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1 Description and designation.

Dental laboratory instruments (discs) are developed in accordance with modem safety and
guality requirements and conform to the following standards: Certificate EN 1SO 9001: 2008

Manufacturer:
Gebr. Brasseler GmbH & Co. KG, Trophagener Weg 25, 32657 Lemgo, Germany.

Class of potential risk of medical product usage: |

The instruments are different in material type and can be:
diamond
diamond with sintered bond
diamond with resin bond

Diamond disc
Depending upon the working part shape it can have the shape of:

L Disc-shaped
. Perforated, diamond coating on both sides (Figure 1)

911HP.104.220: 918PB.104.180; 918PB.104.220; 918PB.900.220; 924XC. 104.400;
6924.104.180; 6924.104.220; 6924.104.300; 6924.104.400; 934.104.100; 934.104.140;
934.104.180; 934.104.220; 6934.104.180; 6934.104.220; 6934.104.300: 981.104.220;
982.104.220; 983.104.220.
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Figure 1
. Perforated, diamond eoating on the lower side (Figure 2)

919P.104.180; 919P.900.220; 919P.104.220
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Figure 2
. Toothed, diamond coating on both sides (Figure 3)

946.104.180; 946.104.220; 8964.104.300; 987P.104.400; 987P.104.480.
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Figure 3

With partial diamond coating of working part on both sides (Figure 4)

910.104.180; 910.104.220; 911.104.220; 911H.104.140; 911H.104.180; 911H.104.220;
911H.900.180; 911H.900.220; 911HEF.104.180; 911HEF.104.220; 911HF.104.220;
911HK.104.180; 911HK. 104.220; 6911H.104.180; 6911H.104.220; 6911H.900.180;
6911HF.104.220; 691 IHK. 104.180; 691 IHK. 104.220; 936.104.220; 943.104.065;
943.104.080; 943.104.100; ZR943.314.065; ZR943.314.080; ZR943.314.100;
984.104.220; D2014.104.180; D2014.104.220.
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Figure 4

. With partial diamond coating of working part on the edge (Figure 5)

942.104.140; 942.104.200; 6942.104.200.
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Figure 5

With partial diamond coating of working part on the upper side (Figure 6)

911HV.104.180; 911HV. 104.220.
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Figure 6

With partial diamond coating of working part on the lower side (Figure 7)

911HH.104.180; 911HH. 104.220.

Figure 7
. With full diamond coating of working part on both sides (Figure 8)

918B.104.180; 918B.104.200; 918B.104.220; 6918B.104.220; 940.104.220; 945B.104.100.
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Figure 8

With full diamond coating of working part on the lower side (Figure 9)

919.104.180; 919.104.200; 919.104.220.
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Figure 9

2. Wheel
. With full diamond coating of working part (Figure 10)
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Figure 10
Diamond disc with sintered bond

1 Disc-shaped (Figure 11)

7818.104.080; 7941.104.200; 76941.104.200.
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Figure 11
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Diamond disc with resin bond

L Disc-shaped (Figure 12)

K6974.104.220.

I L k*91'4 104 M rs_

.E22*03»01K00.1-2

Figure 12
Auxiliaries
L Disc holder (Figure 13)

303.104

Figure 13

Component parts of the holder: the shank, the screw and the washer (Figure 14)

Figure 14
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Designation and scope of application

The medical products (MP) «Dental laboratory instruments (discs) with auxiliaries» are used in
the dental laboratory for contouring, stripping and separation.

This product is used in the dental laboratory for contouring, stripping and separation of ceramic
veneers, trimming of acrylic dentures, cutting of plaster models as well as cutting of large
prosthetic objects. The product is referred to the group of products intended for professional use
by qualified professionals under the conditions of medical institutions and dental laboratories.

2. Pre-starting procedure and the operating sequence

Supplied instruments are non-sterile. The discs may be supplied in the ready-for-operation state
(with the shanks) that provides for their ideal centering and safe application. In case if you
purchased the disc without a shank it is necessary to fix the disc on the holder with the use of a
screw and a washer. For that purpose it is necessary to unscrew the screw and the washer from
the holder, insert the screw and the washer into the technological hole in the disc and then to
screw the screw back into the holder thus fixing the disc on the holder. (Figure 15)

Figure 15

Make sure that the applied turbine and straight hand-pieces are in faultless technical state.
Depending on the type of the shank used insert the instrument into the attachment lug of the
hand-piece to the maximal depth all the way in. Make sure that the instrument is fixed properly.
Before the instrument is supplied to the object, the instrument has to be led to its optimal rotation
speed (as indicated on the packaging). Cooling is required while processing ceramic materials.
Otherwise, there exists a risk that the discs would leave black marks on the ceramic surface.

To prevent damaging please avoid skewing of the instrument during the operation and using it as
a lever. Do not exert excessive contact pressure. To provide for the safety of your eyes wear
protective goggles (not included). Use the relevant respiratory protection (for mouth and nose).
Use the air exhaust equipment in the dental laboratory. Avoid direct contact with the working
part of the instrument; it may result in an injury. Damaged and corroded instruments must be
rejected as the defective ones.

Please, strictly observe the recommendations for use and the rotation speeds indicated on the

relevant packaging of the instrument. Failing to observe the maximally allowable rotation rates
(see information on the packaging) results in instrument breakage risk increasing.

10
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300,000 rpm means that the instrument is suitable for the micro motor or the turbine
hand-piece’ with stable ball bearings. Not recommended for the turbine hand-pieces with
aerostatic bearings.

200 000 rpm means that the instrument is suitable for use in the straight (dental laboratory
or technical) hand-piece at the indicated rotation speed. Not recommended for the turbine hand-
pieces.

Rotation speed optimal for operation is indicated on the packaging!

3. Recommendations for use LI o
To be applied in the dental laboratory for contouring, stripping and separation of materials.

Diamond discs

+ perforated

- ultra-fine separation and contouring of ceramics, plaster and acrylics;

- cutting of the blocks at deflasking of ceramics;

- cutting of plaster;

- initial separation and contouring of ceramics;

- coarse stripping and separation, contouring of ceramics.
+ toothed

- separation and contouring of acrylics;

- cutting of separate teeth in plaster models;

- separation of acrylic and plaster models into the segments.
+ with partial diamond coating of the working part

- coarse contouring of ceramics, acrylics and plaster;

- separation of teeth in plaster models;

- separation of freimes;

- separation and contouring of ceramics and acrylics;

- separation and initial stripping of ceramics;

- extra-fine separation of ceramics;

- initial separation and contouring of ceramics;

- coarse separation of ceramics;

- direct separation of ceramics;

- separation of zirconium frames, to be used with water cooling.
+ with full diamond coating of the working part

- initial separation and contouring of ceramics;

- separation and rough contouring of ceramics.

1u
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Diamond discs with sintered bond
- stripping of model casts.
Diamond discs with resin bond

- separation and trimming of pressed and cast ceramics and metal alloys.

4, Contra indications. Adverse effects.

Contra indications are not detected.

- Never use the instruments for other than the purpose specified.

- It is prohibited to work with the instruments, which do not comply with the requirements set to
them.

- The instruments with the following defects - deformation, availability of the corrosion on metal
surfaces - have to be discarded immediately.

No adverse effects were detected while using the instruments.

5. Mode of application.

Make sure that the applied turbine and straight hand-pieces are in faultless technical state.
Depending upon the type of the shank used insert the instrument into the attachment lug of the
hand-piece to the maximal depth all the way in. Make sure that the instrument is fixed properly.
Before the instrument is supplied to the object, the instrument has to be led to its optimal rotation
speed (as indicated on the packaging). Cooling is required while processing ceramic materials.
Otherwise, there exists a risk that the discs would leave black marks on the ceramic surface.

To prevent damaging please avoid skewing of the instrument during the operation and using it as
a lever. Do not exert excessive contact pressure. To provide for the safety of your eyes wear
protective goggles (not included). Use the relevant respiratory protection (for mouth and nose).
Use the air exhaust equipment in the dental laboratory. Avoid direct contact with the working
part of the instrument; it may result in an injury.

This product is used in the dental laboratories having a wide scope of application, for example,
use for contouring, stripping and separation of ceramic veneers, trimming of denture acrylics,

cutting of plaster model as well as cutting of large prosthetic objects.

The discs can be supplied with the shanks pre-installed on them that provides for their ideal
centering and safe application. (Figure 16)

12
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Figure 16

Precise dimensions of the MP with the assigned tolerances as well as the grades of the materials
used in MP are provided in the tables of the annex to this document and on the drawings, which
are also provided in the annex to this document.

This product is intended for multiple uses; it is not subject to any kinds of repair or overhaul.

6. Safety precautions during the application.

Make sure that the applied turbine and straight hand-pieces are in faultless technical state.
Depending upon the type of the shank used insert the instrument into the attachment lug of the
hand-piece to the maximal depth all the way in. Make sure that the instrument is fixed properly.
Before the instrument is supplied to the object, the instrument has to be led to its optimal rotation
speed (as indicated on the packaging). Cooling is required while processing ceramic materials.
Otherwise, there exists a risk that the discs would leave black marks on the ceramic surface.

To prevent damaging please avoid skewing of the instrument during the operation and using it as
a lever. Do not exert excessive contact pressure. To provide for the safety of your eyes wear
protective goggles (not included). Use the relevant respiratory protection (for mouth and nose).
Use the air exW st equipment in the dental laboratory. Avoid direct contact with the working
part of the instrument; it may result in an injury. Damaged and corroded instruments must be
rejected as the defective ones.

Please, strictly observe the recommendations for use and the rotation speeds indicated on the
relevant packaging of the instrument. Failing to observe the maximally allowable rotation rates
(see information on the packaging) results in instrument breakage risk increasing.

300,000 rom means that the instrument is suitable for the micro motor or the turbine
hand-piece with stable ball bearings. Not recommended for the tmbine hand-pieces with
aerostatic bearings.

Ok 200,000 rpm means that the instrument is suitable for use in the straight (dental laboratory

or technical) hand-piece at the indicated rotation speed. Not recommended for the turbine hand-
pieces.

The broken or damaged instruments must not be repaired; they are rejected as defective and
discarded.

13
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Working part shapes:

Disc-shaped.

Dimensions: 22.0 mm

Maximal rotation speed: 20,000 rpm.

The hand-pieces to be used with the instruments: any straight hand-pieces

Attachment to straight hand-pieces: to be inserted into the attachment lug of the hand-piece
to the maximal depth all the way in.

Getting blrmted: number of applications - 25.

Table 1. Weight and dimensional characteristics of the accessories

Holder
i i . . Weight .
Article Description Designation Dimensions (mm) Materiai Image
(grams)
Shank: grade
Length - 46.5 (+/- .
1.4305 stainless
Holder for the 0.2)
. steel.
discs without a Diameter-2.35 (-
. Attachment of Screw: grade
shank (consists . 0.016) (shank). i
303.104. the instrument i i 1.925 1.4104 stainless
of a shank, a Diameter in the
d without a shank | fthe di steel.
ace o e disc
screw and a p W asher:
washer) attachment-5.0 (- i i
volcanized fiber B
0.05) .
Vulkanfiber.
Component parts of the holder
Dimensions
Dimensions (mm) Shank Dimensions (mm) Screw (mm) Washer
Length 44.5 (+/-0.2) Length 10.2 (£0.1) Outer diameter 5.05 (+0.1)
Length of the
Diameter 2.35 (-0.016) threaded part 8.4 (+0.2) Inner diameter 1.70 (+0.1)
Diameter in the
place of the disc Diameter of the
attachment 5 (-0.05) thread M1.7 Thickness 0.8 (£0.1)
Inner thread
diameter M1.7 Thread pitch 0.2 Weight (grams) - 0.025
Inner thread Volcanized fiber
length 10 (+0.2) Head diameter 5.0 (-0.05) Material Vulkanfiber
Inner thread
pitch 0.2 Head thickness 1.2 Image D
Weight (grams) -1.5 Weight (grams) -0.4
Grade 1.4305 Grade 1.4104
Material stainless steel Material stainless steel
Image B i Image
B I
15
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Table 2. Grades of the materials used in MP

Article

911HP.104.220

918PB.104.180

918PB.104.220

918PB.900.220

919P.104.180

919P.104.220

919P.900.220

924XC.104.400

6924.104.180

6924.104.220

6924.104.300

6924.104.400

934.104.100

934.104.140

934.104.180

Working part
shape

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Working part

diameter

(size, mm)

22

18

22

22

18

22

22

40

18

22

30

40

10

14

18
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16

Grade of diamond coating and steei

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.



934.104.220

6934.104.180

6934.104.220

6934.104.300

981.104.220

982.104.220

983.104.220

946.104.180

946.104.220

8964.104.300

987P.104.400

987P.104.480

902.104.130

910.104.180

910.104.220

911.104.220

911H.104.140
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Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Wheel

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

22

18

22

30

22

22

22

18

22

30

40

48

13

18

22

22

14

Steel base - grade 1.4310 steel coreBI”ith
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.



911H.104.180

911H.104.220

911H.900.180

911H.900.220

911HEF.104.180

911HEF.104.220

911HF.104.220

911HH.104.180

911HH.104.220

911HK.104.180

911HK.104.220

911HV.104.180

911HV.104.220

6911H.104.180

6911H.104.220

6911H.900.180

6911HF.104.220

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped
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18

22

18

22

18

22

22

18

22

18

22

18

22

18

22

18

22

18

Steel base - grade 1.4310 steel co~B " ith
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.



6911HK.104.180

6911HK.104.220

936.104.220

942.104.140

942.104.200

6942.104.200

943.104.065

943.104.080

943.104.100

ZR943.314.065

ZR943.314.080

ZR943.314.100

984.104.220

D2014.104.180

D2014.104.220

918B.104.180

918B.104.200

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped

Disc-shaped
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22

22

14

20

20

6,5

10

6.5

10

22

18

22

18

20
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Steel base - grade 1.4310 steel co”B mith
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Steel base - grade 1.4310 steel covered with
PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.



Steel base - grade 1.4310 steel coW B I”*ith
918B.104.220 Disc-shaped 22 PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.
Steel base - grade 1.4310 steel covered with
6918B.104.220 Disc-shaped 22 PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.
Steel base - grade 1.4310 steel covered with
919.104.180 Disc-shaped 18 PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.
Steel base - grade 1.4310 steel covered with
919.104.200 Disc-shaped 20 PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.
Steel base - grade 1.4310 steel covered with
919.104.220 Disc-shaped 22 PremaDia brand diamond powder on the working
part; shank - grade 1.4305 steel.
Steel base - grade 1.4310 steel covered with
940.104.220 Disc-shaped 22 PremabDia brand diamond powder on the working
part; shank - grade 1.4104 steel.
Steel base - grade 1.4310 steel covered with
945B.104.100 Disc-shaped 10 PremaDia brand diamond powder on the working
part; shank - grade 1.4104 steel.

Working part - PremaDia brand diamond grit with

7818 104 080 Disc-shaped 8 sintered bond, shank - grade 1.4035 steel.

2941104 200 Disc-shaped 20 Working part - PremaDia brand diamond grit with
sintered bond, shank - grade 1.4035 steel.

26941.104.200 Disc-shaped 20 Working part - PremaDia brand diamon.d grit with
sintered bond, shank - grade 1.4035 stainless steel.

K6974.104.220 Disc-shaped 29 Wo.rking part - PremaDia brand diamond grit with
resin bond, shank - grade 1.4035 stainless steel.

8. Environmental protection requirements

The product is not harmful for the environment.

9. Cleaning of the instruments

Any and all brushes used for cleaning of diamond instruments, as well as the cleaning stone used
for cleaning of diamond instruments (not included) are used for cleaning of the instruments, if
necessary.

10. Applicable international standards

The dental laboratory instruments (discs) are developed in accordance with the present-day
requirements set to safety and quality and conform to the following standards:

Certificate EN 1SO 9001: 2008
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11. Risk management

The objective of the risk management is in determining whether the risk management policy and
procedures accepted by the manufacturer can eliminate or mitigate the risks to the extent how it
is possible, taking the measures on mitigation of the risks that cannot be eliminated and
informing the users about the remaining risks.

The risk management system applied by Gebr. Brasseler GmbH & Co. KG is intended for
detection of the hazards related to the medical device/ technological process and evaluation
of the risks related thereto, controlling of the said risks and tracking after the control
efficiency during the entire service life of the device concerned. Performance of the risk
analysis and evaluation of the risks starts during the design and development process. Efficiency
of each separate device with respect of these any other contingent risks is controlled as a part of
the quality management system of Gebr. Brasseler GmbH & Co. KG and of its post-
production quality control system.

Application of the risk management policy and procedures complies with the requirements set
out in the international standard ISO 14971-2007

Rules of storage and use
The instruments are supplied in a non-sterile packaging.

Operating conditions:
Temperature: from +5* C to +45* C

Relative humidity: from 30% to 80%
Storage temperature and humidity: from 0 to +50* C and the humidity of 10 to 95%.

The instnunents are to be kept imder the dry storage conditions. It is necessary to protect the
instruments from the influence of direct sunlight, high temperatures and dust. Crumbled and
deformed working surfaces of the instrument may result in vibration. Availability of the areas
with no diamond coating on the diamond instruments indicated upon a high degree of the
instrument wear. In this case the instrument must be replaced. Bent and worn instruments or the
instruments with radial wobbling have to be replaced immediately.

12. Marking of the product

The product uses the following marking applied thereon:

Table 3. Marking of the product.
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CD work on crowns and bridges 0 -* maximally allowable rotation speed

iitt work on acrylics B packaging
Lu preparation of models LLI REF number
1 milling techniques O Lot number
model casting techniques ISO ISO number
0 » recommended rotation speed
13. Packaging of the product

The instruments are packed into individual separate packaging (blisters, trays, boxes) containing
from 1to 10 pieces each.

Komet Dental =Gebr. Brasseler GmbH & Co. KG
Trophagenef Weg 25 -32657 LemgoiGermany

01
981 104 220 :
On»» 20000 mn”?
806 104 402534 220 Oon, 15000 i

BRASHER ﬂjL/] CV]&@'&HS]IEJES
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The packaging contains the following indications:

REF number

- lot number

- two-dimensional

KoTW Dinttl «6ebr. 8<ewler GmbH 1 Ce. KO

TrofNeeiwr\Wes25+32657 LWgO_GemWIy information about the manufacturer

- maximally allowable and optimal rotation speeds

IASHER E225019715K00/5102025 - barcode

In Germany  country of the manufacturer

I - 1ISO number

0 1 -number of pieces per packaging

GO

- indication of the instrument designation

981 104 220 -catalog REF number

981 - reference number of the article

104 - type of the shank

220 - working part diameter - 22 mm

fltie 104 4025~ number according to the ISO standard

806 - working part material

104 - type of the shank

402534 - shape and design

220 - working part diameter - 22 mm
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Transport packaging:

means the packaging used for transportation of the products; it is selected individually for each
separate order. The corrugated cardboard is normally used as a packaging material. The transport
packaging dimension depends upon the volume of the cargo.

At present the following carton box dimensions are available (mm):

180 x 103 x 53

190 X 120x80

260 x 140 x 90

280 x 190 x 130
315 x 230 x 125
370 x 280 x 230
600 x 400 x 250
700 x 450 x 300
620 x 620 x 460
350x300x290

300X 185 x 290

The marking is applied only to the packaging of the instruments. There is no speeial marking on
the transport packaging. After the products are packaged in the factory, the transport packaging
is safely closed and provided by the shipping label and shipping documents. The packaged
products are then handed over to the carrier and sent to the customer.

14. Transportation conditions
The dental laboratory instruments (discs) are transported using all the available means of

transportation in the covered transport vehicles according to the rules of transportation applied to
the given transport means at the temperature of 0 to +50" C and the humidity of 10 to 95%.
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18. Manufacturing company

Gebr. Brasseler GmbH & Co. KG, Trophagener Weg 25, 32657 Lemgo, Germany, telephone:
+49(0)5261 701-0,fax: +49(0)5261 701-289, p-mnil: info(a).brasseler.de

Gebr. Brasseler GmbH & Co. KG

GmbHt Co. KC

Trephalen«r Weg 25 132657 Lerngp  »
32631 lyhgo « CNthirny

etdsssvsesoflosnacsconcocsnontssvines

Reinhard Holscher Klaus Riibesamen
Managing Director Managing Director

Enclosure:

Appendix 1. Products

Appendix 2; Technical table

Appendix 3: Table of shanks

Appendix 4: Information about the authorized representative

26

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



Vbrstohende Abschrift/Fotokepl*

der Urschrift wortlich Oberein, was Ich hlermit
beglaubige.

Lemgo, den. 04 SEP. 2018
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Begi. Fotokof~

Appendix 1
Annex to the Application for registration of the medical product
“Dental laboratory instruments (discs) with auxiliaries”

l. Diamond discs
902.104.130; 910.104.180; 910.104.220; 911.104.220; 911H.104.140; 911H.104.180;

911H.104.220;  911H.900.180; 911H.900.220; 911HEF.104.180; 91IHEF.104.220;
911HF.104.220: 911HH.104.180; 91IHH.104.220; 911HK.104.180; 91IHK.104.220;
011HP.104.220: 911HV.104.180; 911HV.104.220; 6911H.104.180; 6911H.104.220;
6911H.900.180; 691IHF.104.220; 691 IHK.104.180; 691 IHK.104.220; 918B.104.180;
018B.104.200:  918B.104.220;  918PB.104.180;  918PB.104.220;  918PB.900.220;
6918B.104.220; 919.104.180; 919.104.200; 919.104.220; 919P.104.180; 919P.104.220;
919P.900.220; 924XC.104.400; 6924.104.180; 6924.104.220; 6924.104.300; 6924.104.400;
934.104.100; 934.104.140; 934.104.180; 934.104.220; 6934.104.180; 6934.104.220;
6934.104.300; 936.104.220; 940.104.220; 942.104.140; 942.104.200; 6942.104.200;
943.104.065; 943.104.080; 943.104.100; ZR943.314.065; ZR943.314.080; ZR943.314.100;
945B.104.100; 946.104.180; 946.104.220; 981.104.220; 982.104.220; 983.104.220;
984.104.220; 987P.104.400; 987P.104.480; 8964.104.300; D2014.104.180; D2014.104.220.

- Instruction for use.

Auxiliaries:
'Holder: 303.104

I1. Diamond discs with sintered bond
7818.104.080; 7941.104.200; 76941.104.200.

- Instruction for use.

Auxiliaries:
Holder: 303.104

I11. Diamond discs with resin bond
K6974.104.220.
- Instruction for use.

Auxiliaries:
Holder: 303.104

Gebr. Brasseler GmbH & Co. KG
G, BreM*I*r GmbH &Co. KG
Troph*gen«f Weg 75 « 32657 Lemgo "
fast~ch 16013261l Lemgo * Germany

Reinhard Holscher Klaus Rubesamen
Managing Director Managing Director
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beglaubige.
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RouMblo
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TtM baating of
ticoworUog port

01

01

01

01

01

0.1

01

01

01

0.1

0.1

Tho cMighiMw of
thoworktatg
fwtaeo (Ituib
Wum)

fino

modlum

mocHum

modium

modlum

mocUum

modlum

tuporcoorso

coono

fino

fino

fino

fino

modium

modlum

oxtrofirto

firw

firto

firto

modlum

modlum

modlum

modkim

yioUttroogth

mht. I000Mpo

min.,1000Mpo

min.l00OMpa

mm. I000Mpo

mm 1000Mpo

mm. I000Mpo

mm. I000Mpo

mm. ROOMpo

mm. I000Mpo

mm. I000Mpo

mm. ROOMpa

mm. ROOMpo

mm. I000Mpo

mm. I000Mpo

mm. I000Mpo

min. I0OOMpo

mm. I000Mpo

mm. I000Mpo

mm. ROOMpa

mm. I000Mpo

mm. I000Mpo

mm. I000Mpo

mm. I000Mpo

mm. I000Mpo

mm. ROOMpa.

mm. ROOMpa.

mm. ROOMpo
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mm. ROOMpo

mm.ROOMpa

min. I00OMpo

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

DtocthicluMM
(Monk)

0,05mm

0,1mm

0,1mm

0,1mm

0,1mm

0,1mm

0,1mm

0,15mm

0,05mm

0,05mm

0,15mm

0,15mm

0,05mm

0,05mm

0,05mm

ONSmm

0,05mm

0,0Smm

0,15mm

0,06mm

0,06mm

04)sTT

0,1mm

0,1mm

0,15mm

0,15mm

0,15mm

0,3mm

0,3mm

0,1mm

Nock diamotor
(mm)

no Shank

roshank

15

Tho otrongth of
thoMCfc

r 750 N/mm*

£750 N/mm*

£750N/mm*

no Shank

£750 N/mm*

£750N/mm*

no Shank

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

£750 N/mm*

Shank diamotor
(mm) (+041R mm]

no Shank

no Shank

(rpm)

20000

25000

20000

noShartk

25000

20000

noShartk

15000

25000

25000

15000

15000

30000

30000

25000

20000

25000

20000

15000

20000

20000

20000

25000

20000

15000

15000

15000

30000

25000

20000

20000

Matarial giado

Stool boM « stool 1.4310 coatod Oiamoitd powdor
’ PromaCHa* at workktg part, thank-stool 1.4104

Stool bam * stool 1.4310 coatod Diamond powdor
'ProrttaOla*otworkli4pait.sheitk-«ool 1.4104

Stool bam « stool 1.4310 coatod Diamond powdor
' PromaOia’ atwotting part, shank-stool 1.4305

Stool boM « stool 1.4310 coatod Diamond powdor
' PromaOia” at working part.

Stool boM-stool 1.4310 coatod Diamond powdor
“PromaOia" atwortlr« part shank - stool 1.4104

Stool boM-stool 14310 coatod Diamond powdor
“PromaOia* at working part shank-stool 1.4305

Stool bam - stool 1.4310 coatod Diamond powdor
“PromaOia* atworking part

Stool bam « stool 1.4310 coatod Diamond powdor
“PromaOia* at working part shank-stool 14104

Stool bam - stool 1.4310 coatod Diamond powdor
“PromaDIs* at working part shartk- stool 14104

Stool bam - stool 1.4310 coatod Diamond powdor
"PromaOia* at working part shank-stool 14104

Stool boM - stool 1.4310 coatod Diamortd powdor
“PromaDla* at working part shank-stool 14305

Stool bam - stool 1.4310 coatod Diamond powdor
“PromaDla* at working part shank-ttool 14104

Stool bam - stool 1.4310 coatod Dianmnd powdor
“PromaOia* at worfcit" part shank-stool 1.4305

Stool bam - stool 14310 cooMd Diatrtortd powdor
"PromaOia* at workir® part shank-stool 1.4104

Stool bam « stool 14310 coatod Diamond powdor
"PromaOia* atworking part shatrk-stool 14104

Stool bam - stool 1.4310 coatod Diamond powdor
“PromaOia* at working part thank - stool 1.4104

Stool bam - stool 14310 coatod Diamond powdor
*PromaOia* at working part drank-stool 14104

Stool bam - stool 1.4310 coatod Diamond powdor
"PromaOia* at working part shank-stool 14104

Stool bam - /10011.4310 coatod Diamond powdor
*PromaOia* at working part shank-stool 1.4305

Stool bam « stool 1.4310 coatod Oiamorrd powdor
“PromaOia* at working part shank-stool 1.4104

Stool bam - stool 1.4310 coatod Diamond powdor
“PromaOia* at workirtg part shartk - stool 1.4104

StoolboM-stool 1.4310 coatodDiamorrdpowdor
"PromaOia* at working part shank - stool 1.4104

Stool bam - stool 1.4310 coatod Diamond powdor
"PromaOia* at working part shank - stool 14104

Stool 1.4310 coatod Diamond powdor “PromaOia* at
workhrg part shank-stool 14104

Stool bam-stool 1.4310 coatod Diamond powdor
“PronraDia* at workktg part sharrk-stool 1.4305

Stool bam - stool 1.4310 coatod Diamond powdor
“PromaOia" at working part shartk - stool 1.4104

Stool bam-stool 1.4310 coatod Diamorkl powdor
"PromaOia* at working part shank-stool 1.4104

Stool baso stool 1.4310 coatod Diamond pourdor
* Promabla* at working part shank-stool 1.4305

Stool 1.4310 coatod 6iarrtond powdor "PromaOia* at
working part thank - stool 14104

Stool 1.4310 coatod Diamond powdor “PromaDla* at
working part thank-stool 1.4104

Stool bam - stool 1.4310 coatod Diamond powdor
"Promabla* at workkrg part shank - stool 1.4305

iypo ofshank

Cylindrieai

CyHndrieal

Cylittdrical

no Shank

Cylirtdrical

Cylindrical

no Shank

CyHudrical

Cylindrieai

CyUndricai

Cylindrical

CyHrtdrcai

Cyttndrleai

Cylindrics!

Oflir=drical

CyHrtdrlcai

cylindrics!

Cytirtdrical

CyHirtdrics|

Cylindrieai

CyHndrieal

Cylindrieai

CyUndricai

CyHndrieal

Cyundricai

Cylindrical

Cylindrics!

CyHirtdricai

Cylindrical

CyHirtdrlcai

CyHitdrlcai
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R«uMbt«
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Kmmbl*
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Rausabl*

Rauubta

RauMbl*
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Rauubt*
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RauMbla

Rausabla
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Rausabla

Rausabla

Rausabla

Rausabla

Rausabla

Rausabla

Rausabla

Rausabla

ai

0.1

0.1

0.1

0.1

0.1

01

0.1

0.1

01

01

0.2

01

0.1

0.1

al

01

0.1

fina
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flna

flna

axtrafina

axtraflna

flna

flna

flna

macHum

madkim

fina

flna

coana
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madiunt

ntadium

madhicn
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madlum
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fina

madlum
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fina/madium

madium

coarsa

madlum

madKim

madlum

min. I00OMpa

min. l00OMpa

min.I00OMpa

min. I000Mpa

min. I00OMpa

min. I000Mpa

min. l00OMpa

min. l00OMpa

min. I000Mpa

min. I000Mpa

min. I0OOMpa

min. I0OOMpa

min. I00OMpa
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min. I000Mpa

min. I000Mpa

min. l00OMpa
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min. l00OMpa

min. l00OMpa

min. l00OMpa

min. I000Mpa

min. I000Mpa
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min. I00OMpa

min. I000Mpa

min.I00OMpa

min. l00OMpa
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min. I000Mpa

mm 1000Mpa

min. l00OMpa

mm. I000Mpa
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& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

0,05mm

0,0Smm

0,05mm

04)51T

0,05mm

0,05mm

0.05mm

0,05mm

0,05mm

0,05mm

0,05mm

0,05mm

0,05mm

0,0"m

0,05mm

0,05mm

0.05mm

0,05mm

0,05mm

onsmm

op)sTT

0,1mm

0,1mm

0,1mm

0,0Smm

onsmm

0.05mm

0,1mm

0,Iffim

0,1mm

0,05mm

0/)smm

0,05mm

0,1mm

0,1mm

0,1mm

no Shank

no Shank

no Shank

16

16

1750N/mm*

2750 N/mm*

2750N/mm*

no Shank

no Shank

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

no Shank

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

2750 N/mm*

no Shank

no Shank

roshank

2.35

16

16

30000

25000

20000

no Shank

noShartk

25000

20000

20000

25000

20000

25000

25000

20000

25000

20000

no Shank

20000

25000

20000

20000

30000

20000

20000

40000

35000

30000

300000

300000

300000

20000

20000

20000

25000

20000

20000

Staal basa- staal 1.4310 coatad Diamond powdar
PramaOia’ atworkir® part, shank - ttaal 1.4104

Staal basa- staal 14310 coatad Diamond powdar
PramaOia” atworkinf part, shartk - staal 14104

Staal basa« staal 1.4310 coatad Diamond powdar
PramaOia* at workinf part, shank-staal 1.4104

taal basa- staal 14310 coated Olamor>d powdar
PramaDla* atworkinf part

Steal base-- steal 1.4310 coatad Diamond powdar
PramaOia* at arorkinf part.

Staal base - steal 1.4310 coatad Diamond powdar
PramaOia* at workinf part, shank « staal 1.4104

Steal basa-steal 14310 coatad Diamond powdar
PramaOia* atworkinf part thank - steal 1.4305

Staal base * staal 14310 coatad Diamond powdar
’ PramaOia* at workkif part shank-staal 14305

Steal basa« staal 14310 coatad Olatorkl powdar
'PramaOia*« workinf part shank- staal 1.4104

Steal base « steal 1.4310 coated Diamond powdar
' PramaOia* at workIr® part shartk- steal 1.4104

Steel basa- steal 1.4310 coated Diamond powdar
' PramaOia* at workinf part shank-steal 1.4305

Staal basa« steal 14310 coatad Diamond powdar
‘PramaOia* at workinf pert shartk-steal 14305

Steal basa- steal 14310 coatad Diamond powdar
' PramaOia* atworkinf part shartk - steal 14104

Staal base- steal 14310 coatad Oiamoitd powdar
' PramaOia* atworkb” part shank-steal 14305

Steal basa- staal 14310 coated Oiamottd powdar
*PramaOia’ at workinf part shartk-steal 1-4104

Steal basa - steal 1.4310 coatad Diamortd powdar
‘PramaOia* atworkup part shartk-steal 14104

Steal basa- steal 1.4310 coatad Diamond powdar
' PramaOia* at workinf part

Steal basa- steal 1.4310 coatad Diamortd powdar
' PramaDla* at workinf part shartk-steel 1.4305

Steel basa- steal 1.4310 coated Diamond powdar
‘PramaOia* atworkinfpart shank-steal 1.4305

Steal basa- steal 1.4310 coatad Diamond powdar
‘PramaOia* at worklitf part shank  steal 1.4305

Steal basa- steal 1.4310 coatad Diamond powdar
’ PramaOia* at workinf part shank-steal 1.4104

Steal basa - steal 1.1248 coatad Diamortd powdar
' PramaOia* at workirtf part shartk-steal 1.4104

Steel basa- steal 1.1248 coated Diamortd powdar
' PramaOia* at workinf part shank-steal 14104

Steal basa-steel 1.1248 coatad Diamond powrdar
' PramaDia* at workinf part shartk- steal 1.4104

Staai basa- steal 1.4310 coated Oiantond powdar
' PramaDia* at workinf part “rtk-steal 1.4305

Steal basa- steal 1.4310 coatad Diamond powdar
"PramaOia* atworkinf part shank-steal 1.4305

Staal base - steal 14310 coatad Diamond powdar
' PramaDia* at workinf part shank - steal 1.4305

Steal basa - steal 1.4310 coatad Diamond powdar
' PramaOia” at workirtf part shartk - steal 1.4305

Steal base - steel 14310 coatad Diamond powdar
“PramaDia* at workirtf partthank-steal 1.4305

Steal bate - steal 1.4310 coatad Diamortd powder
’ PramaDia* at workirtf part thank - staal 1.4305

Steal basa- steal 1.4310 coatad Diamortd powdar
"PramaDia* at workirtf part shank-steal 1.4104

Steal basa - steal 14310 coatad Diamortd powdar
' PramaDia* at worktotf part shank-steal 1.4104

Steal basa - steal 1.4310 coatad Diamond powder
‘PramaDia* at workinf part shartk-steal 14305

Steal basa- steal 1.4310 coatad Diamond powder
‘PramaDia* at workirtf part shartk-steal 1.4104

Steal basa- steal 1.4310 coated Diamond powdar
‘PramaOia’ atworkinf part, shank-steal 1.4305

Steal basa - steal 1.4310 coatad Diamond powdar
' PramaDia* atworkirtf part shank- staai 1.4305

CyHrtdrical

Cylindrical

Cylirtdrtcal

rto Shank

no Shartk

Cylittdrical

Cyundrleal

Cylirtdrtcal

CyHrtdrical

Cylirtrical

CyHrtdrical

CyHirtdrical

CyHrtdrical

CyHirtdrical

Cylirtdrtcal

CyHirtdrical

rto Shartk

CyHirtdrical

Cylirtdrics!

CyHirtdrical

CyHirtdrical

Cylindricai

Cylindrical

CyHidrical

CyHirtdrical

Cylindrical

CyHirdrical

CyHrtdrical

CyHndrical

CyHirtdrical

CyHitdrical

Cylindrical

Cylindrical

CyHirtdrical

Cyiindrtcai

CyHirtdrical



691SB.104.220 Oroe Diamond partielas dapositad on a staal basa Not starilo 22 0,33 44,5 45,8 0* Doublasidad 7A Contouring, glindiry and saparation.

919.104.180 Qe Diamond particlaa daposftad on a staal basa Notstarila 18 on 445 a7 o Lowar sida SA Contouring, grindir« and saparation.
919.104.200 Otoe Diamond partielai dapotftad on a staal basa Not stadia 20 oni 445 458 o Lowarsida 6N Contouring, grinding and saparation.
4 Ar19.104.220 Dioc Diamond paiticlae dapositad on a staal basa Notstarila 22 021 445 454 o Lowar sida A Contouring, rindir” and saparation.
4. 9|»p4.220 Ctoe Diamond partidos dapositad on a staal basa Notstarila 22 ai* 444 47 o Doublasidad Contouring, grinding and saparation.
4 »4$B.]Mte Otoe Diamond particlas dapositad on a staal basa Notstarila 10 0.18 45 46,5 o Doublasidad 23 Contouring, g rin * and saparation.
a 7718.104NaBk Qe Diamond particlas with sintarad bond Notstarila 8 05 417 42 [ Full covaraia fuH Contouring, grindbv  saparation.
H 7.941.104200 H y Otoe Diamond partidat wkhsintarad bond Notstarda 20 OA 445 45,7 o Fulcovaraga uN Contouring, grinding and saparation.
N 76941.104.200 Diamond partidas with sintarad bond Notstarila 20 0,4 445 45,7 [ FuNcovaraga full Contouring, grinding and saparation.
M. K6974.104.220 e *m Diamond particlas with a rasin bond Not stadia 2 0,3-1,8 445 47 N58 FuNcovaraga fuH Contouring, grinding and saparation.
HMMrafcrtvcotunwas:
*hi Ml— CMU, tIM ral—t w * ferthe ewtatof—.

Lenrgo, 30/08/2018
Gebr, Brasseler GrbH &M, KG

O«i|r.Br— Ur GmbH i Co. KG
EE Weg 25 32657 Lemgo

ta)' 32631 Icfngo * Germiny

Vofstehende Abschrift/Fixtokooie stimmfit J
der Urschrift wartlich Oberein, was ich hlefml
beglauoige. nn 2/

Lengo, den.. - Cawe - -
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Reutabd«

Kanmble

Kwsabl*

Haiimbi*

Hmmbl*

IUuMbi*

Keanmbl*

H*umbl*

Kbl

Kb

co*rm

m*dhim

medluin

madlum

fin*

fin*

nwdktm

m*«tfum

coan*

eoars*

El
E

2
5

3
=

mm

1000Mpa

. I000Mpa

. I000Mpa

10bOMpa

. I000Mp*

1000Mpa

n/a
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0,mm

0,1mm

0,1mm

0,1mm

0,05mm

0,05mm

n/a

n/a

n

J750N/mm*

r 750 N/mm*

S750N/mm>»

*750 N/mm*

*750 N/mm*

*750 N/mm*

*750 N/mm*

*750 N/mm*

*750 N/mm*

*750 N/mm*

245

245

20000

25000

20000

20000

20000

30000

35000

20000

20000

20000

Staal bau - «aai 1.4310 coatad Diamond powrdar
‘PramaOia* at workini part, shank'Staal 1.4305

$t** bam - staal 14310 coatad Diamond powdar
' PramaOia‘atworking part, shank-stool 1.4104

Staal bat* - staal 1.4310 coatad Diamond powdar
' PramaOla* at workinc part shank « stool 1.4305

Staal has* - stool 14310 coatad Diamond powdar
' Promaia* at working part shartk - staal 1.4305

Staal has* - staal 14310 coatad Oramond powdar
“PromaDia* at working part shank-stool 1.4104

Staal has* - stool 14310 coatad Diamond powdar
‘PramaOia* at working part shank « staal 14104

Working part - Diamond powdar "PramaDia* with
skitarad bond, shartk« staal 1.4035

Working part « Diamond powdar "PramaDia* arith
sintarad bond, shank « staal 1.4305

Working part - Diamond powdar'PramaOla* with
sintarad bettd, shank» staal 1.4305

Working part - Diamond powdar "PramaOia* with
rasin bortd, shaitk « staal 1.4305

Cylirdrical

CyhrKirical

Cyurtdrical

CyHrtdrics|

Cylindrical

Cylindrical

Cylindrical

Cylindrical

CyHitdrical

Cylindrical



Shanks

Lemgo, 30/08/2018 /
Gebr. Brasseler GmbH & co. KG oovemtosanssssarisstasesee A
. Reinhard Hilscher
Oii™. GmbH &Co. KG Managing Director Managing Director

Troph**ef>«r Weg 25 132657 Lemgo
Pottfach )60 + 32631 Lemgo 1 G#'mwn)r
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Vbratehende AbscNift/Ff>tni<ople stimmt nrt
der Urschrift wCrtiich Otergin, was ich hlemilt

LG Cen 04.SEP.2D18
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Operating Instruction
On Use of the Medical Products

“Dental laboratory instruments (discs) with auxiliaries”
manufactured by Gebr. Brasseler GmbH & Co. KG, Germany

Appendix 4 (for Russian Federation)

INFOILLATION ABOUT THE AUTHORIZED REPRESENTATIVE FOR
MEDICAL DEVICES CIRCULATION IN RUSSIA:

The limited liability company "MedTestConsulting” (LLC "MedTestConsulting"),
Russian Federation, 123181, Moscow, ul Kulakova, d. I,korp.l, office 193,
Tel.: + 7 (495) 757-44-48, e-mail: medtestconsult@mail.ru

This appendix is an integral part of the document Operating Instructions on Use of the
Medical Products “Dental laboratory instruments (discs) with auxiliaries”
manufactured by Gebr. Brasseler GmbH & Co. KG, Germany.

August 30, 2018

Gebr. Brasseler GmbH 8i Co. KG

t. (ramblkpr GmbH & Co. KG
Treph»g*far We| 25 « 3265I" Lemgo
160 » 32631 Lemgo * G*'m'»ny

-
SOONNIONNAR RO T OIS NRSHS

Reinhard Holscher Klaus Riibesamen
Managing Director Managing Director
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VofSt&baride AbsThtift/PmciWopte sbmnrrt nLL,
déf Uiscanfi wdrtiich was ich hlermit

Longo, den
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1. OnucaHune n HazHauyeHune.

VHCTpYyMeHTbl  AnA  3y60TeXHU4YecKol nabopatopumn  (guckn) paspaboTaHbl B
COOTBETCTBMW C COBPEMEHHbLIMW TPeboBaHMAMKN 6e30NacHOCTU M KavyecTBa U COOTBETCTBYIOT
cnepyrouwmm ctaHgaptam: Ceptugukar EN 1SO 9001: 2008

Mpounssoautens: Gebr. Brasseler GmbH & Co. KG Trophagener Weg 25, 32657 Lemgo,

Germany.
Knacc noTeHLMansHOro pucka NpuMeHeHUsA MegULIMHCKOro usgenus: 1

VIHCTpYMeHTbI pasnuyaroTes No TMNy Matepuana u MoryT ObiTb:
anMasHble
asiMasHble CO CreYeHHOWN CBA3KOWA
anIMa3Hble C 3NOKCUAHON CBSA3KOMN

[ncK animasHbIit
no gopme pabouer 4aCTL MOXET BbITb:

1. [ANCKOBUAHBI

« [lephopurpoBaHHbIiA, a/IMa3HOe MOKPbITUE C 06enx cTopoH (Puc. 1)
911HP.104.220; 918PB.104.180; 918PB.104.220; 918PB.900.220; 924XC. 104.400;
6924.104.180; 6924.104.220; 6924.104.300; 6924.104.400; 934.104.100; 934.104.140;
934.104.180; 934.104.220; 6934.104.180; 6934.104.220; 6934.104.300; 981.104.220;
982.104.220; 983.104.220.
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XBOCTOBUK
44,5 (+/- 0,2)
2,35 (- 0,016)
AnaveTp B
mecTe
KpenneHuns
ancka 5 (-0,05)
AvawTp
BHAP"Heli
M1,7
AnnHa
BHYTPEHHe
10 (+0,2)
LLlar
BHYTPEHHEN
0,2
~1,5

Hep>kasetowasa Ctanb Mapku
1.4305

l VAaltT\Wrlrm

CocTaBHble YacTu gepxxaTens

Fabaputbl (MM) BuHT labaputbl (MM)
BHewwHWi

AnunHa 10,2 (¢0,1) anameTp

[OnnHa yactn ¢ BHYTpeHHWI

pesbboii 8,4 (+0,2) AnameTp

OvameTp

pe3bobl M1,7 TonwmHa

LLlar pe3b6bl 0,2 Macca (rpamm)

OvameTp

ron0BKU 5,0 (-0,05) Matepunan

TonumHa

roNOBKM 1,2 M3o06paxeHne

Macca (rpamm) ~0,4

Hepxxasetowasa Ctanb Mapku
Martepwan 1.4104

1 >yMm

MN3o06paxeHune

Tabnunua 2. Mapku ncnonbyembix B M matepranos

dopma

ApTUkyn paboueii Yactn

911HP.104.220  AuckoBuaHas

918PB.104.180  [mckoBuaHas

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

AnamveTtp

LLlain6a

5,05 (0,1)

1,70 (+0,1)

0,8 (£0,1)

~ 0,025

BynkaHu3upoBaHHOE
BoNokHO Vulkanfiber

pa60L|eV| yacm Mapka aniMasHoro nokpbITUA 1 Mapka CTasin

(pazmep, Mm)

CrasibHasa ocHoBa - cTanb 1.4310 nokpbITas asiMasHbIM

29 MOpOoLLKOM Mapku "PremaDia" Ha pabo4yein YacTu, XBOCTOBUK -
ctanib 1.4104
CrasibHasa ocHoBa - ctasib 1.4310 MnokpbITas asiva3HbiM
18 NopoLLIKOM Mapkn "PremaDia" Ha pabo4eii yacTu, XBOCTOBUK -
ctanb 1.4104
15
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Tfopte«»efWeg28'3M5nemg0-Geiman)f =

01
981 104 220. 20000 min’
"Aad4C 5”2 M 15000 mIn~

N oK W

Ha ynakoBke yKa3aHo:

- KaTaIoXHbIi HOMep

- HOMep napTun
- [BYXMEpPHbIV WITPUXKOS

Komet Denul «G«lir. Btasselef GmbH & Co, KG
Tniob»WMfFWeg25-32057lemgoGero«in>

NH(opMaLLMa 0 NPOU3BOAMTENE

Gu«u 20000min

'
Oop». ISOOO Mjn - makcMmanbHas [OMYyCTMMas U ONTMMa/lbHasi CKOPOCTb BPaLLeHUs

22
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LHwTpnXx Kog

Mavie m CTpaHa Mpou3BOANTENb

Homep ISO

- KO/INYeCTBO WITYK B YNakKOBKe

0603HayYeHNe Ha3HAYeHMA NHCTPYMEHTa

[31 10 "> - KaTaNoXHbIi HOMep

981 - cnpaBO4YHbI HOMEpP apTUKya
104 - TMn XBOCTOBMKA
220 - pmnameTp paboyeir YyacTn - 22 MM

- KaTaJIoXHbIA HOMep Mo cTaHgapTy 1SO
806 - maTepuan paboyer yactu
104 - Tn XBOCTOBMKA
402534 - thopma 1 gum3aiiH
220 - anameTp paboyein Yactu - 22 MM

TpaHcnopTHaa ynakoBKa,
ynakoBKa, MCNoJib3yemMas A5 TPaHCMOPTUPOBKN, NOLOUPaeTCH NHANBUAYANbHO AN KaXA0ro
3aKa3a. O6bIYHO NCNO/b3YEeTCA rohPMpPOBaHHbIA KapTOH. PasMep TpaHCMOPTHOM YMNakoBKM
3aBUCUT OT 06bema rpysa. /[ n

B HacToALee BpeMsa A4OCTYMHbI CnefytoLine pasmepbl KAPTOHHbIX KOPOOOK (MM);

180xt03x»

190x t~x 80

260x 140x90

280x190x130
315x 230x 125
370 x 280 x 230
600 x 400 x 250
700 x 450 X 300
620xKr0x460
350 x 300 x 290

300x 185x"0

23
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261 701289 - I
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Gebr. Brasseler GmbH & Co.KG
(Cebprogep bpaccenep Mm6X yHa Ko. KIM)
Gebr. Brasseler GmbH & Co0.KG

(Fe6ptopep Bpaccenep Nm6X yHA Ko. KIM)
TpodhareHep Ber 25 32657 Jlemro

n/a 160-32631 Jlemro-IepmaHus

[MOANNCH/, i
LMOAMACEL ovvvesvvvrsvvnsinnne Knayc ProbesameH
PaiiHxap/, Xénwep YnpaenstoLmii AMpeKTop
YnpasnaroLLnii AUPEKTop
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fa” Poccuiickaa depnepayns.
lopog Mocksa.
CeMHaALaTOro cCeHTA6GpPA ABe ThiCAYM BOCEMHAALATOrO roga.
HacToawmnii nepeBog C aHrIMNCKOTO N HEMELKOro A3blKOB Ha pPYCCKUI A3bIK
BbINOJIHEH MHOW, nepeBoAYMKOM Ca/lbHUKOBbIM OMUTpremM Bnagnmumposmyem.

Fepeagnuur

Poccuinckaa ®egepaymns.
Nopog Mocksa.
CeMHafLaTOro cCeHTAGPA ABe ThbiCAYM BOCEMHAALATOrO roja.

A, KpacHoB [epmaH EBreHbeBmdY, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTL  MOAMUCW,  cAenaHHOW  rnepeBoAYMKOM  Ca/lbHUKOBbIM — [AMUTPUEM
Bnagumnposnyem B MOEM MPUCYTCTBUMN.

JINYHOCTL ero ycTaHOB/IEHa.

3aperncTtpuposaHo B peectpe 3a Nqg
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