fluidity, mm

Sensitivity to ambient light, s, no less
than
Compressive strength, MPa

Radiopacity

Yal!Bel:bl0%)
120
36
2,2
90

360

15.7 (for titanium)
5 (for zirconium oxide)

20-45
55

336
Should be equal to or greater than the radiopacity ofan

aluminum sample ofthe same thickness and not less than
1 mm lower than the value declared by the manufacturer

The numerical value of the difference <2,0

in color, denoted as AE, between the

irradiated sample ofthe cured
material or the sample subjected to
water absorption and the control
sample

Curing depth, mm, no less than 1

Film thickness, pm, no more than 19,6
Weight, g 4,5

16 LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS FOR DIRECT OR
(| SUBMITTED CONTACT WITH THE PATIENT’S BODY (HUMAN BODY)

161 CHEMICAL COMPOSITION

Dental composite dual cure cement Calibra® Universal has a different composition, depending on the shade.
Inorganic filler particles ranging in size from 16 nmto 7 pm, the average particle size is 3.8 pm, the total
filling volume is 48.7%.

Translucent Shade: EBPADM A Urethane Modified Bis-G M A Dimethacrylate resin. Urethane Dimethaciylate resin,
Triethylene glycol dimethacrylate, Trimethylolpropane trimethacrylate, 2- Hydroxyethyl methacrylate, 3-(Acryloyloxy)-
2-hydroxypropyl methacrylate, Benzoyl thiourea, Camphorquinone, 4-Dimethylamino Benzonitrile, Diphenyl (2,4,6-
trimethylbenzoyl)phosphine oxide, 2-hydroxy-4-methoxy benzophenone, Butylated Hydroxy Toluene, Silanated Barium
Boron Fluoro alumino silicate glass, Hydrophobic amorphous fumed silica

Light Shade: EBPADMA Urethane Modified Bis-GMA Dimethacrylate resin. Urethane Dimethacrylate resin.
Triethylene glycol dimethacrylate, Trimethylolpropane trimethacrylate, 2- Hydroxyethyl methacrylate, 3-(Acryloyloxy)-
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2-hydroxypropyl methacrylate, Benzoyl thiourea, Camphorquinone, 4-Dimethylamino Benzonitrile, Diphenyl (2,4,6-
trimethylbenzoyl)phosphine oxide, 2-hydroxy-4-methoxy benzophenone, Butylated Hydroxy Toluene, Silanated Bariiun
Boron Fluoro alumino silicate glass. Hydrophobic amorphous fumed silica. Colorant, Iron Oxide, Yellow, Colorant, Iron
Oxide, Red, Colorant, Iron Oxide, Black, Titanium Dioxide

Medium Shade: EBPADMA Urethane Modified Bis-GMA Dimethacrylate resin. Urethane Dimethacrylate resin.
Triethylene glycol dimetibacrylate, Trimethylolpropane trimethacrylate, 2- Hydroxyethyl methacrylate, 3-(Acryloy!oxy)-
2-hydroxypropyl methacrylate. Benzoyl thiourea, Camphorquinone, 4-Dimethylamino Benzonitrile, Diphenyl (2,4,6-
Irimethylbenzoyl)phosphine oxide, 2-hydroxy-4-methoxy benzophenone, Butylated Hydroxy Toluene, Silanated Barium
Boron Fluoro alumino silicate glass. Hydrophobic amorphous fumed silica. Colorant, Iron Oxide, Yellow, Colorant, Iron
Oxide, Red, Colorant, Iron Oxide, Black, Titanium Dioxide

Opaqgue Shade: EBPADMA Urethane Modified Bis-GMA Dimethaciylate resin. Urethane Dimethaciylate resin,
Triethylene glycol dimethacrylate, Trimethylolpropane trimethacrylate, 2- Hydroxyethyl methacrylate, 3-(Acryloyloxy)-
2-hydroxypropyl methacrylate, Benzoyl thiourea, Camphorquinone, 4-Dimethylamino Benzonitrile, Diphenyl (2,4,6-
trimethylbenzoyl)phosphine oxide, 2-hydroxy-4-methoxy benzophenone, Butylated Hydroxy Toluene, Silanated Barium

Boron Fluoro alumino silicate glass. Hydrophobic amorphous fumed silica. Colorant, Iron Oxide, Yellow, Colorant, Iron
Oxide, Red, Titanium Dioxide

Bleach Shade: EBPADMA Urethane Modified Bis-GMA Dimethaciylate resin, Urethane Dimethaciylate resin.
Triethylene glycol dimethaciylate, Trimethylolpropane trimethacrylate, 2- Hydroxyethyl methacrylate, 3-(Acryloyloxy)-
2-hydroxypropyl methacrylate, Benzoyl thiourea, Camphorquinone, 4-Dimethylamino Benzonitrile, Diphenyl (2,4,6-
trimethylbenzoyl)phosphine oxide, 2-hydroxy-4-methoxy benzophenone, Butylated Hydroxy Toluene, Silanated Barium
Boron Fluoro alumino silicate glass. Hydrophobic amorphous fumed silica. Titanium Dioxide

162 SYRINGE MATERIALS
Polypropylene, low density polyethylene, pigment

163 MIXING TIPS MATERIALS
Natural polypropylene, Brown polypropylene

164 CONSUMERS PACKAGING MATERIALS
Low density polyethylene, solid bleached sulfate

17. ENVIRONMENTAL REQUIREMENTS
The medical device " Dental composite cement Calibra® in design variants with accessories " manufactured
by Dentsply LLC also dba Dentsply Caulk, is safe for the environment if the rules for its use are observed

18 METHODS AND MEANS OF DISINFECTION AND PRE-STERILIZATION CLEANING
The product is non-sterile, intended for single use.

19. TRANSPORTATION, STORAGE AND OPERATION
Operating conditions
Temperature firom +5°C to +42 °C
Humidity up to 98% relative humidity at temperature 25°C
Atmosphere pressure from 70 kPato 106 kPa
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Products are properly operated inside the oral cavity, in the presence of biological fluids in it at nominal
temperatures: from +32°C to +42°C, for accessories not used in the oral cavity: from + 10°Cto + 35°C.

Storage conditions

Temperature from +2°C to +24 °C

Humidity No more than 70%

Atmosphere pressure from 70 kPa to 106 kPa

Transportation conditions

Temperature from +5°C to +30°C

Humidity No more than 70%

Atmosphere pressure from 70 kPa to 106 kPa

. 20. PACKAGING AND LABELING
| Dental dual cure composite cement Calibra® Universal deliveres in consumer box

Table 3. Syraboies used on the packaging

Symbol Description
C € Directive 93/42/EEC compliance symbol
For dental use only
I"only
I J Information about the manufacturer

Storage temperature

_4_/\ Avoid exposure to sunlight
A Caution! Refer to instructions for use

<1

The need to read the instructions for use / instructions in

Mﬁm electronic form

Keep away from moisture

Reuse prohibition

Authorized Representative in the European Community
EC REP
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21. STORAGE AND SHELF LIFE
Dental dual cure composite cement Calibra® Universal must be stored at a temperature of +2°C to +24°C
- Do not use dental dual cure composite cement Calibra® Universal after the stated expiration date.
- Do not disinfect syringes with oxidizing disinfectants.
- Leave the mixing tips on the syringe after use to seal it.
Keep out ofthe reach of children.
The shelf life of the Kits is 2 years from the date of production

2. PROCEDURE FOR DISPOSAL AND DESTRUCTION

This product belongs to waste risk class B zmd must be disposed of in accordance with the Sanitary and
Epidemiological Requirements for the Treatment of Medical Waste 2.1.3684-21.

Disposal must be carried out at a designated landfill or incinerator in accordance with regulations approved
by local authorities. Do not dispose of with normal household waste.

23. WARRANTY

The medical device has been designed for dental use only. The application must be carried out in strict
accordance with the "Instructions for use." The manufacturer accepts no liability for damage resulting from
non-compliance with the instructions or the prescribed area of application. It is the user's responsibility to test
the product for suitability and suitability for purposes other than those expressly stated in the instructions.

Onthe territory ofthe Russian Federation, claims for warranty and product quality are sent to the authorized
representative ofthe manufacturer: Dentsply Sirona LLC, premises 3N, bld.2, Ovchinnikovskaya embankment,
18/1, Zamoscvorechie municipal district, intra-city area, Moscow, 115035.

24. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF A MEDICAL DEVICE
Service and maintenance are not required. The medical device cannot be repaired.

25. ADVERTISEMENT
An organization authorized by the manufacturer to accept claims for product quality in the territory of
the Russian Federation:

Dentsply Sirona LLC

Address: premises 3N, bld.2, Ovchinnikovskaya embankment, 18/1, Zamoscvorechie municipal
district, intra-city area, Moscow, 115035. Tel.: +7 (495) 725 10 87

E-mail: MoscowRus-Reception@dentsplvsirona.com
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«YTBEPXOAK»
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(BOMKHOCTD)
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(nms)

/nognuce/
(nognuce)

07.09.2023
JdaTa

M.

/xpyrnas neyaTb: 38 BecT
Knapk AseHio Mundopg,
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(DENTSPLY CAULK)
(38 W Clarke Avenue Milford,

DE 19963 DENTSPLY
WNHCTPYKUMS NO NPUMEHEHWIO CAULK/

LieMeHT CTOMaToN0rnyecknini KoMnNo3nTHbIV Calibra® B BapmaHTax UCMOMHEHUA C NPUHAAIEXHOCTAMM
LLeMeHT cTOMaTON0rM4YecKnii KOMNO3UTHBIA ABOMHOIO oTBepXaeHmsa Calibra® Universal

MoanucaHo 1 yAoCTOBEPEHO B MOA/IMHHOCTY B MOEM
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/noanuce/

[oH PeHea KeHToH (Dawn Renea Kenton), Hotapuyc
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KeHTOH (Dawn Renea
Kenton)

CpoK feicTBNA NNLEH3UN
ncTekaeT 26.12.2026
HoTapuyc
WTaT Aenasap/

2023
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1 BBEJEHUNE

BHVMAHWE! [na 6e30nacHOCTX Npy UCNO/b30BAHUN CTOMATO/IOMMYECKOr0 KOMMO3UTHOIO LieMeHTa
ABOWHOro oteepxaeHus Calibra® Universal no HasHayeHWO BCe MO0/b30BaTeNIM [LO/MKHbI BHUMATE/IbHO
U3yunTb AaHHYHO WHCTPYKUMIO MO NPUMEHEHWI0 [0 Hayana WCMonb3oBaHUA u3genud. WHCTPyKuus no
MPUMEHEHUIO HanucaHa AN 03HAKOMJ/IeHUS NOTpebuTens € KOHCTPYKUMeli MeAWLMHCKOro W3Lenus, ero
(DYHKUMAMKM, @ TakXXe OMUCbIBAET YC/IOBMA W MNpasBwufia 3kcnayarauumu. WHCTPYKUMA MO NPUMEHEHMUIO
npeAHasHaveHa Ans MefuLMHCKUX paboTHUKOB.

» Bcerpga feiicTByiiTe cOrnacHo AaHHoW VHCTPYKLMKU NO NPUMEHEHWIO *

* VIHCTPYKLMIO MO NPUMEHEHUIO CNefyeT XpaHUTb B HEMOCPeACTBEHHON 6/1M30CTU OT U3Lenus

2CBELEHWNA O MPOU3BOANTENE MEANUWNHCKOIO N3AENNA

2.1. Pa3paboTumk
Dentsply LLC also dba Dentsply Caulk / AeHTcnnaii 9n3nCu, Takxke OCYLLeCTBAOLWANA AeATeNIbHOCTb MOj,
HavMeHoBaHMeM [eHTcnnai Konk

Agppec: 38 West Clarke Avenue, Milford, DEI19963, USA/ 38 BecT Knapk AseHto, Mungopa, AE 19963,
CLLUA

2.2. [MponssoguTenb
Dentsply LLC also dba Dentsply Caulk / JeHTcnnalii 3n3nCu, TakKe OCYLLeCTBAAOLW AN AeSATENbHOCTb Mof
HaumeHoBaHMeM [eHTcnnan Konk

Agppec: 38 West Clarke Avenue, Milford, DE19963, USA/ 38 BecT Knapk AseHto, Mundgopg, AE 19963,
CLIA

2.3. MecTo npous3sojcTBa
Dentsply LLC also dba Dentsply Caulk, 38 W. Clarke Avenue, Milford, Delaware 19963, USA / [leHTcnnai
an9nCwn, TakXKe OCYLIECTBAAOLLAA AeATeNbHOCTb NOA HaumeHoBaHmeMm JeHTcnnai Konk, 38 B. Knapk
AseHio, Mundopg, denasap 19963, CLUA

3CBEAEHNA OB YMNOJ/IHOMOYEHHOM MPEACTABWUTENE MPON3BOANTENA
- OO0LLecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbLIO «eHTcnnain CupoHa»
AN Appec: 115035, r. MockBa, BH.Tep.r. MyHULUMUNaNbHbIA OKpyr 3aMockBopeybe, Hab. OBUMHHUKOBCKaA, A
18/1, cTp. 2, nomewy. 3H
Ten.:+7 (495) 725-10-87
E-mail: CIS-Info@dentsplysirona.com

4HAVWMEHOBAHWE MEAVWLUWHCKOIO U3AENNA

LleMeHT cTOMaTonornyecknini KoMnosuTtHblii Calibra® B BapuaHTax WMCMNOMHEHMSA C NPUHALNEXHOCTAMM
(Janee No TeKCTY «UEMEHT», «maTepuan», «uzgenve»): LLeMeHT CTOMaToNornyeckmin - KOMMNO3WUTHbIN
nBoliHoro oteepxaeHusa Calibra® Universal (Syringe Refill)

5HA3HAYEHWE MEOVNLUMNHCKOTIO U3AENNA

N3pgenve npegHasHayeHo Ana  (uKcauuMm HenpambiX pecTaBpaymii:  (aphopoBbiX, KepamMUYecKuXx,
KOMMO3UTHLIX BWHUPOB, BKNaAOK, HaKNafoK; KepamMuyeckux W MeTan/loKepamMmyecKnx KOPOHOK, MOCTOB;
LLTUAITOB.
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6 MOKA3AHNA

dukcauma HeNpsMbIX pecTaBpawlymil:

- hapdopoBble, KepaMUYeCKre, KOMMO3UTHbIE U MeTanIMyecKne BKNaAKW, HaKNagKn, KOPOHKW, MOCTbI U
LUTUTBI

7.MPOTNBOMOKA3AHWNA
LlemeHT CTOMaTONOINMYECKNIA KOMNO3UTHbIA  [BOHOrO oTBepXaeHus Calibra® Universal npoTnBonokasaH:
e [N5 NaLUMEHTOB C HaMUYMEM B aHaMHE3e TSXKENOW anneprmyeckoin peakuum Ha MeTakpunaTHble
CMO/Ibl NN Ha NGO N3 KOMMOHEHTOB LIEMEHTA; *
* MNPOTUBOMOKA3aHO HAHOCWUTb LLleMEHT HeNoCPeACTBEHHO Ha Mynbny (NPSAMOe NOKPbITUE MYNbIibl).

i. BOSMOXHbIE MOBOYHbIE AEMCTBUS

* Marepuman MOXeT BbI3blBaTb pa3jpaxKeHve rnas n Koxu. KOHTaKT ¢ rnasamu: pasgpaxeHune, BO3MOXHO
noBpexzaeHne poroBuubl. KOHTakT C KOXei: pasfpaxeHue, BO3MOXHA annepruyeckas peaxuus.
B0O3MOXHO nosiBNeHWe Ha KOXe CbiNM KpacHoro LuBeta. KOHTakT €O CAU3UCTOW 060/104KON:
BocnaneHue (cMm. MNpegocTepexeHns)

* MoxXeT BbI3blBaTb MOpaxeHWe Nynbnbl (CM. [MpoTMBONOKa3aHUs)

e OcCTaTo4HbIN 3aTBEPAEBLUNIA U3NINLLEK LLleMEHTA MOXET NMPUBECTM K NMOBPEXAEHWNIO NN pa3LpaXKeHnto
MATKUX TKaHei, okpy>xatowmx 3y6. (cM. B3anmogeinctemns v Mowarosas UHCTPYKLKA)

9 KOMMNEKT MOCTABKW/

LleMeHT cTomaToNnornyecknii Komno3suTHol Calibra® B BapmaHTax UCMOMHEHUSA C MPUHALNEXHOCTAMM:

1 LleMeHT cTOMaTo/0rM4yecknii KOMMNO3UTHbIA ABOMHOr0 oTBepxaeHus Calibra® Universal (Syringe
Refill) B wnpuuax no 4.5 r, otteHku: Light Shade, Medium Shade, Translucent Shade, Opaque Shade, Bleach
Shade, B cocTaBe:

1) LieMeHT cTOMATONOrMYeCKNin KOMMO3UTHbIM ABOMHOro oteepxaeHus Calibra® Universal (Dual Cure
AutoMix Syringe) B winpuuax no 4.5 r, 0HOro OTTeHKa - 2 LWT.;

2) Hacagkv ana cmewwnsaHus (Mixing tips) - 20 wr.;

3) IHCTpYyKUMA Mo NPUMEHEHUIO Ha BYMaXXHOM HOCUTene W/MnM B 3N1eKTPOHHOM Buge - 1 WrT.;

| 4) NnnocTpupoBaHHOE TEXHNYECKOe PYKOBOACTBO - 1 WT. (Mpy HEOB6XOANMOCTH);

5) IHopMaLoHHbIM BKNagbiw - 1 WT. (Npy He06X0AUMOCTH);

2. LlemeHT cTOMaTONOrnMyecknini KOMMO3WUTHbIA [BOWHOro oTBepXxpaeHusi Calibra® Universal (Syringe
Introductory Kit), B cocTaBe:

1) LieMeHT CTOMAaTON0rMYecK1in KOMMO3UTHbIA ABOWHOr0 oTBepxAeHus Calibra® Universal (Dual Cure
AutoMix Syringe) B wnpuue no 4.5 r, oTreHku: Light Shade (I wrT.). Medium Shade (I wrt.), Translucent
Shade (1 wr.), Opaque Shade (1 wT.), Bleach Shade (1 wrt.)- 5 WwT.;

2) Hacagkun ana cmewmnaHuns (Mixing tips) - 50 wr.;

3) IHCTpYKLMSA NO NPUMEHEHUIO HA BYMaXHOM HOCUTeNle U/UAn B 31eEKTPOHHOM Buge - 1T,

4) WnnocTpMpoBaHHOe TEXHMYECKOe PYKOBOACTBO - 1WT. (Npy HEO6XO0ANMOCTI);

5) MHthopmaLMOoHHbIV BKAadbllw - 1 wT. (Npy HE06X0AMMOCTN).
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10 NMOTEHUWMANBHBIE MOTPEBNTENN

MeAMLUMHCKOE U3[ennMe OTHOCMTCA K Tpynne u3genuwin ans npoeccuoHanbHOro WCNonb30BaHWs B
CTOMATO/I0rnH.

MoTeHUMabHble MOTPe6UTENM MeAWLMHCKOTO W3enns - KBaAW(MUMPOBAHHbIA MNepcoHan ne4ye6Horo
yupexaeHvs. [epef NPUMeHEHWEM W3Aenust NepcoHan [Ao/KeH O03HAKOMWUTLCS C  WMHCTPYKUMERA no
MPUMEHEHMUIO.

N NPEAOCTEPEXEHWA N MEPbBI MPEAOCTOPOXHOCTUW MNP NMPUMEHEHWNW

MpefoctepexeHuns

LiemeHT Calibra Universal vMeeT Kucnble 3HayeHUs pH W cofepXWT MNONUMEPU3yeMble akpunatbl U

(MeT)akpunaTbl MOHOMEPOB, KOTOPble MOTYT BbI3BaTb pa3fpaXkKeHUe KOXM, Fna3 v CAM3UCTOIN MonocTu pTa, a

TaKke KOHTAKTHbI IepMaTUT Y BOCIPUUMUUBBIX AL

' Mi3GeraiiTe KOHTaKTa C Fnasamu BO M36eXaHue pasapaXkeHus 1 BO3MOXHOIO MOBPEXAEHWs poroBuubl. Mpu
( rnonagaH1M B rnasa HemMefAneHHO NPOMOViTe 6OMbLUMM KOMIMYECTBOM BO/bl M 06paTUTECH K Bpauy.

*/136eraiiTe KOHTaKTa C KOXeli BO M3GeXaHWe pasfgpakeHUs W pasBuTWS anneprun. Mpyu KOHTaKTe Ha KOXe

MOryT MOSIBUTLCS KPaCHOBATbIE BbiCbiMaHWs. Mpn nonagaHum Ha KOXY HEMEANEHHO yaanuTe MaTepuan BaToi,

CMOYEHHOIA B CNUPTE, W TLLAaTeNbHO MPOMOViTEe BOAOW C MbIIOM. ECMN NOSBUNNCH BbIChINAHUS WK NPU3HAKM

annepruv, NpekpaTuTe MCnofb3oBaHWe NPoLyKTa U 06paTUTeCh K Bpauy.

* A36eraliTe KOHTaKTa C MSATKMMW TKaHAMW MOMOCTM PTa/CIM3UCTON BO M36GexaHue BocnaneHms. [Mpu

nonagjaHUM Ha CMM3UCTYI0 HeMEA/NIeHHO YyAaanute ¢ Heé Mmatepuan. [MpoMOINTE CAM3MCTYHO 60MbLIUM

KOMMYECTBOM BOAbI, YAanss MPOMbIBHbIE BOAbl M3 MOMOCTM pTa. ECAM BOchaneHue CAU3NCTON 06O0M0UKM

MosocTV pTa coxpaHsieTcs, 06paTUTECh K Bpauy.

Mepbl NPefoCTOPOXKHOCTU

e 3TOT NPOAYKT npeAHasHayeH QA1 WCMOMb30BaHUA B CTPOrOM COOTBETCTBMM C WHCTpyKumei no
NMPUMEHEHWIO.

* lcnonb3oBaHue AaHHOro NPoAyKTa Nt06bIM CNOCO60M, He COOTBETCTBYHOLLUM YKa3aHHOMY B JaHHOWA
WHCTpYKLMK, ABNAETCA IMYHBIM PeLleHneM OTBETCTBEHHOIO Bpava.

* HekoTtopble npoussoauTeny  (apopoBbIX/KEpPAMUYECKUX  pecTaBpauuid  He  PEKOMeHAyT
MCNOMb30BaTb CaMOAAre3vBHbIA LEMeHT And (ukcauuy LenbHOKepaMUYecKuX pectaBpauuii Ha
O0KOBble 3y6bl, M3rOTOB/IEHHbLIX U3 KepaMUKX Manoi MpoYyHOCTM (MPOYHOCTb Ha M3rné meHee 250
MTra).

* B cnyvae npenapupoBaHWs C MWHMMA/bHOW peTeHuueld, B TOM 4UCe MOCTOBWMAHbIX MPOTE30B
MapuneHfa, cnefyet pacCMOTPETb BO3MOXHOCTb aAre3vBHOM ukcaumm.

* lcnonb3oBaHue uemeHTa Calibra® Universal ons gukcauuy BUHMPOB HEAOCTATOYHO M3Y4eHo.

* Wcnone3yiiTe noaxopsline 3aliMTHble OYKMW, OAEXAY W nepyaTku. PekoMeHAyeTcs MCMo/fb30BaTb
3alUTHbIE OYKW ANA MaLWEeHTOB.

e l3gennsi, NOMEYEHHble KaK «O[HOpPa3oBble», HEe MNoasexaT MOBTOPHOMY MUCMO/b30BaHMIO.
YTunusunpyiite nocne WUCNonb3oBaHus. Bo u3bexaHne MNepekpecTHOr0 UHMULMPOBAHUA  He
ncnonb3yite Ux Npu paboTe € ApYrMy NalmeHTamu.
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LWnpvubl He nogsnexar NOBTOPHOM 06paboTke. [na NpefynpexaeHns 3arpssHeHns LWnpuues
Opbl3ramn, 6MONOTUYECKUMU  XKUAKOCTAMW WM OT 3arpsi3HEHUIA ¢ Heo6paboTaHHbLIX YK,
0653aTeNbHbIM ABNAETCA UCNONb30BaHNE YNCTbIX/NPOAE3NHPULMPOBAHHBIX MEPYaTOK.
B KauyecTBe [JOMONHUTE/NIbHOW Mepbl MPeLOCTOPOXHOCTM  MOXHO  WCMO/b30BaTh  3alMTHbIN
Gapbep/yexon 4ns 3awmTbl WNpuLa oT KPYMHbIX 3arps3HeHuni.
LLinpuy cnegyeTt NA0OTHO 3aKPbiTb OPUTMHAIbBHBIM KOJINMaYyKoM cpasy nocne UCnosib30BaHus.
B poToBoii nonoctn nonumepusauns uemeHta Calibra® Universal yckopseTcs OT Tenia v BNaXKHOCTU
MosiocTM pTa U/Mnn OT OKPY>KaloLero ceeTa U/Mnm ceeta OT CTOMATO/IONMYeCKOM yCTaHOBKK. ocne
HaHeceHusa UuemeHTa Calibra® Universal Ha noBepxHOCTb 3yba Ans ukcaumm BKNagok/Hakn qok, nunu,
Hanpumep, B KOPHEBOIN KaHan Ans hmkcauny SHLOLOHTUYECKOTO WTHU(TA, HEMEA/IEHHO 3aduKeupyiite
pecTaBpauyuto. He meanuTte, T.K. HayaBlwascs MOMMMEpPU3aLMs MOXeT MoMewartb MOSIHOW W
KOPPEKTHOI nocafike pectaBpauuu.
Ypanute U3NULWKA LEMEHTA, NOKAa OH Haxo4MTCA B CTafuun renesor ¢asbl. He no3sonsinTe U3nnLLKam
3aTBepaeTb Nojg AecHol wav B 60po3de Npy (MKCauMWM KOPOHKM Ha UMMNaHTaTe, 3TO 3aTPYAHMT
OUYMCTKY W/MNM CHATUE CynpacTpyKTypbl. Mpu ¢uKcaumym KOAnaykoB MCMOMb3yNHTe CUIVKOHOBbIE
nonuMepunsaunoHHole MygTbl Atlantis®. HeypaneHHble W3NUWKWA LeMeHTa MOryT MpuBECTU K
BOCMNaNeHuto.
LLeMeHT Mo Kpasim MOXET 3acTblBaTb ObICTPee, YeM LiEMEHT MOA pecTaBpaumein. He nepemelaite v He
BpallaiTe pecTaBpauvio [0 OKOHYaTe/IbHOTO CXBaTblBaHUA LeMeHTa (4Yepe3 6 MUHYT OT Havana
3aMeLLMBaHUA MpW caMoafre3uBHOM uKcaumMm 1 yepe3 5 MUHYT NpuU afresMBHOM ukcauuu, wam B
C/lyydae CBETONPONYCKalLWMX pecTaBpauuii —40 3aBepLUEHNS CBETOOTBEPXKAEHNS).
Mepes hukcalmelt NOBEPXHOCTb 3y6a [O/MKHA 0CTaBaTbCA C/erka yBiaxHeHHoW. Cyxas NoBepXHOCTb
(4pe3mepHO BbICyLLIEHHas BO34YXOM WU CIMPTOM) UK YPe3MepHO BNnaxHas (C MOKPbIMM y4acTKamm)
MOXET 0TCPOUUTbL (DOPMUPOBaHME aAre3viOHHOTO cuensieHns (CM. MoLwarosas UHCTPYKLUA).
[na noarotoBkM (Pukcauum abaTMeHTa (MeTan/IMYECKOro MAM LUPKOHWMEBOr0) nepef (huKcauuen
cnepyvite MHCTPYKUMAM NPoM3BOAMTENS UK nabopaTopuun. V3beraliTe 3arpsa3HeHus nocne o6paboTku
nosepxHocTel. He ucnonb3yiite GochopHyto KUCIoTy. B cnyyae 3arpA3HeHUs 04MCTUTE CIUPTOM U
TWATENbHO MPOMOTE BOAON.

i LlemenT Calibra® Universal fomkeH nerko Bbigasnusatbes. HE  MPUKNALLIBANTE
UPESMEPHOE YCWJ/INE. Upe3mepHoe ycunme MOXET MPUBECTM K M3NULIHEMY Bbl4aB/VBAHUIO
marepuana unn noBPeXAeHnIo Wnpuua.

B3AUMOJEMNCTBUE C APYTUMU MATEPUANTAMU

Martepuanbl, COAepXaLine 3BreHos, He crefyeT UCnob30BaTb BMECTE C 3TMM MPOAYKTOM, NOCKONbKY
OHM MOTYT MPenATCTBOBaTH NOSIMMepPU3aLMU U Bbi3biBaTb pasmsAryeHne nosIMMepHbIX KOMMOHEHTOB
marepwvana.

KOHTaKT C HEKOTOpPbIMW  BSXKYLLMMU pacTBOpaMyM MOXET MPensTCTBOBaTb NOMMepu3aLnu
NOMMEPHbIX KOMMOHEHTOB MaTtepuana.

LlemeHT Calibra® Universal cogepXuT ONTUMU3NPOBaHHYK KOMOMHaUMIO (HOTOMHMWLMATOPOB.
icnonb3oBaHWe MOLLHbIX MOMMMEPU3aUMOHHBLIX NaMn C LUMPOKUM CMeKTPOM W3/yYyeHUs BO Bpems
npeaBapuTeNnbHOM NONMMepU3aunmn Aans atana OYMCTKM WU3UWKOB MaTepuana MOXeT NpuBecTu K
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HeNpeABUAEHHbIM pe3y/nbTaTaM, GbICTPOMY OTBEPXKAEHWUIO W COKPALLEHUIO BPEMEHW OYUCTKW, B
TeYeHMe KOTOPOro MaTepuan [AO/MKeH 6biTb B MOMy3aTBepAEBLUEM COCTOSHUM (reneBas (hasa).
PeKoMeHAYyTCA MOHOBO/IHOBbIE CBETOAMOAHbIE NaMMbl C MMKOBLIM 3HaueHMeM 0kono 470 HM. Mepep,
KMHWYECKUM  WCMOMb30BaHNEM MNpoBepbTe CBETOBOV 3(EKT CBETOBOM MOMMMepUsaluMm Ha
CMeLLlaHHOM 06pa3lie LeMeHTa.

12 ONMMNCAHWE NMPNHUWMIMOB PABOTHI

CnepfytoLwime nogroToBMTeNIbHbIE LWArM OTHOCATCA K (PUKcauuMy BCEX TUMOB HeMpsAMbIX pecTaBpauuii.

e YpanuTe BpeMeHHYI0 pecTaBpauuio 1 U3INLWKA BPEMEHHOMO LLleMEHTa C NOMOLLbIO 30HAA U Pe3VHOBOW
YallK1 ¢ NPoMUIaKTUYeCKOM NacToi. TlaTenbHO NPOMOMTE U BbICYLLIMTE MOBEPXHOCTb C MNOMOLLbIO
nyctepa UM NPOMOKHYB CyXOl BaTHOM NasoyKoi.

» TpoBepbTe nocafKy W 3CTeTUKY pecTaBpauumn. TexHU4YecKas MoAcKasKa: KOPPEKUMI0 MO OKK/H3UU
BKNAA0K/HaKNafoK Nnyylle BCEro BbIMOMHATb NOC/Ae OKOHYATe/IbHON (hKcaumm v LEMEHTUPOBKMN.

» OTTeHOK maTepuana nocnie noanuMepusaunm He nameHsetcs. Ansa nogbopa OTTEHKA CM. HUXKe pasgen

I MpumepoyHas nacTa.

MpuMepoyHas nacTa (onuUMOHaNLHO)

e HaHecuTe ©3 wnpuua npumepoudHyto nacTty Calibra® Try-In Paste (npuobpeTaetca OTAENbHO)
COOTBETCTBYIOLLErO OTTEHKA Ha YMCTYH NaneTky 418 CMEeWWBaHWUA WU CTEKNAHHYK NnacTuHy. HaHecuTte
MacTy Ha BHYTPeHHVE NMOBEPXHOCTW pecTaBpaLun v akKypaTHO NPMXMUTE eé K NOBepXHOCTU 3yba. Y ganute
M3/MLIKA C MOMOLLbIO BATHOrO Lapuka W/wnnm HeocTpbiM 30HAOM. OTTEHKM MOXHO CMeWunBaTb A/
AOCTUXKEHMSt ONTMMANbHOTO 3CTETUYECKOro adhekTa. BaxkHas TexHMUeCKas MoACKasKa: Takue (hakTopbl, Kak
(hopma pecTaBpalmmn, TeKCTypa, TONWMHA U OTTEHOK(-M) noanexaiein n oKpyXawuwen CTpyKTypbl 3y6a,
BVSIOT Ha KOHEYHbIV OTTEHOK. [pnMepoyYHas nacta - 370 TO/IbKO OPUEHTUP AN1A Bbl6Opa OTTEHKA LiEMEHTa.

MPNMEYAHWE: MpumepoyHasa nacta He TBepAeeT, NO3TOMY BpeMsi paboTbl HEOrPaHUYEHHO.

e Mo OKOH4YaHMM nofbopa OTTEHKa TuWiaTeNbHO CMONMTE MNPMMEPOYHYK nacty Try-In Paste Bogoin ¢
InoBepxHOCTel pecTaBpalymu.

121 NOAITOTOBKA PECTABPAL NI
« MeTannmueckue pectaBpalum

Mepes (mKcaumel BHYTPEHHME TMOBEPXHOCTU pecTaBpauvii  Heo6X0AUMO OYUCTUTL W BbICYLUUTD.
PekomeHayeTCs MWUKPO-NpOTpaBavBaHNEe BHYTPEHHE MOBEPXHOCTM (MeCKOCTpyiHas 06paboTKa OKCMAOM
antoMmHna  50[x) MeTannuyeckmx pectaBpauunin. LlemeHT Calibra® Universal o06nagaet XuMmnyeckum
CPOACTBOM K MeTaslsiam.

TexHMYecKas NOACKa3Ka [Ans WUCMOMb30BaHMS BMECTe C MOCTOBUAHbIMM MpoTe3aMu Tuna MapuneHa:
HEo6X04MMO MOBEPXHOCTb KPbINbEB, HAKNaAoK, NapaniennsMbl 1 WKLl 3aKpbITb Ha 180° ANst AOCTUXKEHUS
[OCTaTOYHON peTeHUMU. MeTannmyeckue Kpbiibs mMocTa Tuna MapuneHs A0MKHbI 6biTb NepdoprpoBaHsbl,
MPOTPaBMeHbl 3N1EKTPONUTUYECKU, XUMUUYECKN MPOTPABAEHbI UM MEXaHUYECKU OUMLLLEHbI B NMECKOCTPYMHOI
YCTaHOBKe MECKOM M3 OKCUa atoMUHUS C pasmMepom yacTu, 50 L,
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e Paphoposble/Kepammyeckme/KoMno3nTHbIE pecTaBpauunm

CnepyinTe  pekoMeHfauusMm 3y60TexHMYeckol nabopatopuy WAM  NPOWU3BOAWTENS PecTaBpaLyOHHOI0
maTepuana no npeasapuTesibHol 06paboTke

[na pecTaBpayuii, TPebGYOLWMUX HAHECEHNA CUMNaHa, WU eCM CUNaHU3POBaHHaA MOBEPXHOCTb pecTaBpaLum
BO BpeMS MPUMEPKM C WCMO/Mb30BaHWEM TMPUMEPOYHbIX MAacT Oblna KOHTAMWMHMPOBaHAa, WCNOMb3yiiTe
cesAsytowmii areHT Calibra® Silane (npogaeTcs 0TAe/IbHO) COMNacHO MHCTPYKLMMW MO ero NPUMEHEHMIO.

12.2. MPUMEHEHWE C NCMOJIbBOBAHVEM AAIE3VBA (AAME3NBHAA ®UNKCALWA)' -
12.2.1. NMPEABAPUTEJIbHAA OBPABOTKA 3YBOB/AEHTUHA/HAHECEHVE AAIE3VBA

«ocne NpUMepKM pecTaBpalumn TllaTeNbHO NPOMOIiTe OTNPeNnapupoBaHHY MOBEPXHOCTb CTPyelt Bodbl U
MpocyLLmnTe.

HaHecuTe aaresums, Kak yKasaHO B MHCTPYKLMW MO ero npuMEHEHUIO.
BHUMAHWE 3amepgneHvie nam CHUXeHWe Cusbl aAresumn m3-3a HeCOBMeCTMMOCTU afre3nsa U LEMEHTA.
* BbibypaliTe COBMECTUMbIA CBETOOTBEPXKAAEMbI aAre3ns UM aAre3ns ABOWHOIO OTBEPXKAEHMS

e Bcerga umTainTe WHCTPYKUMM NPOU3BOAUTENS aare3nBa W cneayite vM AN Bblbopa W HaHeCeHWs
COOTBETCTBYIOLLEr0 CBETOOTBEPXK/AAEMOr0O aAre3nsa Unv aare3msa 4BOMHOr0 O0TBEPXAeHMSA. ocne Toro, Kak
MOBEPXHOCTM ObINN [OMKHBbIM 06pa3oM 00paboTaHbl, UX HeMb3s 3arps3HATb. Cpasly Mocne HaHeceHus
ajireavBa NpUcTynanTe K ukcaymm ¢ nomowbio uemeHTa Calibra® Universal.

o LlemeHT Calibra® Universal 6bin  paspabotaH gfg COBMECTMMOCTM CO  Crneuuguyeckummn™
cBeTooTBepXKAaeMbiMu  afresmsamm  Dentsply Sirona 6e3 HeobxogumocTn [o06aBfieHUs  aKTuBaTopa
camooTBepxfeHus (Self Cure Activator) (CM. PYKOBOACTBO MO €ro NMPUMEHEHMIO).

*Aparesms Prime&Bond universal™

Tonbko apresme Prime&Bond universal™ cnegyeT wucnonb3oBaTb 6e3  agob6aBneHUss akKTuaTopa

.CaMOOTBep)K,D,EHI/IFI (Self Cure Activator). [aHHbIX nNoATBepXAaOWMX 3WMPEKTUBHOCTb WUCMNO/Ib30BAHUSA
apyrux aaresnsoB Dentsply Sirona 6e3 akTuBaTtopoB camooTeepxaeHus (Self Cure Activator) HeoCTaTO4HO.
Cnepyvite peKOMeHAauuam no MCnosib30BaHWI0 BbIOPAHHOIO aare3nsa 415 NPUMEHEHUS NPU LEeMeHTUPOBKe
ABOMHOr0 OTBEPXAEHWS.

o CnepyiiTe WMHCTPYKUMAM MO HaHECEHWIO afresnBa, BbICYLIMBaHWIO (MCMApeHUI0 pacTBOpuUTens) u
CBETOOTBEPXAEHMIO BbIOPaHHOrO agresvBa A0 (MKcauum pecTaBpauuy ¢ nomouwbtlo LemeHTa Calibra®
Universal gns Bcex TUNOB pecTaBpaLuii.

Ocobble MHCTPYKUMM MO WCMO/Mb30BAHUIO LieMEHTa CO CBETONPOHULAEMbIM pecTaBpauusMu, BKIHOYas
60/1bLWMHCTBO (hpe3epoBaHHbIX* CAD-CAM pecTaBpaymii:

» OKOHYaTenbHasA pectaBpayms 4O/MKHA 6biTb CBETONPOHULAEMONM, TOMWMNHOK <2,5 MM; CBETOOTBEPXKAEHME
uemeHTa Calibra® Universal 6yaeT npoucxoanTb CKBO3b pecTaBpalyio Mocfie YCTaHOBKM WM QUYUCTKU OT
M3NIULLKOB LiEMEHTA.

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



» HaHecuTe aare3amB Prime&Bond universaF™. CBeTOOTBEP)KAEHMWE HAHECEHHOr0 aare3vBa MOXeT ObITb
BbINOJIHEHO A0 WM NMOC/Ee YCTAHOBKM pecTaspauny Ha uemeHT Calibra® Universal (T.e. aaresvs MoXeT 6bITb
noiimmepu3oBaH OAHOBPEMEHHO C LEMEHTOM cpasy Moc/fie YCTaHOBKM pecTaBpauum Ha 06paboTaHHYK UM
MOBEPXHOCTD).

« [Mocne HaHeceHMS U BbICYLLMBAHUA aaresnBa (McrapeHWe pPacTBOPUTENsS) HEMeA/IeHHO npucTynaiiTe K
(MKcaLyn pecTaBpaLii, OUYMCTKE U3NWLLIKOB CBETOBOMY OTBEPXK/EHUIO CKBO3b PECTaBpaLio.

 PecTaBpaliM Ha OCHOBE LMPKOHMS He MponyckawT cBeT. MonumepusyiiTe aareavB Ha 06paboTaHHOi
NOBEPXHOCTW Nepeq uKcaumeid pecTaBpalui Ha LIEMEHT. A

TexHWYeckass NOACKasKa: coceAHue 3yObl W/MNM BHELUHWE MOBEPXHOCTW pecTaBpaluMM MOXHO CMas3aTb
BO/IOPAaCTBOPMMbIM COCTABOM, UTO6bI 06M1ErYnTh YAaneHne U3NLLIKOB LeMEeHTa.

12.2.2. PIKCALUNA BKITALOK, HAK/TAAQOK, KOPOHOK, MOCTOB U LLUTN®TOB

AlMeped TeM, Kak MpoAo/MK1Tb, 03HAKOMbTECh C NPKBEAEHHBIMU BbilLE pa3fenaMu no 06paboTke pecTaBpalum
M KOHAWLMOHMPOBaHWIO 3y6oB/MpeaBapuTenbHON  06paboTKe [AeHTUHaYHaHeceHMo aaresmsa. CM.
VHCTPYKUMM NPOM3BOAUTENS MO NPUMEHEHWIO BbIGPAHHOTO ajresvBa. PeKOMeHAylTcs aaresvsbl (C
aKTBaToOpaMu, €cnM MNPUMEHKMMO), COBMECTMMbIE KaK CO CBETOOTBEPXAEMbIMU MeTaKpunatamm,
VHWULMMPOBAHHbIMK KaM(DOPOXMHOHOM, TaK U C CaMOOTBEPXKAAKLLMMUCS MeTakpuiaTamu. HaHecuTe aaresuns
(C aKTMBATOPOM, €CNK MPUMEHMMO) Ha BHYTPEHHIOW  MOBEPXHOCTb PecTaBpauuu, ecnu 3TO YKazaHo B
VHCTPYKUUSIX NPOV3BOAUTENS aares3nsa.

12.2.3. TEXHUKA ®NKCALNN

BHVMAHWE lNoBpexXaeHne B pesynbtaTe YpesMepHoro ycunums.

*Me[/IeHHO 1 paBHOMEPHO HafaB/MBaiTe Ha LUNpUL,

* He NnpuMeHsinTe Ype3MepHY CUNY — 3TO MOXET MPUBECTU K MOBPEXAEHMIO ABYXUUINHAPOBOIO LINpULA.
BblgaBnmBaHve matepuana U3 gByXUUINHAPOBOIO LUMPULA:

o CHUMUTE KOMMAYoK CO WINpuLa. BbigaBuTe HEGOMbLIOE KOMMUYECTBO MaTepuana M3 ABYXLUUAUHAPOBOFO
wnpuua. Y6eanTechb, 4To mMaTepuan CBOGOAHO BblJaBNMBAETC M3 060MX OTBEPCTUMIA. Y[epXuBas LUNpuL,

~BEPTUKANbHO, OCTOPOXXHO BbITPUTE U3NNLLIKK, UTOObI He JONYCTUTbL NEPEKPECTHOrO 3arpsi3HeHNs OCHOBaHWS
M KaTanuaaTopa U 3aCOpeHMs 0TBEPCTMIA. Mocne MCNONb30BaHUS 3aKPOTe LWINPUL, KOMMaYKoM.

* YCTaHOBUTE HacagKy A/ CMeLlMBaHUS Ha WnpuL, COBMeCTUB V-00pa3HyH0 BbleMKY Ha BHELLUHE CTOpOHe
HacaZknm ans cMellvBaHus ¢ V-06pa3Hol BbleMKOM Ha (naHue wnpuua. MNMoBepHUTe KONNAvyoK Hacafku ans
cmewBaHua Ha 90 rpagycoB Mo YacoBOM CTpesiKe, YTOObI 3apUKCMpPOBaTh eé.

« Cnerka HOXMNUTE Ha MOpLUEHb LWNpuLa, YTo6bl HadyaTb nogady matepuana. HE MPUKNAOBIBAUTE
UPESMEPHOE YCWJ/TNE. Tpn BO3HWKHOBEHUW YyCUAUA yfanuTe LWNPUL, M3 OnepaunoHHOro mnosns,
CHUMUTE W BbIGPOCHTE HacafKy AnA CMellnBaHWA. [MpoBepbTe, HET AW MNPEnAaTCTBUM U ybefuTecb, 4TO
maTepvas BblaBMBaeTCAa U3 060MX LUAMHAPOB LWnpuua. MNMpoTpuTe 0TBEPCTUA M YCTAHOBUTE HOBYIO HacaaKy
09 CMeLIVBaHWA, Kak OMucaHo Bbilwe. Ha nanetky A/f CMelwunBaHWUA BblfaBUTe HebOosbLIOe KOMMYecTBO
LieMeHTa Yepes HacaAKy AN CMewwmnBaHWUa U ygannTe aTy nopumio.
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 HaHecuTe paBHOMEpHDIH CNOH LEMEHTa Ha BCIO BHYTPEHHIOIO MOBEPXHOCTh PECTaBpallHK C MOMOLUIbIO
HaCaJIKM Ui CMeLMBaHMA. [[ns BKNanoK/HAKIAJOK PEKOMEHAYETCS HAHECTH TOHKMH ClOH LieMeHTa Ha
BHYTPEHHHE YacTH OTMpEenapHpoBaHHOK NOBEPXHOCTH 3y6a, 4TOOBI H36EXKATh NMOPHUCTOCTH MM MYCTOT.
TexHMyeckas MOJACKa3lka: Hacajaka A CMELIMBaHWUA MOXeT ObIThb clerka M3orHyra, 4trobbl obecneuuTh
y106HBI BHYTPHPOTOBOM JOCTYN AN BHECEHMs LeMeHTa. [N SHAOJAOHTHUYECKHMX nojocTeit noa WTHOTH
PEKOMEHLyeTCA UCMOJb30BaTh KaHaIOHaNoAHUTeNbL Lentulo uau ctansHo# daiin, 4yto6sl o6ecneunts ynobHoe
sHeceHHe MarepHasia. [Ipu KOMHaTHO# TeMnepaType M NpH 3alUKTE OT OKpYKatollero cBera uemeHT Calibra®
Universal o6ecneunBaeTr MuHHUManbHoe BpeMs pabotel 2 MUHYTbl. [IpH ucnone3oBaHMH LEMEHTa Ha
o6paGoTaHHOl ajaresuBoM HAM cMecblo aaresuBa M aktuBatopa (Self Cure Activator) BRYTpeHHei
NOBEPXHOCTH pecTaBpallMi Bpems ero paboTsl (NpH yCTAHOBKE pecTaBpalliH) NPU KOMHATHON TeMnepatype
yMeHbLuaeTcs (cM. Mepbl NpeA0CTOPOXKHOCTH).

» Kak MoxHO 6blCTpee YCTAHOBUTE pecTaBpaldi0 Ha NMOArOTOBJICHHYIO [MOBEPXHOCTH 3y68, MOCTENCHHO
HaJaBJIUBas. Y6CJ.IHTCCI:, yto AoOuaKch nosiHoH nocaaku. ONTUMANBHON MOCaAKH MOXKHO noburhes NnpH
NOMOLIM NOKa4YHWBaHHUHK U nerkom BﬂﬁanHH.

BHUMAHMUE Henonnas ¢pukcauus.

* Bpemsi pa6oTbl B pOTOBO# 110/10CTH COKPALLAETCA 33 CYET TEMIa ¥ KOHTAKTa ¢ afAre3uBoM

* Y6enuTech, YTO pecTaBpaLius MOJHOCTBIO cella B TeueHHe | MHHYTBI

* Jlns yCTaHOBKH HECKOJIBKHX pecTaBpaLlHii MOXET NOTpe6GoBaThCA HECKOJILKO cMeCei MOpLHii LieMeHTa

+ Heo6xoauMo 3aiuinaThb pecTaBpaLuilo OT 3arpA3HCHUA U CMELUEHHA N0 OKOHYATEJIbHOrO CXBATbIBAHHUA
UeMCHTa (5 MHHYT OT Ha4yana 3aMCLUMBAHHUA WHIIH, B Cllyyac peCTaBpauuﬁ, nponyckarouux CBeT, 10
3ABEPLUICHHA CBCTOOTBCp)KIlCHHﬂ).

BHUMAHUWE HeaneksaTHas pereHuus/Pukcalus U3-3a HeAOCTaTOHHON cTabnIH3aLHH.

¢ Ynep)KuBaiiTe pecraBpalyio BO BpEMS OUUCTKH H3JIMILKOB

“ He ,uonycxame JABHXCHHE peCTaBpaLlMH BO BPEMSA CXBATbIBaHHA LIEMEHTA

« [laiiTe LieMeHTy CaMOOTBEP/IETh, OCTaBLTE B MOKOE PECTaBPaLMIO HAa 5 MUHYT
12.3. MIPUMEHEHME BE3 HUCIT0JIb30BAHUS AJI'E3UBA (CAMOA ITE3UBHA 51 ®UKCALIHUA)

12.3.1 MPEABAPHUTEJIbHAS1 OBPABOTKA 3Y50B

e VYjanuTe BpeMEHHYIO peCTaBpPaLMIO M U3ITULLKH BPEMEHHOTO LIEMEHTA C NIOMOLLLIO 30Ha H PE3UHOBOM
YalKH ¢ NpodUNaKTHUECKOH NacTO.

e TuarensHo NpoMoiiTe U BbICYLIHTE NOBEPXHOCTH C MOMOLILLIO MYCTEPA HIIM NMPOMOKHYB CYXOi# BaTHOH
MajoukKoit.

e [locne npumepkd pecraBpauud (cM pasgen [lpumepounas mnacrta) TIMATENBHO TPOMOiTE
OTNpENapupoBaHHYIO OBEPXHOCTL CTPYEH BOAbI U MPOCYLINTE.

12.3.2. [IOAI'OTOBKA 3YBA
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leHTHH nocne CywKW JOMKEH WMETb cllerka yBlaKHeHHYlo noBepxHocTh. He nepecyuiusaiite aentuH. He
jonyckaire 3arpasHedus. HE PEKOMEHIYETCS nporpasauBath noBepXHOCTH 3y60B.

BHUMAHME 3ameaneHue unu CHHXKEHHE CHIbI are3WH U3-3a HEKOPPEKTHOW MOJArOTOBKM MOBEPXHOCTH
iy6a ans ¢ukcaLun pecTaBpaLvH.

o [losepxHocTb 3y6a n0mKHa ObITh BAAXHOM; OCTOPOXKHO MNPOCYUIHTE BO3AYIIHON CTpyed WM
NPOMOKHHUTE CYXOW BaTOM.

* Y nanure BCrO CKONHUBLIYIKOCHA BAary *

* He nepecyuuBaiite

12.3.3. TOAIOTOBKA TNOBEPXHOCTH HUMIUVIAHTATA (METAJUIMYECKOI'O  WJIK
UMPKOHUEBOI'O)

‘Cnenyme MHCTPYKLHAM NpOU3BOAWTENS MAM nabopatopuu no ob6paboTke MOBEPXHOCTH KOHCTPYKLHMH, a
HMEHHO:

* pPeKOMEHYeTCA MUKPO-NPOTpaBIHBaHHe/ecKOCTpYiiHas 06paboTka okcHaOM anioMUHUsa 50 p

* NPOMbIBAHHE U BBICYLLIMBAHHE
* npeaBapuTenbHas 06paboTka - npaiMUHT (ONMUHOHAIILHO)

He nonyckaiite 3arpasHenus nocnie o6paboTku noepxHocTeid. B cnyvae 3arpa3HeHHs OYHCTHTE CIIUPTOM H
TWaTeNLHO NPOMONTE.

12.3.4. KOJINTAYKH ATLANTIS® CONUS SYNCONE® U CYTIPACTPYKTYPA CONUS

CM. NOAHBIN TEKCT MHCTPYKLIMK MO MPUMEHEHUIO U1 YcTaHOBKH onopsl Atlantis Conus, a Takxke HHCTPYKLIMH
Mo U3roTOBJIEHHIO U puKcauuu cynpacTpykTyphi Conus.

‘° Pexkomenayercs npoGHas yctaHoBka kojnauykoB SynCone W KOHCTPYKLUMH KOHyca Ui obecnedeHus
HajiexallLero 3a3opa.

* PekoMeH1yeTca MUKponpoTpaBiuBaHue (neckocTpyiHas obpaboTka okuCbio amoMuHusa 50 p) BHEWIHMX
noBepxHocTeit konnaukoB SynCone U BHYTpPEHHHX noBepxHocTe#t cynpacTpykTypsl Conus ¢ nociaeayoei
OYHMCTKOM M CYLIKOH.

* [InoTHO oAEHBTE KOAMAYKH Ha Onopbl, 3aTEM CHIIMKOHOBbLIC MAHXETbLlI MMOBEPX KOJIINAYKOB, 4yTOoOBI
npeaoTBPAaTUTL NONaJaHHE U3JIMILKOB UEMEHTA BHYTPb.

TexHuueckas noackaska: coceaHue 3)’6!:! W/WNH BHEUIHHE MOBCPXHOCTH peCTaBpallHH MOXHO CMa3saTb
BOAOPAaCTBOPHUMBIM COCTAaBOM, y10oOBI 061ErYUTD YAANCHHE U3JTHUIKOB LIEMECHTA.
Texunka UEMCHTHPOBAHHA
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CamoortsepxaeHue | J[BOiHOE OTBepXKAEHHE - CaeTooTBepKACHHUE -

| pecTaBpaluH, He cBeTOMponycKarouye

: NponycKaloLiue CBeT pecTaBpaLHH

.Tun pecTaBpauvu Bce MeTannoKepaMHka, [Nonynpo3payHas kepaMH1Ka
LUMPKOHHIA, OKCHA KOMIO3UThI

aNlOMHHMA, HENMpo3payHas
Kepamuka, ¢papdop u
KOMIMO3MTBI .

1. 3anonHeHue u Jlo 2 MuH Jlo 2 muH Jlo 2 mun
|
lyCTAaHOBKa

He nonyckaiite ABMXeHHE peCTaBpaLlUK B TEYEHHE reneBoit pasbl 10 OKOHYATEILHOIO CXBAThIBAHHSA LIEMEHTA
‘u ¢uKcauuu pecTaBpaLuy

2. Y 1aneHue U3N1IIKOB

l'enesas ¢asa ¢ 1-2 MuH CaetooTBepxaeHue 10 5 | CBeTooTBEpX)ACHHE A0 5 CEK Ha
MOMEHTa MOCafKH cek Ha | nosepxHocTs' 1 noBepxHOCTS'
pecTaBpaLMK: .
[IpoOIKHUTENLHOCTD 1 MuH _ 45 cex 45 cex
renesoii ¢gasbi:
3. Crabunuszauus [TocTosHHOE CaetooTsepxaeHue kpaeB | CBeTooTBepxaeHue kpaes 20-40
OKKJIIO3HOHHOE 20-40 cex ceK
JaBJieHHUE
4. duHanbHOE 6 MHHYT OT Hayana 6 MUHYT OT Hayana ITo okoHYaHHe cBETOBOA
CXBaThiBaHHE CMELUMBaHUA CMELLIMBAHMUA noauMepH3aLuy KaxaoH
‘ nosepxHoctH? 10 cex

BHUMAHME IloBpexaeHue B pe3ynbTaTe Ype3MEpHOro yCuius. MeieHHO H paBHOMEPHO HaJlaB/IMBaHTe
Ha wnpuu. He npuMmeHsiiTe upe3aMepHyIo CHy — 3TO MOXET NMPHBECTH K MOBPEXKACHHIO ABYXLMIHHAPOBOrO

wnpuua.
12.3.5. BbIJABJINBAHUE MATEPHUAJIA U3 IBY XLIMJIMH/IPOBOI'O LUITPHULIA

* CHMMHTE KONMa4oK co wnpuua. BoipaBute Hebonblioe KOAMYECTBO MaTepHana W3 ABYXLHIHHAPOBOro
wnpyua. Yoéeaurech, 4To MaTepuan cBoOOJHO TeueT U3 060MX OTBEPCTHH. Y Aep)KHBas WINPHL BEPTHKANIBHO,

! {eunoti u a3viunoi
2 [l{eunoil, AINYHOW U OKKNOIUOHHOMU
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OCTOPO)IéHO BbITPHTE H3JIMIUKH, 4yTOObI HE AONYCTUTL NEPEKPECTHOrO 3arpA3HCHNUA OCHOBaAHHUA U KaTain3aTtopa
H 3aCOpPEHHA omepcrm‘i. 3axpoi‘rre WMpHUL KOJINa4KoM NnocJji€ UCnojib30BaHHUA.

» YCTaHOBHTE HacafKy [ CMELIMBAHHWSA Ha IINPUL, COBMECTHB V-06pa3Hyio BbIeMKY Ha BHEILHEH CTOPOHE
HacaZKu IS cMelMBaHuA ¢ V-06pa3Hoii BoleMKo# Ha ¢uaHue wnpuua. IlosepHuTe Ko/NavoK HacaakH aas
(MelMBaHUA Ha 90 rpaaycoB no YyacoBo#i cTpeke, 4To6bl 3apHKCHPOBATH eE.

» Cnerka HaKMWTe Ha MOpLIEHb wWnpuua, 4Tobbl HayaTe nojayy marepuana. HE MPUKJIAZIIBAWTE
YPE3MEPHOE YCHIJIHE. I1py BO3HHKHOBEHHH YCHIIUA YAANHUTE LUNPHLL H3 ONEPALIMOHHOTO MOJJA, CHHMHUTE
H YTHIU3UPYITE HacalKy ANA cMeunBaHHA. [IpoBepbTe, HET M NPENATCTBHHA M yOeauTeCh, YTO MaTepHas
BbIAB/IMBAETCA U3 000MX UMAMHAPOB winpuua. [IpoTpuTe OTBEPCTHUA M YCTAaHOBHMTE HOBYIO HAcajiKy Ans
(MELLIMBAHMA, KaK ONKCcaHo Bhille. Ha naneTky ans cMellnBaHUA BblJaBUTE HEGOILILIOE KOJIHYECTBO LIEMEHTA

yepe3 HacaaKy AJid CMELUIHBAHNA H YAAIHTE 3TY MOPLHIO.

‘0 HaHecuTe paBHOMepHbIH COH LEMEHTa Ha BCIO BHYTPEHHIOIO MOBEPXHOCTb PECTaBPaUMH C MOMOLIBIO
Haca/iIkM Ans cMelnBaHus. [Tpu KOMHaTHOM TemnepaType MUHUMaIbHOE BpeMs paboTsl ¢ uemeHToM Calibra®
Universal coctaBiisieT 2 MUHYTbI.

TexHHuecKass MOJCKa3Ka: Hacajlka Ans CMELIMBAHMA MOXET ObIThb clerka M3orHyra, 4todbl obecrneuuTsb
NpAMO# BHYTPHPOTOBO# JOCTYN A/ BHECEHMs UeMeHTa. [N JHAONOHTHYECKHMX NOAOCTEH noa WTHGTHI
PEKOMEHyeTCs UCMOJIb30BaTh KaHanoHanonHuTeNb Lentulo unu cranbHoit daitn, utobul obecneunts yaobHoe
BHECEHHE MaTepHana.

+ Kak MOXHO ObiCTpee YCTAHOBMTE pECTaBpallMIO Ha MOArOTOBJEHHYIO MOBEPXHOCTHL 3yba, MOCTENEeHHO
HapaBnuBas. Y6eautech, 4To A06MIMCH nosHOW Mocangkd. ONTUMaNbHON NOCAaZKU MOXHO AOOHTHLCA NpH
NOMOLUY NMOKAaYWBaHUI U Jierkoil BUOpaLmnu.

* Heo6x0aMMO 3alMiLaTh PeCTaBpaLMIO OT 3arpA3HEHHS W CMELUEHUs A0 OKOHUYATENLHOrO CXBaTbiBaHHA
ueMeHTa (6 MMHYT OT Hauajna 3aMellMBaHUA WM, B Cliydae pecTaBpallWil, MPONyCKaloUIMX CBET, A0
3aBEPILEHHSA CBETOOTBEPKAEHHS).

‘ 12.4. YOAJIEHUE U3JIUILKOB LIEMEHTA CALIBRA® UNIVERSAL

Ouucmka uU3UUIKOE 6 pexcume camoomeepycoenua W3nuiuek uemeHTa nepeiier B «renesylo ¢asy»
NpUMEpHO Yepe3 1-2 MUHYTHl HAaXOXIEHHA B MOJOCTH PTa, YTO MO3BOJIMT JIEKO €ro yaaauTh. B 3ToM
COCTOAHMH OH OyaerT HaxoauTbcs npumepHo | muHyTy. [IpM BO3AEACTBMM HanpaB/EHHOrO CBETa OT
CTOMATOJIOrMYECKON YCTaHOBKM «reneoOpasHoe» COCTOSIHME MOXET ObiTh JOCTUTHYTO paHblI€ M [UTMThCA
MeHblue. Cpa3y nociie JOCTHXEHUA «rejeoOpasHOro» COCTOAHMS YAalWTe M3NHMLIKM LEMEHTA, MCMONb3ys
3y6HYI0 HUTb ABHXEHUAMH B HANpaBieHUH MOCAAKH PECTABPALIMH. 3aBEpILUTE ylalleHHE H3UILKOB UEMEHTa
¢ MTOMOLLLIO HHCTPYMEHTA C pe3uHOBo# Hacaakoit unu 3onaom. IPUMEYAHHE: uement B kopoHke elue He
cxBatuica. He nepeMmelnaiite v He ABUraiiTe KOPOHKY BO BPEMS OYHCTKH H3JTHILKOB.

TexHuuyeckas NoOACKa3Ka: Mocne yaaaeHUs BCEX M3JMIIKOB OTKPBITbIE Kpas MOXHO MOJABEPrHYTh CBETOBOM
nonuMepusaumu B TeueHue 20-40 cekyHa ans cTabuan3auuu pectaBpaumy.
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Ouucmka u3INUWIKO8 6 pedcumMe O080UH020 omeepicOeHUR (onyuonansho) bnaronaps nBOAHOMY
orBepxaetuio ueMeHnrta Calibra® Universal, Bpau MOXeT MCNOJb30BaTh MOIHMEPH3ALMOHHYIO Jamnly s
obnerueHus OYUCTKH U3NHIKOB. CBETOOTBEPKACHHE ANA 00NErYeHH OYNUCTKH AOMKHO ObITh BHINONIHEHO B
Te4eHKe NepBoil MUHYTBI NOC]IE MHTPAOPaIbHOTO BBEACHHA MaTepHana. OUHUCTKY M3JTHILKOB LIEMEHTa MOXKHO
MPOBOAMTb Cpa3y e Mocie KPaTKOBPEMEHHOH mnonnMepH3auuu cBeToM. PekoMenayiorcs oObluHbIE
ra10reHHOBbIE HJIK CBETOAHO/HbBIE aMITbl C MMKOBO# A/IMHOMK BONHbI 0kosi0o 470 HM. Mcnonb3oBanue namn ¢
Y3KMM CMEKTPOM HJIM MOLIHBIX FaJOr€HHOBBIX, WM CBETOAHO/HBIX JIaMN C WHPOKHM CMEKTPOM MOXET
IPUBECTH K HEMpPEABUAEHHBIM pe3ynbTaTaM. [lonMMepH3alys CBETOM 3aMELIAHHOIO LEMEHTA B TEYEHHUE
ONHOM MHHYTBI, WJH OJHOKpAaTHOe BO3J€HCTBUE CBETa B OJHOH TOouke B TeueHHe Oosee S5 CeKyHI
CNPOBOLIMPYET NMpPHIKNAHKUE LIEMEHTA K MOBEPXHOCTH, YTO 3aTPYAHHUT €r0 OUUCTKY.

Cpaay nocie npoBepkKy nocaaku, KPaTKOBPEMEHHO OTBep)I(IlaﬁTC U3NTHLIKH UEMEHTa NMo KpasM, NOCTOAHHO
nepeMeias HakOHCYHUK CBETOBOJA AaMIlbl MO KpasaM, 3a1€PXKHBaA €ro HE 6osiee ueM Ha 5 CEKYHI Ha OIHOM
NOBEPXHOCTH. H3b6biTOK LeMeHTa nepeﬁneT B «reneo6pa3Hoe» COCTOAHHE NOCIE 3TOr0 KpAaTKOBPEMEHHOIO

‘(<5 CEKyHA) OTBEPXKACHHUA.
BHUMAHMUE OcraTouHblie U3NHLIKK LIEMEHTA — NEPEOTBEPKAECHHE BO BPEMA OUHCTKH.

PekoMeHayeTCs MCMOJIb30BaTh MOHOBOJHOBbIE (470 HM) CBETOAHOAHBIE WM ranoreHHsie namnbl. Beicokas
MOLLLHOCTb, JBOAHOE WJIH LIMPOKOMNOJIOCHOE OCBELICHHE MOXET Bbi3BAaTh MPEXAEBPEMEHHOE 3aTBEPACBaHHE
W3IMUIKOB LieMeHTa. OUueHUTe BO3EHCTBHE MONHMMEPH3ALIMOHHOTO CBETa Ha LIEMEHT Mepell KIMHHYECKHM

UCIOJIb30BAHUEM

Hanuniuku ueMenTa 6yayT OCTaBaThCA B «reeo0pa3sHOM» COCTOSHHH NPUMEPHO 45 ceKyH/ Noce BO3ACHCTBHUA
cseta. Bce M3NUILKK LieMeHTa JO/IKHbBI ObITh yaalleHbl /10 OKOHYATENLHOrO CaMOOTBEPKACHHA, KaK yKa3aHO
suile. [IPUMEYAHUE: uemeHT B kopoHke elue He cxBatuica. He nepemelnaiite, He ABHraiiTe KOpOHKY BO
BpeMsi OYMCTKH. [Tocite NONHOro yaneH1s W3MHILKOB OTKPbIThIE Kpas MOXHO NOJAMMEPH30BaTh B TeueHHe 20-
40 cexynn nns crabMnu3auuu pectaBpaLivH.

» BaxkHas TexHUUecKas nojckaska:

" an OIlHOBpeMCHHOﬁ d)m(cauuu HECKOJIbKHX OTACJ/IbHbIX pecmapaunﬁ HJIH MOCTOB PEKOMCHAYETCA
UCNOJ1b30BaTh CBETOOTBEPK/ACHHUE TOJLKO HAa OAHOM HJIM ABYX COCEAHHX yHacCTKax, Mo3BOJIfA H3JIHUIKAM Ha
APYrHX y4acTKax CaMOOTBEPXKAATbhCA, obecneunBas 10CTaTOUHOE BpEMs A1 OYUCTKH.

* [lepes okoHUaTeIbHBIM OTBEPXK/IACHHUEM YOEAHTECH, YTO M3 AeCHEBOH 6OPO3abl /UK U3-NOJ NOAHYTPEHHUH
61K yaaneHbl Bce U3NUKM UeMeHTa. [1pu 3acThiBaHKMM MaTepyan npuunaet ero 6yaeT TpyaHO yAanuT.

* HemeaneHHo yAanuTe MU3IJIMIIKH LEMEHTA ¢ METAJUIMYECKUX HHCTPYMEHTOB, MOCKOJIbKY 3a'rBep11eBumﬁ
HUEMEHT MPUIKNACT U CJIOXKHO OYULLACTCA.

12.5. OTBEPXJEHHUE

* PecTaBpauunu, He npornyckarouue cBeT (pexnM caMocaMOOTBEPKACHHS)
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[lpn ¢uxcauMu MeTaNIMYECKHX, TOJCTOCTEHHbIX HENpPO3payHbIX KEPAMHYECKHX WIH KOMIMO3HUTHBIX
KOHCTPYKLMH, WIH pecTaBpauuii, GJOKMPYIOILMUX CBETONPOHULAEMOCTb, MOC/E 3aBEPILICHUS OYMCTKH H
crabunu3auuu pectaspauuu no3soabte ueMeHTy Calibra® Universal nonumepusoBaTbcs ¢ nomounsto
XMMHYECKOH peakuMH CaMOOTBEPXKIACHMA, OCTAaBMB B MOKOE Ha 6 MHHYT OT Hayana CMELIMBaHHA.
[lpenoxpaHsitTe pecTaBpauuio OT 3arpA3HEHHs M MEPEMELLCHHA BO BpEMs CXBaThiBaHMA LeMeHTa. [locne
CaMOOTBEPXKIECHUS TPOBEPbTE W MpPH HEOOXOAMMOCTH OTKOPPEKTHPYHTE OKKJIIO3HIO, 3aTe€M OTNONHpYiTE
pectaBpauuio. [locne 3Toro npoueaypa cuuTaeTcs 3aBeplUEHHOM, MOXXHO OTMYCTHUTh NaLUEHTA.

BHUMAHHE s
HeanekBaTHas peteHUms/PUKCaLIMA H3-3a HEAOCTATOUHON CTaOGUIM3aLIMK.

* Y iepxuBaiiTe pecTaBpaLHiO BO BpeMsi OUMCTKH M3JULIKOB

* He ronyckaiite aBr)KeHHe pecTaBpaLiMi BO BPEMA CXBAaTbiBAaHUA LIEMEHTA

* JlaiiTe LeMEHTY CAMOOTBEPAETH, OCTABbTE B NOKOE PECTaBPALIMIO HA 6 MUHYT

+ CBeTONpONyCKaKIKe pecTaBpaliMi (PexXnuM CBETOOTBEPXKAEHHUA)

Jna 601bUIMHCTBA HEMETATHYECKHX, CBETONPONYCKAIOIMX KEPAMHYECKHX MM KOMMO3MTHBIX pecTaBpaLui
uemeHT Calibra® Universal MoxeT nonuMepusosarbes cBetoM. [locne 3aBepieHHs O4MCTKH M CTaOHIH3ALIHH
pecTaBpallM4 NOJMMEpPH3YiiTe BCce 061acTH pecTaBpaLUu C UCMOJIb30BAHHEM TI0IMMEPH3ALIMOHHOM aMIlbl C
BLIXOAHBIM CMEKTpaJbHLIM MUKOM OT 470 HM (peKOMEHLYeTCA BbIXOAHOH CBET LIMPOKOro CneKkTpa), ¢
MHHHUMaNbHOM MoOmHOCTIO 550 MBT/cM2 Ha 20 cekyHR ¢ KaxaoHW CTOpOHbI — LIEYHOH, A3BIYHOH W
OKK/II03HOHHO#. [Toc/ie CBeTOOTBEPXACHHSA MPOBEPLTE U NMPU HEOOXOAUMOCTH CKOPPEKTHPYHTE OKKIIIO3HIO H
OTNOJIMPYIiTE pECTaBpaLHIO.

BHHUMAHME HeaaexBatHas noaMMepu3auus U3-3a HEAOCTATOUHOIO OTBEPKACHHA.

. ﬂposepb're COBMECTHUMOCTb nonumepmauuonuoﬁ JtaMIibl

‘ ¢ HPOBCprC JNHTENBHOCTb LIHKJIA NOJIHMEPU3ALNN

* [1poBepsiiTe 3¢ eKTUBHOCTL OTBEPKACHHUA NEPEl KAXKA0H NpoLeaypoi
12.6. PUHULLIHA S OBPABOTKA U ITOJIMPOBKA

* YiaaneHue cneaoB KOMIMO3WTHOrO LIEMEHTA Jy4lle BCETO BBIMOJHATbL C MOMOLIbIO CHCTEMbl (PHHULIHOM
o6pabotku Enhance®, cocrosiueii u3 koHycoB, yamek W auckoB. CucreMa Enhance® ynanut crneasi u
o6paboTaer kpas pectaBpauuu 6€3 NOBpPEXIACHHUS IMAJIH.

* OTnonupyiiTe OKOHYaTENbHYIO PECTaBPaLMIO C MOMOILLBIO NOJAHPOBOUHOI cucTeMbl Enhance® PoGo® nnu
nonupoBoyHoit nactel Prisma® Gloss ™ u  Prisma® Gloss ™ Extra Fine (CM. MHCTPYKLHIO MO 3KCIUTyaTalHHy,
NpUNAraeMylo K yKa3aHHOMY MpOAYKTY).

* Bce orrenku uementa Calibra® Universal peHTreHOKOHTPACTHbI, C KOHTPAaCTHOCTBIO | MM, KoTOpas
JKBMBAJICHTHA PEHTTEHOKOHTPACTHOCTH aJIIOMHUHUA TONMWKHO#M 1,8 MM. PEHTreHOKOHTPAacTHOCTL aMiOMHHUA
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9KBMBa/IEHTHA [EHTWHY. Takum o06pasoMm, 1 MM MaTepuana, WMEHLWEro pPeHTreHOKOHTPACTHOCTb,
3KBMBA/IEHTHYIO 1 MM antOMUHUSA, MEEeT PEHTIeHOKOHTPACTHOCTb, 9KBMBAIEHTHYI0 PEHTTEHOKOHTPACTHOCTU

[eHTNHa.
12.7. OUNCTKA N AESNHDEKL WA
BHVMMAHWE MepekpecTHoe 3apaxkeHne. NHbeKuus.

e He wucnonb3yinTe MNOBTOPHO OfHOPA30Bble KOMMOHEHTbl. YTWUAW3NPYATE B COOTBETCTBUU C
Tpe60oBaHMSMMN MECTHOr0 3aKOHOAAaTeNbCTBa.

e Yrob6bl NpeaoTBpaTUTL NONafaHne Ha Wnpuubl 6pbi3r, 6UONOTNYECKUX XULKOCTER UK 3arpA3HEHW
C PyK, 06s3aTeNlbHbIM SBASETCA MCMO/b30BaHWE YUCTbIX/MPOAE3NH(MLMPOBAHHbLIX MepyaToK. He
MCNONb3yWTe NOBTOPHO LIMNPULbI, €C/IN OHU 3arPSA3HEHbI.

e LWnpuupl He nognexaT NOBTOPHON 06paboTKe. Y TUAN3NPYIATE 3ar PA3HEHHbIN LWINPUL, B COOTBETCTBUN
c Tpe60BaHMAMMN MECTHOIO 3aKOHOAATe/IbCTBA.

e Yrob6bl NpefoTBpPaTUTL NONagaHne Ha LWNpuLbl 6pbI3r, GUONOrNYECKNX XUAKOCTEN, 3arpsasHeHuii ¢
PYK WAM TKaHelm nonoctu pra, pPeKOMeHAyeTCs UCMNo/b30BaTh  3alUTHBLIA  HGapbep/yexon.
VMcnonb3oBaHume 3alMTHOrO 6apbepa/yexna no3BonseT LONOMHUTEIbHO 3aWNTUTL LWNPUL, OT KPYMHbIX
3arps3HeHNiA, HO He MOXKeT 06ecneynTb abCOMOTHYIO 3aLLUTY.

e ChyyvaiHbIl KOHTaKT wnpuya C BOAOW, MbIIOM WM [LE3NMHPUUMPYHOWMM pacTBOPOM Ha BOAHOM
OCHOBE He MOBPeAMT Kopnyc wnpuua. He gonyckainTe KOHTaKTa XXUAKOCTE C cofepawmmcs B
WNpuLe maTepuanoM. Y TUAM3NPYHTe KOMMO3MTHBIA MaTepuas, eciiv OH Obi1 B KOHTAKTE CXXUAKOCTbHO
W HECTEPUIbHBIM UHCTPYMEHTOM.

MPUMEYAHWE: CunbHOe TPeHUE MOXET NOBPEAUTb 3TUKETKY. MpoTMpainTe WnpuL, 0CTOPOXHO.

13. OBJIACTb NMPNMMEHEHINA
O6nacTb NPUMEHEHMS - CTOMATO/OTUS.
N3nenve npefHa3HauyeHoO AN UCMONb30BaHWS CTOMATONOraMM U MPUMEHSIETCS B CTOMATOMOrMYECKUX

I KNMMHUKaX U CTOMaTON0IrM4YeCKnx na6opaTop|/|ﬂx.

14. ONMNCAHVME MEANUNHCKOIO U3AENTNA
LieMeHT cTomaTtonoruyeckuii KomnosuTHblii Calibra® B BapuaHTax WCMONHEHUS C NPUHAANEXHOCTAMU:

LlemeHT cTOMaTO/IOrMYeCKMiA KOMMO3UTHbIA CamMoajre3vBHbI ABOMHOrO oTBepxXaeHms Calibra® Universal

(Syringe Refill)
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O6wuii B1g

LleMeHT CcTOMaTONOrMYeCcKmnii
KOMMO3UTHbI QNBOIAHOIO
OTBEPXKAEHNS Calibra®

Universal (Syringe Refill) B
wnpuuax no 4.5 r, OTTEHKU:
Light Shade, Medium Shade,
Translucent Shade, Opaque
Shade, Bleach Shade

Hacagkn pana
(Mixing tips)

CMeLlnBaHNA

WHCTpYKLMS NO NMPUMEHEHWIO
Ha 6YMa>KHOM HocuTene n/mnm

B 3/IEKTPOHHOM BUAE

Pasmep, Mmm/Macca, r

OO6wWwuii pa3mep LNpuULa:

OnuHa B pPacKpbITOM
nonoXeHun: 125 mm = 1 mm
OnvHa B 3aKpPbITOM

nonoxexHun; 80 mm £ 1 Mm
WnpuHa: 24,9 Mm £ 1 MM
BbicoTa: 18,4 Mm = 1 MM
Macca: 10r+£05r
N3Bnekaemblii 06vem: 4,5 1 +
01r

Pa3mepbl Kopnyca UAINHAPOB:
OnvHa: 70 Mm £ 1 mm
WnpnHa: 24,9 MM = 1 Mm
BbicoTa: 18,4 MM = 1 MM
Pasmepbl  KpbIWKW  KOpnyca
UWINHAPOB:

Ouvawmetp: 13,6 MM £ 1 MM
BbicoTa: 14,5 MM = 1 MM
Pa3mepbl PYKOATKU MOPLUHS:
OnvHa: 67,3 mm £ 1 MM
npuHa: 15 mm £ 1 MM
BbicoTa: 18,4 MM = 1 MM
OnvHa: 39,7 Mm £ 1 mm
WwnpuHa: 13,6 mm £ 1 MM
AnameTp NpucoefNHUTENbHOW
yactu: 11,8 mm = 1 mMm
BHYTpeHHWMIA Avametp
BbINMYCKHOro oteepctua: 0,8 Mm
+ 0,05 mMm

Macca: 1r+05r

OnnHa - 572 Mm £ 5 Mm
LLnpnHa - 355 MM £ 5 MM
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WnnocTpuposaHHoe OnunHa - 203 MM £ 2MMm

LLinpuHa - 165 MM + 2 MM S o niverst
TexXHun4yeckoe pyKOBO,qCTBO p Sel.t"Oesiye Resin Cem

(npu Heob6xoAMMOCTH)

VHpopmaumoHHblil BKiagbiw  [anHa - 79 MM £ 2 MM
WnpuHa - 105 Mm = 2 MM
(Mpy HeobXxoANMOCTN)

15 TEXHUNYECKWME XAPAKTEPUCTUKW MEANUMNHCKOIO N3AE/TNA

LleMeHT cTOMaTO/IOrMYecKnii KOMNO3UTHbIN 4BOIMHOIO oTBepXAeHus Calibra® Universal

XapakTepucTtumka 3HaueHue (= 10 %)
MpoyHoCTbL Npu n3rnbe, MMa 120
I BogonornouieHue, MKr/mMm» 36
PacTBOpUMOCTb, MKI/MM” 2,2
Pabouyee Bpems npu 90
Temnepatype 23t£2°C, c, He
MeHee
Bpemsa oTBepxaeHuns npu 360
Temneparype 23+2°C, c, He
6onee
A[re3noHHas NPoOYHOCTL B 15,7 (ons TuTaHa)
COEMHEHNN KOHCTPYKLMIA C 5 (ans okcuaa LUMPKOHMSA)

OCHOBaHMEM U3 TUTaHa,
CMnaBoOB TUTaHa M oKcuaa
uMpKoHus, Mlla, He meHee
TeKy4ecTb, MM 20-45
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YyBCTBUTENBHOCTb K 55
OKpYXalOLIEMY OCBELLEHHIO, C,
He MeHee

IMpouHocTh npu cxatuu, Mlla 336

ToniuHa NAeHKH, MKM 19,6

PeHTreHOKOHTPacTHOCTh JlomkHa ObiTh paBHa uiu 6onblue

PEHTreHOKOHTPAacTHOCTH obpa3iia
alOMHHUA TOM K€ TONLUIMHBI U HE MEHee
| MM HMXKe BEeJIMUMHBI, 3a9BACHHOM °,
M3rOTOBHTENIEM
LindpoBoe 3HaueHHe pa3HHLLbI <20
B 1iBeTe, 0603HauUaeMoe Kak
AE, mexnay obpasuom
OTBEPXK/JEHHOro MaTepuana
uiayu o6pa3LoM, NOABEPrHYTHIM
' BOAOMNOIJIOWEHHIO, U

KOHTPO/bHbIM 06pa3Liom

I'nybuHa oTBepxaEHHUSA, MM, HE 1
MeHee
Macca, r 4.5

16 IIEPEYEHb H OIIMCAHUE MATEPHAJIOB MEJHLHHHCKOI'O H3JAEJIHA,
BCTYNAIOIUX B HENOCPEACTBEHHBI HJIM OIIOCPENOBAHHBIH KOHTAKT C
OPIrAHU3MOM MNALIMEHTA (TEJIOM YEJIOBEKA)

16.1 XUMHUYECKHHN COCTAB

LleMeHT cromaTonornyeckuii komnosutHelit Calibra® Universal umeert pa3nuuHbiii cOCTaB, B 3aBUCUMOCTH OT
OTTEHKa:

’ YacTHLibl HEOPraHMYECKOr0 HAMOJHHUTENSA pa3MepoM OT 16 HM 10 7 MKM, CPEHHiA pasMep 4acTHUbI — 3,8 MKM,
o6unit 06bEM 3anonHenus 48,7 %.
Orrenok Translucent: EBPADMA MoauduunpoBanHbiit yperaHom buc-I’MA numeTakpHnaTHbIA KOMMO3MT,
YperanaAUMeTakpHIaTHbI KOMNO3UT, TPHITHIECHINIMKONb AWMETaKpunat, TpHMETHJIONNpPONaH TPHMETaKpHiar, 2-
['mapokcuaTHIMETaKPHIAT, 3-(AKpUIOUNIOKCH )-2-THAPOKCHIIPONHAMETAKPH AT, BeH30MATHOMOYEBHHA,
Kamgopoxunon, 4-Idumetnnamunobensonntpun, Andennn(2,4,6-rpumerunbensonn) ochpuroxena, 2-I'mapokcu-4-
meTokcH GensodeHoH, ByTuanposanHbiii ruapokcutonyon, CunanupoBanHoe Gapuii-anioMmo-¢rop-6opocunukaTHoe
ctexno, F'napodobusiii amopdHbI# NHPOreHHbIH JTHOKCHA KPEMHHSA
Otrenok Light: EBPADMA MoaudpuunpoBanublii  ypetaHom buc-I'MA aumertakpunathbiii  KOMMNO3MT,
Y peTaHAUMETaKPHIATHBIH KOMMO3MT, TpuU3THAEHrMKONL AMMETaKpuiart, TpuMeTHionnponaHd TpUMeETakpuiar, 2-
"uapokcuaTHiMeTakpunar, 3-(AKpHJIOHNOKCH)-2-THAPOKCHITPONHIIMETAKPHNIAT, BeH3onnTHOMOUEBHHA,
KamdopoxuHoH, 4-IIumetnnamunobenzonutpun, dudennn(2,4,6-rpumetunbensonn) docpunokcua, 2-I'mapokcu-4-
meTokcH GeHzodeHoH, ByTuanposanubifi ruapokcutonyon, CunanuposaHHoe Gapii-aniomo-¢Top-60pocHInKaTHOE
ctekn0, FnapogpoGubiii amopdHbiil niporeHHbii AnokcHA kpeMuus, Kpacutens, Okcua xenesa, Xentoiid, Kpacuresns,
Okcua xenesa, Kpachbiit, Kpacutenb, Okcun xenesa, YepHeiii, JIHOKCH THTaHA
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Otrenok Medium: EBPADMA Moauduunpopanneii yperanom bBuc-TMA aumerakpunarHbili KOMMO3HT,
YpeTaHAHMETAKPHUIATHBIH KOMMO3UT, TPHITHICHTIMKONL AMMETAKpHIaT, TPHMETHIONNPONaH TpHUMETakpuAaar, 2-
I'AApOKCHITHIIMETAKPH AT, 3-(AKpUNOHIOKCH )-2-THAPOKCHAIPONUIMETAKPHIIAT, BenzountHoMOuEeBHHA,
Kamdopoxuton, 4-TnmernnamuroSerzonntpun, dudennn(2,4,6-rpumerunbensonn) docpusnokcua, 2-I'napokcu-4-
setokcH Gensodenon, Byrunnposanubilt ruapokcuronyon, CnnaunpopanHoe Gapuit-anioMo-¢Top-GopocHankaTHoe
crekno, Fuapodobubitt amopdusil nuporeHHbid AnoxcHa kpeMuns, Kpacurens, Oxcnn xenesa, XKenreifi, Kpacurens,
Oxcna xenesa, Kpacuwii, Kpacurens, Oxcua xenesa, Yephniil, Jlnoxcua urana
Otrenok Opague: EBPADMA Moauduuuposannsift yperanom bBuc-TMA numerakpunaTtublii  KOMIO3MT,
VYperaHAMMETAKpHNATHRI! KOMNO3UT, TPHATUACHTAUKOAL RUMETAKPWIAT, TPHMETHIONNPONAH TPUMETAKpRNaT, 2-
wapokCUITHAMETAKPKIAT, 3-(AXpHIOHIOKCH )-2-THAPOKCHIPONINIIMETAKPUAAT, Beusoumﬁououennua,
Kamdopoxuton, 4-Jlumernramunobensonntpun, Judennn(2,4,6-puMeruntensonn) pochunokcna, 2-I'uapoxcu-4-
MeTokcu OensodeHoH, ByTnanposaHHbll ruApokcHTOMyos, CrunaHnpoBaHEOe Gapnii-amoMo-¢Top-60poCHNNKATHOE
crexno, Muapodobusiit amopdubil nHporenHsift quoxcua kpemuns, Kpachrens, Oxcun xenesa, XKenrntii, Kpacurens,
Oxcua xenesa, Kpacusiit, luokena THTana

‘O'I'Teuox Bleach: EBPADMA Moauduuyupopannbili  yperaoM Buc-TMA ANMETaKpUNaTHE  KOMNO3WT,
YperauguMeTakpunaTHbit KOMNo3uT, TPHUITHACHTIMKOND AWMETAKPHAAT, TPHUMETHNONNPONAH TpHUMETAaKpUAar, 2-
TRAPOKCHITHIMETAKPHAAT, 3-(AXpHNOHAOKCH)-2-TUAPOKCHIIPONHIMETAKPHAAT, BeH30uITHOMOYEBRHA,
Kamdopoxunon, 4-Humerunamutobenzountpun, JAudennn(2,4,6-tpumeTunbensonn) dochunokcua, 2-I'napoxcn-4-
merokcH GenzodeHoH, ByTunnposanHbifi ruapokcuTomyon, Cunasuposaitoe Gapuli-aniomo-¢Top-6opocHIHKaTHOE
crekno, uapodoOubiil aMophHELE MUporeHHbIH AHOKCHA KpeMHHA, JInokcHa THTana

162 MATEPHAJIBI LITIPHIIA
MonunponusieH, NOAHITUICH HH3KOH MIOTHOCTH, IUTMEHT

16.3 MATEPHAJIBI HACAIKH JJ1s1 CMEIIHBAHHA
Monunponunen HarypanbHHHR, [ToaHpONUIeH KOPHYHEBHIHA

16.4 MATEPHAJIbI IOTPEBUTEJLCKOH YIIAKOBKH
Monuatnnen HU3KOK NNOTHOCTH, cnomHOMK 6enéHbiii cynsdaTHbIl KapToH

17. TPTEBOBAHMA K OXPAHE OKPYXKAIOIIEN CPE/H

Meamumnckoe M3genue «LlemMeHT cTomaTonornuecknii komnosutHbtit Calibra® B BapHaHTaX HCMOJHEHHA
¢ npuHaIexKHocTAMUY, nponspoacTsa «Dentsply LLC also dba Dentsply Caulk / Jentcnnatt In3aCu»,
TaKKEe OCYWIECTBAAIOWIAA ACATENHHOCT NoA HaumeHoBaHueM «Jlenrcrmait Konk» OGesonacHo ana
OKpYXatoueii cpesibl npu coONI0ACHAH MTPaBHII €ro PUMEHEHHA.

18. METOAbI H CPEACTBA AESMHOEKIHM U TIPEACTEPHIH3AIIMOHHON OYHCTKH
HU3penue HecTepuiIbHOE, MPEAHA3HAUCHO AIA OAHOPA30BOTO HCNONB30OBAHHS.

19. TPAHCIIOPTUPOBAHMUE, XPAHEHHE H 3KCILTYATAIIUA
YcenoBua skcnayaTaumu
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Temnepatypa oT +5°C go +42 °C
BnaxHocTbao 98% OTHOCMTENBHOW BAAXXHOCTM Npu Temnepatype 25°C
ATmocepHoe gasneHne ot 70 klMa go 106 klla

N3penna ucnpaBHO 3KCNAyaTUPYKOTCA BHYTPWU POTOBOIM MOMOCTW, MPW HaiWyMu B Hei BMONOrMYecKuX
XWUAKOCTE NpU HOMWUHANbHbBIX 3HAYeHUAX Temnepatypbl: 0T +32°C fo +42°C, gns npuHagieXHoCTel, He
JKcnnyaTupyemMbix B pOTOBOW nonoctu: ot + 10°C go + 35°C.

Ycnosua XpaHeHus *
Temnepatypa o1 +2°C fo +24 °C

BnaxHocTb He 6onee 70%

ATmocepHoe aaBneHne ot 70 kMa go 106 klMa

YCnoBust TpaHCNopTUPOBaHNS

Temnepatypa oT +5°C go +30°C

BnaxHocTb He 6onee 70%

ATmocepHoe gaBneHve ot 70 klMa go 106 klla

20. YNMAKOBKA N MAPKMPOBKA
LLeMeHT CTOMaTON0rMYeCKMii KOMMO3UTHbI ABOMHOrO oTBepXxaeHnsa Calibra® Universal noctaBnseTca B
NnoTpebuTeNbCKON KOpooKe
Tabnuua 3. CUMBONbI, NUCNONb3YeMble Ha MapKUPOBKe
Cumson 3HayeHue
C € CumBon cooTBeTCTBUA anpekTuee 93/42/EEC
[na NpuMeHeHNs TONbKO B CTOMATO/IOMMK

I"only

WHdopmauma Onponssoantene

[

TemnepaTypa XpaHeHus

He gonyckartb BO3,D,€VICTBVIH CO/IHEYHOI O CBETa

A OcTopoxHo! O6paTUTeCh K MHCTPYKLMM MO MPUMEHEHUIO

.2 o
Lj_ij Heo6X0AMMOCTM 03HAKOMUTLCSA C MHCTPYKLMel No
NPUMEHEHVNIO/MHCTPYKLUS B 3/1EKTPOHHOM BUfe

www.dentsplysirona.com
www.dentspty.eu/ilo
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Bepeus ot Bnaru

® 3anpe‘r Ha NMOBTOPHOC NPHMEHCHNUE

VnonnoMoueHHBIA npeacTaButens 8 Esponeifickom

EC |REP coobmecTse

@ 3HaK «3eneHas ToMKa»

21. XPAHEHHME U CPOKTOXHOCTH
‘ [Jemest cTroMaTONOTHYECKHH KOMIO3MTHHIA ABoiiHoro oreepxicHusa Calibra® Universal tpe6yerca

XpaHUThL NpH TeMneparype ot +2°C ao +24 °C

~ He ucnonu3yiiTe LEMEHT CTOMATONOrM4ECKHH KoMmmosuTHbl# apoitHoro oTeepxaenna Calibra®
Universal nocne okoHYaHHA YKa3aHHOIO CpOKa roAHOCTH.

- He aeaunpuumpyiite IINPHLEI OKMCASIOIIRMY AS3HHPHUMDYIOWNMHE CPEACTBAMH.

— Ocranisiite Hacasiki Ana cMelvBaHrg (Mixing tips) Ha wnpuue nocie UCNONL30BAHMA A4 €ro
repMeTH3aLNHY.

XpaHUTH B HEXOCTYNHOM ANs AeTeil MecTe.

CpoK roHOCTH COCTaBNACT 2 roja ¢ AaThl POH3BOACTBA

22. MOPAAOK OCYIIECTBJIEHHS YTHIH3IALIHH H YHHUYTOXEHHS
JlaHHOE H3ACNHE OTHOCUTCH K Knaccy pucka orxonoB b ¥ jomkHo OblTh YTHAH3HPOBAHO COTNACHO
«CaHHTapHO-3NMAEMHONOTHYECKUM TpeGoBaHHAM K 00pallieHHIO ¢ MEAMUIMHCKUMH oTxozaMu» 2.1.3684-21.
YTHIH3aUHA A0DKHA OCYIMIECTBAATLCA Ha CIELHAaNbHOM MNOJMIOHE HJIH YCTAHOBKE COKHFaHHA OTXOJ0B
COTJIACHO TpaBUjIaM, YTBCPAACHHBIM MECTHbIMKH OpraHaMH BinacTn. He ponyckaercd yTHAMsauma ¢
OOLIYHSIMH OLITOBBIMH OTXOAAMH.

23. TAPAHTHHHBIE OBSI3ATEJIBCTBA

Meamuuuckoe w3geaue Ouno pa3paboTaHO TONBKO JUIA NMpUMeHeHUAa B croMmaronoru. IIpuMeHeHue
[OMKHO NPOBOANTECA B CTPOrOM COOTBETCTBKH ¢ «MHCTpyKumeil no npumenennio», [Iponssoaurens He HeceT
OTBETCTBEHHOCTH 32 NOBPESXKACHHA, KOTOPHIE CTalH CIEACTBMEM HeCOOMOACHRA UHCTPYKUHH HIM
npeanvcanHoil chepn npumeHeHu. Ilons3oBatens 00A3aH NPOBECTA UCNBITAHHE M3ACAHA HA NPEAMET ero
NPUNOAHOCTH ¥ BO3MOXCHOCTH TPUMEHEHHA JNIA MHBIX lieneH NMOMHMO TeX, KOTOphEe YETKO yKasaHH B
WHCTPYKLHH.

Ha Teppuropun Poccniickoii ®enepaipy npereH3nu 0 rapaHTHU ¥ Ka4ecTBY MPOAYKIMM HaNpaBIsIioOTCs
yNoJHOMOUEeHHOMY TNpeactasurenio npoussogutens: Q00 «Jlenrennait Cupona», 115035, r. Mocksa,
BH.TEp.I. MYHULMIANbHEI OKpYr 3aMocKkBopeune, Ha6. OBunHHUKOBCKAS, 4. 18/1, cTp. 2, noment. 3H.
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24. TPEBOBAHHSI K TEXHHYECKOMY OBCIYXHBAHHIO H PEMOHTY

MEARIIMHCKOI'O H3AEJHA

CepBacHoe U TexHBuecKoe o0cnyxuBaHue He Tpebyercd, MeaumMHCKoe H3aenUe PEMOHTY He
NIOANCKHT. '
25. PEKJIAMAIIHASL ..

Opranusauua, ynosHOMOYEHRas NPOH3BOAMTENEM Ha NPUHATHE NpeTeH3unH K KauecTBy
NpoayKiui Ha TeppuTopHH Poceniickolt ®enepaumu:

O6mecTBo ¢ orpannyennosi oTBeTcTBeHHOCTHIO «/IenTenaaili Cupona» (000 «/lentenaii
Cuponar)

‘ Anpec: 115038, r. Mockss, BH.Tep.r, MyHHIMIAALHLIH OKPYT 3aMOCKBOpEULE, HAO,
OsuuunnkoBcKas, a. 18/1, crp. 2, nomemx, 3H.

Ten.: +7 (495) 725 10 87

E-mail: MoscowRus-Reception@dentsplysirona.com
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Poccuitexan Qepepanns
Fopoa Mocksa
ABaanars cebMOro ceHTA0PS ABe THICHTH ABAAUATH TPETHEr0 roas -

A, KosznaukoB Anexceli AHppeeBHY, BPEeMEHHO HCHONHAIOMWNY 0043aHHOCTE HOTapHyca
roposa Mockeel 3yGoBckoli BaneHTHHE! AJIEKCECBHH, CBHACTCILCTBYIO nommnnocn DOATHCH
nepepoaaHka CHpoBOH ApHHEl MaKCHMOBHEL

Ioauucs chenata B MOEM NIPHCYTCTBHEH.

JIMYHOCTH MOAMHCABINErO JOKYMEHT YCTaHOBJICHA.

3aperucTpapoBaHo B peectpe: Ne 77/732-n/77-2023-10-1167.

YrnnageHo 3a coBepmieHHe RoTapHambHOro Aedicreua: 400 py6. 00 xom.

A.A. Ko3nagxos

IpomuTo, NPORYMEPOBAHO K CKPENIeHO MedaThio 39 (TPAANATH ASBATH) THCTOB.

A.A. Ko3znaukos
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Poccniickan ®@enepauus
I'opoa Mocksa
ABapuars ceqbMOro CeHTAGPS ABe THICAYH ABAAUATH TPETHEro rofa

A, KosnaukoB Anekcelt AHApeeBHY, BpEMEHHO MCHOHSAIOWIMA 00S3aHHOCTH HOTapHyca
ropoaa Mocksbl 3yOoBckoi BaneHTHHBI AJIeKCEEBHEBI, CBHIETEILCTBYIO BEPHOCTb KOMHH C
NpeACTaBIEHHOTO MHE JOKYMEHTA.

3aperucTpupoBaHo B peectpe: Ne 77/732-n/77-2023-10-1174.
YniaueHo 3a coBeplieHHe HoTapHanbHoro aencteus: 4000 py6. 00 kom.

A.A. Ko3naukos

[IpownTo, NnpoHyMepoBaHO H ckperieHo ne4yaTbio 40 (COpOK) JIHCTOB.

A.A. Ko3naukos
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1. INTRODUCTION

ATTENTION! To ensure safety when using Dental composite cement Calibra® in design variants with
accessories as intended, all users should carefully read this Instructions for Use prior to using the product. The
instructions for use are written to familiarize the consumer with the design of the medical device, its functions,
and also describe the conditions and rules of operation. Instructions for use are intended for medical
professionals.

+ Always follow these instructions for use. .
» Instructions for use should be kept in the immediate vicinity of the product.

2. INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE

2.1. Developer

* Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, DE 19963, USA
2.2. Manufacturer

Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, DE 19963, USA

2.3. Manufacturing site
Dentsply LLC also dba Dentsply Caulk, 38 W. Clarke Avenue, Milford, Delaware 19963, USA

3. AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
Dentsply Sirona LLC
Address: premises 3N, bld.2, Ovchinnikovskaya embankment, 18/1, Zamoscvorechie municipal district,
intra-city area, Moscow, 115035
Tel: +7 (495) 725-10-87

E-Mail: CIS-Info@dentsplysirona.com

4. NAME OF THE MEDICAL DEVICE
Dental composite cement Calibre® in design variants with accessories (Further in the text “"cement,”
' "material,” "device"): Dental composite cement Calibra® Veneer

5. PURPOSE OF THE MEDICAL DEVICE
The device is intended for fixation of indirect restorations: porcelain, ceramic, composite veneers, inlays,
onlays, ceramic and metal-ceramic crowns, bridges; pins.

6. INDICATIONS
Cementation of indirect restoratives:
- porcelain, ceramic, composite translucent veneers.

7. CONTRAINDICATIONS

Dental composite cement Calibra® is contraindicated:

— for use with patients who have a history of severe allergic reaction to methacrylate resins or any of the
components.

— for direct application to dental pulp tissue (direct pulp capping).
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8. ADVERSE REACTIONS
Product may irritate the eyes and skin. Eye contact: irritation and possible corneal damage. Skin contact:
irritation or possible allergic response. Reddish rashes may be seen on the skin. Mucous membranes:
inflammation (see Warnings).

Product may cause pulpal effects. (See Contraindications)

Residual hardened excess cement may lead to soft tissue injury or irritation. (See Interactions and Step-by-Step
instructions). .

>

9. CONTENT OF THE MEDICAL DEVICE
Dental composite cement Calibra® in design variants with accessories
Dental composite cement Calibra® Veneer (Syringe Refill) in syringes 2 g, shades: Light Shade, Medium
Shade, Translucent Shade, Opaque Shade, Bleach Shade, consisting of:
‘ 1) Dental composite cement Calibra® Veneer (Syringe Refill) in syringes 2 g of one shade — 1 pce;
2) Instructions for use on paper and/or in electronic form - 1 pce;
Accessories:
1. Mixing Tips Refill 50 pcs in package — no more than 100 packages.

10. POTENTIAL CONSUMERS
Potential consumers of a medical device are ‘qualified personnel of a medical institution. Before using the
product, personnel must read the instructions for use.

11. WARNINGS AND PRECAUTIONS
Warnings

1. Calibra Veneer Cement contains polymerizable methacrylate monomers which may be irritating to skin,
eyes and oral mucosa and may cause allergic contact dermatitis in susceptible persons.
« Avoid Eye Contact to prevent irritation and possible comeal damage. In case of contact with eyes, rinse
immediately 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 scen on the skin. If contact with skin occurs immediately remove material with cotton and alcohol and
wash well 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,
immediately remove material from the tissues. Flush mucosa with plenty of water after the restoration is
completed and expectorate/evacuate the water. If inflammation of mucosa persists, seck medical attention.

2. The bonding agent Calibra Silane contains acetone. Do not breathe vapours.

Precautions

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

» Insufficient data exists to support the use of Calibra Veneer Esthetic Resin Cement as a core build up,
filling material, base, or liner.
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* Insufficient data exists to support the use of Xeno® Self-Etch Adhesives (all versions) with Calibra Veneer
Esthetic Resin Cement for veneer cementation light cured.

 Wear suitable protective eyewear, clothing, and gloves. Protective eyewear is recommended for patients.

« Contact with saliva, blood, and/or some astringent solutions during adhesive procedures may cause failure
ofthe 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.

* The syringe cannot be reprocessed. To prevent the syringe from exposure to spatter or spray of body fluids
or contaminated hands, it is mandatory that the syringe is handled with clean/disinfected gloves. As an
additional precautionary measure, the syringe may be protected from gross contamination but noCfrom all
contamination by applying a protective barrier.

 Containers should be tightly closed immediately after use. The syringe should be tightly closed by
replacing the original cap immediately after use.

« Calibra Veneer Cement should extrude easily. DO NOT USE EXCESSIVE FORCE. Excessive pressure
may result in unanticipated extrusion ofthe material or cause syringe rupture.

« Use only in well ventilated areas.

» Flammable: Calibra Silane Coupling Agent contains acetone. Keep away from sources of ignition.

INTERACTIONS

* Eugenol containing materials should not be used in conjunction with this product because they may
interfere with hardening and cause softening ofthe polymeric components of the material.

e If mineral-impregnated (e.g., ferric compounds) retraction cords and/or hemostatic solutions are used
in conjunction vrith adhesive procedures, marginal seal may be adversely affected, allowing microleakage,
subsurface staining, and/or restoration failure. Ifgingival retraction is necessary, use ofplain, non-impregnated
cord is recommended.

» The Calibra Veneer Cement is light cured material; therefore, it should be protected from ambient light.

Proceed immediately once the material has been placed.

12. STEP-BY-STEP INSTRUCTIONS

* Following removal of the temporary restoration and any remaining temporary cement, clean enamel and
dentin as directed by the adhesive manufacturer’s directions.

» Check the fit and esthetics of the restoration. Technique Tip: Occlusal adjustment of veneers is best

A accomplished after final cementation.

Try-in Paste (optional)

< Dispense the appropriate shade of try-in paste from the syringe onto a clean mixing pad or glass slab.
Load paste onto internal surfaces ofthe restoration and gently seat onto preparation. Clean excess with a cotton
pellet and/or blunt explorer. Shades may be blended to achieve optimum esthetics. Important Technique Tip:
Factors such as restoration shape, texture, thickness, and shade(s) of the underlying and surrounding tooth
structure contribute to final perceived shade. Try-in paste is a guide for cement shade range selection only.
NOTE: The try-in paste will not polymerize, thus offers unlimited work time.

e Once fit and esthetics are verified, thoroughly rinse try-in paste from restoration and preparation
surfaces using water.

12.1. TREATMENT OF CERAMIC/COMPOSITE RESTORATIONS
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Follow the dental laboratory or restoration manufacturer’s instructions for pre-treatment, if required.
Restorations designed to be silanated or if the internal silanated surface has been disturbed during try-in, apply
Calibra Silane Coupling Agent as outlined below:

« Prior to applying the silane, clean the internal surface of the restoration with Caulk® 34% Tooth
Conditioner Gel (34% phosphoric acid) (see complete Directions for Use). Apply for 30 seconds and rinse
thoroughly with water for 20 seconds. Air-dry the internal surface of the restoration with clean, dry air from a
dental syringe.

CAUTION Danger of injury due to excessive force. Apply slow and steady pressure on the syringe plunger.
Do not use excessive force - syringe rupture may result

» Attach supplied needle tip to end of the Calibra Silane Coupler syringe. Gently apply pressure to syringe
plunger. DO NOT USE EXCESSIVE FORCE. Silane agent should express easily, one drop at atime. Directly
apply the silane to the clean internal surface of the restoration. Air-dry the silanated surface of the restoration
with clean, dry air from a dental syringe or allow to air dry. NOTE: Avoid application of the silane to the
external surface of the restoration. Contact with the external surface will cause bonding of the cement to the
external surface, complicating clean-up and necessitating removal of the glazed portion of the external surface
of the restoration.

« If silanated surface becomes contaminated, clean surface with alcohol or acetone, allow to air dry, and
repeat application as outlined above.

12.2. TOOTH CONDITIONING/DENTIN PRETREATMENT/ADHESIVE APPLICATION

* Following restoration try-in, rinse preparation thoroughly with water spray and air dry.

* Proceed with adhesive application as directed in the complete directions for use.

CAUTION Delayed or reduced adhesion due to adhesive incompatibility. Select compatible light cure
adhesive. Follow selected adhesive directions for use.

e Always refer to and follow adhesive manufacturer’s complete directions for use for selection and
application of the appropriate light cure adhesive. Once the surfaces have been properly treated, they must be
kept uncontaminated. Proceed immediately following adhesive application to cementation with Calibra Veneer
Cement, light cured base as indicated in the appropriate section below.

4 12.3. VENEER CEMENTATION - LIGHT CURED

Before proceeding, refer to above sections for Treatment ofthe Restoration and Tooth Conditioning/Dentin
Pretreatment/Adhesive Application,

« Adhesives compatible with light cured, CQ initiated methacrylates are recommended.

* If veneer restorations exceed 1.0mm thickness, are heavily opaqued, or otherwise impede the transmission
of light, operator is urged to select Calibra Esthetic Resin Cement and follow the Dual Cured cementation
technique, mixing base with catalyst (available separately).

* Apply adhesive to the internal bonding surface of the restoration if directed by adhesive manufacturer’s
Directions for Use.

12.4. CEMENTATION TECHNIQUE

Dispense the desired shade of Calibra Veneer Esthetic Resin Cement base paste from the syringe directly
onto the veneer. Protect cement from exposure to light.
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« Seat the loaded veneer in place. Remove excess from the gingival margin with a blunt instrument. Briefly
(10 seconds or less) light cure the gingival portion only to tack restoration in place. Remove any excess from
proximal and lingual margins. Technique Tin: Placement of mylar strips between prepeiration and adjacent
teeth prior to seating veneer aids in isolation and in excess cement clean up. After removing gingival excess
and tacking veneer in place, remove interproximal excess cement by pulling mylar strip towards the facial, i.e.,
from tooth to restoration surface.

12.5. CURING

CAUTION Inadequate polymerization due to insufficient curing. Check compatibility of curing light.
Check curing cycle. Check curing output before each procedure.

» Using a visible light* curing unit designed to cure CQ initiated methacrylates (spectral output including
470nm), with a minimum output of 550mW/cm2, light cure 20 seconds each from the buccal, lingual, and
interproximal aspects.

* Following the light cure check and adjust occlusion as necessary. Proceed to Finishing and Polishing
section.

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

12.6. FINISHING AND POLISHING

» Removal of resin flash is best accomplished with the Enhance® Finishing System of points, cups, and
discs. The Enhance System will remove flash and finish restoration margins without removal of or trauma to
the enamel.

* Polish final restoration using Enhance® PoGo® Polishing system or Prisma® Gloss™ Polishing Paste
and Prisma Gloss Extra Fine Polishing Paste. (See complete Directions for Use supplied with polishing product
chosen).

All shades of Calibra Veneer Cement are radio-opaque, with a 1mm radiopacity equivalent to 1.77 mm
radiopacity of aluminum. Aluminum has a radiopacity equivalent to that of dentin. Thus 1 mm of material
having a radiopacity equivalent to Imm of aluminum has a radiopacity equivalent to that of dentin.

12.7. HYGIENE
(I CAUTION! Cross-contamination.
Do not reuse single use products. Dispose in accordance with local regulations.
* Syringe cannot be reprocessed. Dispose of contaminated syringe in accordance with local regulations.

12.8. CLEANING AND DISINFECTION

* To prevent syringes from exposure to spatter or spray of body fluids or contaminated hands, or oral tissues,
use ofa protective barrier is recommended to avoid syringe contamination. The use of protective barriers is an
additional precautionary measure against gross contamination but not against all contamination.

» Handling with clean/disinfected gloves, syringes may be disinfected with a water-based hospital-level
disinfection solution according to national/local regulations.
* Repeated disinfection may damage label. NOTE: Destruction ofthe label by vigorous wiping. Wipe syringe
gently.
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13, APPLICATION AREA
Scope - dentistry.
The device is intended for use by dentists and is used in dental clinics and dental laboratories.

14. DESCRIPTION OF THE MEDICAL DEVICE
Dental composite cement Calibra® in design variants with accessories:

Dental composite cement Calibra® Veneer
Table 1

General form Dimensions, mmAVeight, ¢ Photo

Dental composite cement Overall syringe size:
Calibra® Veneer (Syringe Length in open position: 130

Refill) in syringes 2 g, shades: [‘m ihl'mml § sosition: 75.5
Light Shade, Medium Shade, -cn9th In closed position: 75,
mmz= 1mm

Translucent  Shade, Opaque \yjgth: 12.8 mm + 1 mm

Shade, Bleach Shade Height: 17,6 mm = 1 mm
Weight: 59+ 0,59
Recoverable volume: 2 g + 0,1

%ylinders body dimensions:
Length: 65 mm £ 1 mm
Width: 128 mm+ 1 mm
Height: 17,6 mm = 1 mm
Cylinders plunger dimensions
with Luer-lock:

Diameter: 9,4 mm = 1 mm
Height: 19,5 mm+ 1 mm
Plunger handle dimensions:
Length: 71,4 mm £ 1 mm
Diameter: 12 mm+ 1 mm

T Instruction for use on paper Length: 572 mmi 5mm

. . Width: 355 mm £ 5 mm
and/or in electronic form

I5TECHNICAL CHARACTERISTICS OF THE MEDICAL DEVICE
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(

Dental composite cement Calibra® Veneer

Characteristic
Flexural strength, MPa
Water absorption, pg/mm»
Water solubility, pg/mm~
Working time, s
Polymerization time with min power
550 mW/cm”, s
Curing depth, mm, no less than
Adhesion strength in the connection

of structures with a base made of
titanium, titanium alloys and
zirconium oxide, MPa, no less than
Film thickness, pm, no more than
Fluidity, mm
Compressive strength, MPa

Sensitivity to ambient light, s, no less
than
Radiopacity

The numerical value of the difference
in color, denoted as AE, between the
irradiated sample ofthe cured
material or the sample subjected to
water absorption and the control
sample
Weight, ¢

Table 2

Value (= 10 %)
101
15
<5
165-360
20

1
>13,5

181
22-28
272
55

Should be equal to or greater than the radiopacity of an
aluminum sample of the same thickness and not less than
1,77 mm lower than the value declared by the
manufacturer
<2,0

16 LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS FOR DIRECT OR
SUBMITTED CONTACT WITH THE PATIENT'S BODY (HUMAN BODY)

161 CHEMICAL COMPOSITION

Dental composite cement Calibra® Veneer has a different composition, depending on the shade. Particles of
inorganic filler with a size 0f 0.02 to 1.3 microns, the total filling volume is 44.9%.

Translucent Shade: Bis-GMA, Ethoxylated Bisphenol A Dimethacrylate, Triethylene Glycol Dimethacrylate,
2-Hydroxy 4- methoxy benzophenone, p-Tolyl Diethanolamine, Ethyl-4-Dimethylamino Benzoate,
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Camphorquinone, Butylated Hydroxy Toluene, Silanated BariumBoronFluoroAluminoSilicate, Hydrophobic
Silicon Dioxide
Light Shade: Bis-GMA, Ethoxylated Bisphenol A Dimethacrylate, Triethylene Glycol Dimethacrylate, 2-
Hydroxy  4- methoxy benzophenone, p-Tolyl Diethanolamine, Ethyl-4-Dimethylamino Benzoate,
Camphorquinone, Butylated Hydroxy Toluene, Silanated BariumBoronFluoroAluminoSilicate, Hydrophobic
Silicon Dioxide, Yellow Iron Oxide, Red Iron Oxide, Black Iron Oxide,
Medium Shade: Bis-GMA, Ethoxylated Bisphenol A Dimethacrylate, Triethylene Glycol Dimethacrylate, 2-
Hydroxy  4- methoxy benzophenone, p-Tolyl Diethanolamine, Ethyl-4-Dimethylamino 'Benzoate,
Camphorquinone, Butylated Hydroxy Toluene, Silanated BariumBoronFluoroAluminoSilicate, Hydrophobic
Silicon Dioxide, Yellow Iron Oxide, Red Iron Oxide, Black Iron Oxide
Opaque Shade; Bis-GMA, Ethoxylated Bisphenol A Dimethacrylate, Triethylene Glycol Dimethacrylate, 2-
Hydroxy  4- methoxy benzophenone, p-Tolyl Diethanolamine, Ethyl-4-Dimethylamino Benzoate,
Camphorquinone, Butylated Hydroxy Toluene, Silanated BariumBoronFluoroAluminoSilicate, Hydrophobic
I) Silicon Dioxide, Titanium Dioxide, Yellow Iron Oxide, Red Iron Oxide, Black Iron Oxide
Bleach Shade: Bis-GMA, Ethoxylated Bisphenol A Dimethacrylate, Triethylene Glycol Dimethacrylate, 2-
Hydroxy  4- methoxy benzophenone, p-Tolyl Diethanolamine, Ethyl-4-Dimethylamino Benzoate,
Camphorquinone, Butylated Hydroxy Toluene, Silanated BariumBoronFluoroAluminoSilicate, Hydrophobic
Silicon Dioxide, Titanium Dioxide

16.2 SYRINGE MATERIALS:
Polypropylene, polipropylen copolymer, pigment

16.3 CONSUMERS PACKAGING MATERIALS
Low density polyethylene, Solid Bleached Sulfate

17. ENVIRONMENTAL REQUIREMENTS
The medical device " Dental composite cement Calibra® in design variants with accessories " manufactured
by Dentsply LLC also dba Dentsply Caulk, is safe for the environment if the rules for its use are observed.

18. METHODS AND MEANS OF DISINFECTION AND PRE-STERILIZATION CLEANING
The product is non-sterile, intended for single use

19. TRANSPORTATION, STORAGE AND OPERATION
Operating conditions
Temperature from +5°C to +42 °C
Humidity up to 98% relative humidity at temperature 25°C
Atmosphere pressure from 70 kPa to 106 kPa

Products are properly operated inside the oral cavity, in the presence of biological fluids in it at nominal
temperatures; from +32°C to +42°C, for accessories not used in the oral cavity: from + 10°C to + 35@C.

Storage conditions

Temperature from +2°C to +24 °C
Humidity No more than 70%
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Atmosphere pressure from 70 kPato 106 kPa

Transportation conditions

Temperature from +5°C to +30°C

Humidity No more than 70%

Atmosphere pressure from 70 kPa to 106 kPa

20. PACKAGING AND LABELING
Dental composite cement Calibra® Veneer deliveres in consumer box.

Table 3. Symboles used on the packaging
Symbol Description
C € Directive 93/42/EEC compliance symbol
Inonly For dental use only

Information about the manufacturer
Storage temperature

Avoid exposure to sunlight

A Caution! Refer to instructions for use

L_,_éJ The need to read the instructions for use / instructions in
wirvidr@hsiaraam electronic form
rthanderisalvaiffu
A Keep away from moisture
CD Reuse prohibition

Authorized Representative in the European Community
EC REP

Medical device
M D

Best before date
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21, STORAGE AND SHELF LIFE

Dental composite cement Calibra® Veneer must be stored at a temperature of +2°C to +24°C
- Do not use Dental composite cement Calibra® Veneer after the stated expiration date.

- Do not disinfect syringes with oxidizing disinfectants.

- Leave the mixing tips on the syringe after use to seal it.

Keep out ofthe reach of children.

The shelf life of the Kits is 2 years from the date of production.

22. PROCEDURE FOR DISPOSAL AND DESTRUCTION

This product belongs to waste risk class B and must be disposed of in accordance with the Sanitary and
Epidemiological Requirements for the Treatment of Medical Waste 2.1.3684-21.

Disposal must be carried out at a designated landfill or incinerator in accordance with regulations approved
by local authorities. Do not dispose of with normal household waste.

23. WARRANTY

The medical device has been designed for dental use only. The application must be carried out in strict
accordance with the "Instructions for use.” The manufacturer accepts no liability for damage resulting from
non-compliance with the instructions or the prescribed area of application. It is the user's responsibility to test
the product for suitability and suitability for purposes other than those expressly stated in the instructions.

On the territory ofthe Russian Federation, claims for warranty and product quality are sent to the authorized
representative of the manufacturer: Dentsply Sirona LLC, 115432, Russia, Moscow, Andropov prospect, 18,
bldg. 6, offices 139 40.

24. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF A MEDICAL DEVICE.
Service and maintenance are not required. The medical device cannot be repaired.

25. ADVERTISEMENT

An organization authorized by the manufacturer to accept claims for product quality in the territory of
the Russian Federation:

Dentsply Sirona LLC

Address: premises 3N, bld.2, Ovchinnikovskaya embankment, 18/1, Zamoscvorechie municipal
district, intra-city area, Moscow, 115035.

Tel.: +7 (495) 725 10 87

E-mail: MoscowRus-Reception@dentsplvsirona.com
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1. BBEAEHWE

BHMUMAHWE! [Ona 6e3onacHOCTM NpW WUCMNONb30BAHUN «LieMeHT CTOMaTOoN0rn4ecKuii
KoMno3uTHbIli Calibra® B BapuaHTax WCMNOAHEHWA C MPUHAANEXHOCTAMM» MO Ha3Ha4YeHWto BCe
Nnonb3oBaTeNin AOMXKHbl BHUMATENbHO M3YUUTb AaHHYK WMHCTPYKLMIO MO MPUMEHEHWIO [0 Havana
MCMONb30BaHNUA U3AeNuns. VIHCTPYKLMS NO MPUMEHEHUIO HanucaHa A5 03HaKOMJIEHWSA NoTpebuTens
C KOHCTPYKLMEN MeLULUHCKOrO n3aenus, ero yHKUMAMM, a TakKe ONUCLIBAET YCN0BMS U Npasuia
akcnnyataummn. VIHCTPYKUUS MO NPUMEHEHUIO NMpeaHasHaveHa Ans MeauumMHCKUX paboTHMKOB.

» Bcerpa geicTByiiTe cornacHo gaHHoOM VIHCTPYKUMW Mo NPUMEHEHUIO

* VIHCTPYKLMIO NO NPUMEHEHWNIO CnefyeT XpaHUTb B HENMOCPeACTBEHHOM 6/1130CTY OT n3genns

2. CBEAEHWNA O NPON3BOANTENE MEAVNUWMHCKOIO N3OENNA

2/1. Pa3paboTunk
Dentsply LLC also dba Dentsply Caulk / [deHTcnnain 3n39nCwu, TakXe OCYLLECTBASAOLLAS

( AesATeNbHOCTb MOA HaMeHoBaHMeM [eHTcnnain Konk

Appec: 38 West Clarke Avenue, Milford, DE19963, USA/ 38 Bect Knapk AseHto, Mundgopg, AE
19963, CLLA

2.2. MpoussognTens
Dentsply LLC also dba Dentsply Caulk / [OeHTcnnaii 3n3nCu, TakXe OCyLLeCTBAAKOLAsA
NesATenbHOCTb NOJ HanMeHoBaHMeM [eHTcnnain Konk

Appec: 38 West Clarke Avenue, Milford, DE 19963, USA/ 38 Bect Knapk AseHto, Mundopa, AE
19963, CLLUA

2.3. MecTo npouns3BoACTBa
Dentsply LLC also dba Dentsply Caulk, 38 W. Clarke Avenue, Milford, Delaware 19963, USA /
JeHtcnnain 9n9nCwu, Takke OCYUEeCTBAsOWAS AeATeNbHOCTb MOA HaumeHoBaHvMeM JleHTcnnai
Konk, 38 B. Knapk AseHto, Mundopg, Aenasap 19963, CLUA

3.CBEAEHWA Ob YMNO/IHOMOYEHHOM MPEACTABUTENE NMPON3BOANTENA
O6L1ecTBO C OrpaHMYeHHOW 0TBETCTBEHHOCTbIO «JleHTcnnan CupoHa» (OO0 «[eHTcnnaii
CupoHa»)

O6LLecTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO «[eHTcnnalh CupoHa»

Appec: 115035, r. MockBa, BH.Tep.r. MyHULMNaNAbHbIA OKPYT 3aMOCKBOPEUbE, Hab.
OBuMHHMKOBCKaA, A. 18/1, ctp. 2, nomewy,. 3H

Ten.:+7 (495) 725-10-87

E-mail: CIS-Info@dentsplysirona.com

4, HAMUMEHOBAHWE MEOMUWMHCKOIO N3AENNA

LiemeHT cTOMaTONOrMyeckuii  KomMnosuTHbli  Calibra® B BapuaHTax WCNOMHEHWUA C
npuHagnexHoctamu ([anee no TEKCTY «UEMeHT», «matepuan», «usgenve»): LiemeHT
CTOMaToNOornyecknin KomnosutHelin Calibra® Veneer (Syringe Refill)

1
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5. HASBHAYEHVNE MEONWLUWNHCKOIO U3AENTNA

N3penne npeAHasHayeHo ANs (UKcauuy HenpsaMbix pecTaBpauuii: (hapthopoBbiX, Kepamuyeckux,
KOMMO3MTHbIX BUHMPOB, BKNafOK, HaKMafoK; KepamuyeCcKMX W MeTasifiokepaMmmyecknx KOPOHOK,
MOCTOB; LUTUXTOB.

6. MOKA3AHWA
duKcaums HenpsaMbIX pecTaBpayuii:
- (haphopoBble, KepamMuUyecKne, KOMMNO3UTHbIE CBETOMPOHMLLAEMbIE BUHUPBI.

7.MPOTNBONMOKA3AHWNA
LieMeHT cTOMaToNnornyecknii KOMnNo3nTHbIn Calibra® npotmBonokasax:
* [N5 NauWeHTOB C HA/IMYMEM B aHAMHe3e TSXXE/I0i annepruyeckoi peakumm Ha
MeTaKpuiaTHble CMOJbl UKW Ha Nt060I 13 KOMMNOHEHTOB LieMeHTa
* MPOTMBOMNOKa3aHO HAHOCUTb LIEMEHT HENOCPELCTBEHHO Ha Nynbny (NPSMOe NOKPbITHE
nynbnbl)

8. BOBMOXXHbIE MOBOUHbIE JENCTBUA

e MaTepunan MOXEeT BbI3blBaTb Pa3gpakeHWe rna3 n Koxkn. KOHTaKT ¢ rnasamu: pasgpaxeHue,
BO3MOXHO MOBpexaeHne porosuubl. KOHTaKT C KOXei: pasfgpaxkeHue, BO3MOXHA
annepruyeckas peakums. Bo3mMOXHO NOsBNEHME Ha KOXe CbINy KpacHOro ueeta. KOHTaKT co
CNM3ncTol 060104KON: BocnaneHue (cM. MpegocTepexxeHns)

*  MOoXeT BbI3bIBaTb NOpaXKeHue Nynbnbl (CM. MpoTMBOMNOKa3aHM).

e OCTaTOYHbIA 3aTBEPAEBLUMI M3NMLWEK LEMEHTAa MOXET NPUWBECTU K MOBPEXAEHMIO WU
pasfpaXXeHnto MATKUX TKaHel, okpyxatowmx 3y6 (cm. BsammopgerictBus u Mowarosas
NHCTPYKLWMSA).

9. KOMMNNEKT MOCTABKWN

LleMeHT CcTOMATONOrMYecKnii  KOMMNO3UTHbIA  Calibra® B BapMaHTax  WCMOMAHEHUS C
MPUHALNEXHOCTAMU:

LieMeHT cTomaTonornyeckmin KomnosutHblid Calibra® Veneer (Syringe Refill) B wnpuuax no 2,
otTeHKn: Light Shade, Medium Shade, Translucent Shade, Opaque Shade, Bleach Shade, B cocTase:

1) LlemeHT cToMaTonornyeckunii KomnoantHelli Calibra® Veneer (Syringe Refill) B wnpuuyax no 2
r, O4HOro OTTeHKa - 1wT.;

2) NIHCTpyKLMSA N0 NPUMEHEHMI0 Ha OBYMaXXHOM HOCUTeNle U/WN B 3NIeKTPOHHOM Buge - 1T,

MpuHaaNeXHOCTH:

1 Hacagku ans cmewmBanma (Mixing Tips Refill) 50 wT. B ynakoBke - He 6o0nee 100 ynakoBOK.

10. MOTEHUWMANBHBIE MOTPEBUTENN

roTeHuManbHble NOTPEOUTENN MEAULMHCKOTO W3Aenns - KBaMULMPOBAHHbLIA MepcoHan
neye6HOro yupexpaeHus. [lepef NPUMEHeHWEM MW3[eNMs NepcoHan [O/MKEH O03HAKOMMUTbCA C
WHCTPYKLUME N0 NMPYMEHEHUIO.
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11. MPEAOCTEPEXEHUWA N MEPbI MPEAOCTOPOXHOCTW MNP MPUMEHEHWN
MNpepocTepexxeHns

L LlemeHT Calibra Veneer cogepXuT nonvMMmepusyemMble MOHOMePbI MeTaKpunaTta, KOTopble
MOTYT BbI3blBaTb pa3fpaXeHne KOXW, rna3 U CAM3ACTON 060N0YKM NOMOCTU pTa, a Takxke
anneprmyecKUin KOHTaKTHbIN LepMaTUT Y BOCMPUNMYMBBIX JTOLEN.

. MN36eraliTe KOHTaKTa C rfasaMu BO M36exaHWe pasfpaXkeHns 1 BO3MOXHOIO MOBPEXAEHUS
porosuubl. Mpu nonagaHnu B rnasa HemMea/IeHHO MpoMoKiTe 6OMbLINM KONUYECTBOM BOAbl U
obpaTuTeCch K Bpauy.

. M3b6erainiTe KOHTaKTa C KOXeil BO M3bexaHWe pasgpakeHus n pa3BuTusa annepruun. [pu
KOHTaKTe Ha KOXe MOryT MOSIBUTbCA KpacHOBaTble BbiCbiNaHUs. [lpu MonagaHuM Ha KOXY
HeMeANeHHO yJanuTe maTepuan BaTOW, CMOYEHHOM B CNMPTEe, W TUlaTeNbHO MPOMONTe BOAOM C
MbiloM. Ecnv nosiBMAMCL BbICBIMAHUA WAW MPU3HAKW  annepruu, nNpekpaTuTe WCNob30BaHNe
NpoAyKTa n 06paTuTech K Bpady.

. M3b6erainTe KOHTakKTa C MAFKAMW TKaHSAMW NOAOCTU PTa/CAM3UCTON BO  U36eXaHue
BocnaneHus. Mpu nonagaHUM Ha CAU3UCTYHO HeMeASIeHHO yjanuTe ¢ Heé matepuan. lMpomoiite
CMM3NCTYI0 6GONbLUIMM KONUYECTBOM BOAbI, YAands NPOMbIBHble BOAblI M3 NonoCTM pta. Ecnu
BOCNasieHne CAN3NCTON 060104KIM NONOCTU pTa COXpaHAeTcs, 06paTuTeCh K Bpauyy.

2. Ceasytowmii areHT Calibra Silane cogep>uT aueToH. He BAbixaTb napbl.

Mepbl NpegoCTOPOXXHOCTU

e OTOT NPOAYKT NpeAHa3HayeH 411 UCNONb30BaHWUS B CTPOrOM COOTBETCTBUM C VIHCTpyKLUMei
no npuMeHeHUto. Mcnonb3oBaHWe AaHHOTO  MpoAykKTa  o6bIM - cnocobom,  He
COOTBETCTBYHOLIMM YKa3aHHOMY B fAaHHOW WIHCTPYyKUMW, SBNSETCA JIMYHBIM PELLUEHMEM
OTBETCTBEHHOr0 Bpaua.

* lcnonb3oBaHWe 3CTETUYECKOrO KOMMO3MTHOro LemeHTa Calibra® Veneer B OCHOBbl Afis
HapawMBaHua  KyNibTW, MAOMOUPOBOYHOIO Martepuanamnm MpoKnagKM HegocTaTOuHO
N3y4eHo.

e Mcnonb3yinTe noaxofsuime 3alWMTHbIE OYKW, OAEXAY W nepyaTKn. PekomeHgyeTtcs
MCMOMb30BaTh 3alMTHbIE OYKW 18 MaLMeHTOB.

e KOHTaKT CcO C/OHOW, KPOBbK W >XWUAKOCTbK [eCHeBON 60pPO3LKM BO BpemMs NpPUMeEHeHUs
MOXET CTaTb NPUYMHOIN HeyfayHol pectaBpauun. Ons obecneyeHns afeKBaTHOW U30MSLMUN
pPeKOMeHAyeTCs MCMosb3oBaTh Kopdepaam.

e W3genns, ¢ MapKUMPOBKOW «O[HOPA30Bble», HE MOANEXAT MOBTOPHOMY WCMO/b30BaHMIO.
YTunusnpyiite nocne WCNonb3oBaHus. Bo u3bexaHWe MNepeKkpecTHOro 3apaeHus He
NCcnonb3yinTe NX Npu paboTe ¢ ApYrMMy naumeHTamm.

» LUnpuybl He Nnognexxat NOBTOPHON 06paboTke. [ANd npeaynpexaeHns 3arpsisHeHNs LWNPULEB

6pr3FaMI/I, 610N0rNYeCKNM XNAKOCTAMM UK OT 3anF|3HEHI/II7I c HeO6pa6OTaHHbIX PYK.
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06s3aTe/IbHbIM  ABMISETCA WCMOMb30BaHUE YUCTbIX/NPOAE3UHMULMPOBAHHbIX MNepyaTok. B
KayecTBe [OMOMHUTENbHON Mepbl MNPeAOCTOPOXHOCTUM MOXHO WCMONb30BaTh 3alLUTHBINA
6apbep/yexon gna 3awmnTbl WNPULA OT KPYMHbIX 3arpsa3HeHu.

MnoTHO 3akpbiBaWTe LWNPWUUbLI MOCMe WMCMonb3oBaHuA. LUnpuy cnefyet NAOTHO 3aKpbITbh
OpUrMHaNbHLIM KO/INayKoM cpasy nocne UCnonb3oBaHus.

LlemeHT Calibra® Veneer pgomkeH nerko BblgaBnusaTbcs. HE MPUKIALBIBAVTE
UPESMEPHOE YCW/INE. Upe3mepHoe YyCWIMe MOXET TMPUBECTU K .U3IMLIHEMY
BblZaB/IMBaAHWUIO MaTepuana uamM NOBPEXAEHUIO LWnpuLa.

Vicnonb3yiTe B XOpPOLLO MPOBETPUBAEMOM MOMELLEHNN.

OrHeonacHo; cBsisyownin areHT Calibra® Silane cogepXuT aueToH. XpaHUTb BAann OT
NCTOYHUKOB BO3ropaHus.

B3AMMOJENCTBUE C APYTVMWN MATEPUANAMU

* Matepuanbl, cofepxalime 3BreHos, He ciefyeT UCMO/b30BaTb BMECTe C 3TUM MPOLYKTOM,
MOCKONbKY OHW MOFyT MpensTcTBOBaTb €ro MoSMMEpPU3auum M Bbi3blBaTb pasMsiryeHue
NONMMEPHbIX KOMMOHEHTOB MaTepuana.

e Ecnm nponuTtaHHble MMHepanamu (HanpuMep, COeAMHEHNSAMM XKene3a) PeTPakLNOHHbIE HUTK
Wvnn - remocTaTMyeckme pacTBOPbl  UCMOMb3YHOTCA B COYETAHUW C  aAre3vmBHbIMU
npoueaypamu, KpaeBas aAresvsi HapylleHa, 4TO nNpuBeAeT K MWKPONOATEKaHWIO,
OKpalLVBaHNIO BHYTPEHHUX CNOEB W/MAM HapyLleHWO (uKcauuu pecTaBpaunn. Ecnn
TpebyeTca peTpakuus 4ecHbl, PEKOMEHAYETCS UCMO1b30BaTb HEMPONUTAHHY HUTb.

e LlemeHT Calibra® Veneer - cBeTOOTBEPXAaeMbli MaTepuan. MoaTomy ero cnefyet 6epeds oT
oKpy>atouiero cseta. [MpucTtynainTe K paboTe cpasy nocne BblAaBNMBaHUA MaTepuana.

12. ONMNCAHWE MPUHLUNIMOB PABOTDI

 Mocne ypaneHns BPeMEHHOM pecTaBpaLuM W OCTaBLUErocs BPEMEHHOrO LEeMeHTa O4uCTUTe
3Masib M IGHTUH B COOTBETCTBMM C UHCTPYKLMAMMN NMPOU3BOAMTENSA aaresvsa.

* [MpoBepbTe NocafKy M 3CTETUKY pecTaBpauun. TexHUyeckas MofCKasKa: KOPPEKLMI0 OKK/H3NN
BMHUPOB /lyYLLie BCEr0 BbIMOMHATb NOC/e OKOHYATE/IbHOW (hrKcalmu.

MpumepoyHasa nacTa (ONUMOHANLHO)

e HaHecuTe M3 wnpuua npumepodHyto nacty Calibra® Try-In Paste COOTBETCTBYHOLLENO
oTTeHKa (npuobpeTaeTcs OTAENbHO) Ha YMCTYK NaneTKy A9 CMeLMBaHUA WAN CTEKNAHHYHO
nnacTuHy. HaHecuTe NacTy Ha BHYTPEHHMWE MOBEPXHOCTW pecTaBpaLmm 1 akKypaTHO NpXMuUTe eé K
MOBEPXHOCTM 3yba. YpanuTe MU3NULWKA C NMOMOLLbID BAaTHOrO LWapuka W/WanM HeocTpbiM 30HLOM.
OTTEHKM MOXHO CMeLMBaTb ANA LOCTVXKEHUS OMNTUMa/lbHOTO 3CTETMYECKOro addekrta. BaxHas
TeXHUYecKasa Nnofckaska: Takme PakTopbl, Kak (popma pectaspauuu, TEKCTYpa, TONLNHA U OTTEHOK(-
M) MOANEXaLleil 1 OKpyXXaroLlei CTPYKTypbl 3y6a, BAUAKOT Ha KOHEYHbI OTTeHOK. lMpumepoyHas
macTta - 3TO TOJIbKO OpPUEHTUp And nofbopa OTTeHKOB uemeHTa. MPUMEYAHWME: npumepoyHas
nacTta He NONUMepPU3yeTcs, NOITOMY BpeMsi paboTbl He OrpaHUYeHO.
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e TIlo okoHuaHnH noabopa OTTEHKA TLIATENBHO CMoifTe npuMmepouHnylw macty Try-In Paste
BOAOH ¢ NOBEpXHOCTENR pecTaBpallyy.

12.1. OBPABOTKA KEPAMHUECKUX/KOMITO3UTHbIX PECTABPALIAA
Cnenyiire pexoMeHaaumuam 3y6oTexHuueckoit 1abopaTopuu MK NPOKIBOAUTENS PECTABPALIMOHHOTO
MaTepuana no npeasapuTenLHo obpaboTke.

Ins pecrappaumit, TpeGyrOIMX HAHECEHHA CHIAHA, WM €CNM CHASHH3HPOBAHHAA NMOBEPXHOCTH
pecTaBpaLtii BO BpEMs IPUMEPKH € KCNONb30BAHUEM NPUMEPOUHBIX NAcT Gbl/Ia KOHTAMUWHHPOBAHA,
Henons3yitre ceasyiomuit arent Calibra® Silane (mpoaaeTca oTaeNLHO) COrNACHO HHCTPYKUHU 1O
€ro NPUMEHEHMUIO.

+ [lepen HaHeCEeHHEM LIEMEHTA OYHCTHUTE BHYTPEHHIOW NOBEPXHOCTL PECTABPAUHH € MOMOWLBIO
rena oprodocdopuot kucnorel. Hanecure Ha 30 ceKyHA H TIUATEIBHO NPOMOATE BOZIOH B TEYEHHE
20 cexyHa. Beicymure BHYTPEHHIOIO TIOBEPXHOCTh pECTaBpalldM YHCTHIM  BO3AYXOM H3
CTOMATONIOTHYECKOTO NycTepa.

BHUMAHME TloBpexacHHe B pe3yabTaTe Ype3MEPHOTO YCHIHR.

* MeaneHHo ¥ paBHOMEPHO Ha/IABIHBATE HA WNPKHLL

* He npuMenaiiTe upe3sMepHYIO CIITY — 310 MOXET NPHBECTH K MOBPEIKACHUIO [UNpPHIIA.

» OneHbTe NpUnaraeMulit annaukatTop/kariomo Ha mnpuy Calibra® Silane. Cnerka naxmuTe Ha
nopwens wnpuua. HE MPUKJIAIBIBAUTE YPE3MEPHOE YCWJIME. Cunan ZOMKEH NErko
BLIIAB/MBATLCH, N0 Kanfe 3a pas. Hanecute CHJaH HEMOCPEACTBEHHO Ha HHCTYIO BHYTPEHHION
NOBEPXHOCThH pecraBpalidi. BEICYLINTE MOBEPXHOCTh PECTABPALMH YHCTHIM CYXHM BO3ZYXOM M3
CTOMATOOTHYECKOr0 NycTepa Wi aaitre eif BoicoxHyTh Ha Boaayxe. IPHMEUAHHE: ne nanocure
CHIAH HA BHELIHIOK MOBEPXHOCTH pecTaBpauuH. KowTakT ¢ BHEWHEH NMOBEPXHOCTHIO BHI3OBET
MIPUIHNAHKE LEMEHTa, YTO 3aTPYAHUT €ro OMMCTKY M NOTpebyeT yAaneHus riasypoBaHHON YacTH
BHEWHEH MOBEPXHOCTH PECTaBpallvK.

« [1pu 3arpA3HEHHH LEMEHTHPORAHHON NMOBEPXHOCTH OYHCTHTE €& CIIMPTOM MM aLICTOHOM, AaliTe
BLICOXHYTh Ha BO3AYXe H MOBTOPHTE HAHECEHHE, KaK ONKCAHO BhIlUE,

12.2. NPEJABAPHUTEJIbHASA OBPABOTKA NMOBEPXHOCTH
3YBOB/AEHTUHA/HAHECEHUE AAT'E3UBA

* [Mocne npuMepku pecraBpaLUMH C MNOMOLLBIC NPHMEPOYHLIX MACT TINATENBHO MNpomoiiTe
MOBEPXHOCTH M BbICYLIHTE.

* HanecuTte aare3us, Kak yKa3aHO B [IOJIHOM HHCTPYKLMH [10 €10 NPHMEHEHHIO.

BHHUMAHME 3amenneHne AW CHIKEHHE CHNBI afre3Hd H3-3a HECOBMECTHMOCTH 3/Are3HBa H
LleMeHTa.

* Buibupaiite coBMECTHMBII CRETOOTREPXAaEMblii aJIre3nB

* Cneay#iTe MHCTPYKUMAM MO NPHMEHEHUIO BHIOPaHHOTO aare3Hea

* Beeraa uuraiite NnonHbie HHCTPYKUHH NPOH3BOAKTENA aAre3UBa H cieAyire UM ana Bubopa u
HaHECEHHMA COOTBETCTRYIOIIETO CBETOOTBEPX AaeMOoro aare3usa. [locse Toro, Kak noBepXHoCTH OLLIN
AOIKHHM oOpaizom oOpabGoTtansl, WX Henb3s 3arpA3HaTh. Cpasy nocie HaHECEHHA aare3usa
npUcTYnaitTe K pukcauuu ¢ nomoubio uemenTa Calibra® Veneer kak ykasaHo HHXe.
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12.3. PUKCAIUA BUHHUPOB - ITOJIMMEPHU3ALIUA CBETOM

[Ipexae ueM NPOJOMKHTb, OIHAKOMBTECH C pasfenaMy Bhillle, MNOCBAIIEHHLIMH 06paboTke
pecTaBpallMM M KOHAMUMOHHPOBaHHK 3yGoB/npeaBaputenbHoil oGpaboTke AeHTHHA/HaHECEHHIO
aare3uBa.

* PeKOMEGHAYETCA HMCTIONb30BATH  AAre3UBL, COBMECTHMBIE CO  CBETOOTBEPKAACMLIMHU
METaKpHIATAMH, HHULMMPOBAHHBIMH KAM(BOPOXHHOHOM.

 Ecnu TomuuHa pecraspauya BUHHpa npesniwaer 1,0 MM, OHa OueHb MaTOBaA HIH KaKHM-THOO
ApYTHM 06pa3oM MpenATCTBYET CBETONEPEAAUE, PEKOMEHAYETCA BLIOpaTL KOMMO3UTHEIA LEMEHT
Calibra® Veneer u cneaosarh TexHuxe GUKCalHK ABOHHOrO OTBEPHKACHHA, CMELIUBAA OCHOBY C
katanusatopom Calibra Syringes Catalyst (mpuobpetaerca oTAEMBHO).

» HanecuTe aare3uB Ha BHYTPEHHIOIO NIOBEPXHOCTD PECTABPALIMH, ECIM ITO YKA3aHO B uucrpyuuuu
No NPUMEHEHHIO aATe3HBa.

12.4. TEXHHUKA OUKCALIUU

Hauecute xomnosutubi#i uemeHT Calibra® Veneer xenaeMoro oTTeHka W3 WINpUUA NPAMO Ha
BUHHP. He ponyckaiiTe nonaaaH4s CBETa Ha LIEMEHT.

* YCTAHOBHTC BHHHP B HYXHOM MONOXECHHWH. YanuTe M3IMIIKM C Kpas JECHBl HEOCTPHIM
uHcTpyMenToM. KparkoBpemenHo (10. cekyHn HIM MeHbIlIe) OTCBETUTE AECHEBYIO 4acTh, YTOOHI
3aKpenHTh PECTaBPaLMI0 HAa MeCTe. YAalIHTe M3NAIKWY C TIPOKCHMANBHONW ¥ A3BIYHON CTOPOHAL.
TexHuueckas noACKAa3sKa: pa3sMEILCHHE JIABCAHOBBIX MONOCOK MEXAY OTTIPenapHpOBAHHAIM M
COCENHNMHE 3y6amu nepesl yCTAaHOBKOM BHHHPA NOMOTaeT W30AUpOBaTh U YAANHUTD U3MHILKH LIEMEHTa.
[Mocne yaaneHns HIMKILKA C ASCHBH H 3aKPErUICHHA BHHHPA HA MECTE YAANUTE HINHILUKU LIEMEHTa B
MeX3yOHBIX NMPOMEXYTKaX, MOTAHYB NABCAHOBYIO MONOCKY BecTUOYNapHo, TO ecTh or 3yba K
MOBEPXHOCTH PecTaBpalluy.

12.5. IOIMMEPH3ALINA

BHHMAHME HeaaexpaTtras nonHMepH3alis 13-3a HEAOCTATOYHOIO OTBEPKACHHA.

* [IpoBepbTE COBMECTHMOCTD HOJMIMMEPH3ALMOHHOMN NaMmbl,

* [IposephTe ZUTHTENBHOCTD LIUKMA MONHMEPH3ALIUH,

* [poeepaiite 3¢ipexTHBHOCTL OTBEpXKACHHUA NEpea KaXKA0H npoLeaypoil.

* Hcnonssylire BuAMMBIE cBeT*, npeaAHasHauCHHMH AN OTBEPXKACHUA METAKPUIATOB,
HHULMHPOBAHHKX KAM(OPOXHHOHOM (CneKTpanbHbid BHIXOA OKONO 470 HM), ¢ MHHUMAJbLHON
mMowHocTsi0 550 MBT/cM2 no 20 cekynn ¢ kax 0 CTOPOHB! — LICYHOR, A3BIMHOM H OKKIIIO3HOHHOI.

* [locse CBeTOBOH MONMMEPH3ALMM NPOBEPLTE M NPH HEOOXOAMMOCTH CKOPPEKTHpYMHTE
okknosuio. [epexoaure B pazaen «PunHHag o6paboTka H NONUpPOBKaAY.

* CM. peKOMEHAALNH NPOH3BOANTEA NONHMEPH3ALMOHHOR NaMnbl A5 NOAyueHHS WHOpMaunH
0 COBMECTHMOCTH ¥ peKOMEeHAaLMii N0 OTBEPIKACHHIO.

12.6. ®UHULIIHA A OBPABOTKA U INOJIMPOBKA
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* YpaneHue cnefoB KOMMO3UTHOIO LeEMeHTa fly4ylle BCEro BbIMOMHATbL C MOMOLLbIO CUCTEMbI
(hMHULWHON 06paboTKM Enhance®, cocToslWeld M3 KOHYCOB, YalleK U anckoB. Cuctema Enhance®
yoanuT cnefibl 1 06paboTaeT Kpas pectaBpauun 6e3 NoBpexaeHns amanu.

» OTNONNpYIiTe OKOHYATENbHYK pecTaBpauuio C MOMOLLbIO MOANPOBOYHON cucTembl Enhance®
PoGo® win nonnpoBoYHoi nactbl Prisma® Gloss  u Prisma® Gloss ™ Extra Fine (CM. NOMHbIRA
TeKCTa UHCTPYKLMKN MO NMPUMEHEHUNIO, NPpUiaraemyto K BblIopaHHOMY MpoayKTY).

Bce oTTeHKkn uemeHTa Calibra® Veneer peHTreHOKOHTPACTHbl, C KOHTPACTHOCTbO 1 MM, 4TO
9KBMBANIEHTHO KOHTPACTHOCTW aIlOMUHUA TONWMHOW 2 MM. PeHTreHOKOHTPacTHOCT!? antoMuHUS
9KBMBAJIEHTHA AeHTUHY. Takum o6pa3omM, 1 MM MaTepuana, MMEKOLWMIA PEHTFeHOKOHTPACTHOCTb,
9KBMBA/IEHTHYHO 1 MM  aflOMUHWUA,  WUMeeT  PEHTreHOKOHTPACTHOCTb,  3KBUBAJEHTHYHO
PEHTITEeHOKOHTPACTHOCTU JAeHTUHA.

12.7. OUNCTKA
BHNUMAHWE lMepeKkpecTHOE 3apaXkeHue.
I * He ucnonb3yiiTe NOBTOPHO OAHOPA30Bble KOMMOHEHTbI. Y TUAN3UPYHTE UX B COOTBETCTBUM C
Tpe60BaHMAMWN MECTHOr0 3aKOHOLAaTeNbCTBa.
o LWnpuybl He nopnexaT MNOBTOPHOW 06paboTKeb. YTUAM3MPYWTE 3arpsisHEHHbIA LWNpULY B
COOTBETCTBUM C TPe6OBaAHNAMMN MECTHOr0 3aKOHOAATE/IbCTBA.

12.8. OUNCTKA N OE3NH®PEKLUWNA

* YT106bl nNpefoTBPaTUTL MNONafaHue Ha LWNpUUbl  6pbI3r, OMONOrMYECKUA  XKUAKOCTEWN,
3arpsasHeHnin C pyK WAM TKaHel MofocTM pra, PEeKOMEeHAYEeTCs MCMoMb30BaTb  3aLUTHbINA
6apbep/yexos. Vicnonb3oBaHue 3aWwMTHOrO 6apbepa No3BoNseT LONOMHUTENBHO 3aWUTUTD LWNPUL, OT
KPYMHbIX 3arpsA3HEHNI, HO He MOXET 06ecneynTb abCONOTHYHO 3aLLnTYy.

* [pn “CNONb30BaAHMM LUNPULLOB B YUCTLIX/MPOLE3SNHPULMPOBAHHBIX MepyaTkax WX MOXHO
obpabaTbiBaTb BOAHLIM  Ae3MHOUUUPYIOLWMM pacTBOPOM B 60MbHMLAX B COOTBETCTBMM C
TpeboBaHUSAMM MeCTHOI0 3aKOHOaTe/IbCTBa.

* [MoBTOpHAA [fe3vHMeKLMa MOXeT noBpeiuTb 3TUKeTKy, NMPUMEYAHWME: CunbHoe TpeHwue
MOXXEeT NOBPeAUTb 3TUKETKY. MpoTupainTe WNpUL, OCTOPOXHO.

13. OBZIACTb NMPUMEHEHWNA

Ob6nactb NPUMeHEHNs - CTOMATO/0r M.

W3genve npefHasHa4eHo Ans MCNo/b30BaHNA CTOMATO/IOramMn U NPUMEHSETCS B CTOMATO/IOMMYeCKNX
KNMHWKaX 1 CTOMATO/IONMYECKNX labopaTtopusx.

14. ONMNCAHVME MEANUNHCKOIO N34ENNA
LieMeHT  cTOMaTONMOrMyecknii  KOMMosuTHbIA  Calibra® B BapuaHTax  WUCMOMHEHMS  C

NPUHAANEXHOCTAMU: LLeMEHT CTOMATONOrMUYeCKnii Komno3uTHblli Calibra® Veneer

Tabnuua 1

O6wuin Bua Pasmep, mm./Macca, 1 doTorpaunyeckoe nobpaxeHue
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LlemeHT
CTOMATONIOrNYECKIiA
KomMno3nTHbIi  Calibra®
Veneer (Syringe Refill) B
LWNprLax no 2 r, OTTEHKM:

Light Shade, Medium
Shade, Translucent Shade,
Opaque Shade, Bleach
Shade

WHCTpyKLNA no
NMPVUMEHEHUNIO Ha
6yMaxXHOM HocuTene
nvnn B 3NEKTPOHHOM
BUae

O6wuin pasmep wnpuua:

OnvHa B pacKpbITOM
nosoxeHmn: 130 mm = 1
MM

OnnHa B 3aKpbITOM

nonoXeHun: 755 mm = 1
MM

WnpuHa: 12,8 Mm £ 1 MM
BbicoTa: 17,6 MMm. £1 MM
Macca: 5r+05Tr
3Bnekaemblil 06beM: 2 T+
01r
Pa3mepsbl
umnuHapa:
OnvHa: 65 mm £ 1 MM
WwvpuHa: 12,8 Mm = | Mm
BbicoTta: 17,6 MM = 1 MM
Pasmepbl Konnayka
LwinpuLa ¢ 3aMKOM Jo3pa:
Ovametp: 9,4 mm = 1 MM
BbicoTa: 19,5 MM = 1 MM
Pa3mepbl PYKOATKM
MOPLUHSA:

OnvHa: 71,4 mm £ 1 mm
Ounametp: 12 Mm £ 1 MM

OnnHa - 572 mm = 5 MM
LLnpnHa - 355 MM £ 5 MM

Kopnyca

Calibra** Veneer
Esthetic Resin Cement

| .-jdameui

15 TEXHNYECKWME XAPAKTEPUCTUKW MEOANUMNHCKOIO N3QENUNA

LlemeHT cTomaTonormyueckuii komnosnTtHblii Calibra® Veneer

XapaKTepucTmKa
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IMpounocTs npu u3rube, Mlla 101

BogonornoleHne, MKr/Mm? 15

PacTBopMMOCTB, MKI/MM? <5
Pabouee BpeMs, cek 165-360

Bpemsa nonumepusaumu ¢ 20

MHHHMaNLHOM MOWHOCTLIO 550
MBT/cM2, cex

['nybuHa oTBepXKAEHHA, MM, HE 1
MeHee T,
AJre3noHHas Npo4YHOCTDb B >13,5

COCAUHCHHH KOHCprKuHﬁ C
OCHOB2HHUEM U3 THUTAHA, CI1JIaBOB
THTAHA U OKCHUJa LIUPKOHHA, Mna, He

MeHee
[ TonumHa nieHKH, MKM, He Gosiee 18,1
TekyuecTb, MM 22-28
[MpounocTb npu cxaruu, Mlla 272
YyBCTBUTENBHOCTD K OKPYXatolEMy 55
OCBELLEHHIO, C, HE MEHEE
PeHTreHOKOHTPacTHOCTb HomxkHa 6b1Th paBHa Wiu 6osble

PEHTreHOKOHTPAaCTHOCTH 00pa3La aNIOMHHHUA TOH XKe
TOJIMHBI U HE MeHee 1,77 MM HUXE BEJIMUHHBI,
3asAiBJIeHHOH U3roTOBUTEJIEM

Lindposoe 3HaueHue pa3HuLbl B <20
usere, obo3Hauaemoe Kak AE ,
mexay o6pa3LoM OTBEPKAEHHOTO
marepmana uiau obpasuom,
NOABEPrHYTbIM BOJAOINOIJIOLIEHHUIO, H
KOHTPOJIbHBIM 00pa3LIoM
. Macca, r 2

16 NEPEYEHb H OIIUCAHUE MATEPHAJIOB MEJHIHHCKOI'O H3AEJINA,
BCTYMAIOIMX B HENOCPEACTBEHHBIA HJIH OMTOCPENOBAHHBIA KOHTAKT C
OPTAHHU3MOM ITAIIMEHTA (TEJIOM YEJIOBEKA)

16.1 XUMUYECKHUH COCTAB

LlemenT ctomaronoruyeckuit komnosutHeiit Calibra® Veneer (Syringe Refill) umeer pasnuunbiii
COCTaB, B 3aBUCMMOCTH OT OTTeHKa. YacTuLibl HeOpraHH4ecKoro HanoJHurens pasmepom ot 0,02 no
1,3 MKM, 0611tHit 00BbEM 3anonHenus 44,9 %.

Otrenok Translucent: buc-I'MA, DrokcunupoBanubiii  bucdenon A aumertakpuiar,
Tpuatuneuraukons Jumerakpunar, 2-I'uapokcu 4-merokcu 6eH3opeHoH, n-Tonun JlnsraHonamuH,
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Otun-4-AnmeTnnamuHobeH3oar, Kam@opxuHoH, bytunupoBanHbIf ["'uapokcuronyod,
CunanupoBaHHblii 6apuym6opoHdTopaniomokcunar, ['napodobHblit AMOKCHI KpEMHHS
OTtrenok Light: buc-I'MA, Jtokcunupoannbiit bucdenon A auMetakpuiat, TpUITHAEHTAHKOL
Humerakpunat, 2-I'mapokcu 4-metokcu GenszodeHoH, n-Tonun JiustaHonamuH, ITHA-4-
HumernnamuHo6ensoar, KamdopxuHoH, ByrunupoBanublii ['mapokcutonyon, CuiaHMpOBaHHBIA
6apuymbopoHdTopanomokcunar, 'napodobublit nMokcHa kpemuus, OKcua xenesa xentslid, Okcua
%ene3a kpacHblil, Okcua xenesa yepHsli
Otrenok  Medium: buc-TMA, DrokcunupoBaHHbiii  bucderHon A aumerakpunar,
Tpustunerrnukons Jumerakpunar, 2-I'napokcu 4-metokcu 6enzoderon, n-Toaun Justanonamu,
Otun-4-JlumernnammHobeH3oar, KamgopxuHoH, ByrunupoBaHHbI I'napokcuToayou,
CunanupoBanHbiii  6apuymbGopongropaniomokcunar, ['napopobHblif aHOKcHA KpeMHHA, Okcua
xKese3a xkentoblif, Okcua xene3a kpacHblit, OKCHA XKene3a YepHbli
Otrenok  Opaque: buc-I'MA, DrokcunupoBanHbii  bucdenon A aumetakpunar,
Tpuatuneuraukons JuMerakpunar, 2-I'uapokcu 4-metokcu 6eH3opeHoH, n-Toaun Iu3taHoNaMHUH,
‘ Otun-4-JlumetniammHobeH3o0ar, KamdopxuHoH, ByTunupoBaHHbIH "'mapokcuToayon,
CunannpoBaHHblii 6apuymGopoHdTopanomokcunat, ['uapodo6Hblit aHokcUA kpemHus, Jlnokcua
ThTaHa, Okcu xenesa xenrbid, OKcHa xene3a KpacHblit, OKCH xee3a YepHBIH
Otrenok Bleach: buc-I'MA, JtokcunnposaHHblit bucheron A aumerakpunar, TpUITHICHI THKOL
Humerakpunar, 2-I'mapokcu 4-metokcu GensodenoH, n-Toauwn Jlusranonamuu, Itun-4-
HumetunamuHoGensoar, Kamdopxunon, byrunuposanusiit ['mapokcuronyon, CunaHMpoBaHHBIN
6apuymbopondTopantomokcunar, ['napodobHbiii AMOKCHA KpeMHHUs, JIHOKCHI THTaHA

16.2 MATEPHAJIBI IUITPHUIIA:
[Monunponuiex, NOJIMNPONKUIIEH COMOJIMMED, MUIMEHT

16.3 MATEPHA.IbI IOTPEBUTEJbCKON YIIAKOBKH
[Tonu3THAEH HHU3KOI NIOTHOCTH, CNIOWHON GenéHblii cynbdaTHbl KapTOH

17. TPEBOBAHHUS K OXPAHE OKPYXAIOULIEA CPE/IbI

Meanunnckoe usgenue «lleMeHT ctomatonoruuyeckuit komno3utHuiii Calibra® B BapuaHTax
HCNOJIHEHUA C MpPHHAANEXHOCTAMMUY», npoussoictBa «Dentsply LLC also dba Dentsply Caulk /
Hentcruaii Da3aCu», Takxke OCylIeCTBAAIOWAA AECATENLHOCTL NOJA HauMeHOoBaHHEM «JleHTcnnai
Konk» Ge3zonacHo ans okpyxatolieit cpesibl npy cobI0aeHUHM NPaBUIT €ro NMPUMEHEHHS.

18. METOAbl M CPEACTBA JAE3UH®EKIIMH U TNPEACTEPUWIH3ALIMOHHOM
OYUCTKH
H3penune HecTepubHOe, NpeiHa3Hau€HO 118 OAHOPA30BOrO HCIOIb30BAHHSA.

19. TPAHCITIOPTUPOBAHHE XPAHEHHE U 3KCILIYATAIUSA
Ycnosua sxcnayaraunu
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Temneparypa ot +5°C no +42 °C
BaaxHocTtb a0 98% OTHOCHTEIbHOI BaXXHOCTH npu Temnepartype 25°C
ATtmocdepHoe aaBaenne ot 70 klla po 106 kIla

H3penns wucnpaBHO JKCIUIyaTHPYIOTCS BHYTPM pPOTOBOW MOJNOCTH, NpPU HAIMYMM B Hel
OHMONIOrHUECKUX XKUAKOCTEH NPH HOMUHAIbLHBIX 3HAUYEHUAX TeMnepaTtypsl: oT +32°C no +42°C, ana
NpHHAANEKHOCTEM, He IKCMITyaTUpyeMbIX B poToBOH nosioctu: ot + 10°C no + 35°C.

YcnoBus xpaHenus

Temneparypa ot +2°C po +24 °C

BnaxHocts He Gosee 70%

AtMocdepHoe pasneHue ot 70 kIla no 106 kIla

YcaoBus TpaHCNOPTUPOBAHHA
' Temnepatypa ot +5°C no +30°C
Bnaxxnoctb He 6onee 70%
AtmocdepHoe paBaenne ot 70 klla no 106 klla

20. YITAKOBKA U MAPKHPOBKA
LlemeHT cToMaTosornueckuii komnosutHelii Calibra® Veneer noctaBisercs B noTpeOUTENbCKON

kopobke.
Tabnuua 3. CUMBOIIBI, HCNOJAb3yeMble HA MAPKUPOBKE
Cumpon 3Havenne
' c € Cumson coorercTBusa aupektuse 93/42/EEC
JIns NnpUMEHEHUs TONbKO B CTOMATOJIOrHH
only
“ HHpopMauus o npousBoauTee
~24°C
/ﬂ/ Temnepatypa xpaHeHus
=2*C
>\|’/
‘ |\ He nonyckats Bo34eHCTBHA COJTHEYHOrO CBETA
[
A OctopoxHo! ObparuTech K MHCTPYKLMH MO IPUMEHEHHUIO
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21. XPAHEHHE H CPOK 'OAHOCTH

Llement cromaronornyeckuit kxomnosuTHeiif Calibra® Veneer Tpebyerca XpaHHTs [pH
Temneparype ot +2°C no +24 °C.

— He wucnonssyfire ueMeHT croMaTtonoruyeckuii kommnosutHuit Calibra® Veneer nocne
OKOHYAHHA YKa3aHHOTO CPOKa FOAHOCTH.

- He ne3ausduuunpyiite npuusl OKHCAAIOIWAMH ACIHHOHIMPYIOMMMH CPEACTBAMH.

— Ocrapasiite Hacaaku ana cMetmuBanus (Mixing tips) Ha mnpuue nocne HCNONL3OBAHHA 11 €10
repMeTH3alHH.

XpaHUTb B HEZOCTYTHOM IS AeTel MecTe.

CpOK rOJIHOCTH COCTaBNAET 2 rojAa ¢ JATH NPOH3BOACTBA.

' 22. MOPSAAOK OCYILECTBJEHHA YTHIH3AIIMH H YHHYTOXEHHA
JaHHoe U3Jenue OTHOCHTCA K KNacCy pUCKa OTXOAO0B b ¥ A0/KHO OBITh YTHAW3IHPOBAHO COTJIACHO
«CaHNTaPHO-3MHACMUONOIMYECKUM TpeOoBaHNAM K ofpallieHMI0 ¢ MEAMUMHCKUMH OTXOZAMH)»
2.1.3684-21.
VTunmM3anua J0JIKHA OCYLIECTBJIATHCA HA CNELMAJIbHOM NONHUrOHE WIH YCTAHOBKE COKHMaHHA
OTXOZOB COIJIACHO MpPaBHJIaM, YTBEPXKACHHBLIM MCECTHHIMH opraHamu Baactu. He gomyckaercs
yTHAH3aUUA ¢ OObIMHBIMM GBITOBLIMU OTXOZAMHY.

23, TAPAHTHHMHBIE OBSI3ATEJLCTBA

Meauunnckoe wn3genue OO pa3paGoTaHO TONLKO IS TNIPHMCHCHHA B CTOMATONIOTMH.
[NpuMeHeHHE AOJKHO NMPOBOAHTECA B CTPOTOM COOTBETCTBHH ¢ «MHCTpyKiMel 1O NPUMEHEHHION.
rlpousaomrrenh HEe Hec8T OTBETCTBEHHOCTH 34 nonpe;x,ueunn, KOTOpEIE CTanu CACACTBHEM
HeCOOMIOACHHA WHCTPYKUMM MM npeanuMcaHHok cdepw npumeHeHua. [loaszoBarens o6s3an
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MPOBECTH HCIBITAHHUC H3ACAHA Ha MPEAMET €0 MPHIOAHOCTH H BO3MOXHOCTH IPUMEHEeHHA /11 HHBIX
nenei TIOMUMO TeX, KOTOPBIC 9ETKO YKa3aHbl B HHCTPYKIHH.

Ha Teppuropun Poccuifckoii (exepauun NpeTeHsHH MO TapaHTHH M KA4eCTBY NPOAYKIMH
HAMpPABANIOTCA YIONHOMOYEHHOMY npeactasuTemio mpouseogurens: 000 «lenrcnnait Cuponar,
115035, r. MockBa, BH.Tep.I'. MyBHIUHIQJIBHEIR OKpyr 3aMockBopeuse, Ha6, OBUMHHHKOBCKAA, X.
18/1, ctp. 2, noment. 3H.

24, TPEBOBAHHSI K TEXHHYECKOMY OBCIYXHWBAHUIO H PEMOHTY
MEAHIIAHCKOIO H3NEJHS,

Cepsucroe n TexHuueckoe obcnyxnsanue ae TpeSyercd. MeguuuHCKoe U3ACNHE PEMOHTY HE
TIOZVICKHUT, '

25, PEKJIAMAINAA

Oprann3anus, ynoaHOMO4YeHHAR IPOU3BOAUTENEM Ha IPUHATHE NIPETEH3Hit K KaUeCTBY
npoaykiuu Ha TeppuTopuu Poccuiickoit Geneparuu:

O0mecTBo ¢ orpaHuueHHOk 0TBeTCTBeRHOCTLIO «JenTemiiai Caporay (OO0 «denrcnaaik
Cnapona»)

Aapec: 115035, r. Mocksa, BH.Tep.r. MYHHuUHnanbAbiff oxpyr 3amockBopeune, Hab.
OBunHHMKOBCKAaN, A. 18/1, cTp. 2, ndmews. 3H.

Ten.: +7 (495) 725 10 87
E-mail: MoscowRus-Reception@dentsplysirona.com
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Poccniickas enepanns
T'opox Mocksa
Aeaguare ceapmoro cenrabps ABe THICSH ABAANATD TPETLETO oA

i, KoanaukoB Anexceli AHApeeBHY, BPEMCHHO HCMONBAIONIHYN OGA3aHHOCTH HOTapHYCa
ropoga Mockenl 3y0oBcko#t BaneHTHHE! ANCKCCCBHE, CBEACTENLCTBYI0 NOANKMEHOCTD MOANHCH
nepesoaunka CripoBoli ApHHH MaKkCHMOBHH. Ta

IToanucs caenana B MOEM IPUCYTCTBHH,

JIM4HOCTH MOANHCABIICTO AOKYMCHT YCTAHOBICHA.

3apeructpupoBano B peectpe: Ne 77/732-n/77-2023-10-1168.

Vrnnayeno 3a copepmenne HoTapHanbHOTO AekicThs: 400 py6. 00 xom.

A.A, Koanaukos

IpomKTO, NPOKYMEPOBAHO H CKPEIICHO NeYaThio 25 (ABAINATh NATH) THCTOB.

ALA. Koanagkos
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Poccuiickas depepauyms
Mopog MockBa
[BafuaTb CeilbMOro CeHTA6pPA ABe TbiCAYM ABajLUaTb TPETbLErO roga
A, Ko3naukoB Anekceil AHApeeBWUY, BPEMEHHO UCMONHAKLWMIA 06593aHHOCTH HOTapuyca
ropoga MockBbl 3y60BCKO BaneHTWHbl ANEKCeeBHbl, CBUAETENLCTBYK BEPHOCTb KOMWUU C
npeAcTaBfieHHOro MHe JOKYMeHTa.
3apeructpupoBaHo B peectpe: Ne 77/732-H/77-2023-10-1173.

Ynnayeno 3a coBepllieHMe HOTapnanbHOro genctemsa: 2600 py6. 00 kon.

A.A. Ko3naykoB

MpowunTo, NMPOHYMEPOBAHO ¥ CKPEN/IEHO nevaTbto 26 (ABajLaTh WeCTb) NNCTOB.

A.A. Ko3naykoB
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