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1. Scope and Description.

Sonic tips for dental handpieces Sonicflex 2000/2003, Siroair L, Alegra ST ZE-
55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L in separate packs with auxiliaries have
been designed in compliance with current requirements of safety and quality and corre-
spond to the following standards: Certificate 1SO 13485:2012/AC:2012 No SX

600913740001.

Manufacturer: "Gebr. Brasseler GmbH & Co. KG, Trophagener Weg 25, 32657 Lemgo,
Germany.
Potential risk class of medical product use: 2a.

Sonic tips differ in material used and can be:

- steel sonic tips (steel 1.4034)
- diamond sonic tips (steel 1.4034 with a galvanic deposition of diamond powder on the top

of the working part of the instrument)

Steel sonic tips
according to the working part form may be:

- tapered flat with teeth:

SFS100.000; SFS101.000; SFS102.000 - used for minimally invasive work with bone as part
of surgical and implantological interventions (bone cutting, splitting the alveolar crest, detach-
ing a tooth from its alveolar compartment and extraction) (fig.l);

Fig. 1
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- saucer-shaped:
SFS103.000; SFS 104.000 - used for separation of the sinus membrane in the area of lateral
window, elevation of the sinus membrane (fig. 2):

Fig. 2

-oval:
SFS105.000; - used for separation of the sinus membrane in the area of lateral window, eleva-
tion of the sinus membrane (fig. 3):

Fig.3
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Diamond sonic tips
according to the working part form may be:

- flat with round end

SFS120.000.020; SFS120.000.030; SFS121.000.020; SFS121.000.030; SFS 122.000.020;
SFS122.000.030 - used for surgical lengthening of dental crown without folding back of the
flap (fig.4):

Fig. 4

SF20.000; SF21.000 - used for retrograde root canal treatment, preparation of the cavity
(% 5)

Fig. 5
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- cylinder:

SF979.000.012; SF979.000.014; SF979.000.016; SF8979.000.014; SF8979.000.016 - used for
preparing a tooth for crowning. Accurate positioning, polishing of the preparation margin

after treatment with rotating instruments in the appropriate form, interdental preparation.

(fig.6)

Fig. 6

SFS95.000.018 - used for implantology and creating an implant bed (fig.7)

Fig. 7
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-round
SFS109.000.025; SFS109F.000.025 used for lateral bone window preparation at open sinus
lift (fig.8):

Fig. 8

- tapered flat:

SFDIF.O00; SFD2F.000; SFD3F.000; SFD4F.000; SFMIF.O00; SFM2F.000; SFM3F.000;
SFM4F.000; SFD7.000.1; SFD7.000.2; SFM7.000.1; SFM7.000.2 - used for interproximal
surfaces preparation; separation of teeth prior to the preparation of teeth under crown;
smoothing transitions interproximal preparation limit when working with the cavity; the inter-
proximal excision of enamel as part of orthodontic treatment (fig. 9)

Fig. 9
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-bud
SF66.000; SF69.000 - used for root canal access eavity preparation (fig. 10):

Fig. 10

-flame

SF862.000.014 - used for preparing a tooth for crowning; accurate positioning, polishing of
the preparation margin after treatment with rotating instruments in the appropriate form, in-

terdental preparation, (fig.l 1)

Fig. 1
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- tapered
SF67.000; SF68.000; SF70.000 - used for root canal access cavity preparation (fig. 12):

Fig. 12

SF849.000.009 -used for the preparation of fissures, for example, preparation with fissure

sealing (fig. 13)
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Fig. 13
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SF8850.000.016 - used for preparing a tooth for veneer; finishing subsequent to the tooth
preparation for veneers, identical in the form of rotating instruments (fig. 14)

Korel O L A
A wbH &Co. KG

[O*Gemary

TiWon *4910)5261 701-0
TeWi* *49(015261 701-289
infoi"omeideotalde
www.koneidental.Oe

liltplUin Ifir Kr,en*n-N#m«rp}rEarafJeﬂ
O 10/2013, Cebf. BratMier OrbH4 Ce

110446- R*¥ 10/2011

Fig. 14

SFSI10.000 - used for preparation of the bone in medial and distal directions when expanding
the alveolar crest (fig. 15)

Fig. 15
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SFS99.000.014; SFS99.000.018; SFS99.000.021; SFS99.000.024; SFS99.000.027;
SFS99.000.030; SFS99.000.033; SFS99.000.036 - used for implantology and creating an im-
plant bed (fig. 16)

Fig. 16

SF847KR.000.016 - used for preparing a tooth for crowning; accurate positioning the polish-
ing of the preparation margin after treatment with rotating instruments in the appropriate
form, the interdental preparation (fig. 17)

Fig. 17
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-torpedo:
SF8878KD.000.018; SF8878KM.000.018 - used for preparing a tooth for crowning; accurate

positioning the polishing of the preparation margin after treatment with rotating instruments
inthe appropriate form, the interdental preparation (fig. 18)

mN7

Fig. 18

SFI7.000; SF16.000 - used for retrograde endodontic root canal treatment; cavity preparation

(fig. 19)
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SF55.000 - used for retrograde root canal treatment, for opening and boring of excessively
bent canals (fig. 20)

Fig .20

SF56.000; SF57.000 - used for retrograde root canal treatment, determining and formation of
access to the root canal (fig. 21)

Fig. 21
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Auxiliaries
Set 4602 000 including:
1) Cooling adaptor for sonic tips (SF 1979.000) - 1 pc;

2) Mounting wrenc (566.000) - 1pc. (fig. 22)

Fig. 22

Cooling adaptor for sonic tips (SF1979.000) (fig. 23):

Fig. 23
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Rinse adaptor for cooling adaptor (SF1977.000) (fig.24):

Fig. 24

Rinse adaptor for the reprocessing for sonic tips (SF1978.000) (fig. 25):

Fig.25.
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Mounting wrench (566.000) (fig. 26)

Fig. 26

Sterilization container (9952.000) (fig. 27)

Fig.27
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Purpose and scope
The tips are designed for use in combination with dental handpieces Sonicflex 2000/2003,
Siroair L, Alegra ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST- ZA 55 L for surgical, ret-
rograde endodontic, orthodontic and orthopedic treatment of dental disorders.

The maximal operating oscillating frequency of tips is 6,000 Hz.
The present medical product refers to the professional use. It is designed for use in combina-
tion with dental handpieces Sonicflex 2000/2003 (PY ®C Ne 2005/390. 11.03.2005), Siroair L
(py ©C3 N02012/11494), Alegra ST ZE-55RM/BC (PY ®C Ne2005/981), Synea ST- ZA 55
(Py ®©C Ne2005/980), and Synea ST- ZA 55 L (PY ®C Ne2005/980) for surgical, retrograde
endodontic, orthodontic and orthopedic treatment of dental disorders. Its medical scope is
Stomatology.

2. Preparation to work and work order

The instruments are packed non-sterile. Prior to each first and subsequent use the in-
struments shall be disinfected, cleaned and sterilized. The cleaning and sterilization proce-
dure is described in section 9. Disinfection, cleaning and sterilization.

The instrument should be twisted in the dental handpiece's fastening unit with dyna-
mometric wrench until its clicking position. Bring the tip into action before surface treatment,
ensure sufficient cooling. To avoid breakage, exclude twisting and using the instrument as a
lever. Depending on the product's use, it is recommended to wear protective glasses. A user is
recommended to avoid touching the instruments without protective gloves. The instruments’
misuse leads to reduction in its service life, deteriorates work's quality and increases the risk
of traumatism. Observe the dental handpiece's working power level recommended by the
manufacturer for a definite operation. Chipped instrument's working parts create rough sur-
face on a tooth and can cause the instrument's breakage.

Torque-controlled wrench, protective gloves and protective glasses are not included in-
to the delivery set.

3. Indications for use

- Preparation of the interdental surfaces: the teeth separation, anticipating the preparation of
teeth under crown; smoothing transitions interproximal preparation margins when working
with the cavity; the removal of interproximal enamel as part of orthodontic treatment.

- Tooth preparation for a crown: the exact positioning of the polishing of the preparation mar-
gin after treatment with rotating instruments in the appropriate form, interdental preparation.
- Tooth preparation for veneers: finish machining subsequent to the preparation of the tooth
under the veneers are identical in the form of rotating instruments.

- Minimally invasive disclosure of fissures, for example, preparation with fissure sealing.

- Surgery: minimally invasive work with bone as part of surgical and implantological inter-
ventions (sawing the bone, splitting the bone crest, the separation of the tooth from the alveo-
lus and its delicate removal); mild peeling of the mucosa in the lateral window, the delicate
mucous membrane of the sinus elevation (sinus lift); minimally invasive surgery elongation of
the tooth crown without folding back of a graft.

- Implantology: preparation of bones to create a bed for the implant in the preparatory stage
before implantation.

- Retrograde endodontic root canal treatment: preparation of access cavity to root channel.
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4. Contraindications. Side effects.

- All general contraindications to surgical stomatology should be taken into account;

- Do not misuse the sonic tips;

- Itis forbidden to work with instruments not complying with requirements for them;

‘ The instruments with following defects should be rejected: blunted or broken blades; de-
formed (bent or twisted) instruments.

No side effects at use of the instruments are known.

5. Method of application

After sterilization the sonic tip is attached to the sonic dental handpiece and is in con-
tact with patient during high frequency oscillation generation (vibration) for mechanical
fragmentation and cutting of bone during surgical operation. Sonic tips are used for prepara-
tion of implantation place, tooth extraction, tooth distraction, tooth preparation for crowning
and veneer, surgical procedure of sinus lifting, perio-dental surgery, osteoplasty and tooth
osteotomy. The tips are multiple use devices.

Sonic tips are used together with the adapter intended for external supply of sterile coolant to
the place of preparation. Before you install the adapter on the tip the supply water from the
installation should be disabled. Adapter outer thread screwed into the internal thread of the
upper part of the tip. Sonic tip is screwed into the internal thread of the adapter. The adapter
has a tube for connecting an external hose for supplying the cooling of sterile fluid.

6. Safety precautions at use

The instrument should be twisted in the dental handpiece's fastening unit with dyna-
mometric wrench until its clicking position. Bring the tip into action before surface treatment,
ensure sufficient cooling. To avoid breakage, exclude twisting and using the instrument as a
lever. Depending on the product's use, it is recommended to wear protective glasses. A user is
recommended to avoid touching the instruments without protective gloves. The instruments'
misuse leads to reduction in its service life, deteriorates work's quality and increases the risk
of traumatism.

Observe the dental handpiece's working power level recommended by the manufacturer
for a definite operation. Chipped instrument's working parts create rough surface on a tooth
and can cause the instrument's breakage.

Torque-controlled wrench, protective gloves and protective glasses are not included in-
to the delivery set.

7. Product specification

1. Steel tips
- Work part's forms:
Tapered flat tip with teeth
- Dimensions: cutting thickness - 0,25 mm
Saucer-shaped
- Dimensions: 2,5 mm
Oval
- Dimensions: 3,5 t0 5,2 mm
- Maximal frequency of oscillations: sonic tips operate at one oscillating frequency - 6,000
Hz.
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-Dental handpieces with which the tips are used: Sonicflex 2000/2003, Siroair L, Alegra ST
ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L
-Type of dental handpieces coupling: screw coupling.
-Blunting: 20 times of use.
eThread: on a tip
1) Thread type - cylindrical
2) Thread pitch - 0.5 mm;
3) Thread angulation - 60";
4) Thread cutter's height - 0.433 mm

2. Diamond tips

m\ork part's forms:

Fat with round end

-Dimensions: 1,0; 2,0; 3,0 mm

Cylinder

Dimensions: 1.2: 1,3; 1,4; 1,6; 1,8 mm
Round

-Dimensions: 2.5 mm

Tapered flat
-Dimensions: cutting thickness 0,22-0,32 mm; cutting thickness 2,45-3,00 mm; cutting thick-

ness 3,40-3,95 mm; 7,2 *2,9; 7,2 *3,7 mm

Bud

-Dimensions: 1.1: 1,6 mm

Flame

-Dimensions: 1.4 mm

Tapered

-Dimensions: 0.9: 1,4; 1,5; 1,6; 1,8; 2,1; 2,4; 2,7; 3,0; 3,3; 3,6 mm

Torpedo

-Dimensions: 0,7; 1,0; 1,6; 1,8 mm

- Maximal frequency of oscillations: sonic tips operate at one oscillating frequency - 6,000

Hz.
- Dental handpieces with which the tips are used: Sonicflex 2000/2003, Siroair L, Alegra ST

ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L
- Type of dental handpieces coupling: screw coupling.
- Blunting: 20 times of use.
- Thread on tip:

1) Thread type - cylindrical

2) Thread pitch - 0.5 mm;

3) Thread angulation - 60";

4) Thread cutter's height - 0.433 mm
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Table 1. Dimensional-weight characteristics of sonic tips for dental handpieces Sonicflex
2000/2003, Siroair L, Alegra ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L in
separate packs with accessories.

Code number

SSI00

SFS103

SFS104

SFS105

SFDIF

SFMIF

5FS95.000.018
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Total

length
(mm)
42.5

32

37.6

37.1

35.4

42.9

Length
of work-
ing part

(mm)
10.675

0.2

4.75

4.75

8.3

Angle

of recurvat-

38°

75°

35°

60°

45°

37
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Weight

(gram)

1.387

1.274

1.298

1.404

1.228

1.377

1.377

1.514

General view

w3



Table 2. Dimensional-weight characteristics of accessories to sonic tips for dental handpieces
Sonicflex 2000/2003, Siroair L, Alegra ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA
%L in separate packs with accessories.

Code Designation
number Total  Weight Accessory general view
and scope length
(mm)  (gram)
Rinse adapter for
reprocessing of the
cooling adapter
External thread
Thread type - after
ISO - thread M8 x 1
e Thread pitch size -
p=1mm
* Thread angulation
size = 60°
*Thread cutter's
height - H = 0.866
SF1977 mm 32 6,842
Rinse adapter for
reprocessing of
sonic tips
Thread type —after
ISO - internal
thread = M3 x 0.5
and thread after
ISO external = M8

x 1

* Thread pitch size -
Internal: P = 0.5
mm; External:p =
1lmm

*Thread angulation
size = 60°

e Thread cutter's
height - Internal: H
= 0.433 mm;
External: H = 0.866
SF1978  mm 32 6,596
Adapter for sonic
tips cooling
Thread type - after
ISO - thread m3 x
0.5
* Thread pitch size -
P=05mm
* Thread angulation
SF1979 size = 60° 225 1,644
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*Thread cutter's
height H = 0.433
mm
The values indicat-
ed are applied to
internal and exter-
nal threads
Mounting wrench
for tip's mount-

ing/fastening B

566 60 5,835
Container for
sterilization

Length
95
Width
60
Height
9952 20 115,6

8. Environmental requirements

The product does not pose hazard to the environment.

9. Disinfection, cleaning and sterilization.
Sonic tips
Important:

Cleaning of the sonic tips and adapters for sonic tips cooling should be performed with
special carefullness. The sonic tips and adapters for sonic tips cooling are supplied non-sterile,
so they should be prepared for the initial use.

Place the sonic tips and adapters for sonic tips cooling into cleaning/disinfecting con-
tainer filled with appropriate washing/disinfectant-detergent immediately after their use in
mouth cavity to prevent drying of tissue remnants on the instruments (protein fixation). When
putting the tips into the liquid, hold them angle-wise to ensure filling of all cavities. The rec-
ommended maximal instruments' treatment duration after use is one hour. The instruments
shall be kept in cleaning/disinfecting container during transportation to place where they will
be sterilized.

Then, they undergo mechanical treatment.

Approved mechanical treatment

Equipment to be used

e cleaning/disinfecting equipment (washing disinfecting machine)

» Appropriate washing/disinfectant-detergent for instruments with proven disinfecting effect;

* Rinse adapter for reprocessing of sonic tips and Rinse adapter for reprocessing of the cool-
ing adapter;

* Mounting wrench for tip mounting/removing and instruments for irrigation canals cleaning
(accessory supplied with sonic handpiece)

Seite 21 von 27
& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



*10ml syringe / cannula
*Nylon brush

Preliminary cleaning by hands:

1 Remove the sonic tip or the sonic tip with cooling adapter from cleaning/disinfecting con-
tainer immediately before mechanical treatment.

2 Prior to cleaning, always separate the sonic tip from the cooling adapter with Mounting
wrench for tips' change to ensure due treatment for the both products (follow recommenda-
tions in user's manuals supplied with sonic tips).

3 Check the cooling channel's passability with instruments for cleaning irrigation canals. If
the channel is clogged, change the instruments.

4, Rinse the sonic tip / cooling adapter carefully in flowing water to prevent getting of wash-
ing/disinfectant-detergenfs remnants into the machine.

Mechanical treatment

5 Undo the washing / disinfecting machine injector's cap. Then twist in the external thread of
rinse adapter into silicon holder of the injector stand. Then twist in the sonic tip into internal
thread of rinse adapter's upper part. When using the cooling adapter, be guided by the follow-
ing instruction:

Having undone the injector's cap of the washing / disinfecting machine, twist in the rinse
adapter's bigger diameter external thread into the silicon holder of the injector stand. Then,
wind up the cooling adapter onto external thread of the rinse adapter upper part. Follow the
respective user's manual.

6. Fill up the cleaning / disinfecting equipment with desinfectant following designations on
the label and instructions of the cleaning / disinfecting equipment manufacturer.

7. Launch application Vario TD which activates thermal disinfection. Thermal disinfection is
performed with glance to humidity level AO at keeping to national precautions measures
(EN/1ISO 15883).

8 At cycle completion, remove the sonic tip / cooling adapter from the cleaning / disinfecting
equipment and dry them. When drying the instruments' internal cavities, hold the compressed
air pistol close to irrigation canals and make sure that the better part of the air stream passes
through the sonic tip / cooling adapter.

9. Conduct visual inspection to make sure the instrument is clean and undamaged. If, after
mechanical treatment, trace impurity is observed, repeat cleaning (if necessary - with nylon
brush) and disinfecting until the trace impurity is removed.

Standardized treatment bv hands
Equipment to be used

*Nylon brush
» Appropriate washing/disinfectant-detergent for rotating instruments with proven disinfecting

effect
* Mounting wrench for tips’ mounting/removing and instruments for irrigation canals cleaning

(an accessory supplied complete with sonic handpiece)
* 10 ml syringe / cannula
e Ultrasonic or instrumental basin
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Treatment:

1 Remove the sonic tip or the sonic tip with adapters for sonic tips cooling from clean-
ing/disinfecting container immediately before manual treatment.

2 Prior to cleaning, always separate the sonic tip from the cooling adapter with mounting
wrench for tips' change to ensure due treatment for the both products (follow recommenda-
tions in user's manuals supplied with sonic tips).

3 Check the cooling channel's passability with instruments for cleaning irrigation canals. If
the channel is clogged, change the instruments.

4. Put the sonic tip / cooling adapter on 10 ml syringe or canulla and rinse them with cleaning
/disinfecting means. At visual detection of impurities, caused due to perforation, rinse once
again with cleaning / disinfecting means.

5 Remove the dried remnants with nylon brush in flowing water, constantly rotating the sonic
tip/ adapters for sonic tips' cooling.

6. Rinse the sonic tip / cooling adapter carefully in flowing water.

7. Conduct visual inspection to ensure the instrument is clean. If the trace impurity is still ob-
served, repeat cleaning and chemical disinfecting until the trace impurity is removed.

8 Place the sonic tip / cooling adapter in respective stand into the ultrasonic machine with
washing/disinfectant-detergent.

9 At chemical disinfecting in the ultrasonic unit or the instrumental basin, observe the manu-
facturer's instruction as to concentration and immersion time. Ensure that the immersion time
isdetermined by you correctly; the timing begins only from the moment when the last instru-
ment is immersed into the ultrasonic machine. Attention: temperature should not exceed 45
°C (risk of protein coagulation)!

10. On the immersion time completion, rinse the sonic tip / cooling adapter carefully with
respective fluid (demineralized water is preferable to ensure absence of impurities remnants).
Rinse apertures of the sonic tip / cooling adapter with 10 ml of demineralized water using
syringe or cannula to make sure the apertures contain no detergent.

11 Dry the sonic tips and adapter for sonic tips' cooling (preferably with compressed air fol-
lowing recommendations of Robert Koch Institute). When drying the instruments' internal
cavities, hold the compressed air pistol close to irrigation canals and make sure that the better
part of the air stream passes through the sonic tip / adapter for sonic tips' cooling.

12. Conduct visual inspection to make sure the instrument is clean and undamaged. If the
trace impurity is still observed after mechanical treatment, repeat cleaning and chemical disin-
fecting until the trace impurity is removed.

Sterilization:

Steam sterilization with use of vacuum process at 134° C in the unit which
corresponds the safety measures after DIN EN 13060 according to the approved protocol.
* Fractionated sterilizer (B type).

« Sterilization temperature: 134° C.
« Exposure time minimum 5 min (full cycle).
e Drying time: 10 min minimum.

To prevent corrosion and spots, the steam should be particles-free.

Recommended limitations on particles content in the water supplied and condensed
steam are defined after standard DIN EN 13060. Make sure maximal capacity of the sterilizer
is not exceed at treatment.

All parts should be cleaned and disinfected before sterilization. At manual cleaning,
clean the instruments from blood and tissue remnants with special brush.

Prior to each first and subsequent use, the instruments shall be disinfected, cleaned and
sterilized. Before the first use, the instruments shall be kept in original packing at room tem-
perature in place protected from dust and humidity effects.
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Corroding instruments shall be treated with disinfecting and cleaning detergents with
anticorrosion protection.

Instruments of stainless steel are eroded in thermal sterilizer. This may cause color
change and reduction in the service life.

All works with impure instruments should be performed in protective gloves only.

Special recommendations for some instruments types:
- Steel instruments cannot be sterilized in autoclave.

Universal rules:
Observe approved safety rules, valid in your country, as to medical products treat-
ment.

The manufacturer confirms the above detailed treatment methods are applicable to
preparation of the given instruments groups for their repeated use. Person performing treat-
ment is in charge of: - the methods employed by him/her were performed on respective
equipment with use of necessary materials; - personnel using in the above methods is compe-
tent in treatment of instruments; - attainment of the expected result. To guarantee this, regular
control of approved mechanical and / or manual methods of instruments preparation is neces-
sary. Any divergence from the above detailed process (c.g.: use of various chemical means)
shall be checked carefully by operator to ensure due efficiency and to avoid possible unfa-
vourable consequences.

10. Applicable international standards.

Product: "Sonic tips for dental handpieces Sonicflex 2000/2003, Siroair L, Alegra ST ZE-
55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L in sets and separate packs with accesso-
ries" complies with following standards' requirements:

EN ISO 13485:2012

Regulation 93/42/EEC

ENISO 9001:2008.

11. Risks management

The aim of risks management is to determine whether manufacturer's risk management
process eliminate or reduce risks to maximal extent, to take actions aimed at risk reduction for
those risks which cannot be eliminated and inform users of remaining risks.

Risks management system of Gebr. Brasseler GmbH & Co. KG is designed for haz-
ards detection related to equipment / production process and assessment of the risks entailed,
to control these risks and monitoring their control efficiency within entire service life of the
equipment. Risks analysis and assessment begins at the development and design stage. Each
equipment unit efficiency relative to these and any unpredictable risks is controlled as a part
of the quality control management system of the company Gebr. Brasseler GmbH & Co. KG
and its post production control program.

The use of risk management process corresponds to international standard ISO 14971-

2007 requirements.
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12. Rules of storage and use

The instruments are packed non-sterile. They should be sterilized before use.

Conditions of use:

Temperature: from +5° C to +45° C

Relative humidity: 30 % to 80 %

Storage temperature and humidity: from 0 to + 50° C and humidity from 10 to 9 5%.

The instruments should be kept dry. The instruments should be protected from direct
sunrays, high temperature and dust. To avoid excessive heating, sufficient cooling should be
provided via air-water spray (at least 50 ml/min). Insufficient water cooling may cause irre-
coverable tooth and surrounding tissues’ damage. Chipped and deformed instrument's working
parts may cause vibration. Large clamping force may cause chipping of preparation edges and
creation of tooth rough surface. Areas without diamond coating on diamond-containing in-
struments indicate high degree of the instruments' wear and may cause damage of dental pulp
due to excessively high temperatures. The instrument needs changing. Bent, worn instruments
orinstruments with radial runout are subject to immediate change.

At disinfecting and sterilizing attention should be paid to ensure treatment method
compliance to respective instrument.

Sterilizing should be performed by approved method only. If cleaning and sterilization
are conducted incorrectly or not in compliance with directives, a patient can be infected by
harmful microorganisms.

13. Transportation conditions

Dental tips for sonic handpieces are transported by all covered transport means in com-
pliance with valid for this transport means regulations at temperature from 0 to +50°C and
humidity from 10 to 95%.

The instruments should not come into direct contact with fire and water, especially with

aglance to their packing.

The packed instruments should be protected from dust, humidity and possibility of get-
ting impure during transportation and storage.

Make sure the pack corresponds to a instrument and chosen sterilization method.

Individual pack: container should be sufficiently roomy to prevent pressure on fas-
tening.

In allover container the instruments are placed on special stand or universal sterilization
stand.

A respective container packing method is used.

14. Service life

The tips' effective life is 10 years from the date of production indicated on the pack
Control andfunctional check:

The instruments with following defects should be immediately rejected:

- Blunted or broken blades;

- Deformations (bent/intorted instruments);

- Corrosion surface;

- Lost diamond coating;

- Sonic tips with blocked irrigation canal;
- Tips with damaged thread.
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I

Approximate frequency o fsonic instruments* use.
The instruments' service life depends on its damage and wear’s extent. Frequent sterilization
treatment does not alter these instruments' characteristics.

15. Utilization and elimination

Damaged and deformed working parts cause vibration which leads to creation of inad-
equate preparation borders and uneven surfaces.

Smooth areas on the diamond-containing instruments' surfaces indicate wear of abra-
sive grains and loss of cutting capacity of the instrument. These defects cause excessive heat-
ing, and finally, tissue damage. For this reason, worn or bent instruments should be immedi-
ately utilized.

Disposal of unserviceable instruments takes place in accordance with the internal legislation
ofthe Russian Federation (SanPiN 2.1.7.2790-10). The class of hazard medical wastes B
(Russian “B”).

16. Manufacturer’s warranty

According to general provisions and conditions of sale, warranty claims of a customer
who is an entity, are effective from the moment of goods supply and are valid for one (1)
year.
Guaranteed storage life - not limited.
On quality issues, please, contact Midelyan Julia Anatolyevna. Sales and marketing repre-
sentative in Russia.
129110, Moscow,
2-38, Srednyaya Pereyaslavskaya str.

Telephone: + 7 903 180 6408

Fax: +7 495 688 6558

E-mail: > ykabirova(“kometdental.ru
Ckanin: yulia_kabirova

17. Manufacturing entity
"Gebr. Brasseler" GmbH & Co, KG, Trophagener Weg 25, 32657 Lemgo, Germany, tel:
+49(0)5261 701-0, fax: +49(0)5261 701-289, e-mail: info@brasseler.de

Gebr. Brasseler GmbH & Co. KG
Oibr.tinw U f GmbH &Co. KG
TrophegeiWf Weg 25 « 32657 Lemgo
hwtiikh 160 « 32601 Lemgo « Germeny

400000 acevvesdocenccsonitrtstrsannoa PEXR RN LT R R R X

Reinhard Hélscher Klaus Riibesamen
Managing Director Managing Director
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Appendix to application for medical product registration
"Sonic tips for dental handpieces Sonicflex 2000/2003, Siroair L, Alegra ST ZE-
55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L in separate packs with auxiliaries ™.

l. Sonic tips in separate packs:

1 Steel sonic tips:
SFSIO00.000; SFSIOI.000; SFS102.000; SFS103.000; SFS104.000; SFS105.000

- User's manual.

2. Diamond sonic tips:
SF16.000; SF17.000; SF20.000; SF21.000; SF55.000; SF56.000; SF57.000;
SF66.000; SF67.000; SF68.000; SF69.000; SF70.000; SF847KR.000.016;
SF849.000.009; SF862.000.014; SF8878KD.000.018; SF8878KM.000.018;
SF979.000.012; SF979.000.014; SF979.000.016; SF8979.000.014;
SF8979.000.016; SF8850.000.016; SFDIF.000; SFD2F.000; SFD3F.000;
SFD4F.000; SFD7.000.1; SFD7.000.2; SFMIF.O00; SFM2F.000; SFM3F.000;
SFM4F.000; SFM7.000.1; SFM7.000.2; SFS95.000.018; SFS99.000.014;
SFS99.000.018; SFS99.000.021; SFS99.000.024; SFS99.000.027; SFS99.000.030;
SFS99.000.033; SFS99.000.036; SFS109.000.025; SFS109F.000.025; SFSI 10.000;
SFS120.000.020; SFS120.000.030; SFSI121.000.020; SFS121.000.030;
SFS122.000.020; SFS122.000.030
- User's manual.

. Auxiliaries:

1. Set 4602 000 including:

- cooling adaptor for sonic tips (SF 1979.000) - 1pc;
- mounting wrench (566.000) - 1pc;

- User's manual - 1pc.

Cooling adaptor for sonic tips (SF1979.000);

Rinse adaptor for cooling adaptor (SF1977.000);

Rinse adaptor for the reprocessing for sonic tips (SF1978.000);
Mounting wrench (566.000)

Sterilization container (9952.000).

o ok~ wb

Gebr. Brasseler GmbH & Co. KG

Oibr.1rmm [«r GmbH & Co. KG
Trephefwtr Weg 25 « 32657 Lemgo

Lofi” «Gomuny'

Pvcinhard Holscher Klaus Riibesamen
Managing Director Managing Director
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MepeBoA C aHIINICKOTO sA3blKa Ha PYCCKU A3bIK

Ana npepbasneHnsa B Poccun
Fe6p. bpasenep N6X.& Ko. KT
yn. TpogareHep Ber-32657 /lemro
a/n 160-32631 Jlemro

FepmaHua

Ha 6naHke komnaHun Komet

NHCTPYKUWUA

no NPUMEHEHNIO I/I3,£l|eI'II/IVI MeagnUMNHCKOIo HasHaydyeHuns

«HacafKun 3ByKOBble K HaKOHeYHUKaM cTtoMaTtonorndeckum Sonicflex 2000/2003, Siroair L,
Alegra ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L B 0TAe/bHbIX yNaKoBKax ¢
NPUHAANEXHOCTAMM»,
npoussoacTea Gebr. Brasseler GmbH & Co. KG, Germany.
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1. OnucaHue N Ha3Ha4vyeHwue.

Hacaflku 3BYKOBble K HaKOHe4YHWKaM cTtomaTonormyeckum Sonicflex 2000/2003, Siroair L,
Alegra ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L, B OTAeNbHbIX YNaKoBKax
C NPUHAANEXHOCTAMM  pa3paboTaHbl B COOTBETCTBUWU C COBPEMEHHbIMW TpeboBaHUAMMU
6e30MacHOCTM M KayecTBa M COOTBETCTBYIOT cnegywoumm craHgaptam: Ceptudgukar 1SO
13485:2012/AC:2012 No SX 600913740001.

Mpoussogutens: Gebr. Brasseler GmbH & Co. KG Trophagener Weg 25, 32657 Lemgo,
Germany.
Knacc noTeHUManbHOro pucka NnpuMeHeHns MeguULMHEKOro U3genus: 2a.

Hacaakun 3ByKOBble pasznuyatTca No Matepuany, MOryT ObiThb:

- cTasbHble (CTanb Mapku 1.4034)

- CTanbHble C anMasHbiM NokKpbiTUem (CTtanb Mapku 1.4034 c ranbBaHWYECKUM OCaXAEHUEM
a/IMa3HOro NOpoLIKa Ha BEPXHEN, paboyeli YaCcTu MHCTPYMEHTA)

Hacagka cTanbHas
no hopme paboyein 4aCTU MOXeET ObITb:
- KOHYCHas nnockas ¢ 3y6unkamu:

SFS100.000; SFS101.000; SFS 102.000 - ncnonb3yetcs 415 MUHUMaNbHO MHBA3WBHON paboThbl C
KOCTbIO KaK 4acTb XWUPYPruUyeckKMxX W WMMNAHTONOTMYECKUX BMeLLaTeNbCTB (pacnuinsaHue
KOCTW, pacliernsieHne KOCTHOro rpebHdA, oTaeneHne 3yba OT anbBeosibl M Ae/IMKaTHOE ero
yaaneHue). Puc.1:

Puc.1
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- bnroaueobpasHas:

SFS103.000; SFS 104.000 - ncnonb3yeTtcs ans oTcnanBaHus CANM3NCTON B 061aCTU naTepanbHOro
OKHa, NOAHATUSA CAN3UCTON nasyxu. Puc.2:

Pnc.2
- OBaJibHaA:

SFS105.000 - wcnonb3yeTcad ANA OTCNaMBaHWA CAWU3UCTOM B 06/1aCTM faTepasbHOr0 OKHa,
MOAHATUA CNM3UCTOM Nasyxu. Puc.3:
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Puc.3

Hacagka cTanbHas ¢ ailMa3HbIM HamnblEHNEM
no oopme paboyeit 4acTU MOXET ObITb:

- MN0CKas CO CKPYTNEHHbIM KOHUYMKOM:

SFS120.000.020; SFS120.000.030; SFS121.000.020; SFS121.000.030; SFS122.000.020;
SFS122.000.030- ncnonb3yeTcs Ans XMPYpPruyeckoro yannHeHUs KOPOHKOBOM yacTu 3yba 6e3
OTKMAbIBaHNA NOCKyTa. Puc.4:
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Puc.4

SF20.000; SF21.000 - wucnonb3ykTCca ANa PeTporpagHoro 3HAOLOHTMYECKOrO JieYeHus,
npenapuposaHne nosocTun. Puc.5

Puc.5
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- UWMNVHAPUYECKas:

SF979.000.012; SF979.000.014; SF979.000.016; SF8979.000.014; SF8979.000.016 -
MpenapupoBaHne 3y6a Mof KOPOHKY. TO4YHOE NO3WLUOHMPOBaHWE, MOAMPOBAHME TpPaHULbI
npenapupoBaHns nocne 06paboTKM BpaLAlOWMMUCA WHCTPYMEHTaMi COOTBETCTBYHOLLEN
(hopmbl, Mex3y6Hoe npenapmpoBaHue. Puc.6

Puc.6

SFS95.000.018 - ncnonb3yetcsa 4NA UMMNAAHTONOMMKA, CO34aHNA f10XKa ANA uMnaadTaTa. Puc.7:

Puc.7
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LLIApOBMAHAS:

SFS109.000.025; SFS109F.000.025 - wucnonb3yeTtca Anda npenapuvpoBaHUsA natepasibHOro
KOCTHOIr0 OKHa rnpu OTKPbITOM CUHYC-NUTUHre. Puc. 8:

Pnc.8
- KOHYCHada nnockas:

SFD1F.000; SFD2F.000; SFD3F.000; SFD4F.000; SFM1F.000; SFM2F.000; SFM3F.000;
SFM4F.000, SFD7.000.1; SFD7.000.2; SFM7.000.1; SFM7.000.2 - wcnonb3yetca Ang
npenapupoBaHns  MexX3y6GHbIX  MOBEPXHOCTER;  cemapauus  3y60B,  npepBapstoLias
npenapupoBaHue 3y60B MOJ KOPOHKY; CriaxunBaHWe MepexoioB MHTEPNPOKCUMAbHbIX FpaHuL,
npenapupoBaHns Npu paboTe C NONOCTbIO; MHTEPMPOKCMMANbHOE MCCEYEHUS IManN Kak YacTb
OpPTOAOHTUYECKOTO NleyeHmns. Puc.9:
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SF66.000; SF69.000 - nucnonb3yetrca And npenapuvpoBaHMsA MOSOCTU [OCTyMNa K KOPHEBOMY
KaHany. Puc. 10:

Puc.10
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- NnameBngHaA:

SF862.000.014 - wucnonb3yetrca [Ans npenapupoBaHus 3yba No4 KOPOHKY; TOYHOe
no3uLMOHMPOBaHNE, NOAMpoOBaHMWe  rpaHuubl  npenapupoBaHns  nocine  06paboTku

BpaLLatoLLMMNCA WUHCTPYMEHTAMW COOTBETCTBYHOLWEA (OPMbI, MEX3yOHOE npenapupoBaHme.
Puc. 11:

Puc.11

- KOHYCHas:

SF67.000; SF68.000; SF70.000 - ypcnonbsyetcs Ans npenapupoBaHMs MOMOCTM AOCTyna K
KOpHeBOMY KaHany. Puc. 12:

Puc.12
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SF849.000.009 - wucnonb3yetcsd Ana 06paboTkyM uccyp, Hanpumep, npenapupoBaHue npu
thrccypHoM 3aneyvaTbiBaHUK. Puc. 13:

Pnc.13
SF8850.000.016 — ucnonb3yeTca Anga  npenapupoBaHua 3y6a nojd BUHUPLI, (QUHMNLWASA

06paboTka, nocnegytollasa 3a npenapuposaHvem 3yba nof BMHUPbLI, UAEHTUYHLIMW NO (opme
BpalaroLwmuMmca NHCTpymeHTaMn. Puc. 14:

Puc.14

SFS110.000 - wcnofb3yeTca A4 MpenapupoBaHMa KOCTUM B MefuasibHOM W AUCTalbHOM

HanpaBNeHUsAX NPU pPaclUMpPeHNN anbBeONSPHOro rpedHs. Puc. 15:

10
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Punc.15

SFS99.000.018; SFS99.000.021; SFS99.000.024; SFS99.000.027,

SFS99.000.014;
UMMNaHToN0rnuN,

SFS99.000.030; SFS99.000.033; SFS99.000.036 - wcnonb3yetca Ans
co3faHuns noxka Ana mmnnaHrtara. Puc. 16:

Puc.16

SF847KR.000.016 - wucnonb3yetcs fAna npenapupoBaHus 3yba noj KOPOHKY; TOYHOe

Nno3nLUNOHNPOBaHNKe, nonmpoBaHune rpaHunubl npenapupoBaHmns nocne 06paboTKM
BpaLalWwMMnNCca MHCTPYMEHTaMM COOTBETCTBYHOLWEN (HOPMbl, MeX3y6HOe mnpenapnpoBaHue.
Puc. 17:

11
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& n

Puc.17
TOopnefoBUAHAN:

SF8878KD.000.018; SF8878KM.000.018 - wucnonb3yetca [ANA npenapupoBaHus 3yba Mog
KOPOHKY, TOYHOEe MO3MUMOHMPOBaHMe, MOMNPOBaHME TrpaHuLbl MpenapupoBaHUs nocre
06paboTKM  BpallalOWMMUCA  MHCTPYMEHTaMW  COOTBETCTBYIOLWEN  (OopmMbl, MeX3ybHoe
npenapuposaHue. Puc. 18:

Puc.18
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SF17.000, SF16,000 - wcnofb3yetcA A4 PeTPorpagHoro 3HAOLOHTUYECKOrO  fleYeHus,
npenapuposaHne nosioctun. Puc. 19:

Puc.19

SF55.000 - ncnonb3yetca A4aa peTporpagHoro sHAOAOHTUYECKOro fNeYeHus, ANd OTKPbITUA ©
pacTtaumBaHusa Ype3BblYaliHO N30THYTbIX KaHanos. Puc.20:

Puc.20
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SF56.000; SF57.000 - wucnonb3ylTcA A8 PeTporpagHoro  3HAOAOHTMYECKOro fiedeHus,
onpeaeneHns n POpMUPOBaHNA BXOa B KOPHEBON KaHas. Puc.21:

Puc.21
MpUHAANEXHOCTK

1 Hab6op 4602 000, B cocTaBe

- aflanTep ANA OXNaXAeHus 3ByKOBbIX Hacagok (SF 1979.000) - 1wt

- KNOY MOHTaXHbIW A9 YCTaHOBKM HacafKu Ha HakoHeyHMK (566.000) - 1wrT,;

- WHCTPYKLWA MO NnpuUMeHeHuto - 1wT. Pnuc.22:

14
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Puc.22

2. ApanTtep gns oXnaxpaeHus 3ByKOBbIX Hacafok (SF1979.000). Puc. 23:

Puc.23

3. TlMepexogHWK ANs NpoMbiBaHUA agantepa ans oxnaxaeHuns (SF1977.000). Puc.24:

Puc.24

4. Tlepexo4HUK AN NpoMbIBaHMA 3BYKOBbIX Hacagok (SF1978.000), Puc.25:
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Puc.25

5. KN4 MOHTaXHbI AN8 yCTaHOBKWM HacaAkn Ha HakoHeyHUK (566.000). Puc. 26:

Pnc.26

16
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5 KoHTeiiHep ana ctepunmsaunm UHCTpymMeHToB (9952.000). Puc.27:

Puc.27
Ha3HaueHuMe n o6nacTb NPUMeHeHNA

Hacagkv  npefHa3HayeHbl A1 COBMECTHOIO  WCMOMb30BaHWA  C  HAKOHEYHMKamu
ctomatonornyeckmmu Sonicflex 2000/2003, Siroair L, Alegra ST ZE-55RM/BC, Synea ST - ZA
55, Synea ST- ZA 55 L p[gna Xupypruyeckoro, petporpagHo - 3HAOLOHTMYECKOrO,
OPTOLOHTMYECKOro N OPTONEANYECKOro JIeYeHUs CTOMATONOrMYecKnx 3abonieBaHuni.

MakcumanbHas ocuuanupytolas 4yactoTa, NpyM KoTopol paboTaroT Hacafku, coctasnset 6000
Mpu,.

[aHHOe MefuMUMHCKOe un3genne OTHOCUMTCA K rpynne wusfgenuii ana npoeccroHanbHoro
ncnonb3oBaHua. lpefHa3HayeHO [ANS  COBMECTHOrNO WCMNOJ/Ib30BaHWS C  HaKOHeYHWKamu
cTomatonorndeckumm Sonicflex 2000/2003 (PY ®C Ne 2005/390. 11.03.2005), Siroair L (PY
®C3 Ne2012/11494), Alegra ST ZE-55RM/BC (PY ®C Ne2005/981), Synea ST- ZA 55 (PY ®C
Ne2005/980), Synea ST- ZA 55 L (PY ®C Ne2005/980) ans Xupypruyeckoro, peTporpagHo -
9HAOAOHTMYECKOr0, OPTOAOHTMYECKOr0 W OPTOMEeAMYEecKOro  /ieYeHUs CTOMATONOrMYEeCKUX
3abonesaHnii. O61acTbi0 €ro MeAULUHCKOrO NMPUMEHEHUS ABNIAETCA CTOMATO/ONMS.

2. MoparoToBKa K pa6oTe 1 NopsfoK pa6oTsl

NHCTPYMEHTbI YNaKOBbLIBAIOTCS HECcTepunbHO. [leped MNepBbIM W KaXAblM MNOCNAEAYHOLUM
MCNONb30BAHNEM WHCTPYMEHTbI CleAyeT AesuHOULMpoBaTb, UUCTUTb W CTEPUNN30BATh.
Mpouedypa YMCTKM W CTepunusauuMu onucaHa B NyHkTe 9. [Je3anHdekuus, 4ymucTka wu
cTepununsayus.

NHCTPYMEHT cneayeT BKPYTWUTb B Y3€1 KPEMJEeHUS HaKOHeYHMKa CTOMATO/IOFMYEcKOro npu
MOMOLLM AMHAMOMETPMYECKOr0 KNtoua Ao enyka. MpusegnTe Hacaaky B AelCTBUE A0 TOr0 Kak

17
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HayaTb paboTy c obpabaTbiBaeMOl NOBEPXHOCTbIO, 06ecneybTe AOCTATOUHOE OXNaxaeHue. Bo
n3bexaHne MONOMKM He [ONycKaTb MNepeKalnBaHUS W WCMOMb30BaHWA  UHCTPYMEHTa B
Ka4yecTBe pblyara. B 3aBUCMMOCTM OT NPUMEHEHUS U3LENUS PEKOMEHAYETCSA HafeBaTb 3alUTHbIE
oukn. Monb3oBaTento cnegyet u3beraTb MNPUKOCHOBEHUA K MHCTpyMeHTaMm 6e3 3alUTHbIX
nepyaTok. HenpaBunbHOE WMCNONb30BAHWE WHCTPYMEHTa MPUBOAUT K CHVDKEHUIO €ro cpoka
CNyX6bl, yXyAwaeT pe3ynbTaTbl paboTbl U MNOBbILWAET PUCK TpaBmaTmama. CobntoaanTe ypoBeHb
MOLHOCTM paboTbl HAKOHEYHMKA, PEKOMEHAOBaHHbI NpoM3BOAWUTENEM ANS NPOBEAEHUS
onpeaeneHHo onepauun. BbIKPOLIEHHbIE pabouMe 4YacTU  WHCTPyMeHTa  06pasytoT
LLepOX0BaTYH NOBEPXHOCTb Ha 3y6e U MOTYT NPUBECTM K MOSIOMKE MHCTPYMEHTA.

Kntoy AMHaMOMETpMHeCKMVI, 3allNTHbIE NepyaTKnU N 3allUTHbIE OYKW HE BXOAAT B KOMMAEKT
NoCTaBKW.

3. llokaszaHusa K NMPUMEHEHUIO.

- [penapupoBaHue Mex3y6GHbIX MOBEPXHOCTel: cenapaums 3y6oB, npeaBapstoLLas
npenapupoBaHune 3y60B Mo KOPOHKY; CraaXuBaHWe MepexofoB MHTEPNPOKCUMaNbHbIX FPaHuL,
npenapupoBaHus npu paboTe ¢ NONOCTbK; MHTEPNPOKCUMAIbHOE UCCEYEHMA 3ManN Kak 4acTb
OPTOLOHTUYECKOIO NIeYeHNS.

- [penapupoBaHve 3y6a Noj KOPOHKY: TOYHOe MO3MLMOHUPOBAHME MONNPOBAHUE TPaHULbI
npenapuposaHus nocse 06paboTKM BpawalWMMUCA WHCTPYMEHTaMy COOTBETCTBYHOLLEN
(hopmbl, MeX3ybHOoe npenaprpoBaHue.

- lMpenapupoBaHne 3yba noj BUHUPBLI:  (PUHUWHAA o06paboTKa, nocnegyowas 3a
npenapvpoBaHvem 3yb6a NOf4 BWHUPbI  WMAEHTUYHbIMM N0  (opMe  BpawalWwmmMncs
WHCTPYMEHTaMW.

- MUHUMaNbHO MHBA3WBHOE PaccKpbITUe (uccyp, HanpyuMep, NpenapupoBaHe Npu UCCYpPHOM
3aneyatbiBaHUMU,

- Xupyprus: MUHMMaNbHO WHBAa3WBHas paboTa C KOCTbK KakK 4acTb XUPYPrUyeckux u
MMMNAHTONOrMYECKUX BMeLLATeNIbCTB (pacnuanBaHWe KOCTW, pacLiensieHne KOCTHOro rpebHs,
oTAeneHue 3y6a OT aNbBeO/bl U [le/IMKATHOE ero yaasieHune); MArkoe otcnamBaHue CIU3NCTON B
061acTM naTepasibHOro OKHa, [eNUMKaTHOe MOAHATUE CAU3UCTOW nasyxu (CUHYC-NUPTUHT);
MWUHUMa/IbHO MHBa3MBHOE XMPPYruyeckoe yaNnHeHne KOPOHKK 3y6a 6e3 OTKMAbIBAHUSA NOCKYTa

MmnnaHTonorus: O6paboTka KOCTEM ANA CO3[4aHMsA NoXa ANA MMNAaHTata B pamkax
NOAroTOBMTENbHOrO 3Tana nepej UMnaaHTaumen

- PeTporpaaHoe 3H0A0HTUYECKOE NEeYeHNe: NpenaprpoBaHme NONOCTM AOCTYNa K KOPHEBOMY
KaHany.
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4. MpoTueonokasaHus. NMob6ouHble AelicTBUA.

-Bce 06w e NPOTMBOMNOKA3aHUS K XMPYPruveckoii CTOMaToONOrMn A0/MKHbI GbiTb MPUHATLI BO

BHVIMaHVe;
- He ucnonb3oBartb 3ByKOBblE HACAAKWN HE MO UX Ha3HAYEHWIO;

- 3anpeuleHo pabotatb C MHCTPYMEHTaAMMW, KOTOPble He COOTBETCTBYHOT TPEOOBAHUAM, K HUM
npesbsABIsAeMbIM,;

- IHCTpymMeHTbI co cregyrowumy  gedektaMu  AONXHbI 6bITb HeMeLNeHHO OTOpaKoBaHbI:
3aTyMn/jeHHOe WAN C/OMaHHoe fe3Bue; AedopMUpOBaHHbIe (Hanpumep, W30rHYTble NGO
CKPYYEHHbIE MHCTPYMEHTbI).

Mo6oYHbIe 3h(heKTbl NPY NPUMEHEHUN UHCTPYMEHTOB HE BbISIB/IEHbI.

5. Cnocob npumMeHeHMs

Mocne cTepunm3ayuy 3ByKOBas Hacajka NpUCoenMHAETCA K 3BYKOBOMY CTOMATO/10rM4eCKOMY
HaKOHEYHWNKY W KOHTaKTUpYeT C MauueHTOM BO BpeMs reHepauum KonebaHuin (subpayun) c
BbICOKOW 4aCTOTON AN15 MeXaHW4YeCKol (parMeHTaLumn n paspesaHns KOCTU BO Bpems
XUPYPruyeckoin onepaymm.. 3ByKOBble HacagKyu NPUMEHAIOTCS A48 NOLIOTOBKM MecTa Ans
UMNNaHTauum, yaaneHus 3yba, guctpakuum 3yba, npenapuposaHusa 3y6a noj KOPOHKY v
BUHUPbI, XMPYPrMYecKon npouesypbl NOAHATUAA 4HA BEPXHEUENOCTHON Nasyxu (CUHyc-
NNQTUHT), NEPUOLOHTANBHON XMPYPrMK, OCTEONIacTUKU U OCTeoTOMUN. Hacafku SBAOTCS
YCTPOMCTBOM /19 MHOTOpPa3oBOro UCMo/ib30BaHuS.

Hacagka vcnonb3yeTcs BMecTe C afantepom, npefHasHauyeHHbIM 415 BHELUHElW nogayun
CTEPWIbHOW OXNaXKAAtoL el XKMAKOCTM B MECTO npenapupoBaHus. Mepes ycTaHOBKON agantepa
Ha HacajKy nofava Bofbl OT YCTaHOBKY LO/MKHA ObITb OTKIOYEHa. AjanTep BKpy4YmMBaeTcs
BHelHel pe3b60li BO BHYTPEHHIOK pe3b0y BEPXHeN YacTu HaKOHeYHUKa. 3BYKOBas Hacagka
BKPYUMBaAETCA BO BHYTPEHHIOIO pe3b0y ajanTtepa. Ha agantepe HaxoauTcs Tpy6ka ans
NOACOEANHEHNA LW aHTa BHELLHER Nofayun OXNaXKatoLwein CTepuibHON XNAKOCTH.

6. Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHNN.

NHCTPYMeHT cnefyeT BKPYTWUTb B Y3eNn KPenjeHMs CTOMAaTO/I0rMYecKOro HakKOHeyHMKa mnpu
MOMOLLM AMHAMOMETPUYECKOrO K/toYa A0 Lenyka. MpuBeanTe Hacaaky B AeiiCTBME 0 TOFO Kak
HauaTb pa6oTy ¢ 06pabaTbiBaeMOii MOBEPXHOCTbIO, 06ecneybTe [OCTaTOMHOE OXnaxaeHue. Bo
n36exaHne MoMOMKI He IoNYCKaTb NepeKallMBaHUa U UCNONb30BaHNS UHCTPYMEHTA B KauecTBe
pbluara. B 3aBUCMMOCTM OT MPUMEHEHUS WU3AENWNS PEKOMEHAYETCS HafeBaTb 3aLUTHbIE OYKMW.
Monb3oBatento cneayeT maberaTb NMPUKOCHOBEHUS K MHCTPYMEHTaM 6Ge3 3alMTHbIX MepyaTok.
HenpaBuibHOE MCMNOMb30BaHWE WHCTPYMEHTa MPUBOAMT K CHUXKEHUIO €ro Cpoka CNyX6bl,
yXyALlaeT pe3ynbTaTbl paboThl 1 NMOBbILIAET PUCK TPaBMaTU3MA.

CobntopaiiTe YpoBeHb MOLLHOCTM paboTbl HAaKOHEYHWKA PEKOMEHA0BaHHbIA MPOU3BOAUTENEM
NS NpOBeAeHWs ONpefeneHHon onepauun. BbIKPOLLIEHHbIE pa6oyne YacTh MHCTPYMEHTa
06pasytoT LIepOX0oBaTyo MOBEPXHOCTb Ha 3y6e 1 MOryT NPMBECTU K MOIOMKE MHCTPYMEHTA.
KNy AVHAMOMETPUYECKNI 1 3aLLMTHBLIE OUKN He BXOAAT B KOMM/IEKT MOCTaBKM.
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7. TexHuYecKoe onucaHue n3genus.

1 Hacagku cTanbHble
-dopMbl paboyelt YacTu:
KoHycHaa niockas ¢ 3ybumkamm
mPa3mepsbl: pexyuwad TonwmHa 0,25 mm
bntoaueobpasHas
- Pasmepsbl: 2,5 Mm
OBasibHas
- Pasmepsbl: 3,5 Ha 5,2 MM
- MakcumanbHasi YacToTa KonebaHuii: 3BYKOBble Hacafkun paboTaldT Ha OAHON OCLUMANMPYIOLLAs
yactote - 6000 Iy,
- HakoHeuHnKK, ¢ KOTOpbIMU UCNONb3yTCA Hacagku: Sonicflex 2000/2003, Siroair L, Alegra
ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L
- CoeflHeHMEe C HAKOHEYHMKAMW: BUHTOBOE.
- MputynnsemocTb: 20 NPUMEHEHWIA.
- Pesbba: Ha Hacagke
1) Bupg pe3bbbl - UNMANHAPUYECKAS
2) Lar pe3b6bl - 0,5 MM;
3) Yron HakfioHa pe3bbbl - 60";
4) BbicoTa pesua pe3bbbl - 0,433 MM

2. Hacafiku cTanbHble C a/lMa3HbIM NOKPbITUEM

- ®opmbl paboyein YacTu:

Mnockas ¢ OKPYrNEHHbIM KOHYMKOM

-Pasmepbl: 1.0:2.0:3.0 mm

LimnuHgpunyeckas

-Pasmepsbl: 1.2: 1,3; 1,4; 1,6; 1,8 Mm

LaposuaHas

- Pasmepsbl: 2.5 MM

KoHycHas nnockas

- Pasmepsbl: wupuHa paspesa 0,22-0,32; wupuHa paspesa 2,45-3,00; wnpuHa paspesa 3,40-3,95;
7,2 *29; 7,2 *3,7 MM

MouKkoBuHas

- Pasmepbl: 1/1: 1,6 mm

MnameBnaHas

- Pasmepsbl: 1.4 Mm

KoHycHas

- Pasmepsl: 0,9; 14; 15; 1,6; 1,8; 2,1; 2,4; 2,7; 3,0; 3,3; 3,6 MM

TopneposugHas

- Pasmepenrl: 0.7: 1,0; 1,6; 1,8 mm

- MakcrumanbHas yactoTa KonebaHuii: 3BYKOBble Hacajku paboTatoT Ha OA4HOW ocuunnupytroLas
yactoTe - 6000 Iu.
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- HakoHeYHUKN, ¢ KOTOpbIMK UcCnonb3ytoTcs Hacaaku: Sonicflex 2000/2003, Siroair L, Alegra
STZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L
-CoefiJMHEHNE C HAKOHEYHNKaMK: BUHTOBOE.
-MNputynnsemocTb: 20 NPUMEHEHNIA.
- Pe3bba Ha HacafKke:
1) Bwup pe3bbbl - UUANHAPMYECKaA
2) LWar pesb6bbl - 0,5 MM;
3) Yron Hak/ioHa pe3bbbl - 60™;
4) BbIcoTa pe3ua pesbbbl - 0,433 MM

Tabnuua 1. Pa3MepHO-BECOBble XapaKTepucTukn Hacagok 3BYKOBbIX K HaKOHEYHMKaM
cTtomatonornyeckum Sonicflex 2000/2003, Siroair L, Alegra ST ZE-55RM/BC, Synea ST - ZA

55, Synea ST - ZA 55 L B 0TfeNbHbIX YNaKoBKax.

ApTUKYn

SFSIOO

SFS103

SFS104

SFS105

SF21

SFDIF

O6buwa
A

ONHa
(mm)
42,5

32

37,6

37,1

35,4

34,2

Onvna Yron Bec o6wunii Bng
paboue

i yactn

(Mm) 3arHyTocTtu (rpamm)

10,675 38" 1,387

3 75° 1,274

3 35° 1,298
0,2 60° 1,404
4,2 45° 1,228
4,75 60 1,377
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SFM1F 34,2 4,75 60 1,377

SFS95.000.018 42,9 8,3 37 1,514

Tabnuua 2. PasmepHO-BECOBble XapaKTePUCTUKN MPUHALNEXHOCTEN K Hacafikam 3BYKOBbIM K
HakKoHeyHMKam cTtomatonornyeckum Sonicflex 2000/2003, Siroair L, Alegra ST ZE-55RM/BC,
Synea ST - ZA 55, Synea ST - ZA 55 L B 0TAeNbHbIX YNaKOBKax.

ApTuKy”n HanmeHoBaHue O6wasn Bec

O6wWwunii BUG NpUHaA/IeXXHOCTU

N HasHa4dyeHue AdnvHa

(MMm) (rpamm)

MNMepexoaHUK onsa
NnpomMbIBaHUA
aganTtepa ansa

oxnaxaeHus
Hapy)xHas pe3bba

Tun pe3bbbl- no 1SO -

pe3bba M8 x 1

ePa3mep wara pe3bo6bl

-p=1wmMmm

<Pa3smep yrna

HaknoHa pe3bbbl =60°

=BbicoTa pe3uya

SF1977 pe3bbbl H =0,866 MM 32 6,842

MNepexogHuUK anAa
npomMbIBaHUA

3BYKOBbIX Hacagok

BHYTPEHHSSA 1"

Hapy>Has pe3bba

Tun pe3b6bl - no 1SO -
pe3bba BHYTPEHHASA =
M3 X 0,5 n pesbba no

SF1978 ISO Hapy>Hada =M8 x
1

32 6,596
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~Pa3mep wara pe3b6Obl
- BHyTpeHHsAA: P =0,5
MM; HapyxHaa: p=1
MM

ePa3mep yrna
Hak/ioHa pe3b6bl =60"
=BbicoTa pe3ua
pe3bobl -
BHyTpeHHsAA: H =
0,433 mMm; Hapy>Has:
H =0,866 mm

ApanTtep onsa
oxnaxgeHus

3BYKOBbIX HacagokK

Tun pe3bbbl-MO 1SO -
pe3bba M3 x 0,5
~Pa3mep wara pe3bbbl
-P=0,5mMm
=Pa3smep yrna
HakKNnoHa pe3b6bl =60"
=BbicoTa pe3ua
pe3bbbl H=0,433 mm
YKa3aHHble 3HayeHunsa
npuMeHstoTCca AN
BHYTPEHHEN 1N

SF1979 Hapy>XHO pe3bbbl 22,5 1,644
Koy MOHTaXXHbIN

ans
yCcTaHOBKU/KpenneHuns

566 Hacaaku 60 5,835

KoHTeliHep ansa

cTepunusaymm

9952 95 115,6
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8. TpeboBaHUS K OXpaHe OKpyXXalolyei cpeabl

M3pnenme He HeceT oNacHOCTW ANS OKPYXKalolleli cpefbl.

9. [e3nmHpeKuuns, 4ncTKa u ctepunniayns
3BYKOBble Hacafku

BaxHo:

OuncTKa 3BYKOBbIX HacafoK W ajanTepoB A1 OXJTXKAEHWS 3BYKOBbIX HacajoK [A0/KHa
BbIMOMHATLCA C 4Ype3BblYANHON TULaTeNIbHOCTbIO. 3BYKOBble Hacagku W ajantepbl ANS
OXNaXAEHMS  3BYKOBbIX HacafoOK MNOCTaBAATCA HECTEPUNbHbIMW, MNO3TOMY  cregyeT
npeaBapuTeNbHO NOATOTOBUTL UX K MEPBUYHOMY MCMNOMb30BaHMIO.

lMomecTuTe 3BYKOBble Hacagkv W afjantepbl AN  OXNaXAEHUA 3BYKOBbIX HacajoK B
ounLLLaO WA/ Le3NHPEKLMOHHBbI KOHTelHep, HaNONHEHHbIN noAxXoAsLLINM
MO LLLMM/LE3NHDULMPYIOLLUM CPeACTBOM, HEMELJNEHHO MOC/e UCMOJIb30BaHWUA BO PTY, YTOOLI
npefoTBPaTUTL BbICbIXaHWE OCTAaTKOB TKaHW Ha WMHCTPyMeHTax ((hMKCMpOBaHWE MpPOTENHA).
[epxnte 3BYKOBble HacafgkKum W afganTepbl AN OXNaXAEHWS Noj Yrnom, nomewias ux B
XUAKOCTb A8 TOro, 4tobbl rapaHTMpoBaTb 3anojiIHeHMe BCeX MonocTeil. PekomeHgyeTcs
06paboTKka WHCTPYMEHTOB MaKCMMyM B Te4YeHMe OJHOro 4aca [MocC/fe WCMNoNb30BaHUA.
VIHCTPYMEHTbI AOMKHbI COAEPXATbCA B OuMLaloLemM/ge3nHPEKLMOHHOM KOHTenHepe npu ux
TPaHCNOPTUPOBKE B MECTO, IAe OHW OyAyT NPOCTEPUIN30BaHbI.

[anee BbINONHAETCA MexaHN4Yeckas obpaboTka.

YTBepXaeHHasa mexaHnyeckas obpaboTka

Mcnonb3yemoe o6opyLoBaHue:

» Ounuwarouiee/ae3nHMEKLMOHHOE 060pya0BaHNe (MOOLLAsA Ae3UHGBEKLUNOHHAS MaLl1HA)

* [Mogxopaqiee mowLee/nesvHpUUMpyroWwee CpeacTso AN WUHCTPYMEHTOB C A0Ka3aHHbIM
AE3NHDULNPYOLWMM 3D (PEKTOM;

* MepexofHUK AN NPOMbIBAHMA 3BYKOBbIX HAcafoK W MepexXofHWK ANA NPOMbIBaHUA afjanTepa
0N OXNAXAEHNS 3BYKOBbIX HAcajok;

o Kno4y p[na ycTaHOBKW/CHATUA HAcafoK W WHCTPYMEHT A1 OYULEHUSA UPPUTaLMOHHbIX
KaHanoB (akceccyap, NocTaBnseMblil B KOMMIEKTE CO 3BYKOBbIM HAKOHEYHVKOM)

e 10 MmN wnpuy, / KaHoNSA

» HellnoHoBas wWweTKa

PyuyHaa npegsapuTenbHasd oOUNCTKa:

1. BblHbTe 3BYKOBYK HacagKy WAM 3BYKOBYK HacafKy C ajanTepoM ANA OXNaXAeHUs W3
oumuiaroLLero/ge3nHMeKLMOHHOr0  KOHTeiHepa HENOCPeACTBEHHO  Nepes  MeXaHM4YecKol
06paboTKOWA.

2. Bcerga otaensiiTe 3ByKOBYH Hacagky OT agantepa ANS OXNaXAeHWs, Mnpu NOMOLLM Karva
ANA CMEeHbl HacafioK nepef HayasoM Mpolecca OYMLeHUs, 4YTo6bl 06ecneynTb LOMKHYHO
06paboTKy 06ouM u3genmam (cobnoganTe peKOMeHZauUn B WUHCTPYKLUAX MO MPUMEHEHWUIO,
COMPOBOXAaeMbIX 3BYKOBbIE Hacagkm).

3. lpoBepbTe MNPOXOAMMOCTb OXNaXAalOLlero KaHana Mpu MNOMOWM WHCTPYMEHTa Ans
OUMLLEHNA NPPUTALMOHHBIX KaHanoB. Ecnn kaHan 3abuT, 3aMeHUTe MHCTPYMEHT.
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4. TwaTe/lbHO NPOMONTE 3BYKOBYIO HacagKy / agantep Ans OXNaXAeHUs 3BYKOBbIX HacafoK noj
NMPOTOYHOI BOAOI ANA NpefOTBpaLLEHMsA MonagaHUs 0CTaTKOB MOIOLLEro/ae3vHpMLMpPYOLLEro
CPeACTB B MallMHY.

MexaHnyeckas o6paboTka

5 OTKpyTMUTE KOMMNA4YOK MHXEKTopa MOLeil / Ae3nHPEKLMOHHOMW MaliuHbl. 3aTeM BKpyTuUTe
BHELHIOK pe3bby nepexofHMKa ANs NPOMbIBaHWA B CU/IMKOHOBBIN AepXKaTelb WHXEKTOPHOM
noactaBku. [lanee BKPYTMUTE 3BYKOBYI HacaflKy BO BHYTPEHHIOIO pe3bby BepxHei 4vactu
nepexofHvWkKa Ana npomMmbiBaHMA. [lpu  WCNONb30BaHMWM  afanTepa A0S OXNaXAEHWA
PYKOBO/CTBYMWTECH CefyHoLWed NHCTPYKLUNUN:

OTKPYTUB KOMINAYOK MHXEKTopa Motowen / Ae3nHPEeKLMOHHONW MaLllnHbI, BKPYTUTE BHELLHIOK
pe3bby 6OnbWwero Auametpa MepexofHnka AN8 MPOMbIBaHUS B CWUIMKOHOBbLIA AepXKaTesb
MNHXXEKTOPHOW MNOACTaBKW. 3aTeM HaKpyTUTe ajanTep AN OXNaXKAEeHWA 3BYKOBbIX HacafjoK Ha
BHELUHIO pe3bby BepxHelW 4acTu nepexofHuKa [ANA npombiBaHMA. CrepyiTe yKasaHUAM
COOTBETCTBYIOLLEN UHCTPYKLMMN MO MPUMEHEHMIO.

6. 3acbinbTe Ae3nHhULMpYIOLLEe CPeACTBO B ouuLatouiee/fe3nHpekynoHHOe 060pyLoBaHMe,
cnepys 0603Ha4YeHNAM Ha 3TUKeTKe n NHCTPYKLMAM Npon3BOANTENS
ounwiaroLero/gesnHpeKUMoOHHOro o6opyaoBaHus.

7. 3anyctute nporpammy Vario TD BK/OYalOWYy TepMasbHY fAe3nHpekunto. TepmanbHas
[Ee3VH(EKLMA BbIMOMHAETCA C YYETOM YPOBHSA BaXXHOCTM AO v npu cO6104EHNN HaLNOHaNIbHbIX
mep npegoctopoxHocT (EN/ISO 15883).

8. o 3aBeplieHUM UMKNa BbIHbTE 3BYKOBYK HacafgkKy /agantep Ans OXNaXAeHus u3
ounwatolero/gesmHMeKkUNoHHOro obopyfoBaHna ¥ BbiCylWmnTe ux. [pu  npocywmBaHUn
BHYTPEHHUX TMONOCTEA WHCTPYMEHTOB [epXWTe MUCTONIeT CO CXKaTbiM BO34YXOM B
HenocpeLCTBEHHON 6/1M30CTU K UPPUTALNMOHHBIM KaHanaMm 1 YA0CTOBepbTeCh, YTO 3HAYMTE/IbHAA
4yacTb BO34YLHOro MOTOKA MPOXOAUT uepe3 3BYKOBYH HacagKy / afantep A8 OXNaXKAeHWS
3BYKOBbIX Hacafok.

9. MpoBeanTe BU3YyasbHbI OCMOTP ANS TOr0, YTOObl YAOCTOBEPUTHCH, YTO UHCTPYMEHT YUCT U
He NoBpexaeH. Ecnyv nocne MexaHWYecKo 06paboTKyM BUAHbLI Crefbl 3arpsA3HeHuns, NoBTopuTe
npouecc OYUCTKK (ecnm Heo6X0AMMO, NMPU MOMOLLWN HEWTOHOBOMN WETKN) U Ae3nHPeKUNn 40 Tex
nop, Noka 3arps3HeHne He NCYe3HeT.

CraHfapTM3nMpoBaHHasa pyyHas obpaboTka

Mcnonb3yemoe o6opyfoBaHme:

» HelifloHOBas WeTKa

e Moaxoasailee morLee/fe3snHpULUPYIOLLEee CPeACTBO [ANA BpallaloWUXcsd WHCTPYMEHTOB C
[l0Ka3aHHbIM Ae3nHpuumMpyrowmnm sahhekTom

o Kn4y ans yCcTaHOBKWU/CHATUA HAcafoK W WMHCTPYMEHT AN OYMLLEHUA UPPUTaLUOHHbIX
KaHanoB (akceccyap, NOCTaB/AeMbIA B KOMMNIEKTE CO 3BYKOBbIM HAKOHEYHMNKOM)

e 10 Mn wnpwuy, / KaHwoNS

* ¥ NbTPa3ByKOBas UAN UHCTPYMEHTa/lbHaa BaHHa

ObpaboTkKa:
1. BblHbTe 3BYKOBYI HacajKy WUiv 3BYKOBYI HacagKy C afanTepom A5 OXNaxAeHWUs 3BYKOBbIX
HacafoK W3 ouumLiaroLLero/ae3svHMeKLMOHHOr0 KOHTeHepa HEenocpefCTBEHHO Mepes PYyYHOMN
06paboTKOIA.
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2. Bcerpa othensiiTe 3ByKOBYH HacajKy OT ajantepa 415 OXNaXAeHWs 3BYKOBbIX Hacajok, npu
MOMOLLM K/ioYa AN CMEeHbl HacafoK Mnepej HavaioM npouecca O4YMLLeHUs, YTobbl 06ecrneyunTb
JOMKHY0 06paboTKy o06oum u3genuam (cobniogaliite peKoMeHAauun B MHCTPYKUUSAX MO
NMPUMEHEHWIO, CONPOBOXAalLLMX 3BYKOBbIe HacafKu).

3. lMpoBepbTe MNPOXOAMMOCTb OXN@KAAKOWEro KaHana npuv MNOMOWM WHCTPYMEHTa Ans
OUYMLLEHNS MPPUTALMOHHBIX KaHanoB. Ecnu KaHan 3abuT, 3aMeHUTe 3BYKOBYIO Hacafky.

4. MomecTuTe 3BYKOBYHO HacagKy / aganTep ANg oxnaxaeHus Ha 10 MA WNpuL UK KaHK 1
MPOMOMiTe C MCNO/Ib30BAHMEM OuMLLalOLLero/aesnHpuumpytowero cpeactea. Mpu Busyanusaunu
3arpAa3HeHnin, BO3HUKLLIMX BCMeACTBMe nepdopaunn, ewie pas NpomoiTe € WUCMNONb30BaHWEM
ounLaro L ero/ge3snHpULNPYOLLErO CPeacTBa.

5 YpanuTe BbICOXLIME OCTaTKW 3arps3HEHWA HEWNOHOBON LWETKON Mo MPOTOMHON BOAOW,
MOCTOAHHO MOBOpayMBas 3BYKOBYI HacajKy / afantep 418 OX1aXAeHUA 3BYKOBbIX Hacafok.

6. TwaTenbHO NPOMONTE 3BYKOBYO HacafKy / afantep a5 OXnaxAeHus 3BYKOBbIX HacafoK noj
NPOTOYHON BOAOIA.

7. MpoBeanTe BU3yasibHbIA OCMOTP, YTOObI YAOCTOBEPUTLCA, YTO MHCTPYMEHT ynucT. Ecnn Bce
ewie BMAHbI cnefbl 3arps3HeHns, NoBTOPMUTE MPOLECC OYUCTKM N XMMUYECKON Ae3nHpeKLmn o
Tex Nop, NoKa 3arpsi3HeHne He NCUE3HET.

8. MomecTnTe 3BYKOBYI HacagKy / agantep 415 OXNaXAeHWA B COOTBETCTBYHOLLEN MOLCTaBKe
B Y/IbTPa3BYKOBYH MaLUMHY C MOKLWUM/AE3NHPULUPYIOLW UM CPeACTBOM.

9. B npouecce XMMNYECKol Ae3nHGeKLMn B yNbTPa3ByKOBOM Npubope UM MHCTPYMEHTabHOW
BaHHe co6nogaliTe WHCTPYKLMM NPOU3BOAUTENS OTHOCUTENbHO KOHLUEHTpauuu U BpeMeHU
MOrpy>XeHus. Y 4oCTOBEPbTECh, YTO Bbl MPaBU/bHO OMPEAENVNAN BPEMSA MOrPYXEeHus, oTcuyeT
HayMHaeTCca TOMbLKO C TOr0O MOMEHTa, KOrga nmnoCnegHWii WHCTPYMEHT 3arpyXeH B
YNbTPa3BYKOBYH MallMHY. BHUMaHMe: TemmnepaTypa He AO0/MKHa npesbiwatb 45 °C (puck
NPOTEMHOBON Koarynauum)!

10. Mo 3aBepLleHNM BPEMEHW NOTPYXEeHUS TLLaTeNbHO ONOMIOCHUTE 3BYKOBYH Hacaaky /agantep
AN OXNaXAeHUs 3BYKOBbIX HAacafoK COOTBETCTBYHOLEW >KUAKOCTbI (MPesnovTuTeNnbHO
MCNONb30BaTb AeMUHepasn30BaHHY BOAy, 4TOObl o06ecneynTb OTCYTCTBME OCTaTKOB
3arpsisHeHnin). TpomoiTe OTBEPCTMSA 3BYKOBOM Hacafku / ajgantepa ANsS OXNaXAeHUs npu
noMoLn He meHee 10 mMn geMUHepann30BaHHOW BOAbI, UCNOMb3YS LWNPUL, MW KaHIOJO, YTOObI
YAOCTOBEPUTBLCS, YTO B OTBEPCTMAX He OCTa0Ch MOKOLLENO CPesCcTBa.

. BbicylwnTte 3BYKOBYK Hacagky / agantep AN OXNaXAEHWUA 3BYKOBbIX Hacafok
(MpegnoyTUTENIBHO CXaTbiM BO34YXOM, cnefysd pekomeHpaumam WHctutyTa Pobepta Koxa).
Mpn nNpocylwmnBaHUN BHYTPEHHUX MOMOCTEA WHCTPYMEHTOB AEpPXUTe MUCTONET CO CXKaTbIM
BO3J4YXOM B HEMOCPEACTBEHHON 6/M30CTM K MPPUTALMOHHbLIM KaHanam M YAOCTOBEPbTECh, YTO
3HauyMTeNlbHas 4acTb BO34YLLHOrO MOTOKA NMPOXOAMT 4Yepe3 3BYKOBYH Hacajky / agantep Ans
OXNaXAEeHUs 3BYKOBbIX Hacagok.

12. MpoBeanTe BU3yanbHbIA OCMOTP AN TOro, 4TOo6bl YAOCTOBEPUTHLCH, UTO WMHCTPYMEHT
YACTbIA WM HEe MNOBPeXAeHHbI. Ecnm nocne MexaHW4YecKo 06pabOTKM BUAHLI  CRedbl
3arpsA3HeHns, NOBTOPWUTE MPOLECC OYUCTKM U XMMWUYECKON Ae3nH(eKuum [0 TeX nop, Mnoka
3arps3HeHne He UcYesHeT.

Crepunusauyms:

26

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



MapoBasa cTepuanMsauus ¢ UCNONb30BaHMEM BakKyyMHOro npouecca Ha 134 °C B npubope,
KOTOpbI CcoOTBETCTBYeT Mepam 6e3onacHoctm no DIN EN 13060; no yTBepXAeHHOMY
anropuTMy AercTBUNA.

* ®paKkyMOHNPOBaHHbIA cTepunmsatop (Tun B).

» Temnepartypa ctepunnsaumnm: 134°C.

* Bpems BbLUEPXKKN: MUHUMYM 5 MUHYT (NONHbIA LUMKN).

* Bpemsa cywku: MUHUMYM 10 MUHYT.

YT06bI NPeaoTBpaTUTL MOSABMEHUE NATEH U KOPPO3MUK, Nap JO/MKEH 6biTb OUULLEH OT YacTuL,.
PeKOMeH[OBaHHbIe OrpaHUYeHUs MO COAepPXKaHWi 4YacTuy B NoJaBaemMoil Boge MU
KOHJEeHCMpoBaHHOM nape onpegensetca no craHgapty DIN EN 13060. Y6egutecb, 4To He
npeBbllIaeTe MaKCUManbHY0 BMECTUMOCTb CTepMAM3aTopa npu obpaboTke.

Mepen cTepunusaumein Bce AeTannm HeOOXOAMMO OYMCTUTb W NpPOAe3NH(UUMpoBaTb. [pu
PY4YHON 4YWUCTKe TMPOM3BOANTE OYUCTKY WHCTPYMEHTOB OT KPOBM U OCTAaTKOB TKaHeW
creunansbHoM WeTKOoM.

Mepes nNepBbiIM W KaXAblM  NOCAeAyloWMM  WUCNOb30BAHNMEM  WHCTP}TNEHTbI  cnefyet
Le3snH@uUUMpoBaTb, YUCTUTL W CTepuansosatb. [lo NepBOro MPUMEHeHUs CcrefyeT XpaHWTb
WHCTPYMEHTbI B OPUTMHANbHOM YMNakoBKe MPWM KOMHATHOW TemmnepaTtype B 3alWlWEeHHOM OT
NbIN U BO3LENCTBMA BNarn MecTe.

[ns HEeyCTOWYMBbIX K KOppo3um WHCTPYMEHTOB Heo6XxoAnMmMo NCcnonb30BaTh
Ae3nHpUUMpYoLW e N YNCTALLMe CPpeacTBa C aHTUKOPPO3NOHHOI 3aLMTO.

MHCTpYyMEHTbl M3 Hep)XaBetlolleil CTannm B TEPMMYECKOM CTepunn3atope pasbegarorca. ITO
MOXET MPUBECTU K U3MEHEHUIO LiBETA U YMEHBLUEHUIO CPOKa CNYXObI.

Bce paboTbl C 3arpA3HEeHHbIMU WHCTPYMeHTaMW cfiefyeT BbIMOMHATL TOMbKO B 3aLUUTHBIX
nepyaTkax.

CneyuanbHble peKoMeH4aumMn No oTAeNbHbIM BUAAM WMHCTPYMEHTaM:

- CTaJIbHble MHCTPYMEHTbI HeJb3A CTEPUIM30BaTb B aBTOKNABeE.

YHuBepcasbHble NpaBua:

Cobniofainte  yTBEPX[EHHble  Mepbl  NPefOCTOPOXHOCTM  OTHOCUTENbHO  06paboTKK
MeLWLMHCKON NPoAYKLUWUW, AeNCTBYIOLLME B Ballei CTpaHe.

Mpon3BoANTENb MOATBEPXKAAET, YTO BblLEO3HAUYEHHbIE AeTann3MpoBaHHble cnocobbl 06paboTKm
noaxoaaT ANA NOArOTOBKW AaHHbIX FPynn MHCTPYMEHTOB K MX MOBTOPHOMY MCMONb30BAHUIO.
Jluuo  BbINOMIHAKOWee 06paboTKy, OTBeYaeT 3a TO, UTO MNPUMEHEHHble WM MeTofbl
OCYLLEeCTBAANNCL Ha COOTBETCTBYOLEM 060pYLOBaHWU, C WCMOMb30BAHWEM HEOOXO4UMbIX
mMaTtepuasioB U KOMMETEHTHbIM B BONpoce 06paboTKM WHCTPYMEHTOB MEPCOHaNoOM, W 4To
[JeNCTBUTENbHO OblN AOCTUTHYT 0XKMAAEMbI pe3ynbTaT. YToObl rapaHTMpPOBaTb 3T0, HEOOX0ANM
PEryNnApHbIA KOHTPO/Ib YTBEPXAEHHbIX MeXaHWYeCKUX W/MAN PYYHbIX METOA0B MOLrOTOBKM
WHCTPYMEHTOB. JIt06ble OTK/IOHEHUS OT BblWEO3HAYEHHOro [eTann3MpoBaHHOro npouecca
(Hanpumep, MCNOMb30BaHUE pPas3UYHbIX XUMWUYECKUX CPEeACTB) [AO/KHbI ObITh TLlATENbHO
NMpoBepeHbl onepatopoMm Ans obecneyeHns 3PHEKTUBHOCTM U BO U36EXaHWe BO3MOXHbIX
He61aronpuUsATHbLIX NOCNEACTBUIA.

10. MpumeHsemble MeXAYHapoAHble CTaHAAPTHI.
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Hagenne: «Hacankn 3ByKoBHE K HaxoHedHHKaM cromaronormdeckum Sonicflex 2000/2003,
Siroair L, Alegra ST ZE-5SRM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L B Habopax H
OTACTBHEIX YNAKOBKAX C MPHHAMVIOKHOCTAMH» COOTBCTCTBYET TPeGOBAHHA CHCAYIOUIHX
CTanJIaPTOB:

EN ISO 13485:2012

Nupextuna 93/42/EEC

EN ISO 9001:2008.

| 11. Ynpasienne pHCKaMH

Llensio ympaBieHHS PHCKAMH SBISCTCH ONpEACNCHHE, MOKET JH MpOLECC YNPABICHHA
PHCKAMH Y NPOH3BOAHMTENA YCTPAHHTb WIM YMEHBIIHTH PHCKH HACKONbKO 3TO BOIMOXKHO,
NPUEATH MCPHI [0 CHIXCHHIO PHCKOB, KOTOPEIE He MOTYT GHITE YCTPAHEHE!, H HHPOPMHPOBATH
nons3oBareneii 06 0CTaTOYHLIX PHCKaX.

CrcreMa ynmpaBneHHA puckamd komnamun Gebr. Brasseler GmbH & Co. KG
NpesHA3HAYEHA JUIA BHMBJCHHA ONACHOCTCH, CBA3AHHEIX C ycTpoiicTeoM/ NPOM3BOACTBCHHBIM
NpOLCCCOM H OLCHKH CBA3aHHBIX C HHMH PHCKOB, A4 KOHTPONA ITHX PHCKOB M CNEKCHHA 33
3)}EKTHBHOCTHIO KOHTPO/IA Ha MPOTMKEHHH BCEro cpoka CAykOH  ycTpoiicTsa. IIposenenue
8HANU3a PHCKOB, OLEHKU DHCKOB HAYHHACTCA B Mpomecce MpOSKTHPOBaHHA H paspaGorkn.
3¢ heKTMBHOCTD K@KAOTO YCTPOHCTBA, MO OTHOINEHHIO K ITHM M mobnM HenpeABNICHHEIM
PHCKAM, KORTPOAMPYETCS KaK 4acTh CHCTEMB! MEHE/UKMCHTA Ka4yecTBa KOMMAHHH Gebr.
Brasseler GmbH & Co. KG u ee nporpaMMEl NOCAETIPON3BOACTBEHHONO KOHTPOJA.

Vicnons30BaHHe MpOLecca MEHEIDKMEHTa PHCKA OTBeYaeT TPEOOBAHHAM MEXIYHAPOAHOro
craupapra ISO 14971-2007.

12. Ipasuaa XxpaHeHHA H HCNOAbL30OBAHHS

MHCTpYMEHTHl  yNaxoBHIBAIOTCA  HecTepunbHo., [lepel HMCMONB30OBAHHEM WX  ClCAyeT
CTCPHAH308ATh.

VcnoBus axcnmyaralinu:
Temneparypa: ot +5°C no +45°C

OtHocHTeNbHA BAAKHOCTS: oT 30% a0 80%

TeMnepaTypa i BIRXHOCTS XpaHenus: oT 0 o +50°C u enaxuocty ot 10 o 95%.

XpaHHKTL HHCTPYMEHTHI HEOGXOZHMO B CyXOM cocTosnny. CrieAyeT 3aUHILATS HHCTPYMEHTH OT
Bo3ficlicTBHA NpPAMBIX COMHEWHEIX Jyucl, BHICOKHX TeMmeparyp H msuml. Bo n3bexanne
YPEIMCPHOTO HArpeBaHHS OOECNEuMTh NOCTATOMHOES OXNAKIACHHE NPH WCMOALIOBAHHH
BO3AYLIHO-BOAAHEIM cripeeM (He MecHee 50 mu/MEH). HemocTaToyHoe BOAAHOS OXNAXACHHE
MONET TMPHBECTH K HEBOCCTAHOBHMOMY MOBPEXKACHHIO 3y6a M OKPYXAIOLUIMX €ro TKaHeH.
Brikponienusie ¥ Ae(opMHpOBAHHEBIE paouue NOBEPXROCTH HHCTPYMEETa MOTYT BH3LIBATEH
pnGpanuio. Bombmmue NPHKHMERE YCHAMA MOTYT MNPHBECTH K  BHIKDAUIHBAHHIO
NpeNapaudoHHEIX KPOMOK H 00pasoBaHHIO IIEPOXOBATOH MOBEPXHOCTH ay6a. Hamaume na
aNMa3HBIX HMHCTPYMEHTax MeCT ©6e3 aNIMasHOro HanbUIeHHS YKA3HBAST Ha BHICOKYIO
MIHOIIEHHOCTh MHCTPYMEHTa H MOMET MpHBECTH K NOBPEXACHMIO Mynsnsl 3yGa, BBHAY
YpeaMepHO BHICOKHX Temmeparyp. VIHCTpYMEHT B 3TOM Ciyuae HEOOXOZHMO 3aMEHHTS.
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H3orHyTsie, H3HOMEHHBIE HHCTPYMEHTH HWIK HHCTPYMEHTH C PATHANLHBIM GHEHEEM NOICXAT
HeMe e HHOH 3aMene.
| Ipu aesundeximn u crepunmsaniy HeOGXONMMO CNCAMTDH 38 TeM, YTOOH cniocob ofpaboTku
COOTBETCTBOBAJI KOHKPETHOMY HHCTPYMEHTY.
CTepuaM3aLMIo CHCAYET NpPOBOAKTH TOMBKO YTBEPAKACHHHIM criocoGoM. Ecnu wmcrka ®
CTEpPUNH3ALMA MPOBOAATCA HETPABHIILHO HIAH HE B COOTBETCTBHH C NPCANHCAHHAMH, MALACHT
MokeT OBITh 3apaXkeH BPEAHBIMH MHKPOOPraHK3MaMH.

13. YcnoBus TPpAHCIOPTHPOBKH

Hacaaxy cToMaToNOrHyeckne Ui 3ByKOBHIX HAKOHEMHHKOB TPAHCIOPTHPYIOTCA BCeMH BHAAMH
TPAHCTIOPTA B KPHITHIX TPAHCIIOPTHBIX CPEACTBAX, B COOTBETCTBHH ¢ ACHCTBYIOIIHMH HA AAHHOM
| BEAe TPAHCTIOPTA NpaBH/IAMH NEPEBO3OK NIPH TEMIEPATYPE OT 0 po +50°C u Bnaxuoctd or 10
| &0 95%.

' VIHCTPYMEHTH He JOJDKHBI BCTYNAThb B NPAMOH KOHTAKT C OFHEM H BOAOH, 0COGCHHO C yJeToM
HX YNIaKOBKH.

VnaxoBaHHBE HHCTPYMEHTH AOJDKHL OBITH 3aIMINEHH OT MbUIH, BIAKHOCTH H BO3MOXKHOCTH
3arpA3HeHHs B MPOLIECCe TPAHCMOPTHPOBKH K XPAaHEHHA.

V6eaurecs, 4TO YNaKOBKa COOTBETCTBYET HHCTPYMEHTY H BHOPaHHOMY METOIY CTCPHIA3AIHH.
MHauMBHAyanbHas YNaxoBka: KOHTelHep AomKeH GHITs ZOCTATOUHO BMECTHTCILHEIM, YTO0H He
OKasHBANOCH NABNCHHUA HA KpenjeHue,

B ofmeM koHTeliHepe WHCTPYMEHTH PACKIAABIBAIOTCA Ha CHCLHANLHON MOACTaBKE HIW Ha
YHHBEPCAIbHOMN CTEPHIM3ALMOHHON NOACTABKE.

Hcnonsayerca cooTBeTCTBYIOUME CNIoco® YNakoBKH KOHTeHHepa.

14. Cpok cayxbnl

Cpox rogHocTs Hacazox 10 JieT OT AATHI OTTPY3KH C 3aBOAA NPOH3BOAMTENA, YKa3aHHOH B
CONPOBORHTENBHEIX AOKYMEHTAX OT IPOH3BOAHTENA

Koumponv u ynxyuonanvras nposepxa:

HrcTpyMeHTH, EMeEIOIKMe caeAyloimne feheKTl, AOMKHE GLITH HEMeIIERHO 0TOPAKOBAHEL:

- 3aTynneHnsle WK O0JIOMAHHEIE JIE3BHA,

- Hedopmaunu (HanpuMep, NOrHYTHE/3aKpyYCHHbBIC HHCTPYMEHTH);

- Kopposuiinast noBepXHOCT;

- YTpaueHHOe aMa3HOe HaHeCeHHe;

- 3ByKOBBIC HACAAKH ¢ 3a610KHPOBAHHBIM HPPUTALMOHHEIM KAHAMIOM;

- Hacanxu ¢ nospexaerHolt pe3nboil.

OpuenmuposouHas 4GCmMoma UCNORLIOEARUR 36YKOBHIX UHCIMPYMEHMOS.

OxoHuanue cpoka cnyx6h HHCTPYMEHTOB 3aBHCHT OT CYENCHH MOBPCXKACHAA H H3HOICHHOCTH.
Yacras CTepHnH3alHOHHAA 00paboTka He H3IMCHAET XapaKTEPHCTHKH 3THX HHCTPYMEHTOB.

15, Yruamsauus n yHRMTOXKEHHRE

TlospexaeHnbie ¥ AedopuupoBanHbie paboure 4YacTH BHI3BIBAIOT BAOpAUMIO, YTO ABNSETCA
NPHYHHON CO3RAHHA HEAACKBATHEIX MPENApaLHOHHbIX TPAHHI H HEPOBHEIX NOBEPXHOCTEH.
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I'nanKHe MECTA Ha NOBEPXHOCTH ANMA3HBIX HHCTPYMEHTOB CBRACTENILCTBYIOT 00 H3HOMICHHOCTH
aGpasHBHOTO 3€pHA M NoTepe pexyllel cnocoGHOCTH RHCTPYMenTa. OTH AcdeKThl PHBOAAT K
Ype3sMEpPHOMY HATPEBAHMIO M B HTOre K NOBpEXAcHHIO TKaHH. [loaroMy noBpekneHHbe,
H3HOIIEHHEIE HITH HCKPHBJICHHBE HHCTPYMEHTH AOMKHE! GbITh HEMCANICHHO YTHIH3HPOBAHbL

VTunnlamus NpHIEMUHX B HETOAHOCTh HHCTPYMEHTOB NMPOHCXOAMT B COOTBETCTBHH C
BHYTpeHHHM 3aKkoHoparensctBoM P® (CanlluH 2.1.7.2790-10). Knacc onacHoct
l MEIMIKHCKHX OTXOAOB B.

16. T'apasTas HIrOTOBATENSN

CornacHO OGUIUM NMONOKEHHAM M YCIOBHAM NPONAKH IapaHTHHHBIC NMPETEH3HWH 3aKa3uuKa,
ABMAIOUIEroCA KOMMEPYECKHM TNpeANpPHHAMATeIeM, BCTYNAlOT B CHIy ¢ MOMERTa NOCTABKH
TOBapa # AclicTByior B Tesienne oanoro (1) roga.

TaparTHiREH CPOK XpaHEHHS - HE OTPAHHYCH.

ITo ponpocam kagectsa obpamarsca k UIT Munenan IOnus Anaronsessa. Ilpeacrasurens no
NPOAAKAM H MapKeTHHTY B Poccun.

129110, Mocksa,

ymuna Cp. [lepescnasckas, 2 - 38

Tenedon +7 903 180 6408

®akc +7 495 688 6558

Sn.noura:; > ykabirova@kometdental.ru
Skype: yulia_kabirova

17. Oprannmsaumns-H3rOTOBHTEND
«['e6p. Bpaccnep» I'M6X u Ko, KT, 'epmanus/ Gebr. Brasseler GmbH & Co. KG, Trophagener

Weg 25, 32657 Lemgo, Germany, tel: +49(0)5261 701-0, fax: +49(0)5261 701-289, e-mail:
in rasseler.de

Gebr. Brasseler GmbH & Co. KG

LLivamn: Gebr. Brasseler GmbH & Co. KG TponxareHep Ber 25 — 32657 r. flemro. I/a 160 - 32631 r.
Nemro — Fepmanuna

Moanucy Moanuce
Palinxapg Xénbwep Knayc PioGesamep
Ynpasasowmii anpextop Ynpasaaiowmis Aupexrop
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Hacaaxn 38yKoBBIe K HAKOHSYHHKAM croMaTonorumdeckuM Sonicflex 2000/2003, Siroair L,
Alegra ST ZE-S5RM/BC, Synea ST- ZA 55, Synea ST- ZA 55 L, B oTAENBEBIX YNIaKOBKAX ¢
NPEEAICKHOCTIMH,

!

L Hacaaxn 38yKoBLI¢ B OTACNLHLIX YNAKOBKAX:

1. Hacaaks 38YK0BbI¢ CTAILHLIC:
SFS$100.000; SFS101.000; SFS102.000; SFS103.000; SFS104.000; SFS105.000

- HHCTpYKUMS O MPHMEHEHHIO,

2.  Hacagxl ¢ ATMaIHBIM NOKPLITEEM:
SF16.000; SF17.000; SF20.000; SF21.000; SF55.000; SF56.000; SF57.000; SF66.000;

SF67.000; SF68.000; SF69.000; SF70.000; SF847KR.000.016; SF849.000.009;
SF$62.000.014; SF3878KD.000.018; SF8378KM.000.018; SF979.000.012; SF979.000.014;
SF979.000.016; SF8979.000.014; SF8979.000.016; SF8850.000.016; SFD1F.000;
SFD2F.000; SFD3F.000; SFD4F.000; SFD7.000.1; SFD7.000.2; SFM1F.000; SFM2F.000;
SFM3F.000; SFM4F.000; SFM7.000.1; SFM7.000.2; SFS$95.000.018; SFS99.000.014;
SFS$99.000.018; SFS$99.000.021; SF$99.000.024; SFS99.000.027; SF$99.000.030;
SFS$99.000.033; SFS99.000.036; SFS109.000.025; SFS109F.000.025; SFS110.000;
SFS120.000.020; SFS120.000.030; SFS121.000.020; SFS121.000.030; SFS122.000.020;
SFS8122.000.030

- MHCTpYKINIA O NPHMEHEHHIO,

IL IIpanagiexHOCTH:

1. HaGop 4602 000, B cocTase:
- QJIANTTEP NI OXNAKACHAS 3BYKOBERIX Hacanok (SF1979.000) - 1 mr.;
- K09 MOETaXHKH (566.000) - 1 mT.;
= HECTPYKIHSA M0 NPAMEHEHHIO — | 1T,
2. Ananrep 18 OXNOKACHHUA 3BYKOBBIX Hacanok (SF1979.000);
3. Ilepexoanuk ANs NPOMBIBAHMA aRanTepa it oxnaxpenns (SF1977.000);
4. TlepexoaHHUK A% NPOMBIBAHAA 3BYKOBHX Hacanox (SF1978.000);
5. Kmiou monTaxsmei (566.000);
6. Konreiinep s crepummusanus (9952.000).
Gebr, Brasseler GmbH & Co. KG

Wramn: Gebr. Brasseler GmbH & Co. KG Tponxarenep Ber 25 - 32657 r. flemro. MN/a 16032631 7.
Nlemro - Fepmanua

Mognuce Noanuce
Pailinxapp Xénbwep Knayc PiobGesamep
Ynpaensowuil aMpexTop Ynpasaaiowmii aupexrop
Nepesoduux Pponocsa Mapura Muxalinoeno

31

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



["opop Mockaa,

[BajuaTb TPeTbero Aekabps ABe ThiCAYM NMATHAAUATONO roaa,

O AkumoB ['ne6 bopucosny, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO
MOA/MHHOCT b NMOAMNUCK, CAeNaHHOW nepesogunkoM Pponosoit MapuHom
MwxaiinoBHOW, B MOEM NPUCYTCTBUN. JIMYHOCTb ee yCTaHOoB/EHA.

3aperucTpuposaHo BpeecTpe 3a Nqg AN

B3bickaHo no Tapudy: 100 py6. 00 Kon.

HoTapuyc:-

Bcero npoLuHypoBaHo, NPoHyMepoBaHO U
CKpeneHo CT (-a, -0B)
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