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1. Name of the medical device

SDR® Plus Bulk Fill Flowable material in refills, with accessories:

1 SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), shades:
universal shade, Al, A2, A3 - 15 pcs./pack;

2. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), shades:
universal shade, Al, A2, A3 - 50 pcs./pack;

3. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), universal
shade - 4 pcs./pack, IFU - | pc., illustrated technical manual - 1pc.;

4. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), universal
shade - 10 pcs./pack, IFU - 1pc., illustrated technical manual - 1pc.;

5. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), universal
shade - 2 pcs., shade Al - 1pc., shade A2 - 1pc., shade A3 - 1pc., IFU- 1pc,, illustrated technical
manual - 1pc.;

6. SDR® Plus Bulk Fill Flowable in 1 g syringes each - 2 pcs. (universal shade), syringe tips - 15
pcs., IFU - 1pc., illustrated technical manual - 1 pc.

7. SDR® Plus Bulk Fill Flowable in 1 g syringes - 10 pcs (universal shade), syringe tips - 60 pcs.;
IFU - 1pc., illustrated technical manual - 1pc.

8. SDR® Plus Bulk Fill Flowable in 1g syringe - 1pc. (universal shade), syringe tips - 3 pcs., IFU
- 1pc., illustrated technical manual - 1pc., ID card - 1pc., repeat order card - 1pc.

Accessories:

1) Syringe tips - 60 pcs./pack.

2) SDR®storage box - | pc.

2. Classification ofthe medical device and accessories

All-Russian classifier of products by type of economic activity, OKPD 2: 32.50.11.000

Type of the medical device according to the Nomenclature Classification of Medical Devices:
281770

Class of potential risk related to the usage of the medical device in accordance with the

Nomenclature Classification of Medical Devices: 2a.

3. Information regarding the developer ofthe medical device
Dentsply LLC also dba Dentsply Caulk
Address: 38 West Clarke Avenue, Milford, Delaware, 19963, USA

info@dentsDIvsirona.com
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4. Information regarding the manufacturer of the medical device
Dentsply LLC also dba Dentsply Caulk
Address; 38 West Clarke Avenue, Milford, Delaware, 19963, USA

info@dentSDIvsirona.com

5. Manufacturing site
1 Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, Delaware, 19963,
USA
2. Dentsply De Trey GmbH, De-'frey-Street 1, 78467 Konstanz, Germany

6. Intended use
SDR® Plus Bulk Fill Flowable material in refills is intended for use as a base liner. It is designed
to be used as a base in Class 1and Il restorations. It is also suitable as a stand-alone restorative

material in non-occlusal-contact applications.

7. Area of intended use
Area of intended use - dentistry.

The medical devices are intended for use by dentists in dental clinics and dental laboratories

8. Indications, contraindications, adverse effects, precautions
8.1. Indications

SDR® Plus material direct restorative:

* Base in cavity Class | & Il direct restorations

* Liner under direct restorative materials - Class Il box liner

* Pit & Fissure Sealant

* Conservative Class 1restorations

* Core build-up

e Class Il and V restorations

8.2. Contraindications
SDR® Plus material is contraindicated:

« for use with patients who have a known hypersensitivity to methacrylate resins.

8.3. Adverse reactions:

The product may cause eye and skin irritation.
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» Eye contact: irritation, possible comeal damage.
» Skin contact: irritation, possible allergic reaction. Red rash may appear on the skin.

* Mucous membrane contact: inflammation.

8.4. Warnings

SDR® Plus material contains polymerizable methacrylate monomers which may be irritating to
skin, eyes and oral mucosa and may cause allergic contact dermatitis in susceptible persons.

1be medical device must be handled only in gloves.

« 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 seen 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.

m 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, seek

medical attention.

9. Potential users

The medical devices are intended for use by dentists in dental clinics and dental laboratories.

1. Description
SDR® Plus Bulk Fill Flowable is a one-component, fluoride-containing, visible light cured, radiopaque
resin composite restorative material. It is designed to be used as a base in Class Iand Il restorations. It is
also suitable as a stand-alone restorative material in non-occlusal-contact applications.
SDR® Plus material has handling characteristics typical of a “flowable” composite, but can be placed in
4 mm increments with minimal polymerization stress. SDR® Plus material has a self-leveling feature
that allows intimate adaptation to the prepared cavity walls. When used as a base/liner, it is designed to
be overlaid with a methacrylate based universal/posterior composite for replacing missing

occlusal/facial enamel.

2. Step-by-step instructions
Cavity preparation

1 Prepare the cavity so that no residual amalgam or restorative material is left.
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, Rinse surface with water spray and carefully dry it with air spray. Do not desiccate the tooth structure.

. Use a dental dam or cotton rolls to isolate the cavity from contamination.

Placement of matrix
For optimal proximal contacts proceed as follows:
1 Place amatrix (e.g. AutoMatrix® matrix system or Palodent® Plus/Palodent® V3 Sectional matrix

system) and wedge. Burnishing of the matrix band will improve contact and contour. Prewedging/ ring

placement is advocated.

Pulp protection, tooth conditioning/dentin pretreatment, adhesive application
Refer to adhesive manufacturer’s directions for pulp protection, tooth conditioning and/or adhesive
application. Once the surfaces have been properly treated, they must be kept uncontaminated.
Proceed immediately to placement of SDR® Plus material.
Danger of injury due to excessive force.
A 1 Apply slow and steady pressure on the syringe plunger Compules® Tips Gun.

2. Do not use excessive force - Syringe or Compula® Tip rupture.

Compula® Tips
The pre-dosed Compula® Tip provides the combination of a unit dose Compules® 'Tlp with a metal

cannula Applicator Tip.

1 Load Compules® Tips Gun with pre-dosed Compula® Tip. Insert Compula® Tip into the notched
opening ofthe Compules® Tips Gun barrel. Be certain that the collar on the Compula® Tip is
inserted first.

2. Remove the colored cap from the Compula® Tip. The Compula® Tip may be rotated 360° to gain
the proper angle of entrance into the cavity.

3. Dispense the material into the cavity preparation using a slow, steady pressure. DO NOT USE

EXCESSIVE FORCE.

To remove the used Compula® Tip, be sure that the Compules® Tips Gun plunger is pulled back

completely by allowing the handle to open to its widest position. Apply a downward motion to the front

end ofthe Compula® Tip and remove.

Syringes
1. Remove cap from the end ofthe syringe. I'o assure free flow of material from syringe, express

a small amount onto pad, away from the patient field.
2. Attach disposable, black dispensing tip to end ofthe syringe. Turn tip clockwise 'Ato \s turn to
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issure that it is fully seated. Tug on tip to be sure that it is locked into the collar of the syringe.

3. Material should flow freely with gentle pressure. DO NOT USE EXCESSIVE FORCE. If more
than gentle pressure is required, remove from patient field and check for obstruction.

4. DISCARD AND PROPERLY DISPOSE DISPENSING TIP IMMEDIATELY AFTER USE.
REPLACE

ORIGINAL CAP. Do not store syringe with black dispensing tip in place. STORE ONLY

WITH ORIGINAL CAP.

Note: It is recommended to pull back slightly on the syringe plunger after use to prevent excessive

flow of material.

Placement of SDR® Plus material
Note: As SDR® Plus material is designed to conform to cavity shape, proper contact areas must

be established with the matrix system selected. Material will not distend matrix band. If needed,
manually distend matrix band with a suitable hand instrument such as a condenser or ball burnisher
prior to and/or during light curing.

1 Dispense SDR® Plus material directly into preparation site/tooth surface using slow, steady pressure.
Begin dispensing at the deepest portion of the cavity, keeping tip close to cavity floor.

Gradually withdraw tip as cavity is filled. Avoid lifting the tip out of dispensed material while
dispensing to minimize air entrapment. At the completion of dispensing, wipe tip against cavity wall
while withdrawing from the operative field.

2. Within a few seconds, dispensed SDR® Plus material will self-level, eliminating the need for further
manipulation with hand instruments. In case of overfill, use a flocked applicator tip wetted with residual
adhesive to remove excess. Any visible air bubbles should be pierced with a clean, sharp explorer prior
to curing.

3. When used as a Bulk Fill Base material, most cavities may be filled in one bulk increment (up to

4 mm) as needed to fill the cavity 2 mm short of the occlusal cavosurface'. In deeper preparations,
place material in 4 mm increments, thoroughly light curing each increment.

4. Alternatively, SDR® Plus material may be placed in a thin layer as a traditional “fiowable” liner on

exposed dentin.

Curing
SDR® Plus material is designed to be cured in increments up to a 4 mm depth/thickness.

" For fissure sealing, class 1, Hi, V conservative restorations or stump build-up the material can be fully inserted inside the contour, in
particular up to the edge of the hollow surface.
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I. Light cure each area of the restoration surface with a suitable visible light curing unit designed to cure
materials containing camphorquinone (CQ) initiator, i.e. spectral output containing 470 nm. Minimum
light output must be at least 550 mW/cm

Pulp Injury due to excessive heat ~ curing output > 2,000 mW/cm2.

1 Check Curing Light manufacturer’s literature for stated output.

2. Consult Curing Light Manufacturer’s Directions for compatibility curing
A recommendations.

3. Do not use table below for recommended curing times with output > 2,000

mW/cm2.

Curing Recommendations

Shade Light Output Shade Light output Shade Light output
Universal Halogen and LED Lights 20 sec. 20 sec.
550-1,000 mW/cm2
High Power LED Lights 10 sec. 10 sec.
1,000-2,000 mW/cm2
Al, A2, Halogen and LED Lights 20 sec. 40 sec.
A3 550-1,000 mW/cm2
High Power LED Lights 10 sec. 25 sec.

1,000-2,000 mW/cm2

Inadequate polymerization due to insufficient curing.
A 1 Check compatibility of curing light.
2. Check curing cycle.

3. Check curing output before each procedure.

Completion
When used as a base/liner, proceed immediately to complete the restoration using a methacrylate based

universal/posterior restorative material following manufacturer’s Directions for Use.

Technique Tip: In most applications, a body shade of occlusal restorative material provides the best
esthetic result. In case of heavily stained dentin, use ofan opaque shade may be required. Do not disturb
or allow contamination of cured surface or exposed adhesive. If contamination occurs, follow adhesive

manufacturer’s Directions for Use for re-application of adhesive.

~For instructions on polymerization and compatibility information see the recommendations provided by the manufacturer of the light
curing unit.
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fsurfaces remain undisturbed, additional application of adhesive between increments is neither

lecessary nor recommended.

Finishing and polishing
1 If contouring, finishing, and/or polishing of cured SDR® Plus material is necessary, use traditional

rotary devices following manufacturer’s Directions for Use.
2. Removal of resin flash is best accomplished with the Enhance® Finishing System. The Enhance®

System will remove flash and finish restoration margins.
3 Polish final restoration using Enhance® PoGo® Polishing system or Prisma® G lossPolishing

Paste. (See complete Directions for Use supplied with polishing product chosen).

All shades of SDR® Plus material are radio-opaque, with a 1 mm radio-opacity equivalent to
2.6 mm radio-opacity ofaluminum. Aluminum has a radio-opacity equivalent to that of dentin.

Thus 1 mm of material having a radio-opacity equivalentto 1 mm of aluminum has a radio-opacity

equivalent to that of dentin.
3. Hygiene

Cross-contamination.

Infection.
A 1 Do not reuse disposable materials. Dispose the materials according to the

local regulations.

2. Reusable devices should be disposed accordingly.

3.1. Svringes -cross-contamination
Cross-contamination.
Infection.

1. The syringes cannot be reprocessed.

A 2. To prevent the syringes from exposure to spatter or spray of body fluids or
contaminated hands it is mandatory that the syringes are handled with

clean/disinfected gloves. Do not reuse syringes if contaminated.
3. Dispose of contaminated syringes in accordance with local regulations.

For syringe, remove used dispensing tip and discard appropriately. Replace original syringe cap

prior to storing. To prevent syringes from exposure to spatter or spray of body fluids or contaminated
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hands, or oral tissues, use of a protective barrier is recommended. The use of protective barriers is
anadditional 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.

Repeated liquid contact may damage label. Dry the syringe with a lint-ffee single use cloth.*

* Note: Destruction of the label by vigorous wiping.

Wipe syringe gently.

3.2. Compula®Tips - cross-contamination

Cross-contamination.

Infection.
1. Do not reuse Compula® Tips. Dispose Compula® Tips in accordance with local

regulations.
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10. Technical description and characteristics
13.1. Technical description
I'able 1 Description of the medical device.
Device, description Picture
SDR® Plus Bulk Fill Flowable in compula
tips 0.25 g, (SDR® Plus Compula® Tips),

universal shade

Needle OD, mm: 0,9 + 1%

Needle ID, mm: 0,6 + 1%

Flange diameter, mm: 8,0 + 1%
Compula tip length, mm: 31,5 £ 1%
Compula plug OD, mm: 4,25 + 1%

Weight, g: 1,0+ 1%

SDR® Plus Bulk Fill Flowable in compula
tips 0.25 g (SDR® Plus Compula® Tips),
shade Al

Needle OD, mm: 0,9 +1%

Needle ID, mm: 0,6 + 1%

Flange diameter, mm: 8,0 £+ 1%
Compula tip length, mm: 31,5 + 1%
Compula plug OD, mm: 4,25 + 1%

Weight, g: 1,01 %

SDR® Plus Bulk Fill Flowable in compula
tips 0.25 g (SDR® Plus Compula® Tips),
shade A2

Needle OD, mm: 0,9 £ 1%

Needle ID, mm: 0,6 + 1%

Flange diameter, mm: 8,0 + 1%
Compula tip length, mm: 31,5+ 1%
Compula plug OD, mm: 4,25 + 1%
Weight, g: 1,0+ 1%
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IDR®PIlus Bulk Fill Flowable in compula
lips 0.25 g (SDR®Plus Compula® Tips),
shade A3
!

Needle OD, mm: 0,9 + 1%

Needle ID, mm: 0,6 + 1%

Flange diameter, mm: 8,0 £ 1%
Compulatip length, mm: 31,5+ 1%
Compula plug OD, mm: 4,25 + 1%
Weight, g: 1,0+ 1%
SDR®PIlus in 1 g syringes each (universal
shade)

Syringe length, mm: 74,65+1%
Diameter, mm: 5+1%
Weight, g: 6,5 +1

Syringe tips

Needle OD, mm: 1,25 +1%
Needle ID, mm: 0,97 +1%
Length, mm: 29 + 1%

Diameter, mm: 2,54 + 1%

Weight, g:0,26+ 1%
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S rs storage box

Leogth, mm: 89,0 + 1%
Width, ram: 66,0 £ 1%
Height, mm: 35,5+ 1%

Weight, g: 45,0+ 1%

13.2. Technical characteristics

Table 2. Technical characteristics: universal shade
Characteristics

Physical mechanical properties

Bending strength, MPa
Barcol hardness

N value characterizing bending flexibility, MPa

Diametric strength or strength upon diametrical, MPa
Water absorption, “Ng/mm»

Water solubility, pg/mm”

Sensitivity to ambient light, c

Curing depth, mm

Radiopacity, %

Neck area polymerization time, s

Digital value for color difference, designated as [E, between
irradiated sample of cured material or water saturated sample
and reference sample

Aesthetic properties

Transparency factor, %
Appearance

Discoloration
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Specification

Not less than 100
Not less than 85

Not more than the strength
value given in the GOST 31574-
2012

Not less than 34 according to
the GOST 31574-2012

Less or equal to 40 according to
the GOST R 56924-2016

Less or equal to 7.5 according
to the GOST R 56924-2016

60 according to the GOST
31574-2012

Less or equal to 4 mm

Not less than that ofa radio
opaque aluminum plate of the
same thickness

Between 20 and 30

Not more than 2.5 according to
the GOST R 56924-2016

Not less than 37.5

Smooth paste, almost
completely without foreign
substances and excessive
porosity

Discoloration should be barely



noticeable
Adhesion properties

Adhesion strength with dentine. MPa Not less than 7 according to the
GOST R 56924-2016

Table 3: Technical characteristics: shade Al
Characteristics Specification

Physical mechanical properties

Bending strength, MPa Not less than 100

Barcol hardness Not less than 85

N value characterizing bending flexibility, MPa Not more than the strength
value given in the GOST 31574-
2012

Diametric strength or strength upon diametrical, MPa Not less than 34 according to
the GOST 31574-2012

Water absorption, pg/mm» Less or equal to 40 according to
the GOST R 56924-2016

Water solubility, pg/mm» Less or equal to 7.5 according
to the GOST R 56924-2016

Sensitivity to ambient light, ¢ 60 according to the GOST
31574-2012

Curing depth, mm Less or equal to 4 mm

Radiopacity, % Not less than that of a radio

opaque aluminum plate of the
same thickness
Neck area polymerization time, s Between 20 and 30
Digital value for color difference, designated as [E, between  Not more than 2.0 according to
irradiated sample of cured material or water saturated sample  the GOST R 56924-2016
and reference sample
Aesthetic properties

Transparency factor, % Not less than 37.5

Appearance Smooth paste, almost
completely without foreign
substances and excessive
porosity

Discoloration Discoloration should be barely
noticeable

Adhesion properties

Adhesion strength with dentine, MPa Not less than 7 according to the
GOST R 56924-2016

Table 4: Technical characteristics: shade A2

Characteristics Specification
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Physical mechanical properties
Bending strength, MPa
Barcol hardness

N value characterizing bending flexibility, MPa

Diametric strength or strength upon diametrical, MPa
Water absorption, pg/mm»

Water solubility, pg/mm»

Sensitivity to ambient light, ¢

Curing depth, mm

Radiopacity, %

Neck area polymerization time, s

Digital value for color difference, designated as JIE, between
irradiated sample of cured material or water saturated sample

and reference sample
Aesthetic properties

Transparency factor, %
Appearance

Discoloration

Adhesion properties
Adhesion strength with dentine, MPa

able 5: Technical characteristics: shade A3.
Characteristics

Physical mechanical properties
Bending strength, MPa
Barcol hardness

N value characterizing bending flexibility, MPa

Diametric strength or strength upon diametrical, MPa
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Not less than 100
Not less than 85

Not more than the strength
value given in the GOST 31574-
2012

Not less than 34 according to
the GOST 31574-2012

Less or equal to 40 according to
the GOST R 56924-2016

Less or equal to 7.5 according
to the GOST R 56924-2016

60 according to the GOST
31574-2012

Less or equal to 4 mm

Not less than that of a radio
opaque aluminum plate of the
same thickness

From 20 to 30

Not more than 2.0 according to
the GOST R 56924-2016

Not less than 37.5

Smooth paste, almost
completely without foreign
substances and excessive
porosity

Discoloration should be barely
noticeable

Not less than 7 according to the
GOST R 56924-2016

Specification

Not less than 100
Not less than 85

Not more than the strength
value given inthe GOST 31574-
2012

Not less than 34 according to
the GOST 31574-2012



No.

Water absorption, pg/mm»
Water solubility, pg/mm»
Sensitivity to ambient light, ¢

Curing depth, mm
Radiopacity, %

Neck area polymerization time, s

Digital value for color difference, designated as [E, between
irradiated sample of cured material or water saturated sample
and reference sample

Aesthetic properties

Transparency factor, %
Appearance

Discoloration

Adhesion properties
Adhesion strength with dentine, MPa

Less or equal to 40 according to
the GOST R 56924-2016

Less or equal to 7.5 according
to the GOST R 56924-2016

60 according to the GOST
31574-2012

Less or equal to 4 mm

Not less than that of a radio
opaque aluminum plate of the
same thickness

From 20 to 30

Not more than 2.0 according to
the GOS I' R 56924-2016

Not less than 37.5

Smooth paste, almost
completely without foreign
substances and excessive
porosity

Discoloration should be barely
noticeable

Not less than 7 according to the
GOST R 56924-2016

11. Listand description of the materials brought in contact with the human body

Table 6. List of materials used

Component Materials
SDR® Plus Bulk Fill Flowable material
in compula tips 0.25 g ( SDR® Plus

Compula®Tips) shades: universal shade

SureFil SDR resin

Kthoxylated bisphenol A dimethacrylale

Triethylene glycol dimelhacrylate

I'rimethyl propane irirnethacrylate

.umilux Blau

Camphorquinone

blhyl-4-(dimelhylaniino)benzoale

Butylated hydroxytoluene

Uvinul H36206
Aerosil

Glass

Aerosol OX-50

Ytterbium trifluoride coated with Si02, silanized
CAB-O-SILTS-720
ritanium dioxide (3328 CI'KA BC)
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Ethyl-4-(dimethylamino)benzoate
Butylated hydroxytoluene

Uvinul H36206

Aerosil

Glass

Aerosol OX-50

Ytterbium trifluoride coated with Si02, silanized
CAB-O-SIL TS-720

Titanium dioxide (3328 CI| FA BC)

Silanized glass QuixFil

Dve. iron oxide, yellow

Dye, iron oxide, red (7080)

Syringe Polypropylene
Dye, black
Finger flange Polyethylene
Dye, black
Syringe plug High density polyethylene
Dye, white
lube Stainless steel 14301
Shaft Polypropylene
Dye, black
6. Syringe tips Stainless steel 14301
Dye, black
Polyethylene
Dve, white
7. SDR* storage box Tin
Varnish

12. Delivery forms

1 SDR* Plus Bulk Fill Flowable material in refills, with accessories:

1. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), shades:
universal shade, Al, A2, A3 - 15 pcs./pack;

2. SDR® Pius Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), shades:
universal shade, Al, A2, A3 - 50 pcs./pack;

3. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), universal
shade - 4 pcs./pack, IFU - 1pc., illustrated technical manual - 1pc.;

4. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), universal
shade - 10 pcs./pack, IFU - 1pc., illustrated technical manual - 1pc.;

5. SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula® Tips), universal
shade - 2 pcs., shade Al - 1pc., shade A2 - 1pc., shade A3 - 1pc., IFU - 1pc., illustrated technical
manual - 1pc.;

6. SDR® Plus Bulk Fill Flowable in 1g syringes - 2 pcs each, (universal shade), syringe tips - 15

pcs., IFU ~ 1pc., illustrated technical manual - 1 pc.
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7. SDR® Plus Bulk Fill Flowable in i g syringes - 10 pcs (universal shade), syringe tips - 60 pcs.;
[IFU- 1pc., illustrated technical manual - 1pc.
‘ 8. SDR® Plus Bulk Fill Flowable in 1 g syringe - 1pc. (universal shade), syringe tips - 3 pcs., IFU

-1 pc., illustrated technical manual - 1pc., ID card - 1pc., repeat order card - 1pc.

13. Labeling of the dental material

16.1. Syringe labeling.

The labels are applied on the syringe packaging.
Dimensions: 16.25x12.5 mm £5% (Width x Length).
The following information is indicated on the label according to the GOST R ISO 15223-1-2014:
- Name of the manufacturer;

- Name of the medical device;

- CE marking;

- Weight ofthe medical device;

- Curing time;

- Shade indication;

- Reference number of the medical device;

- Comment “Do not varnish”

NO VARNISH

~  Dentsply g
LI Sirono <
>
T™MSDR* Plus ™
® Bulk f-il Llowable ?)
| |-Cg if. 20 9EC
—n so30pPantns) LUTG
Fig 1 Label contents
fable 7. Symbol description
Symbol Description
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| CC0086 CE marking

lno varnish “Do notvarnish”

16.2. Labeling of the consumer packaging

The labels are applied on the consumer packages according to the GOST R ISO 15223-1-2014.
- Name and address of the manufacturer;

- Manufacturer’s trademark;

- Name ofthe medical device;

- Date of manufacture;

- Reference number of the medical device;

- Lot number:

- shelf life;

-“See instructions for use” label,

- “Caution! See instructions for use” label,

- “Do not reuse” label;

- “Protect from sunlight” label,

- “Temperature range” label,

- “Protect from moisture” label;

- Green dot;

- “Caution! This device can be purchased or ordered only by a doctor”;
- EC marking;

- “Official representative in EC” label,

- MD (medical device) label

SDR® PLUS

SDR® Plus Bulk Fill Flowable in compula tips 0.25 g (SDR® Plus Compula®
Tips), shades: universal shade, Al, A2, A3 - 15 pcs./pack

See the shade on the label

Certificate of Registration No RZN ####/###### dated ##. 4 #HiHH

Only for use by dentists.

Information regarding safety, indications and contraindications is given in the
instructions for use.

» Information regarding the terms and conditions of storage is given on the package
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Fig. 5. Compula tips packaging
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Fig. 6. Consumer packaging for SDR® Plus Bulk Fill Flowable material in compula tips 0.25 ¢

(SDR®PIlus Compula® Tips), shades: universal shade 4 pcs./pack, instruction for use - 1pc., illustrated

technical manual - 1pc.

Packaging dimensions: 155 x 85 x 11 mm 5%
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Fig. 7. Consumer packaging for SDR® Plus Bulk Fill Flowable material in compula tips 0.25 g
(SDR® Plus Compula® Tips), universal shade - 10 pcs./pack, IFU - 1pc., illustrated manual - 1 pc.

Packaging dimensions: 155 x 85 x 11 mm 5%
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Fig. 8. Consumer packaging for SDR® Plus Bulk Fill Flowable material in compula tips 0.25 g
(SDR® Plus Compula® Tips), universal shade - 2 pcs., shade Al - 1pc., shade A2 - I pc., shade A3 - 1
pc., IFU - 1pc., illustrated technical manual - 1 pc.

Packaging dimensions: 155 x 85 x 11 mm 5%
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Hg. 9. SDR® Plus Bulk Fill Flowable material in syringes | g each - 2 pcs. (universal shade),

syringe tips - 15 pcs., IFU - | pc., illustrated technical manual - | pc.

Packaging dimensions: (165 x 89 x 26) mm +5 %
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Fig. 10. SDR® Plus Bulk Fill Flowable material in syringes 1g each - 10 pcs (universal shade),
syringe tips - 60 pcs.; IFU - 1pc., illustrated technical manual - 1 pc.
Packaging dimensions:; (156 x 103 x 49) mm %5 %

Syringes and tips are placed inside the packaging according to the kit specification

Fig. 11. Syringe and syringe tip packaging.
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Fig. 12. SDR® Plus Bulk Fill Flowable material in syringes 1g - 1pc. (universal shade), syringe

tips - 3 pcs., IFU - 1pc., illustrative technical manual- 1pc., ID card - 1pc., repeat order card - 1pc.
Packaging dimensions with the plastic bag: (200,0 x 125,4 mm) £5 %
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Fig. 13. Syringe tips - 60 pcs./pack.
Packaging dimensions: (90 x 43 x 43) mm %5 %
Syringe tips are placed inside the polyethylene bag in quantity required by the kit specification
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Fig. 14. Syringe tips in a polyethylene bag

15. Information regarding materials of animal or human origin

The dental material does not contain any substances of animal or human origin.

16. Information regarding compatibility with other devices, materials, and etc.

17. Compatible adhesives
The dental material is used after application of appropriate dentin-enamel adhesive. It is

compatible with traditional dentin-enamel adhesives based on methacrylate, including adhesives for

Dentsply Sirona light-cured composites.

Compatible restorative materials for enamel restoration

The dental material is used with appropriate restorative material or restorative material for filling
third group of posterior teeth to replace occlusal/vestibular enamel and is compatible with traditional
composite restoration materials based on methacrylate, including light-cured universal/dental filling
composites by Dental Sirona intended for the manufacture of occlusal restorations of class land Il.

18. Information regarding drug products used in the medical device

The dental material does not contain any drug products.

19. Information regarding disinfection, cleaning and sterilization of the medical device
The medical device is not intended to be cleaned or disinfected. The medical device is not sterile

and is not intended to be sterilized.

20. Requirements for maintenance and repair of the medical device

The medical device is not intended to be repaired or maintained.
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21. List of international and national regulations/standards applicable to the medical device
I1SO 14971 [2012] Medical devices - Application of risk management to medical devices;
EN 1641 [2009] Dentistry - Medical devices for dentistry - Materials;
IISO EN 13485 [2016] Medical devices - Quality management systems - Requirements for regulatory
purposes;
EN 1SO 7405:2011 Evaluation of biocompatibility of medical devices used in dentistry;
ISO 7491:2000(E) Dental materials - Determination of colour stability
ISO 4049:2000(E)- Dentistry - Polymer-based filling, restorative and luting materials;
ISO 10993-1:2003 Biological evaluation of medical devices. Part 1 ‘resting for skin irritation and
sensibilization;
ISO 10993-11 [2006] Biological evaluation of medical devices - Part 11 Tests for systemic toxicity;
ISO 11405: 2015 Dental materials - Testing of adhesion to tooth structure;
EN ISO 15223-1:2012 Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1. General requirements;
GOST R 56924-2016 (ISO 4049:2009) Dentistry. Polymer-based restorative materials;
GOST 31574-2012 Polymer-based dental restorative materials. Technical specifications. Methods of
testing;
GOST ISO 7491-2012. Dental materials. Determination of colour stability of dental polymeric
materials.
GOS r ISO 14971-2011 Medical devices. Application of risk management to medical devices;
GOS'f ISO 13485-2017 Medical devices. Quality management systems. Requirements for regulation
purposes;
GOST R ISO 7405-2011. Dentistry. Evaluation of biocompatibility of medical devices used in dentistry;
GOST 1SO 10993-1-2011 Medical devices. Biological evaluation of medical devices. Part 1. Evaluation
and studies;
GOST R ISO 10993-2-2009 Medical devices. Biological evaluation of medical devices. Part 2. Animal
handling requirements
GOST ISO 10993-5-2011 Medical devices. Biological evaluation of medical devices. Part 5.
Cytotoxicity studies: in vitro methods
GOST ISO 10993-10-2011 Medical devices. Biological evaluation of medical devices. Part 10. Irritation
and sensibilization studies
GOST 1SO 10993-11-2011 Medical devices. Biological evaluation of medical devices. Part 11. General
toxicity studies;
GOST ISO 10993-12-2015 Medical devices. Biological evaluation of medical devices. Part 12. Sample

preparation and reference samples
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GOST R ISO 15223-1-2014 Medical devices. Symbols to be used with medical device labels, labeling,
and information to be supplied. Part 1. General requirements;

GOST R 52770-2016 “Medical devices. Safety requirements. Methods of sanitary chemical and

toxicological tests”
GOST CT 31214-2016 “Medical devices. Requirements for samples and documentation supplied for

toxicological, sanitary chemical testing, sterility and pyrogenicity testing”
GOST 31209-2003 “Containers for blood and blood components. Chemical and biological safety
requirements and testing methods”
p. 53 GOST 31576-2012 “Biological evaluation of medical devices. Classification and sample
preparation”
GOST 14192-96 Labelling of goods;

GOS TR 50444-92. Medical instruments, apparatus and equipment. Genera! specifications.

22. Conditions of use, storage and transportation

Table 9. Conditions of use

Parameter Value
Temperature 5°C-42 °C
Humidity Up to 98% RH at 25 X
Aiir pressure 70 kPa- 106 kPa

The devices are used inside the oral cavity containing biological liquids at nominal temperatures:

32 °C - 42 °C, for accessories to be used outside the oral cavity: 10 °C - 35 °C.

The devices are not intended to be repaired. No specific maintenance is required. The devices

< must be used only by qualified medical workers in clinical facilities.

Table 10. Storage conditions.

Parameter Value
Temperature 2°C-24 X
Humidity Not more than 70%
Aiir pressure 70 kPa- 106 kPa

After being stored in the refrigerator, as well as after transportation at sub-zero temperatures, the

device should be warmed to room temperature before use.

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




1be devices in original packaging should be stored in closed, dry and heated storage facilities

irotected from light. Do not freeze.

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

« Keep out of direct sunlight and store in a well-ventilated place at temperatures between

2-24 °C/35-75 °F.

 Allow material to reach room temperature prior to use.

* Protect from moisture.

* Do not freeze.

« Do not use after expiration date.

The device can be transported by any type of closed vehicle in accordance with the transport
regulations valid for particular type of vehicle.

Placement and fastening of boxes containing the devices should ensure their stable position,

excluding the possibility of displacement and collision with each other or with the walls of the vehicle.

Table 11. Transport conditions

Parameter Value
Temperature 2°C-24 °C
Humidity Not more than 70%
Air pressure 70kPa- 106 kPa

rhe devices should be transported in accordance with the regulations valid for particular type of
vehicles at temperature in the range between 2 °C and 24 °C and RH < 70%.

When transporting to the countries with unacceptable ambient temperature, the devices should be
placed inside special containers which maintain the temperature and relative humidity in the specified

range.

23. Shelflife
1 SDR® Plus Bulk Fill Flowable material in compula tips 0.25 g, (SDR® Plus Compula® Tips),
shades: universal shade, shades A1, A2, A3 - 3 years;
2) SDR® Plus Bulk Fill Flowable material in syringes 1g each (universal shade) - 3 years;
3) Syringe tips - unlimited;
4) SDR®storage box - 5 years.
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24. Procedure and conditions for disposal of the medical device

The disposal of the medical device should be performed according to the RF SanPiN 2.1.7.2790-
iO “Sanitary-epidemiological requirements for the management of medical waste” sanitary rules and
regulations. ITie medical waste hazard class is B.

The devices should be used only by qualified medical workers in clinical facilities. Upon disposal

of apparatus adhere to the local regulations for disposal and processing of waste.

25. Warranty
The manufacturer bears no responsibility and pays no compensation for possible damage and
accidents caused by:
e Use of components not included in the kit and which may interfere with the normal
operation.
* Non-compliance with the instructions for use.
The user bears responsibility for testing the material for fitness for particular purpose not
explicitly indicated in the instructions for use!
Please contact the official representative of the manufacturer in case of questions pertaining to the

quality of the product.

26. Official representative
Dentsply Sirona LLC, Prospect Andropova 18, build. 6, offices 139 40, Moscow, Russia 115432, Tel.:
+7(495) 725 10 87
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1 HanmeHoBaHVe MeAULMHCKOIO U3aenms.

Martepuan cToMaTonornyecknin Tekyunii 06beMHoro BHeceHust SDR® Plus ans nnomo6upoaHus
3y00B B OTE/IbHbIX YMaKoBKax, C MPUHaLNEXHOCTAMU:

1. Matepuvan cTomMaTo/IorM4eckunin Tekyumin 06beMHoro BHeceHnss SDR® Plus B KOMNbo1ax no
025, (SDR® Plus Compula® Tips), OTTEHKMN: YHUBepPCa/bHbIA 0TTeHOK. Al, A2. A3 - 15 wT./yn,;

2. MaTtepwuan CTOMaTON0rM4YecKnin TeKyunii 06beMHOro BHeceHnss SDR® Plus B komnbonax no
025 r (SDR® Plus Compula® Tips), OTTEHKN: yHMBEPCanbHbI 0TTEHOK, Al, A2, A3 - 50 wT./yn.;

3. MaTepuan cTOMaTONOrMYeCKNiA TeKyunii 06beMHOro BHeceHUss SDR® Plus B KOMNbiOAax no
025 r (SDR® Plus Compula® Tips), yH1BepCanbHbIi OTTEHOK - 4 WT. / yN., UHCTPYKLUMA NO NPUMEHEHUIO
-1 WT.. LINOCTPUPOBAHHOE TEXHUYECKOE PYKOBOACTBO - 11T,

4. MaTepuan CTOMaTONOrMYECKUIA TeKyUnii 06beMHOro BHeceHnsi SDR® Plus B komnbtonax no
0.25 r (SDR® Plus Compula® Tips), yHMBepCcanbHblii OTTEHOK - 10 WT. / yn., UHCTPYKLUMA MO
NPUMEHEHNIO - 1 LWUIT., UANOCTPUPOBAHHOE TEXHUYECKOe PYKOBOACTBO - | WT.;

5. Matepman cToMaToN0rMyeckunin TeKyunin 06beMHoro BHeceHns SDR® Plus B Komnbtonax no
0.25 r (SDR® Plus Compula® Tips), yH/BepCa/bHbIA OTTEHOK-2 LUT., OTTEHOK Al - | WT., OTTEHOK A2 -
1u.. OTTEHOK A3 - 1LWUT., MHCTPYKLMA NO NPUMEHEHMIO - 1 LWUT.. UNIOCTPUPOBAHHOE TEXHNYECKOE
PYKOBOACTBO - 1LUT.;

6. MaTtepvan cCTOMaTONOrMYECKNIA TeKYyUnii 06beMHOro BHeceHMst SDR® Plus B winpuuax no | r
KaoKAbI - 2 WT. (YHUBepcanbHbIl OTTEHOK), annankaTopbl (syringe tips) ~ 15 WT., MHCTPYKLUUA MO
MPUMEHEHMIO - 1 LUIT., AOCTPUPOBAHHOE TEXHUYECKOE PYKOBOACTBO - 1 LWT.

7. MaTepman CTOMaTo/1I0rMyeckKnin TeKyunin 06beMHoro BHeceHnss SDR® Plus B wnpuuax no 1r.
Kaxxapi - 10 Wwt. (YHuBepcasibHbI OTTEHOK), annaukaTopbl (syringe tips)-60 wWT.; MHCTPYKLMA MO
NPUMEHEHNIO - 1 LWIT., WAIIOCTPUPOBAHHOE TEXHUYECKOE PYKOBOACTBO - 1 LWT.

8. MaTepuan CTOMaToN0rnyYecKnii TeKyUunii 06veMHOro BHeceHnst SDR® Plus B wnpuye no 1r- 1
. (YHuBepcabHbIi OTTEHOK), annankaTopsl (syringe tips) - 3 WT., MHCTPYKUMA MO NPUMeHeHno - 1
LUT., IKOCTPMPOBAHHOE TEXHUYECKOe PyKOBOACTBO —1 WT., KapTouka ID - 1wT., KapTouka
MOBTOPHOIO 3aKa3sa - 1 L.

MprHagnexHocTu:

1) Annnukatopsbl (syringe tips) - 60 wrt./yn.

2) Kopob6ka ana xpaHeHus (SDR® storage box) - 1wr.

2. Knaccudukauma MEANLUHCKOTO U3Aennsa U npuHagnexHocTel

Kop O6Liepocchiickoro KnaccugpukaTopa npoayKuum Mo BuaaM 3KOHOMMWYECKON [esTenbHOCTM

OKIA2: 32.50.11.000
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By MegULMHCKOTO M3enuns B COOTBETCTBMM C HOMEHKNATYPHOI Knaccugukaumeidi MeguumnHCKnX

[openwin; 281770
KnacC nNOTeHUWanbHOro pucka MPUMEHEHUS MELMUMHCKOIO M3[4enus B COOTBETCTBUM C

|[FOMeHKnaTypHOl Knaccudukauyeid MeauLMHCKUX U3AeNWii: 2a.

3. CBefieHnsa 0 pa3paboTumke MeaMLIMHCKOTO M3aenns
Dentsply LLC also dba Dentsply Caulk / OeHTcnnain 9n3nCu. Takxe OCYLLeCTBAAOLas

[esTeNbHOCTb MoJ, HarMeHoBaHueM [eHTtcnnai Konk
Appec: 38 West Clarke Avenue. Milford, Delaware, 19963, USA

infQ@,dentsDlvsirona.com

4. CBefeHuna 0 Npon3BOAMTENE MEAULMNHCKOIO U3aenmns
Dentsply LLC also dba Dentsply Caulk / OeHtcnnain 9n9nCu. Takxe OCyLUleCTBAAKOLLAN

AesTenbHOCTb Nof HauMeHoBaHMeM [eHTcnnain Konk
Agppec: 38 West Clarke Avenue, Milford, Delaware, 19963. USA

info@dcntsDIlvsirona.com

5. MecTo npou3BoACcTBa MEAULIMHCKOIO U3aenus.
1 Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, Delaware, 19963,

USA
2. Dentsply De Trey GmbH, De-Trey-Street 1, 78467 Konstanz. Germany

6. HasHauyeHue MefVLWUHCKOrO U3aenus.
Marepuas CTOMaTONOMMYECKNIA TeKyUnii 06beMHOro BHeceHUss SDR® Plus ans nnom6ruposaHus 3y60B

B OTAE/IbHbLIX YMaKOBKaxX, C MNPUHaANeXHOCTAMWN nMpegHasHayeH Ana WCNnoab3oBaHNA B KadecCcTBe
NpoKnagoyHoro martepuana B noaoctax | wm Il Knacca, a TakKKe MOXeT MNPUMEHATbLCA Kak

CaMOCTOSITE/bHbIA  MNOMOMPOBOYHBIA  MaTepuan B 06/1acTsX, He MNOABEPXKEHHbIX YXeBaTe/IbHOM

Harpyske.

7. O6nacTb NPUMEHEHMS.
O6nacTb NPUMEHEHUS - CTOMATO/OTUS.

M3apenve npegHasHa4eHo Anda UCnosb3oBaHUA CToOMaTo/iIoraMmn U NPUMEHAETCA B

CTOMaTO10INM4eCcKnX KanHMKax n CToMaTtosiorm4eckmnx na60paTopV|ﬂx.
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8. Moka3aHusa, NpoTMBONOKa3aHUA K MTPUMEHEHUIO, NOB0OYHbIe 3P P eKTbl, Mepbl
npegocToOpoOXHOCTHW.

8.1. [Moka3aHud

MaTtepuan SDR® Plus npegHasHayeH 415 NpsMbIX pecTaBpaLyii:

» OcHOBa A/1 NpsAMbIX pecTaBpayunii nonoctei | u Il knaccos

* laviHep non npsimble pecTtaBpauumn - NOKPbITUE CTEHOK M AHa nonioctu npw Il knacce

» lepmeTuK gmccyp 1 AMOK

» KoHcepBaTtuBHbIe pecTaBpauuy 1knacca

* HagcTpoiika KynbTu

* PectaBpauun Il nV knaccos

8.2. MpoTuBONOKa3saHns
Marepran SDR® Plus npoTMBOMNOKa3aH:

* Y NaumneHToB C ,EI,OK&?:&HHOVI anneprmeﬁ Ha MeéTakpwuniaTtHbl€ CMOJIbI.

8.3. MNMo6OUYHbIE 3P PeKTbI:

MpoAYKT MOXET BbI3BaTb pa3fpaKeHne rnas n Koxm.

» KOHTaKT ¢ rnasamu: PasgpaxeHne, BO3SMOXHO MOBPEXAEHNE POroBULbI.

» KOHTaKT Cc KoXeli: PasgpaxxeHne, BO3MOXHa annepruyeckas peakumns. BoaMoXHO NosiBNeHne Ha
KOXE CbIMNM KPaCHOro LBeTa.

* KOHTaKT cO CM3ncToii 060104KO:; BocnaneHune

8.4. TlpepocTepexeHuns

Matepunan ctomatonormyeckuin SDR®  Plus cofepXuWT NOAMMepU3yoLmnecs MOHOMEpbI
MeTaKpunara, KOTopble MOTyT BbI3BaTb pa3fpaXkKeHne KOXW, rnia3 U CIM3UCTOM 060/104KN NOMOCTM pTa U
MOryT 6bITb MPUUYNHON anneprnyeckoro KOHTakKTHOro gepMaTuTay BOCIPUUMYMBBIX NHOAEN.

Heobxoanmo 1cnonb3oBaTb MeAULMHCKOE U3LeNne CTPOro B nepyarkax.

* WN3berainTe KOHTaKTa C rnasamu Ans npeaoTBpalleHns pasgpaXeHus W BO3MOXKHOTO
MOBPEXAEHNS POroBuubl. B cnyvae KOHTakTa C rflasaMyM Hemea/leHHO MpPOMONTe A0CTaTOYHbIM
KOMIMYeCTBOM BOfbl M 06paTUTEeCh 32 MeAULMHCKOA NOMOLLbHO.

* l30erailTe KOHTaKTa C KOXeil [na npefoTBpalleHVs pasfpaXeHus U BO3MOXKHOTO
afnepruyeckoro oTeeta. B cnyyae KOHTaKTa Ha KOXE MOTrYT MOSBUTLCA KPacHOBATbIE BbIChIMaHUA.
ECm KOHTaKT C KOXeil npou3oLlen, HemMef/IeHHO yAanuTe matepuan BaToOM W TuiaTeNbHO MPOMONiTe
MblIOM C BOAOWA. ECAM NOSBMAUCL BbICHINAHWA WM NPU3HAKM  CeHCUbunmsauuu, npekpaTute

CMO/Mb30BaHKe NPOAYKTa M 06PaTUTECh 38 MEAMLIMHCKO MOMOLLbHO.
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* 36eraiiTe KOHTaKTa C MATKUMW TKaHSMWU MOIOCTM PTa/CAU3UCTON Ans NpeaoTBpaLleHus
[tocriareHvs. Ecnv npowmsoluen cnyyaitHblii KOHTaKT, HEMeAeHHO YAanuTe MaTepuan BaToid, MpoMoiiTe
IcVBICTYO CTPYE BOAbI B 4OCTATOYHOM KONMUYECTBE, YAanss NpPoMbIBHbIE BOAbl M3 NMOMOCTU pTa. Ecnu

toCriarieHvie CIM3NCTON 060104KM NONOCTH pTa COXpPaHAETCA, 06paTI/ITer 3a MGAMLI,MHCKOVI NOMOLLbIO.

9. MoTeHYKNaNbHbIe NOTPEOUTENN.

M3genve npegHasHayeHo 414 UCNoNb30BaHMA CTOMATON0raMn 1 NPUMeHsAeTca B

CTOMAaTOMOINNMYeCKMX KNNHNKax U CToOMaTosIormn4ecKmnx na6opaT0p|/|ﬂx.

10. OnucaHune
Martepvan CTOMaTONOrMYeCKnii TeKyUunii Matepuan 06beMHOro BHecenmss SDR® Plus sBnsetcs
OZ{HOKOMIMOHEHTHbIM, (hTOPCOAepXKaLlM, CBETOOTBEPXKAAEMbIM, PEHTTEHOKOHTPACTHLIM KOMMO3UTHbLIM
pecTaBpauyoHHbIM MaTepuanom. OH npefHasHayeH AN WUCMO/b30BaHMA B KayecTBe MPOKIAL0YHOro
<MaTepv|ana B nonoctax | m W knacca. OH Takke MOXeT MNPUMEHATBCA KaK CaMOCTOATE/bHbIN
MIOMOMPOBOYHBIA MaTepuasn B 061acTsAX, He NMOLBEPKEHHBIX XKeBaTe/lbHOW Harpyske.

MaTepnan CTOMaTONOrMYeCKUA NpY  MOAENMPOBAHUM  WUMEET  XapaKTEPUCTUKN  TeKy4ero
KOMMO3uTa, HO MOXeT BHOCUTbCH MNOPUMAMWU NO 4 MM C MUHWMANbHBIM MOIMMEPU3ALNOHHBIM
CTPECCOM. Matepnan SDR® Plus obnafaeT CBOWCTBOM «CaMOBbIPaBHMBAHMA», MO3BOAIOLLMUM
MonyunTb TLLATENbHYHO afanTauuio K NOAroTOB/IEHHbIM CTeHKaM mnonoctu. Korga npumeHsetcs B
KavectBe 6a30BO WM NallHEPHO NPOKNafKW, matepuan Ao/KeH ObiTb MepeKpbIT MeTaKpWiaTHbIM
YHVBEpPCAbHBIM U CMelnanbHbIM -~ KOMMNO3UTOM 15 OOKOBbIX 3y60B AN  BOCCTAHOB/IEHUA

OTCYTCTBYIOLLIETO C/105 3Masu.

M. Cnocob npumMeHeHus

MofroToBKa NoOM0OCTM

1 MNoarotoBbTe MOMOCTb NYTEM YyAaNeHUs BCEX OCTATKOB aMasibraMbl 1 pectaBpalMoHHOro
martepuana.

2. MpomoliTe NOBEPXHOCTb BOASHON CTPYE M akKypaTHO MpocyLumTe eé cTpyén Bosgyxa. He
nepecyLunTe TKaHU 3y6a.

3. Vicnonb3yiiTe pabbepaam Mam BaTHble Ba/IMKW ANS1 U30ALMMN NOMOCTM OT 3arpsi3HEHNS.

YCcTaHOBKa MaTpuLbl

[ONs NoNyYeHns HauyULMX KOHTAKTHLIX MYHKTOB CAenaiiTe cneayoliee:
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1 YcTaHOBUTE MaTpuuy (Hanpumep, MaTpUUHYH cuctemy AutoMatrix® mnnm cuctemy
CEKUMOHHbIX MaTpuy, Palodent® V3) u KuH. MpUTUpaHne MaTpUYHOM NEHTbI YIYULIUT KOHTAKT U

KOHTYpbI. Y CTaHOBKa KO/bLia Nepes PackIMHUBaHNEM PEKOMEHAYETCS.

3aWmnTa nynenw, KOHAULMOHNPOBaHME 3y6a/NpoTpaBNNBaHne JEHTNHA, HAHECEHWe afre3nBa
Ob6paTnTech K peKoOMeHAauMaM NpousBoAMTeNd aaresvsa no 3awmTe nynbrbl,
KOHAMLMOHNPOBaHMIO 3y6a /Uy HaHeceHMo aares3msa. Kak T0/IbKO NOBEPXHOCTU 6blM MPaBU/IbHO
06paboTaHbl, OHW He JO/MKHbI MOABepraTbCs 3arpsasHeHni0. HesamenIMTeNnbHO nepexonuTe K BHECEHUIO
marepuasia cTomMmaronormyeckoro SDR® Plus.
OnacHOCTb NOBPEXAEeHUA U3-3a YPE3MEPHOT0 YCUUSA.
A 1. BHocuTe MmaTtepuan MeA/IeHHO, PaBHOMEPHO pacnpefenss [AaBfieHUe Ha
[ \ nuctonet Compules® Tips Gun.
1 * 1 2. He npumeHsiiTe upe3mepHoe ycuiune, 4tobbl n36exaTb paspbiBa LWNpULA Mm

Komnbtosibl Compula® Tip.

Komnbtonel Compula® Tips

[o3npoBaHHble Komnblonbl Compula® Tips nNpeacTaBnstoT COO0M KOMOMHAUMIO YHWAO3bI C
MET/IIMYECKM HAKOHEYHNKOM KaHH/IN.

1 3apagute [03MpoBaHHYK Komnblony Compula® Tips B nucTonet s KOMMblON. BcTaBbTe
Komnbtony Compula® Tips B 0TBepCcTME MUCTOMETA C BbIEMKOW LUENKON Brepén. Y6eanTech, YTo Lweiika
Komnbtonbl Compula® Tips BCTaBfieHa NepBaoiA.

2. CHAMMUTE LBETHOI Konna4yok ¢ koMnbtonbl Compula® Tips. Hocnk komnbtonbl Compula® Tips
MOXHO noBopayMBaTh Ha 360° ana yAo6HOro BXoaa B MosioCTb.

3. lMpu BbIgaBAMBaHMM MaTepuana w3 Komnblonbl Compula® Tips npunarainte nérkoe
pasHomepHoe ycunne. HE MPUKTAOBIBAATE YUPESMEPHOE YCUNME.

4. Ona ypaneHns uUCNonb30BaHHOW Kommbtonbl Compula® Tips ybeauTech, 4YTO MOpPLUEHb
nuctoneta Compules® Tips Gun BepHy/NCcA B UCXOLHOE MOJIOXEHWE, B pe3yfibTaTe 4Yero pykKosTKa
nucToneTa 6yaeT oTeefeHa. BosbmuTech 3a HOCUK KOMMbHOAbl Compula® Tips M ABUXEHUEM BHU3

N3BMIEKNTE €e.

Lnpuupl

1 YpanuTe KONNayok co wnpuua. Ans toro, 4tobbl yoeantbea B cBOOOLHOM BbIXOfe MaTepuana
V3 LUNPULA, BblAaBnTe HEOO0/bLIOE KOIMYECTBO MaTepuana Ha 6/10KHOT.

2. 3aKpenuTe YepHYK CMECWUTENbHYIO KaHIOMIO Ha wnpuue. 3akpytuTe Ha Yh fo ‘'/r obopota no

yacoBoii cTpesnike. MpoBepbTe NAOTHOCTb NPUKPENIEHNS.
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3. Martepuan JO/mKeH BblgaBAMBaTbcs flerko u3 wnpuua. HE MPUMEHAATE YPE3MEPHOE
YCWJTIME. Ecnn matepuan Bbl4aBIMBAETCA C TPYAOM, MPOBEPbLTE KAHKO/IKO Ha 3aCOPEHME BHE MOJIOCTH
pTa naumeHTa.

4. OTKPYTUTE W BbIEPOCBTE AMMINKALUMOHHYIKO KAHIO/MKO CPA3Y T1OC/E
NCMONb3OBAHNA. 3AKPOWTE LWIMPUL, KOJMAUYKOM. He xpaHuTe LWNPWL, C YepHOIi
cmecutenbHol Hacagkoi. XPAHUTE LUMPUL, TOTbKO C OPUTMHAIBHBIM KOJTMAUKOM.

O6patnTe BHMMaHue: PekoMeHAyeTCsi OTTAHYTb MOPLUEHb HEMHOrO Hasaf Ans TOro, 4Tobbl

npeaoTBpPaTuUTb N36bITOYHOE BbIBEAEHNE MaTepnana.

BHeceHve maTepuana cTomatonornyeckoro SDR® Plus
MpumeyaHme: Tak kKak marepyan SDR® Plus npuHumaet opmy MnosocTv, npasu/bHble KOHTaKTHble
MYHKTbI JO/MKHbI ObITb CO3A4aHbl C MOMOLLbID MaTPUYHON cucTeMbl. MaTtepuan He GyfeT O0TOABMraTb
MaTPUYHYIO NeHTY. Ecnn He06X04MMO, OTOABUHLTE BPYUYHYHO MATPUYHYIO NIEHTY MOAXOAALLMM PYYHbIM
WHCTPYMEHTOM, TaKUM Kak KOHAEHCOP WY LWapOoBUAHBINA LWITONdEP. 4O WM BO BPEMS OTCBEUMBAHNS.

1 BHocute Matepuan ctomatonoruyeckuii SDR® Plus  HenocpeACTBEHHO Ha 001acTb
npenapvpoBaHmns, UCMNONb3YS MOCTOSAHHOE U Mef/IeHHOe AaBneHne. HaunHalite pacnpegensatb MaTepuan
C camoro rny6oKoro y4yactka MosoCTU, yAepXusas KOHYMK MJIOTHO K AHY. [MOCTEMNeHHO un3BnekuTe
KOHYMK, KakK TONbKO MONOCTb 3anonHUTCA. M3beraiiTe MOAHATUA KOHYMKA KOMMbHO/bI U3 Macehbl
maTepuana B MpOLEeCCe ero BHECeHWA ONS MUHUMM3AUMKM 3axBaTa BO3LYLIHbIX My3blpbKOB. [10
3aBepLUeHNN pacnpefeneHnus BbITPUTE KOHYMK O CTEHKY TMOJIOCTM B TMPOLECCe W3BNEYEHUS U3
onepawoHHOro nons.

2. Yepe3 HECKONbKO CEKYH[ MaTepuan CTOMATO/IONMYECKNn BbIPOBHSAETCA CaMOCTOATESIbHO,
UCKMOYas HeoOXO4MMOCTb  Aa/ibHEMLEro  WUCNOMb30BaHUA PYYHbIX WHCTPYMEHTOB. B cnydae
M36bITOYHOrO BBEAEHWS MaTepuana MCMob3yiiTe MUKPOOpaLl, CMOYEHHbI aAre3nBoM, ANs yaaneHus
M3MLLKOB MaTepuana. J1iobble BMAUMbIE MNY3bIPbKM BO3L4yXa AO/MKHbI OblTb MPOKOMOTbI YUCTbIM,
OCTpbIM 30HA0M Mepes 0TCBEUYNBAHMEM.

3. TMpv ncnonb30BaHUM B KayeCcTBe MaTepuasna A4/id BOCCTAHOB/IEHUS OCHOBbI 3y6a, 60/bLINHCTBO
nonocTell MOryT 6bITb 3aM/IOMOMPOBaHbI OHO 60NLLUIOK nopuwneli A0 4 MM, NPU 3TOM OCTaB/sAA 2 MM
[0 OKK/HO3MOHHOW rpaHuubl'. B 601ee 06LWMPHBLIX NOMAOCTAX, BHOCUTE MaTepuan nopuusamu no 4 mm,
TWATEIbHO OTCBEYMBAsA KaXKAYH MOpLuIO.

4. B WHOM cfy4yae, MaTepuas CTOMATONOrMYECKUA MOXET HAHOCUTLCA TOHKMM C/I0EM  Kak

TPAAMLIMOHHBI TEKYUNIA NailHep Ha 0GHAXXEHHbIV AEHTUH.

AOTA repmeTn3auum uccyp, KOHcepBaTUBHBIX pecTaBpayuii |, LW, V KnaccoB Manm HagCTPOMNKM KynbTu, maTepuan
MOXET NOMeLIaTbCA LeIMKOM B KOHTYpP, B TOM 4ucie [0 Kpas nonoi NoBEpXHOCTMU.
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Monnmepunsauns

Martepunan ctomatonornyeckuii SDR® Plus nonmmepusyeTcs NopuusaMm TONWNHOR 40 4 MM.

1 3anonumepuayiite NMOBEPXHOCTb PecTaBpaLun C KaXKAoi CTOPOHbI MOAXOAALLEA namnoi ans
nonvMepu3aLmmn, npefHasHayeHHOW AN MaTepuasioB CO CMeKTpasbHbIM pacnpejeneHnemM BbIXOAHOW
MoLHOCTV 470 HM. MUHMManbHas CBETOOTAaua A0/MKHa 6biTb, MO MeHbLLen mepe, 550 MBaTT/cM2.

B03MOXXHO NoBpexeHne Nynbnbl NpyY MOLWHOCTX CBETOBOIO NyykKa
nonMMepusaLMoHHoW namnel > 2000 mB1/cm”

1. MpoBepbTe NUTepaTypy NPOU3BOAMTENSA NMONMMEPU3ALMOHHOM NamMmbl 418 ornpe-
[eneHns MOLLHOCTW CBETOBOIO MyuKa.

2. MpOKOHCYNbTUPYIMTECH C PYKOBOACTBOM MPOM3BOANTENS NMOSIMMEPU3ALMOHHON
namnbl 4NS 03HaKOMJ/IEHUS C peKOMeHZauusammn no obecneyeHnto COBMeCTUMOCTM
YC/IOBUIA NONUMEPU3aLIAN.

3. He ucnonbayiite Tabnmuy Hue Ans onpeaeneHns peKOMeHLYeMOoro BpemMeHu
OTBEPXKAEHMSA C MOLLHOCTbIO CHETOBOIO NMy4ka 6onee 2000 mBT/cv™,

. PexkomeHgauuu ans nonvmepusayumn’

I OtreHok  OTTeHOK MOLLIHOCTL CBETOBOIO OTTeHOK MowuHocTb  OTTEHOK MotuHocTb
CBETOBOIO CBETOBOIO
Universal anoreHoBble 1 CBETOANOAHbIE naMnbl 20 CeK. 20 cex.
MOLLHOCTbI0 550-1000 mBT/cm®
CsetoanofgHble  namnbl  Bbicoko 10 Cc e K. 10 c e K.
mowHocTn 1000-2000 mBT/cm”
Al, A2, TanoreHoBble 1 CBETOAMOAHbIE Nnamnbl 20 CeK. 40 cek.
A3 MoLLHOCTbI0 550-1000 mBT/cm®
CeeToaMofHble  namnbl  Bbicokoin 10 cek. 25 Cex.

MoLHocT 1000-2000 mBT/cm”

HeagsekBaTHas nonmMepusanns no npuymMHe HeLoCTaTOYHOr0 OTCBEYMBAHUS.

1 TpoBepbTe COBMECTUMOCTbL (DOTOMNOMMMEPU3ATOPA.

2. [MpoBepbTe ANUTENLHOCTL LKA NOAUMEpU3aLnn.

3. MNpoBepbTe MOLLHOCTb (DOTONOAUMEPU3ATOPA MEPES KaxX oM NPoLesypoi ieveHuns.

3aknounNTeNbHbIN 3Tan

Korga maTepuan ucnosb3yeTcsi B KayecTBe 6a30BO WM NaliHepPHOW MNPOKMagKuW, 3aBepluaniTe
W3rOTOB/IEHME  pecTaBpauuu, UCMOMb3ys  YHUBEPCA/bHbIA  pecTaBpauMOHHbIA  MaTepuan  um
pecTaBpaLlVOHHbI  MaTepuan Ans  NAoMObupoBaHMS  KeBaTeflbHOW rpynnbl 3y60B Ha OCHOBE
METaKpWIaToB 1 Clefys MHCTPYKLUMSAM NPOU3BOAUTENS.

MpakTuyecknin coBeT: B O6OMAbLUMHCTBE CAy4YaeB HaWIYULIWIA 3CTETUYECKUIA pe3ynbTaT
JocturaeTcs npyu Bbl6ope OTTeHKa body Ans OKK/HO3MOHHOrO pecTaBpauMOHHOro Mmatepuana. [Mpw

CUNbHO-OKpaLlEHHOM AEHTUHE MOXET I'IOTpEﬁOBaTbCFI MCNnonb30BaHME OMNakKoOBOIro OTTEHKaA.

AOns repmeTusaymnm uccyp, KOHCepBaTUBHBLIX pecTaBpayuii I, L, V KNaccoB UAM HafCTPOWKW KyNbTW, MaTepuan
MOXET MOMeLaTbCA Le/IMKOM B KOHTYP, B TOM 4YUC/e [0 Kpas Moo NOBEPXHOCTH.

~AOGpaTuTech K peKOMeHAauusM Npou3BoanTens poTononMmepusaTopa 415 YTOUHEHUS COBMECTUMOCTM U PeKo-
MeHZauuil no nonumepm3saLuu.
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He HapywaiiTe LenoCcTHOCTb U He 3arpsa3HsiiTe 3amnosMMepu3oBaHHY MOBEPXHOCTb M OTKPbITbIN
aareavB. Ecnv npow3oluno 3arpsisHeHve, cnefyiite MHCTPYKUMSM MPOW3BOAMTENS aAre3vBa Mo ero
MOBTOPHOMY HaHeceHuto. ECnM MoBepXHOCTb OCTAaéTCA HETPOHYTOM, [OMONHMTENIbHOE HaHeceHue

aaresvea Mexxy NopuUmsiMn He HYXHO.

LLInndoska v nonmposka
1. Ecnu Heo6xo4MMO NPOBECTU KOHTYPUPOBaHMeE, LWANGOBKY U / UK MONUPOBKY OTBEPXKAEHHOIO
matepmana SDR® Plus, ucnonb3yite WHCTPYMEHTbl A8 WAM(OBKM 3y60B B COOTBETCTBUM C
VHCTPYKLUMAMM NPOU3BOAUTENSA MO MPUMEHEHWIO.
2. Y[aneHne KOMMo3uTa nyyile BCEro BbIMOMHUTL C MOMOLLIO CUMCTEMbI MOMMPOBKM Enhance®
Finishing System. Cuctema Enhance® yganut octaTtku KOMMNO3UTa U 3aKOHUYUT BOCCTaHOB/IEHWE KPaeB.
3. OTnonupyiTe 3aKOHYEHHYIO pecTaBpauuio Npyv MOMOWM CUCTeMbl MOAMPOBKM Enhance®
0Go® Polishing System wnu nonupoBoyHoi nactbl Prisma* Gloss™” (cM. WHCTpyKuum no
PUMEHEHNIO KOHKPETHOI0 NPOAYKTa).
Bce otTeHkn mateprana SDR® Plus ABNAOTCA PEHTIEHOKOHTPACTHbLIMU, C PaANOKOHTPACTHOCTbLIO
1 MM, 3KBMBaNEHTHOW PafMOKOHTPACTHOCTU 2,6 MM aflOMUHUA. PEHTTeHOKOHTPacTHOCTb a/llOMUHUSA
9KBVBA/IEHTHA PEHTTEHOKOHTPACTHOCTU ieHTUHA.
Takum 06pa3omM, 1 MM MaTepuana, 06/1ajaloLero PeHTreHOKOHTPAaCTHOCTbIO, 3KBMBaNEHTHON 1
MM a/IFOMUHWA, UMEET PEHTTEHOKOHCTPACTHOCTb, 3KBMBA/IEHTHYIO PEHTIEHOKOHTPACTHOCTM [IeHTMHA.
12. TurneHa

MepeKkpecTHOe 3apaXkeHue.
VHpekumna.
1 He wcnonb3yiiTe matepuanbl AN O4HOPa30BOr0 MPUMEHEHWUS MOBTOPHO.
YTUNnU3npyinTe cornacHo MECTHOMY 3aKOHOLATENLCTBY.
2. W3penua, npurogHble AN MOBTOPHOIO  WCMO/b30BaHWSA,  LO/MKHbI
YTUIN3NPOBATLCA MOJIOXKEHHBIM CMOCO60M.

12.1. LWUnpuubl - NepekpecTHOe 3apakeHne

MepekpecTHOE 3apaxeHue.
NHpekums.

1 Wnpuubl He AOMKHBLI UCNOJL30BATLCA NOBTOPHO

2. [Ana npefynpexpaeHUs 3arps3HeHus  LINPULEB  Gpblramn WM Kanismu
OMONOrMYeCKUX  >XMAKOCTEA  wunu  matepuanom ¢ HeobpaboTaHHbIX YK,
0653aTe/IbHbIM

ABNAETCA UCMO/b30BaHNE YNUCTbIX/LE3MHPULMPOBAHHBIX NEPYaTOK A5 MaHUNYNALWiA
C UCMONb30BaHHLIMU LWINpULAMKU MaTepuana. He ncnonb3yiTe WNpuULbl NOBTOPHO B
cllyyae 3arpsisHeHus.

3. YTunmsumpyiite 3arpsidHeHHble  LIMpWUbl B COOTBETCTBUM C  MECTHbIMU
HOPMaTVBHbIMU TPe6OBaHUAMMU.
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npu paboTe CO LUNPULOM YAanuTe UCMOb30BaHHYHO AO3MPYIOLLYHO HacaaKy U yTUIM3NpYiTe ee
Hagiexawym obpasoM. [leped XpaHeHWEM 3aMeHWTE OPUTMHaNbHLIA  KOAMa4yoK wnpuuya. YTtobbl
NpeaoTBPaTUTL MoMajaHne Ha LWNpuLbl 6pbI3r UK XXUAKOCTEN OpraHn3mMa Uam 3arpsa3HeHHbIX pyK vam
TKaHe/i MONOCTU pTa, PeKOMeHAYeTCA WCMo/b30BaTb 3alMTHbIA 6apbep. Vcnonb3oBaHMe 3alMTHbLIX
GapbepoB ABNAETCH [LOMONHUTENLHOW Mepoil MPefoCTOPOXHOCTM MNPOTUB Trpyboro Mycopa, HO He
MPOTVB BCEX 3arps3HEHMWIA.

Cny4yaiHblii KOHTaKT LWnpuya ¢ BOLOW, MbINIOM WM PacTBOPOM A1 Ae3VUH(eKLUN Ha BOAHON
OCHOBe He MOBpeAMT Kopnyc wnpuuya. He pgonyckainTe KOHTakTa pacTBopa C COAepXawumcs
maTtepuasioM. OTKaXXMUTeCb OT KOMMO3UTHOIO mMaTtepuana, KOTOpbIil Obl B KOHTAKTE C NHOOLIM XUAKUM
WM HECTEPUNbHBIM MHCTPYMEHTOM.

MOBTOPHbIA KOHTAKT C XXUAKOCTbIO MOXET NOBPEAUTb 3TUKETKY. BbICyLUMTe WNPUL, C NOMOLLbHO
0/HOpa30BoOli TKaHM 6e3 Bopca.™
*MpuMevaHne. YHUUTOXKEHNE 3TUKETKN NYTEM MWHTEHCUBHOTO CTUPAHUSA.

MpoTupaiiTe WNPUL, aKKypaTHO 6e3 HaXnma.

12.2. Komnbtonbl Compula” Tins - nepekpecTHoe 3apaxeHue

MepekpecTHOe 3apaXKeHue.
NHekums.

/*\ 1. Hukorga He ucnonb3yiite Komnbtonbl Compula® Tips NOBTOPHO. YTuAnsunpyiTe
komnetonbl  Compula® Tips B COOTBETCTBMM C  MECTHbIMW  HOpMamn U
npeanucaHuaMu.
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13. TexHnueckoe onucaHme N XxapakTepucTnKkm

13.1. TexHU4Yeckoe onuncaHune

Tabnuua 1. CeefeHNs 0 MeLULMHCKOM U3AeNnn.

W3penue, onucaHne N306paxeHune

MaTepunan cToOMaToN0rMYeCKNn TeKyUnil
06beMHOro BHeceHns SDR® Plus B
komnbtonax no 0.25 r, (SDR® Plus
Compula™ Tips), yH1BepCcanbHbl

OTTEHOK

Hapy>XHblli anameTp urnael, Mm: 0,9 + 1%

BHyTpeHHWIA guameTp urnbl, mm: 0,6 + \%
Ovawvetp pnaHua, mm: 8.0+ 1%

OnnHa komnbtonel, Mm: 31,5 £ 1%
Hapy)XHbli1 gnameTp 3aTbl4KKN ANS
KOMMbIONbI, MM: 4,25 + 1%

Macca, r: 1,0+ 1%

MaTepunan cToMaToIOrM4ecKUin TeKy4ui
o6bemHoro BHeceHnss SDR” Plus B
KoMmnbtonax no 0.25 r (SDR™ Plus

Compula*® Tips), 0oTTeHOK Al

Hapy>XHblli guameTp urasl, MMm: 0,9 + 1%

BHyTpeHHWI gnameTp urnbl, Mm: 0,6 £ 1%
Ovametp hnaHua, Mmm: 8,0+ 1%

OnnHa komnbobl, Mm: 31,5+ 1%
Hapy>XHblii guameTp 3aTblUky A4Ns
KOMMbIObI, MM: 4,25 + 1%

Macca, r: 1,0+ 1%
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MaTepuan CTOMaToNOrNYeCcKnii TeKY M
06bemHOro BHeceHus SDR® Plus B
Komnbtonax no 0.25 r (SDR” Plus

Compula* Tips), oTTeHOK A2

HapyXHblli gnameTp urnol, Mmm: 0,9 + 1%

BHyTpeHHWIA gnameTp urnol, mm: 0,6 + 1%
OnameTp hnaHua, Mm: 8,0+ 1%

OnnHa komnbtonbl, Mm: 31,5 £ 1%
Hapy>XHbIi1 gnameTp 3aTblYKKN ANs
KOMNbIObI, MM: 4.25 + 1%

Macca, r: 1,0+ 1%

MaTepuran cTOMaTONOrMYECKNIA TEKYUNIA
06beMHOro BHeceHuss SDR® Plus B
KoMmnbtonax no 0.25 r (SDR® Plus

Compula® Tips), oTTeHOK A3

HapyXHblii anameTp urnasl, Mm: 0,9 + 1%

BHyTpeHHWIA gnameTp urnbl, mm: 0,6 + 1%
Onametp hnaHua, mm: 8,0+ 1%

OnnHa komnbonbl, MMm: 31,5 = 1%
Hapy)XHbIil1 gnameTp 3aTbl4KK ANs
KOMMbONbI, MM: 4,25 + 1%

Macca, r: 1,0+ 1%

Matepuan cToOMaToONOrMUYECKUN TeKy it
06bemMHoro BHeceHns SDR® Plus B
wnpuuax no 1r Kaxabli

(YHuBepcanbHblli OTTEHOK)

OnuHa wnpuua, Mm: 74,65 = 1%
Onametp, mm: 5 £ 1%

Macca, r: 651

Annnukartopsl (syringe tips)
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Hapy>XHblil juaMeTpbl Urabl, Mm: 1,25 +
1%

BHyTpeHHWI gnameTp urasl, mm: 0,97 +
1%

OnuHa, mm: 29 + 1%

OvameTtp, Mm: 2.54 £ 1%

Macca, r: 0,26 + 1%

Kopo6ka gnsa xpaHeHus (SDR” storage

box)

[OnvHa, mv; 89,0 £ 1%
LLnpunHa, mm: 66,0 + \%
BbicoTa, Mmm: 355+ 1%
Macca, 1: 45,0 = 1%

13.2. TexHMYeCcKue XxapakKTepuCTUKN

Tabnuua 2. TeXHUYecKne XapakTepuCcTUKN: Y HUBEpCaibHbI OTTEHOK
XapaKTepucTtumka 3HauyeHue

®n3nKo-MmexaHM4ecKme CBOMCTBA

MpoyHoCTb npu n3rnbe, MMa He meHee 100

TeeppocTtb no bapkony He meHee 85

BennumHa N, xapakTepun3sytowas ynpyrocTb npu usrunée, He 60n1ee NPOYHOCTW MpU
MTla n3rnée no rOCT 31574-2012

[vnameTpanbHas NPOYHOCTb WK NPOYHOCTL NPU

[nameTpasbHOM paspbise, Mra He meHee 34 no FOCT 31574-

2012
BogonornoiieHune, MKr/Mm» mMeHee mnnun pasHo 40 no NOCT

P 56924-2016
BofopacTBOpPUMOCTb, MKI/MMA MeHee UM pasHa 7,5

no FOCT P 56924-2016
UyBCTBMTENBHOCTL K OKPY>XXatoLLlemMy OCBELLEHNIO, C 60 no TOCT 31574-2012
Fny6uHa oTBEPXAEHNS, MM He 6onee nnu paBHO 4 MM
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He meHee, yem

PeHTreHOKOHTpacTHOCTb, %, PEHTTEHOKOHTPaCcTHaA .
a/IloMUHMEBAs NNacTHa Takom
e TONLMHBI

Bpema nonnmMepmsauuy npuleeyHoid obnactu, ¢ Ot 20 go 30

LiMthpoBOe 3HayYeHve pas3HULbl B LBeTe, 0603Ha4YaeMoe Kak E

(aenbTa E), Mexay 061yyYeHHbIM 06pa3L,oM OTBEPXKAEHHOMO He Gonee 2.5 o FOCT P 56924-

MaTepuana uiam o6pasLoM, NoaBeprHyThbIM BOLOMOOLLEHWIO, 2016

M KOHTPO/IbHbIM 06pa3L0om
3cTeTnyeckune CBoiicraa
KoathhmumeHT npo3payHocTy, %

BHewwHuii BuA

M3meHeHMe uBeTa

A[Lre3noHHble CBOICTBA

AfresnoHHas NPOYHOCTb B COEAUHEHNN C TBEPAbIMM
TKaHAMY 3y6a, MIMa

Tabnuua 3: TexHUYeckne xapakTepucTnkun: OTTeHoK Al

XapaKTepucTunka

P N3MKO-MexaHMYeCcKne CBONCTBA
MpoyHoCTb Npu n3rnbe, Mla

TeepzocTb no bapkony

BennumnHa N, xapakTepuaytoLas ynpyrocTb npu nsrube,

MTlla
[nameTpasibHaa NPOYHOCTb WIN MPOYHOCTL MpU
JnameTpasibHOM paspbise, MIa

BogonornouleHne, MKr/mm»

BogopacTBOPMMOCTb, MKI/MM”

UyBCTBMUTENbHOCTb K OKPY>KatoLLLEMY OCBELLEHWIO, C
Ny6VHa OTBEPXKAEHNS, MM

PeHTreHOKOHTPACTHOCTL, %,

Bpemsi nonvmepur3aymm npulleevHor obnactu, ¢
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He meHee 37,5

nagkas nacta, NPaKTUYeCKM
6e3 NOCTOPOHHUX BELLECTB M
4ype3mMepHO NOPUCTOCTU
3meHeHns 3aMeTHbI C TPYAOM

OT 7w 60onee no NOCT P
56924-2016

3HayeHue

He meHee 100
He meHee 85

He 60/1ee MPOYHOCTM NpK
n3rnée no FOCT 31574-2012

He meHee 34 no MOCT 31574-
2012

meHee nnm pasHo 40 no FOCT
P 56924-2016

MeHee uiv paBHa 7,5
no FOCT P 56924-2016

60 no FOCT 31574-2012

He 6onee nnn paBHO 4 MM

He meHee, yem
PEHTreHOKOHTpacTHas
aNloMMHMeBas NnnacTvHa Takow
e TONWMHbI

Ot 20 go 30



LincpoBoe 3HaueHne pasHuLbl B LiBeTe, 0603HaYaeMoe Kak E
(nenbta E), mexxay 06/1y4eHHbIM 06pa3L,0oM OTBEPXKAEHHOMO
martepvana uny obpasLom, NoLBEPrHYTLIM BOLOMOT/IOLEHNIO,
N KOHTPO/bHbIM 06pa3LIOM

JcTeTMyeckme cBoiCTBa

KoathpuumeHT npospayHocTu, %

BHewHwWIA BUA

M3meHeHMe uBeTa

A[Lre3noHHble CBOICTBA

A[LresmoHHas MPOYHOCTb B COEAUHEHNN C TBEPAbIMU
TKaHAMY 3y6a, MlMa

i Tabnuua 4: TexHUYecKne xapakTepuctukn: OTTeHOK A2

XapakTepucTuka

®UN3MKO-MexaHNYeCcKne CBOMNCTBA
MpoyHocTb Npu n3rnbe, Mla
TBepgocTtb no bapkony

BennumHa N. xapakTepusytoLias ynpyrocTs npu msrube.
MIa

[namveTpanbHas NPOYHOCTb UM MPOYHOCTL NpU
AvameTpanbHOM paspbiee. MIa

BogonornoweHune. MKr/Mm®

BogopacTtBopnMOCTb, MKI/MM”

UyBCTBUTENBHOCTb K OKPY>KatoLLEMY OCBELLLEHWIO, C
Ny6uHa OTBEPXKAEHUS, MM

PeHTreHOKOHTPACTHOCTb, %,

Bpems nonnmepusaumm npuiLeeyHol o6nactu, ¢

LimthpoBoe 3HauYeHve pasHuLbl B LBeTe, 0603Ha4YaeMoe Kak E
(nenbta E), mexxay 061y4YeHHbIM 06pa3LoM OTBEPXK/IEHHOMO
marepuana unu 06pasyom, NoABeprHyTbIM BOAOMOI/IOLEHNIO,
1 KOHTPO/IbHBIM 06pasLI/om

ScTeTuYeckmne cBoicTaa
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He 6onee 2,0 no TOCT P 56924-
2016

He meHee 37,5

"nafkas nacta, NPakTUYeckn
6e3 MOCTOPOHHMX BELLECTB U
4ype3MepHO NOPUCTOCTK
3meHeHUs 3aMeTHbI C TPYLOM

OT 7un60nee no FOCTP
56924-2016

3HayeHune

He meHee 100
He meHee 85

He 60/1€e NPOYHOCTY Npwu
n3rnée no NOCT 31574-2012

He meHee 34 no TOCT 31574-
2012

mMeHee nnun pasHo 40 no FOCT
P 56924-2016

MeHee UK paBHa 7.5
noroct P 56924-2016

60 noroct 31574-2012

He 60nee nnu paBHo 4 MM

He meHee, yem
PEHTreHOKOHTpacTHas
atOMUHNEBAs NNacTMHa Takoi
Ke TONLWMHBbI

OT120 a0 30

He 6onee 2 no TOCT P 56924-
2016



KoahgmumeHT npospayHoctu, %
BHeLLHWA BUg,

3meHeHMe uBeTa

ALre3noHHbIe CBOICTBA

AAre3noHHas NPOYHOCTb B COEAUHEHUN C TBEPLALIMU
TKaHsMUK 3y6a. MlMa

Tabnuua 5. TexHUyeckne xapakTepucTukn: OTTeHOK A3.

XapakTepucTuka

P un3MKO-MexaHNYeCcKMe CBONCTBA
MpoyHoCcTb Npu U3rnée. MMa

Teepgoctb no bapkony

BenunuumHa N. xapakTepusytolas ynpyroctb npu nsruee.

Mna
[vnameTpanbHad NPOYHOCTb UAW MPOYHOCTL NpU
LvameTpanbHOM paspbise, Mlla

BogonornouleHne. MKr/mm»

BogopacTBoOpnUMOCTb, MKI/MM?

UyBCTBUTENIBHOCTb K OKPYXKaOLLEMY OCBELLEHUIO, C
ny6uHa OTBEPXAEHUS, MM

PEHTreHOKOHTPaCTHOCTL, %,

Bpems nonumMepr3auumn npuweeyHoi 061acTm, ¢

He meHee 37,5

nagkas nacta, NpPaKkTUYecKu
6e3 NOCTOPOHHMX BELLECTB U
4ype3mMepHOl MOPUCTOCTH
3mMeHeHns 3aMeTHbI C TPYLOM

OT7mn6onee noFOCTP
56924-2016

3HayeHune

He meHee 100
He meHee 85

He 60/1€e MPOYHOCTM NpU
n3rnée no NOCT 31574-2012

He meHee 34 no TOCT 31574-
2012

meHee nnun pasHo 40 no MOCT
P 56924-2016

MeHee UM paBHa 7.5
no FOCT P 56924-2016

60 no MOCT 31574-2012

He 6o0nee nnu paBHo 4 MM

He meHee, uem
PEHTTeHOKOHTpacTHas
antoMUHMeBas nnacTuHa Takoi
e TOMLWMHBI

20-30

LingppoBoe 3HayeHMe pa3HuLbl B LiBETE, 0603Ha4YaemMoe Kak E
(nenbta E), mexxay 061y4YeHHbIM 06pasLoM OTBEPXKAEHHOTO
maTepuana uam ob6pasLom, NoABEPrHYTbIM BOAONOIOLLEHNIO.
N KOHTPO/NbHbLIM 06pa3LLom

He 6onee 2 no FOCT P 56924-
2016

JcTeTMyeckme CBONCTBa
KoathpuumeHT npo3payHocTun. % He meHee 37,5
BHewH®IA BUg, nagkas nacra, NpakTn4ecku
6e3 NOCTOPOHHMX BELLECTB U
Yype3MepHO NOPMCTOCTM

Vi3meHeHwne LBeTa M3meHeHUs 3aMeTHbI C TPYLOM
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A[Lre3noHHble CBOICTBA

ALresMoHHas NpPoYHoOCTb B COeAUHEHUM C TBEPALIMU

TKaHAMY 3y6a, MIMa

14. TlepeyeHb 1 onucaHne MaTepuanos, BCTyﬂaPOU.I,MVI B KOHTaKT C OpraHnM3Mom 4esioBeka

OT1 7 n 60nee no FOCT P
56924-2016

Tabnuua 6. MepeyeHb UCMOMb3yeMbiX MaTEPUAOB

No. KomMnoHeHT

Martepuan cToMaToNornyecknii
06beMHOro BHeceHnss SDR* Plus B KOMMbtonax
no 025 r ( SDR® Plus Compula® Tips)

OTTEHKMU: yHI/IBepCﬁﬂbelVl OTTEHOK

KpblWwKa 475 KOMAbION
3aTbluKa 419 KOMMbHON

Tpyb6ka
Komnblona co cTanbHoOl Tpy6KoWi

2. Matepuan CTOMaTO/IOrNYecKunia
06beMHOro BHeceHuss SDR® Plus B kKOMMblax
no 0.25 r (SDR® Plus Compula® Tips), OTTEHKHU:

Al

KpbillKa 415 KOMMbION
3aTbluKa ANs KOMMNbION

Tpy6ka
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MaTtepunansl

Cwmona SureFil SDR

3ToKCMNnpoBaHHOTro 6ucdeHona A fumertakpunat
TPUITUNEHTNINKONb fumeTakpunat
TpumeTunonnponaH TpumeTakpunar

Lumilux Blau

KampopoxXunHoH

OTHN-4-gumeTnnammHobeHsoat

ByTUNNPOBaHHbIN TMAPOKCUTONYON

Uvinul H36206

Aerosil

Crekno

Aerosol 0X-50

NTTepbusa TpudTopug, nokpbiThii Si02,
CMNaHN3NPOBAHHbIN
CAB-0-SIL TS-720
TutaHa guokecupg (3328 CTFA BC)
CnnaHupoBaHHOe cTekno QuixFil
KpacuTtens, )xenesa oKCUA, XXeNTbl i
Xenesa okcug, KpacHblin (7080)
MonnaTuneH BbICOKOW NAOTHOCTH
Kpacutens Benbiii

Monunatnnex

Kpacutens Benbiii

Crtanb Hepxasetowas 1.4301

Monuamup (HenoH)

Kpacutens Cepblii

Cwmona SureFil SDR
3ToKCUNMpoBaHHOro 6buctherHona A gumetakpunar
TPUITUNEHTNNKONb AUMETaKpunaT
TpumeTunonnponaH Tpumetakpunar
Lumilux Blau

KamdpopoxuHoH
Arun-4-gumetTunammnHobeH3oaT
ByTWAMpOBaHHbIN TMAPOKCUTONYON
Uvinul H36206

Aerosil

Crekno

Aerosol OX-50

NTTepbusa Tpudtopna, nokpbiTeiid Si02,
CUNaHN3NPOBaHHbIN

CAB-0-SIL TS-720

TutaHa guokcup (3328 CTFA BC)
CunaHupoBaHHoe cTekno QuixFil
KpacuTenb, xenesa oKCUA, XeNTbl i
Xenesa okcua, KpacHblin (7080)
MonNnaTuNeH BbICOKOW NAOTHOCTU
Kpacutens P030Bbiit

MonunatuneH

Kpacutens Benbiii

CTtanb Hepxasetlwaa 1.4301



MaTtepuan CTOMATO/IOTUYECKUIA TeKyumnii
06bemMHOro BHeceHns SDR® Plus B koMmnbtonax
no 0,25 r (SDR® Plus Compula Tips), oTTeHKHU:
A2

KpbilWKa ANS KOMMbION

3aTbluKa 419 KOMMbON

Tpyb6ka
KomMmnbtona co ctanbHol Tpy6Koi

Matepuan CTOMATO/IOTNYeCKN i TeKyuuni
06beMHOro BHeceHnss SDR® Plus B Komnblonax
no 0,25 r (SDR® Plus Compula® Tips), OTTeHKHN:
A3

KpbllwKa ANs KOMMbON
3aTbluKa 4Ns KOMMbION

Tpy6ka
Komnblona co cTanbHOl TPyOKOA

Martepuan CTOMATONOrNYecKnii TeKyuni
06beMHOro BHeceHnss SDR* Plus B wnpuuax no
I T Kaxablli (YHUBepcanbHblii 0OTTEHOK)
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Kpacutenb Cepblii

Cwmona SureFil SDR

3TOoKCMNNpOBaHHOTO 6uctheHona A gumeTtakpunat
TPUATUNEHTAINKONb UMeTakpunar
TpumeTunonnponaH TpumeTakpunat

Lumilux Blau

KamthopoxnHOH

ATnn-4-gumetTnnammnuHo6eH3oaT

ByTuUAMpoBaHHbLIA rMAPOKCUTONYON

Uvinul H36206

Aerosil

Ctekno

Aerosol OX-50

NTTepbus TpudTopug, nokpbiThiii Si02,
CUNAHN3NPOBaHHbIN
CAB-0-S1L TS-720
TutaHa gnokcug (3328 CTFA BC)
CunaHupoBaHHoe cTekno QuixFil
KpacuTenb, )xenesa oKCUf, XenTbli
Xenesa okcug, kpacHblin (7080)
MonnaTuneH BbICOKOW NAOTHOCTH

Kpacutenb YepHbliii

Monnatunex

Kpacutenb Benbiii

Crtanb Hepxasetowas 1.4301
Monnamug (HeinnoH)

Kpacutenb Cepblii

Cwmona SureFil SDR
ATOKCUNMPOBAHHOTO 6uceHona A gumeTtakpunart
TpPVUaTUNEHTNINKONb AUMeTakpunar
TpumeTunonnponaH TpumeTakpunart
Lumilux Blau

KamthopoxunHoH
dTnn-4-gumeTunammnuHo6eHsoaT
ByTuUnuMpoBaHHbIl TMAPOKCUTONYON
Uvinul H36206

Aerosil

Crekno

Aerosol OX-50

NTTepbus TpucTopug, nokpbiTeiil Si02,
CUNAHN3UPOBAHHbIN
CAB-0-SIL TS-720

TutaHa gnokcug (3328 CTFA BC)
CunaHupoBaHHoe cTekno QuixFil
Kpacutenb, xxenesa OKCuf, XenTblii
Xenesa okcug, kpacHblil (7080)
MonnaTuneH BbICOKON NAOTHOCTU
Kpacutenb KpacHblii

Monnatunen

Kpacutens Benblii

Cranb HepxaBetouwas 1.4301
Monnamup (HenoH)

Kpacutens Cepblit

Cwmona SureFil SDR
JTOKCUNMpPOBaHHOro 6uctheHona A gumetakpunar
TpPUaTUNEHTNNKONb AUMeTaKpunat
TpumeTunonnponaH TpumeTakpunat
Lumilux Blau




KaMpopoxmHoH
ATnn-4-gumetTnnammnHobeH3oat
ByTWNNPOBaHHbIA TMAPOKCUTONYON
Uvinul H36206

Aerosil

Crekno

Acerosol OX-50

NTTepbus TpucTopusg, nokpbiThiil Si02,
CUNaHU3NPOBaHHbI

CAB-0-SIL TS-720

TutaHa gnokecug (3328 CTFA BC)
CunaHupoBaHHoe cTekno OuixFil
KpacuTenb, xenesa oKCUp, XenTblid
Xenesa okcup, KpacHblin (7080)

Wnpuy Monunponunen
Kpacutens YepHblii
Ynop ans nanbues MonuatnneH
Kpacutens YepHblii
3aTbluka gng wnpuua MonnaTuneH BbICOKOW MAOTHOCTN
Kpacutens benblii
- Tpy6ka Ctanb Hepxasetowas 1.430)
Ctson Monunponunen
I Kpacutenb YepHblii
6. Annnunkatopbl (syringe tips) Ctanb Hepxasetowas 1.4301
Kpacutenb YepHblii
MonnatuneH
Kpacutenb benblii
7. Kopob6ka gna xpaHeHus (SDR* storage box) XecTtb
Nak

15. KOMMMeKTHOCTb.

1. Matepman cTOMaToNorMYecknini Tekyunii 06beMHOro BHeceHns SDR® Plus B KoMMbtofiax no
0.25 1, (SDR® Plus Compula® Tips), OTTEHKW: yHMBepCa/bHbIA 0TTEHOK, Al. A2, A3 - 15 wT./yn,;

2. Matepran cTomMaTo/IorMYyecknini TeKyumin 06bLemHoro BHeceHuss SDR® Plus B KoMMbtofiax Mo
0.25 r (SDR® Plus Compula® Tips), OTTeHKW: yHUBepCanbHbIA OTTEHOK. Al, A2, A3 - 50 wrT./yn.;

3. Matepuvan CTOMaTONOrMYecKnin Tekyunii 06beMHOro BHeceHnss SDR® Plus B KoMnbionax no
0.25 r (SDR® Plus Compula® Tips), yHuMBepca/bHblii OTTEHOK - 4 wWT. / yM., WHCTPYKUMA 1O
NMPUMEHEHNIO - 1 WT., MINHOCTPMPOBAHHOE TEXHMYECKOe PYKOBOACTBO - | Wr.;

4. Matepuan CTOMaTONOMMUYECKUA TeEKYUYMit 06bEMHOro BHeceHns SDR® Plus B Komnbronax no
0.25 r (SDR® Plus Compula® Tips), yHuWBepcanbHbliAi OTTEHOK - 10 wT. / yn., WUHCTPyKUMS MO
MPUMEHEHNIO - | WT., MINKOCTPMPOBAHHOE TEXHMYECKOE PYKOBOACTBO - | WT.;

5. MaTepuan cTOMaTON0rMYecKnii TeKyunii 06beMHOro BHeceHuss SDR® Plus B KOMMNbioax no
0.25 1 (SDR® Plus Compula® Tips), yH1BepCaibHbIA OTTEHOK - 2 WWT., OTTEHOK A1- 11T.. OTTEHOK A2
- 1wWr., oTTEHOK A3 - | WIT., MUHCTPYKUMA NO NPUMEHEHUIO - 1 WT., UNOCTPUPOBAHHOE TEXHUYECKOe

pyKoBOACTBO - | LWUT.;
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6. MaTepman CTOMAaTO/IOrMYECKNIA TEKYUMIA 00bEMHOT0 BHeceHNs SDR® Plus B wnpuuax no 1r
Kakapld - 2 wWwT. (YHMBepcasibHbI OTTEHOK), annaukartopsl (syringe tips) - 15 wWT., MHCTPYKUMS NO
MPUMEHEHNIO - 1 WIT., NAMOCTPUPOBAHHOE TEXHUYECKOE PYKOBOACTBO - 11T,

7. Matepuan cToMaTonornyeckuii Tekyumin 06beMHoro BHeceHns SDR® Plus B wnpuuax no 1r.
Kaxapid - 10 wt. (YHUBEPCaNbHbIA OTTEHOK), annaMkaTopbl (syringe tips) - 60 WT.; MHCTPYKUMA MO
MPUMEHEHMIO - | LUT., UINKOCTPUPOBAHHOE TEXHNUYECKOE PYKOBOACTBO - 1 LuT.

8. MaTepman cToMaToN0rMYeCcKNin Tekyunin 06bemHoro BHeceHns SDR® Plus B winpuue no 1r- 1
. (YHuBepcanbHbliA OTTEHOK), annaukatopsbl (syringe tips) - 3 LWT., UHCTPYKUMSA NO NpUMeHeHuto - 1
LT.. WNMOCTPUPOBAHHOE TEeXHMYECKOe PYKOBOACTBO - 1 wWT., Kaptouka ID - 1 wr., KapTouka

MOBTOPHOrO 3aka3a - 1 .T.

16. MapKunpoBKa mMaTepuana CToMaTo/10rM4ecKoro

16.1. MapKu1poBKa 3TUKETKWN Ha LLMPWLL.

MapKMpoBKa HaHOCUTCA Ha 3TUKETKY LInpuua.

Pasmep: 16,25x12,5 mm £5% (LUnpuHa x anHa).

Ha aTukeTke HaHocuTCA cnepytowaa uHgopmaums cornacHo FOCT P NCO 15223-1-2014:
- Ha3BaHue NpPou3BOANTENS;

- HaUMeHOBaHWe MeNLMHCKOro N3aenus;

- 3HaK COOTBeTCTBMA AnpekTusam EC;

- BEC MEJULIMHCKOTO U3fenus:

- BPeMSs OTBEPXAEHMS;

- 0603HayYeHne OTTEHKA;

- HOMEpP MeANLMHCKOro M3aenus no Katanory npov3BOAUTeNs;

- Hagnucb «He naknpoeaTb»

NO VARNISH

N Dentsply
A Sirona

5 SDR® Plus

® Bulk Fill Flowable

c 1y LI 20sec

— sporomiy  LUTG
v

—“S NIV A ON

Puc 1. MapKnpoBKa 3TUKETKU
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Tabnmua 7. O6o3HaueHme CMMBO/IA

1 CumBon 3HayeHue

CCo086 CooTBeTcTBYE AMpeKTBaM EC

NO VARNISH «He nakuposars»

16.2. MapKupoBKa NOTPEOUTENBCKON YNaKOBKMN

MapKnpoBKa HaHOCUTCS Ha MNOTPebMTENbCKYIO YNakoBKy cornacHo FOCT P MCO 15223-1-2014.

- Ha3BaHve ¥ afipec NPoV3BOANTENS;

- TOprosas Mapka npov3BOAUTENs;

- HaMMeHOBaHMe MeANLMHCKOr0 NU3aenus;

- [laTa U3roToB/IEHUS;

- HOMep MeAULMHCKOro 1U3aenmns no Katanory npou3BoanTens;

- KOg, napTuu:

- CPOK rofiHOCTH;

- 3HaK «O6paTnTeCh K MHCTPYKLMMN MO NMPUMEHEHMNIO»;

- 3HaK «OCTOpOXHO! O6paTUTECh K UHCTPYKLUW MO NPUMEHEHUNIO»;

- 3HaK «[1OBTOPHOE MCMNONb30BaHWeE 3arpeLLeHo»;

- 3HaK «He fonyckaTb BO3AENCTBUA COMIHEYHOIO CBETAY;

- 3HaK «TemnepaTypHbIil Anana3oH»;

- 3HaK «bepeyb OT Brarm»

- 3HaK TOProBOi MapKn «3efieHas ToUKa»

- 3HaK «BHUMaHue! 310 n3genme MoOXeT ObITb NPOLAHO TONbKO Bpayy WUAKM NOCTaBAATLCA MO
3aKa3sy Bpaya»

- 3HaK COOTBETCTBUA AnpekTnBam EC;

- 3HaK «YNOMHOMOYEHHbIN NpeAcTaBuTeNb B EBPONEickoM co06LLeCTBe»

- 3Hak MD (Medical Device)

SDR* Plus

Martepman cToMaToNIOrMUYeCKUA TeEKyUnin 06beMHOro BHeceHnst SDR* Plus B
Komnbtoniax no 0.25 r, (SDR* Plus Compula® Tips), OTTEHKW: YHUBEPCA/IbHbIA
OTTeHOK, Al, A2, A3- 15 wr./yn.;

OTTEHOK CM. Ha YraKoBKe
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PY No P3H ####[##HH# OT #.#H #HHH
TonbKO 15 UCNONb30BaHNS Bpa4yamMy CTOMaToNoramu.

NHopmaums o 6e30nacHOCTU, MOKa3aHMAX 1 NPOTMBOMNOKa3aHNAX NpescTaBfieHa B
WHCTPYKLMU NO NPUMEHEHNIO.

NHhopmMaLms 0 cpokax 1 yCNoBUAX XpaHEHUS MpeACcTaBieHa Ha ynakoBke U B
VHCTPYKLMM NO NPUMEHEHNIO.
CoxpaHsiiTe yNakoBKY 40 OKOHYaHMWS UCMO/b30BaHNS NPOAYKTa.

MpoussogunTens: YNOAHOMOYEHHbIN

Dentsply LLC also dba Dentsply npeacTaBUTeNb:

Caulk / feHTcnnah 3n3nCwu Takxe 000 «[eHTcnnait CupoHa»,

OCYyLlecTBNAO W AN AeATE/IBHOCTb Poccuiickas ®epepauuns, 115432,

noj HaumeHoBaHuem [leHTcnnai MockBa, npocnekT AHgponosa,

Konk 4. 18, kopn. 6, oucel 139 40,

Agpec: 38 West Clarke Avenue, Ten.:+7 (495) 725 10 87 MecTo dw Homepa
Milford, Delaware, 19963, USA CTUKepa
CTpaHa NPOMCXOXAeHus: CWA

Puc 2. Mpumep MapKMPOBKU NOTPe6UTEIbCKOI YNaKoBKU
Howvep PY 6ygeT ykasaH Ha pPYCCKOA3bIYHOM CTUKepe, HaHeCEHHOM Ha MOTPEOUTE/TbCKYHO
YMaKOBKY.

16.3. CMMBO/bI, HAHECEHHbIE Ha MOTPEOUTE/BCKYHO YNaKOBKY
Tabnuua 8. O603Ha4eHMe CMMBO/IOB

CumBon 3HayeHue

HassaHue v agpec npou3BoanTeNs

L 1

[ata nsrotosneHus

ro

LOT Kog napTtuu

Cpok rogHoctu

O6paTUTECh K MHCTPYKLUM MO NPUMEHEHUIO

OcTtopoxkHo! O6paTnTeCh K MHCTPYKLUN MO NMPUMEHEHMIO
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Puc 3. MNoTpebuTtenbckaa yrnakoska afa MaTepuana cTOMaTo10rnyeckoro Tekyyero 06 -eMHoOro
BHeceHnsi SDR® Plus B komnbtonax no 0.25 r, OTTEHKW: YHMUBepCaNbHbI 0TTEHOK, Al, A2, A3 - 15
LUTYK.

Pasmepbl ynakoBku: (61 x 45 x 34) MM+ 5%
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Puc 4. MoTpebuTenbcKas ynakoBka ais Marteprana CTOMaTo/I0rMyeckoro TeKyyero 06beMHoOro
BHeceHMsi SDR® Plus B komnbtonax no 0.25 I, OTTeHKWU: YHMUBEPCabHbI 0TTEHOK, Al, A2, A3 - 50
wT./yn.;

Pa3mepbl ynakoBku: (61 x 45 x 34) Mm = 5 %

KoMnbloNbl BKNaAbIBAKOTCA B YNakKOBKY, COr/TACHO UCMNOJIHEHUIO
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Puc.5. ¥YnakoBKa KOMMNbHON
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Puc.6. MoTpebuTenbckas ynakoBka ansa MaTtepuana CTOMaToN0rMYeCKOro TeKy4Yero 06beMHOro

BHeceHnss SDR®Plus B komnbtonax no 0.25 r (SDR® Plus Compula® Tips), yHMBepCabHbIA OTTEHOK -
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4WT. / yn., NHCTPYKLMSA MO NPUMEHEHMIO - 1 WIT., UINHOCTPUPOBAHHOE TEXHNYECKOE PYKOBOACTBO - 1

LLT.
Pa3mepbl ynakoBku: 155 x 85 x 11 mm £5%

eigPMOy |!'d>ir8
snid #aas
d wn NG :
CES  umvm
td !l 1
pf
T ™ ¢ S 4> |
«>"OITA. Dentsply
Slrona

COMANVA

DUOJIS
Aidsiueo m

Puc. 7. NoTpebuTtenbckas yrnakoska A1 MaTepuana CTOMaTON0rMYeCKOro TeKy4Yero 06bemMHOro
BHeceHVss SDR® Plus B koMnbtonax no 0.25 r (SDR® Plus Compula® Tips), yHUBepCa/IbHbIA OTTEHOK -

10 WwT. / yn., MHCTPYKLMS N0 NMPUMEHEHUIO - 1 WT., UAMKOCTPMPOBAHHOE TEXHUYECKOE PyKOBOACTBO - |

LLT.

Pa3mepbl ynakosku; 155 x 85 x 11 Mm £5%
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Puc. 8. MoTpebutensckas yrnakoska Martepuana CToMaTONOMMUYECKOro TeKY4Yero 06beMHOro
BHeceHnss SDR® Plus B komnbtonax no 0.25 r (SDR® Plus Compula® Tips), yHMBepcabHbliA OTTEHOK
2 WT., OTTEeHOK Al - | WwT., OTTEHOK A2 - 1WT., OTTEHOK A3 - | WT., MHCTPYKUUSA MO MPUMEHEHMIO - 1
LUT., MNIKOCTPUPOBAHHOE TEXHUYECKOE PYKOBOACTBO - ! LUT.

Pa3mepbl ynakoBku: 155 x 85 x 11 mm +5%
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Puc 9. MaTepuan cTOMaTONOrMYECKUIA TeKy4unii 06beMHOro BHeceHNss SDR® Plus B winpuuax no
11 KaxXablid - 2 WT. (YHMBepCcabHbI OTTEHOK), annankaTopsl (syringe tips) - 15 WT., MHCTPYKLMA NO
NMPMMEHEHUIo - 1 WT., WAMOCTPUPOBAHHOE TEXHUYECKOe PYKOBOACTBO - 1 LUT.

Pa3mepbl ynakoBku: (165 x 89 x 26) Mm £5 %
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SDR- Plus d

Puc. 10. MaTepuan CTOMaToONOrMYeCcKnii TeKy4nini 06bemMHoro BHeceHns SDR® Plus B wnpuuax
(- no 1r. Kaxablid - 10 wT. (YHMBepcanbHbIii OTTEHOK), annamkatopsl (syringe tips) - 60 wr.;
WNHCTPYKLUMA MO NPUMEHEHMIO - 1 LWIT.. UAAOCTPUPOBAHHOE TEXHUYECKOE PYKOBOACTBO - 1 LUT.

Pasmepbl ynakoBku: (156 x 103 x 49) mm £5 %

Lnpuubl 1 annankaTopbl BKNaAblBalOTCA B YNaKOBKY, COracHO UCMO/THEHNIO

Puc.11 YnakoBKa LUMPULOB 1 anniuKaTopos.
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Puc. 12. MaTepuan CTOMaToNOrMYeCcKnii TeKyunii 06beMHOro BHeceHns SDR® Pius B wnpuie no
1r- 1wr. (YHuBepcanbHbIA OTTEHOK), anninMkaTopsbl (Syringe tips) - 3 WT., UHCTPYKUXSA MO
NpUMeHeHuto - 1 WT., WINKCTPUPOBAHHOE TEXHNYECKOe PYKOBOACTBO - 1 WIT., KapToyka ID - 1 wr.,
KapTo4Ka MOBTOPHOro 3akasa - 1Lwr.

Pasmepbl ynakoBku ¢ naketom: (200,0 x 125,4 mm) £5 %
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Puc. 13. Annnukatopsl (syring tips) - 60 wT./yn.
Pasmepbl ynakoBku: (90 x 43 x 43) mm 5 %

AI'II'I}'II/IKaTOpr YNaKOBbIBalOTCA B MONNATUNIEHOBbLIA MaKeT B KOMMYECTBE, COMMIACHO UCMOMHEHNIO
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Puc. 14. Annavkatops! B NOAN3ITUAEHOBOM MaKeTe

18. MHopmaLya 0 MaTepuanax XXMBOTHOIO W/ YesTI0BEYECKOr0 NMPOUCXOXKAEHNS

B maTtepuane cToMaTonormyecKom OTCYTCTBYHOT MaTepuasibl XXMBOTHOIO 1 Ye/I0BEYECKOro
MPONCXOXAEHNA.

19. MNHopmMaumst 0 B3auMOAENCTBMM C APYrMA U3LENAMA, MaTepuaniamm 1 T.4.

CoBMeCTMMbIE aaresvBbl

MaTepuan CTOMATONOMMYECKWIA UCMOMb3YeTCa MOCNe HaHECEHWs MNOAXOAALLEro [AeHTUHO-
aManeBoro agresmsa. OH COBMECTUM C TPagULMOHHLIMW LEHTUHO-3MaNneBbIMU aAre3nBaMn Ha OCHOBE
MeTakpuiaTa, BK/Yas aaresnBbl 4ns CBETOOTBEPXAaeMbIX KOMNO3UTOB KoMnaHmmn Dentsply Sirona.

CoBMeCTMMbIe pecTaBpaloOHHble MaTepuasibl 419 BOCE3aHOB/IEHNA 3Man

Matepnan CTOMaToNOrMYecKuii MUCNob3yeTcs B COYETaHWM C NOAXOAAWMUM YHUBEPCATbHbIM
pecTaBpaLMOHHbIM MaTepuasiom WM  pecTaBpauMOHHbIM  MaTepuanoMm Ans  naombuposaHus 3
YKEBaTeNbHOW rpynnbl 3y60B AN8 3aMeLleHNs OKKMIH3MOHHOW/BECTUOYNSPHOW 3Mann 1 COBMECTUM C
TPaAMLMOHHBIMA KOMMO3UTHLIMW PecTaBpaLMOHHbIMX MaTepmanaMn Ha OCHOBE MeTakpunata, BK/touvas
CBETOOTBEPX/aeMble YHMBEPCANbHbIE/ANA NAOMOMPOBAHMS XKeBaTeNbHOW TFpynnbl 3y60B KOMMO3WTI
komnaHuy Dentsply Sirona, npegHasHauYeHHble 418 M3rOTOBNEHMS OKK/THO3MOHHbIX pecTaBpaunii Knacca

nll.

20. VHhopmMaums 0 TeKapCTBEHHbIX CPEACTBaxX B Mef.H34e.1 UK

B maTepunane cToMaTo/I0rM4ecKOM OTCYTCTBYIOT JIEKAPCTBEHHbIE CPeACTBa.

21. VHhopMaLmst 0 Ae3NHDEKLMM, OUYMCTKE U CTEPUIN3ALMM MEAULIMHCKOTO U3aenus
Mep.I/ILI.VIHCKOE n3pgenne He Nognexxnut O4YNCTKE U ,D,GSVIHQJEKU,VII/I. Me,ﬂ'I/IU'I/IHCKOG n3genne He

CTEPU/IbHOE W He CTEPUIN3YeTCS.
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22. Tpe6oBaHMS K TEXHUYECKOMY 06C/TY>XXMBaHUIO U PEMOHTY MeANLIMHCKOIO U3Ae/ns

MeanLUHCKOE U3aenne He NOANEXUT TEXHUUYECKOMY OBC/YXXMBAHUIO 1 PEMOHTY.

23. MNepeyeHb MeXAyHaPOAHbIX U HAUMOHAIbHBIX HOPMAaTUBHbLIX JOKYMEHTOB/CTaHAAPTOB,
KOTOPbIM COOTBETCTBYET MeULIMHCKOE U3aenme

ISO 14971 [2012] MegunumHcKme nsgenms ¢ NMpUMeHeHne MeHeMKMEHTa PUCKa K MeANLUHCKNUM
N3Lennam;

EN 1641 [2009] CtomaTtonorus - MeauuUnHCKne n3aenns Ans cTomaTonornyeckmx Lenein -
Marepuansi:

ISO EN 13485 [2016] MeauuunHckne nsgenusi - Cuctema ynpasfieHUs KayecTBoM - TpeboBaHMs
4Na Lenei pelynmposaHus;

EN ISO 7405:2011 OueHka 610N10rMyYecKoii COBMECTUMOCTU MeANLMHCKUX N3AENNiA,
MPYMeHSEeMbIX B CTOMATOMOMUN:

ISO 7491:2000(E) Ctomatonorunyeckme matepuansl - OnpegeneHue LBETOCTONKOCTH

ISO 4049:2000(E)- CtomaTonorus - MaTtepuansl Ha 6a3e NoIMMEPOB A/151 BOCCTAHOB/IEHUS W
(hmkcauuy 3y608:

ISO 10993-1:2003 OueHKa 61MOIOrMYeCcKOro AecTBna MeanLMHCKMX n3gennii. Yacts 1
WcnbiTaHve Ha pa3gpaXkeHue Y CEHCUBUNN3ALMI0 KOXU;

ISO 10993-11 [2006] OueHKa 6UONOrMYECKOro AencTBMA MeAULMHCKMX n3agenuii - Yacts 11
McnbiTaHne Ha CUCTEMHYHO TOKCUYHOCTb:

ISO 11405: 2015 Ctomarosiormyeckme matepumasbl - PyKOBOACTBO MO UCMbITAHUIO aaresnm K
CTPYKTYype 3y6a;

EN ISO 15223-1:2012 MegnumHcKne nsgenmsa - CUMBO/IbI, NPUMEHAEMbIE NMPU MAPKUPOBaHUM Ha
MEeANLMHCKNX U3LeNusX, 3TUKETKax 1 B CONPOBOANTENLHON AOKYMeHTaunm - Yactb 1. OCHOBHbIe
TpeboBaHus;

FOCT P 56924-2016 (MNCO 4049:2009) Ctomatonorus. Matepuansl NosiMMepHble
BOCCTaHOBUTENbHbIE;

FOCT 31574-2012 Martepunanbl CTOMATONOTMYECKNE NOSIMMEPHbIE BOCCTAHOBUTESbHbIE.
TexHu4yeckne TpeboBaHuA. MeToabl UCMbITAHWIA:

FOCT ISO 7491-2012. CTomaTonormyeckune marepmanbl. OnpegeneHme UBeTOCTOMKOCTH
CTOMATOI0MMYECKMX MOIMMEPHbIX MaTepPUaoB.

FOCT ISO 14971-2011 W3genusa meguuuHckue. NMpuMeHeHNe MeHegKMeHTa pucka K
MEeANLMHCKAM W3LeNUsM;

FOCT ISO 13485-2017 WN3genus meauumHckmne. CUCTeMbl MEHEDKMEHTa KayecTBa. TpeboBaHuWs

ONs Ueneii perynnpoBaHus;
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roct P NCO 7405-2011. Ctomatonorusi. OueHKa 61M0N10rMyecKoii COBMeCTUMOCTH
MEeANLVHCKNX U3LeNnii, MpUMeHSeMbIX B CTOMaTONOMUK;

FOCT ISO 10993-1-2011 N3penuns meauumnHckue. OLeHKa 6M0N0rnyecKoro aencTems
MeANUMHCKNX n3genuii. Yacte 1. OUeHKa 1 UccnefoBaHus;

FOCT P ICO 10993-2-2009 N3penuns meamumHckue. OLeHKa 61M0N0rM4eckoro AeicTems
MeLNLUHCKUX n3aennii. Yactb 2. Tpeb6oBaHUA K 06paLLeHMNIO C XKXMBOTHLIMU

FOCT ISO 10993-5-2011 W3genus meguumHckme. OLeHKa 61M0nornyeckoro 4encTens
MeAMLMHCKUX u3gennii. Yactb 5. ViccnefoBaHns Ha LMTOTOKCUYHOCTL: METOZAbI in Vitro

FOCT ISO 10993-10-2011 WN3penus meanumHckme. OueHKa 6MOMI0rMyYeckKoro AeicTeuns
MeAnUMHCKUX n3genmin. Yacts 10. ViccnefoBaHUa pas3gpaXkarolero u CeHCUOUIN3NPYOLLEro AenCTBUSA

FOCT I1SO 10993-11-2011 W3penus meamumHckue. OLeHKa 6MON0rMYecKoro AeicTems
MeANLMHCKUX n3genuin. Yactb 11. MiccnepoBaHus 06LLETOKCUYECKOro AenCTBUS;

FOCT 1SO 10993-12-2015 N3genust MeauUmnHckme. OLeHKa 61MoNormyeckoro AeicTens
MeANLMHCKUX n3gennii. Yactb 12. MpurotosneHne npob 1 KOHTPO/bHbIE 06pasLbl

FOCT P NCO 15223-1-2014 U3genna meguumHckue. CUMBO/bI, NPUMEHSAEMbIE MPU
MapKMpOBaHUM Ha MeLULMHCKUX U3LeNUaX, ITUKETKAX U B COMPOBOAUTENbHOW JOKYMeHTaLUuW. YacTb
|. OCHOBHble Tpeb60oBaHMS;

FOCT P 52770-2016 «W3genua megnumnHckune. TpeboBaHUs 6e3onacHOCTU. MeTofbl CaHUTapHO-
XMMUYECKNX N TOKCUKONOTMYECKNX WUCTIbITaHNIA»

FOCT 31214-2016 «M3genus meauumHckme. TpeboBaHUs K obpasuamM 1 JOKYMeHTaLmm,
NpeAcTaBNsAeMbIM Ha TOKCUKONOTMYeCKMe, CaHUTapHO-XMMUYECKME UCTIbITaHWSA, UCTbITaHWA Ha
CTEPUILHOCTb U MAPOTEHHOCTbY»

FOCT 31209-2003 «KOHTeHepbI ANs KPOBU M ee KOMMOHEHTOB. TpeboBaHUS XMMMNUYECKON 1
6ronornyeckori 6e30NacHOCTU 1 MeTOAbl ucnbiTaHuii» n. 5.3 FTOCT 31576-2012 «OugeHKa
6M010rMYecKoro AeicTBna MeANLMHCKUX CTOMATONOMMYECKMX MaTepPUanoB v U3genuii.
Knaccugukauus v npurotosneHune npod»

MOCT 14192-96 MapKnpoBKa rpys3os;

FOCT P 50444-92. Mpwubopsl, annapaTs! 1 060pynoBaHne MmeguunHckue. OB6LLME TEXHUYECKNe

yCNoBus.

24. YcnoBust SKCN/yaTalym, XpaHeHVst U TPaHCNopPTMPOBaHMS

Tabnuua 9. Ycnosusa akcnayartayum

MapameTp 3HaueHune
Temnepartypa oT1 5°C o 42 °C
BnaxHocTb [0 98% OTHOCMTENbHOWN BNaXXHOCTU Mpu TemnepaType 25°C
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N3penms  ncnpaBHO 3KCMAyaTMPYHOTCA BHYTPWM POTOBOM MOMOCTW, MNPW  HaMYMM B Hei
OMONOrMYECKNX XKUAKOCTEN MNPU HOMMHAMbHBIX 3HAYEHWAX TemmnepaTypbl: OT 32® fo 42® C, ans
NPUHALNEXHOCTENR, He 3KCMayaTupyeMbiX B POTOBOI nonoctu: ot +10®go +35° C.

W3gennsa He noanexxkaTt peMoHTY. CnewunanbHOro TeXHUYECKOro 06Cy>KnBaHus He Tpebyetcs.

N3penuna [OMKHbI MCNO/b30BaThCA TOMIbKO KBaIMMULMPOBAHHBIM MeAULMHCKAM MEpPCOHaN oM B
KIMHUYECKUX YUPEXAEHUAX

Tabnuua 10. YCnoBms XpaHeHus.

MapameTp 3Ha4eHne
Temnepartypa 0T 2RC 0 24 ®C
OTHocuTenbHas BraxHocTb He 6onee 70%
ATMOC(epHoe aaBneHue oT 70 kMNa go 106 KIla

Ecnu usgenne XxpaHuTCA B XOMOAW/bHUKE, a TakXe Mocne TPaHCMNOPTUPOBaHUA W3Lenvsa npu
MWHYCOBbIX TeMMepaTypax, He06X0o4MMO nepes UCNo/b30BaHWEM AaTb eMy HarpeTbCcs 40 KOMHATHOWA
TemnepaTypbl.

B TeyeHme BCero cpoka rofHOCTW W3LeNnA B YNaKOBKE MNPeAnpuUATUA-U3rOTOBUTENS LOSXKHbI
XPaHUTLCA B KPbITbIX CYXUX MPOBETPUBAEMbIX OTamn/MBaeMbIX CK/IACKMX NOMELLEHNAX B 3aLLULLEHHOM
oT cBeTa MecTe. He 3amopaxknBaThb.

HeHagnexawine yCnoBus XpaHeHWs COKpaliatoT CPOK Cnyx6bl M MOryT TMpuBECTM K
MOBPEXAEHUIO U3LeNns.

* He ponyckaiite nonagaHus Ha NPOAYKT CO/IHEYHOrO CBeTa W XpaHUTe B XOPOLLO
BEHTWU/IMPYEMOM MecTe npu TemnepaType B AnanasoHe 2 °C n 24 ®C

* K MOMEHTY MCnonb30BaHUA mMaTepuan LO/MKeH ObiTb KOMHATHOW TeMMepaTypbl.

* MpepoxpaHaliTe 0T NonajaHna BoAbl.

* He 3amopaxuBaiiTe.

* He ncnonb3yiiTe N0 MCTeYEHUN CPOKA FOAHOCTM.

TpaHcrnopTupoBatb W3fenns Ccnefyet TPaHCNOPTOM BCEX BWAOB B KPbITbIX TPAHCMOPTHbIX
CpefCcTBax B COOTBETCTBMM C NpaBuiaMun NepeBo3oK, AeiCTBYIOWMMY Ha TPaHCNOpPTe JaHHOMO BMAA.

Pa3melleHre ¥ KpenjeHne SAWWKOB C  W3JeNMsAMU B TPAHCMNOPTHbIX CPeAcTBax [O/HKHO
obecneunBatb UX YCTOWUMBOE MOMOXEHWE, WUCK/HOYAsA BO3MOXHOCTb CMELLEHUS ALLMKOB W YAAapoB WX
APYr O Apyra v 0 CTEHKN TPAHCMOPTHbIX CPeACTB.

Tabnuua 11. Ycnosusa TpaHCNOPTMPOBaHUSA
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Temnepatypa oT12'"C fo 24
BnaxHocTb He 60onee 70%

ATMOC(epHOe aaBneHue ot 70 kMa go 106 kla

WN3penus [omKHbI TPAHCMOPTMPOBATLCA B COOTBETCTBMM C MpaBUnamiu, [AeiCTBYHOWMUMU Ans
KaXJoro Buaa TpaHcropTa npu Temnepatype Mmexay 2 ®C o 24 °C M OTHOCUTE/IbHOW BNaXHOCTY
<70%.

Mpwn TpaHCNOPTUPOBKE B CTPaHbl C HeAOMYCTUMOV TeMMepaTypoli OKpy»atolei cpefbl, U3aenms
TPAHCMOPTMPYIOTCS B CMeumanbHbIX KOHTeHepax, NoAAepXXKMBatoLLMX Heo6X0ANMbIA TeMnepaTypHbIii

Anana3oH U OTHOCUTE/NTIbHYHO B/1aXKHOCTb.

25. CpoK rogHoCcTV MeNLMHCKOK U3aenus
1) Martepuan cToMaToN0rMYecKnin TeKyUnin 06beMHOro BHeceHMss SDR® Plus B KOMMNbHONax no
0.25 r, (SDR® Plus Compula® Tips), OTTeHKW: YHMBEPCabHbIN OTTEHOK, Al, A2, A3 - 3 roga;
2) Martepuan cToMaToNOrMYecKnini TeKyUnin 06beMHOro BHeceHns SDR® Plus B winpuuax no 1r
KaXXabli (YHMBepca/ibHbI OTTEHOK) - 3 T0Aa;
3) Annnvkaropsl (Syringe tips) - He orpaHuyeH;

4) Kopobka ans xpaHeHuns (SDR® storage box) - 5 neT.

26. Mopsagok nycnosms yTU.TU3aUMN MeAULIMHCKOIO 13e.1 UA

YTunusaums B COOTBETCTBUM C CaHUTapHbIMW NpaBuiaMuM U Hopmamu Poccuiickoin defepaumm
CaHlumH  2.1.7.2790-10 "CaHuTapHO-3aNMAeMUONOrmyeckme TpeboBaHWs K  ObpalleHuto ¢
MeLULUUHCKUMW OTXO0AaMu». Knacc 0nacHOCTM MeAMLUMHCKUX O0TXofoB - b. M3genus [O/MKHbI
MCMOMb30BaTbCA  TONbKO — KBAIMPUUMPOBAHHLIM ~ MEAULUMHCKAM  MEPCOHasIoM B K/IMHUYECKUX
yupexgeHusax. Mpu yTunmsaumumn npubopa, NpuaepXuBariTeCb MeCTHbIX MpaBua N0 YTUAM3aLuMn 1

BTOPMYHOI NepepaboTKe OTXO/0B.

27. MapaHTN npoussoauTens

I'Ipomsso,qmenb He HeCeT OTBETCTBEHHOCTb W He BblM/la4nBaeT KOMMEHCaLUNO 3a BO3MOXH bl
yliepb MAn HecyacTHbIe cyyau, Bbi3BaHHbIE:

* /icnonb3oBaHMEM KOMMOHEHTOB, He OTHOCALLMXCA K Habopy WM KOTOpble MOTyT MpensTCcTBOBaTb
HOpManbHOI paboTe.

* HecobntoieHMEM MHCTPYKLMUN MO MPUMEHEHUIO.

OTBETCTBEHHOCTb 3a TECTMPOBaHNEe MaTepuana Ha ero NpMrogHoCTb M UCNOMb30BaHMe AN NGO

uenn, ABHO HeyKa3aHHOI\/'I B MHCTPYKUWN, HECET nonb3osaresb!
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[lo Bonpocam KauecTsa M3ACAHA CreayeT oOpawlaThed K YNONHOMOYEHHOMY NPEACTABHTENO

MPOH3BOINUTENA.

28. Ynoanomouennslii npeacTaBRTeb
000 «Jlentcnnait Cupona», Poceyiickan denepaums, 115432, Mocksa, npocnekr Anaponosa, a.18,
kopn. 6, opuck 1 39 40, Ten.: +7 (495) 725 10 87
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Poccuiickaa ®egepayms

"opoa MockBa
MATHagUaToro gekabps Agse ThicAYM ABaALATOro roja

A, Mwunesckads AHHa AHBApPOBHA, BPEMEHHO WCNOMHAKOWAA 0643aHHOCTM HOTapuyca ropoja
Mockebl [ypapeBa AnekcaHgpa BnagumupoBuya, CBUAETENbCTBYH MOANUMHHOCTL  MOAMUCH
nepesogyunka byuieHkosa ViBaHa Butanbesnya.

Moanuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NoANMCcaBLUEro JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 77/178-H/77-2020- /| '

B3bIiCKaHO roCcyaapCTBEHHON NownHbl (no Tapudy): 100 py6. 00 kon.

YnnayeHo 3a 0KaszaHue ycnyr npasoBOro u TexHuveckoro xapakrepa: 300 py6. 00 kon.

A. A. MuneBckas

S" o

I!aCFOTOpLUHypOB’\VIO, NPOHYMEPOBaHO U CKPenIeHo neyvatbio nnct(-a.-oB).

BPWMO HoTapuyca:
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