KENDA .«?7-

DENTAL POLISHERS

APPROVED
KENDA AG

Sales Managers
Leila Franck
Fabian Franck

INSTRUCTIONS FOR USE
of the medical device

Rotary Dental Instruments to polish and finish dental surface Disposable Polishette, In Sets
manufactured by KENDA AG, Liechtenstein

April 2018
V,. vV \, VIV
Leila Franck Fabian Franck
Sales Manager Sales Manager

Die Echtheit der vor mir volizogenen Unterschrift(en) vo

Frau Franck Leila, geb. 04.12.1989,

Adresse nach eigenen Angaben

FL-9490 Vaduz, Kanalstrasse 18

Identitat ausgewiesen durch; Nr. Unterschrift hinterlegt

Herrn Franck Fabian, geb. 26.09.1987,
Adresse nach eigenen Angaben
FL-9490 Vaduz, Kanalstrasse 18

Identitat ausgewiesen durch: Nr. Unterschrift hinterlegt

Andrea Albrecht-Schadler
Urkundsperson

21 Apil 2018
wird beglaubigt.

Vaduz, den 24.04.2018
FQrstliches Landgericht, Albrecht-SchadlerAndrea

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



bsN w4, ~MO-. vy

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



CONTENTS

1 Name and composition ofthe medical device

2. Information about manufacturer
2.1. Developer
2.2. Manufacturer
2.3. Place of manufacture
. Purpose and scope of use
. Indications for use
. Contraindications
. Possible side effects
. Precautions
. Conditions of use
. Description of the medical device
10. Method of use
10.1. Operation procedure
10.2. Operating principle
11. Target audience

© oo ~NO 01 bW

12. Technical specifications of the medical device

13. Information about materials
14. Risk analysis
15. Safety requirements

16. Requirements to protection of environment

17.

Cleaning, disinfection, sterilization
17.1. Cleaning and disinfection methods

17.2. Sterilization before use
18. List of international standards
19. Transportation
20. Packing and labeling

20.1. Unit package of sets

20.2. Labeling on unit package of sets

20.3. Group packing
20.4. Shipping package
21. Storage and shelf-life
22. Disposal
23. Warranty obligations

24. Requirements to maintenance and repair.Servicing.......ccccoceeeveeenenneenne.

25. Claims

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

oo ~N~Nouogouguoum b~ DMDMDMMAMDMDMDMNMO®W

[ T O T SN —
oo roRlBERrIEBESEBES



1. Name of the Medical Device
Rotary Dental Instruments to Polish and Finish Dental Surface Disposable Polishette, In Sets

Composition of the Medical Device
Rotary Dental Instruments to Polish and Finish Dental Surface Disposable Polishette, In Sets:

1 PS710X.024 set, consisting of:

- cup polisher with silicon carbide particles, diameter 6.5 mm -5 pcs.,

- cup polisher with aluminum oxide particles, diameter 6.5 mm - 5 pcs.,
- cup polisher with diamond particles, diameter 6.5 mm - 2 pcs.,

- point polisher with silicon carbide particles, diameter 3.0 mm - 5 pcs.,

- point polisher with aluminum oxide particles, diameter 3.0 mm - 5 pcs.,
- point polisher with diamond particles, diameter 3.0 mm - 2 pcs.,

- instructions for use.

2. PS715X.024, set, consisting of:

- cup polisher with silicon with carbide particles, diameter 6.5 mm - 10 pcs.,
- cup polisher with aluminum oxide particles, diameter 6.5 mm - 10 pcs.,

- cup polisher with diamond particles, diameter 6.5 mm - 4 pcs.,

- instructions for use.

3. PS716X.024, set, consisting of:

- point polisher with silicon carbide particles, diameter 3.0 mm - 10 pcs.,

- point polisher with aluminum oxide particles, diameter 3.0 mm - 10 pcs.,

- point polisher with diamond particles, diameter 3.0 mm - 4 pcs., A
- instructions for use.

4. PS715C.030, set, consisting of:
- cup polisher with silicon carbide particles, diameter 6.5 mm - 30 pcs.,
- instructions for use.

5. PS716C.030, set, consisting of:
- point polisher with silicon carbide particles, diameter 3.0 mm - 30 pcs.,

- instructions for use.

6. PS715M.030, set, consisting of:
- cup polisher with aluminum oxide particles, diameter 6.5 mm - 30 pcs.,
- instructions for use.

7. PS716M.030, set, consisting of:
- point polisher with aluminum oxide particles, diameter 3.0 mm - 30 pcs.,
- instructions for use.

8. PS715F.015, set, consisting of:
- cup polisher with diamond particles, diameter 6.5 mm - 15 pcs.,
- instructions for use.

9. PS716F.015, set, consisting of:

- point polisher with diamond particles, diameter 3.0 mm - 15 pcs.,
- instructions for use.
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2. Information About Manufacturer

2.1. Developer:

KENDA AG Liechtenstein / KENDA AG, Kanalstrasse 18, LI1-9490 Vaduz, Liechtenstein, tel.
+423 3882311, fax +423 3882319, info@,kenda-dental.com

2.2. Manufacturer:
KENDA AG Liechtenstein / KENDA AG, Kanalstrasse 18, L1-9490 Vaduz, Liechtenstein, tel.
+423 3882311, fax +423 3882319, info@.kenda-dental.com

2.3. Place of manufacture:
KENDA AG Liechtenstein / KENDA AG, Kanalstrasse 18, L1-9490 Vaduz, Liechtenstein, tel.
+423 3882311, fax +423 3882319, info@kenda-dental.com

3. Purpose and Scope of Use

Rotary dental instruments to Polish and Finish Dental Surface Disposable Polishette, In Sets
(hereinafter - polishers) are designed for polishing and finishing of tooth filling material,
crowns, bridge restorations and teeth.

Their scope of use is professional dental therapy and aesthetic stomatology.

4. Indications for Use
The medical device is intended for polishing and finishing of tooth filling material, crowns,
bridge restorations and teeth.

5. Contraindications
Contraindications have not been found.

6. Possible Side Effects

Polisher head consists of silicone, pigments and abrasive material, shanks are made of medical
plastic.

Attention! Do not use the product if you know that patient had hypersensitivity reactions to any
of the listed components.

7. Precautions

» The device is disposable, not suitable for repeated use.

» Should be cleaned, disinfected and sterilized before use.

« Devices may be used only for the specified scope of use.

* Use polishers only with compatible dental machine handpieces.

» Check reliability of connection of the medical device to a dental handpiece and perform a
test start before use.

e Use ofadamaged or misaligned medical use should be immediately discontinued.

* Avoid excess pressure to a patient’s tooth during polishing or finishing.

« Insufficient water cooling during operation may cause irreversible damage both of a tooth
and surrounding tissues.

* During disinfection procedure before use do not increase time of exposure of a
disinfectant recommended by its manufacturer, as excessive disinfection time may cause
swelling of polisher heads.

* Do not use aldehyde-containing disinfectants.

* Do not surpass maximum rpms shown on label of the medical device.

* Use protective medical gloves.

o Use respiratory protection during work.
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» Use eyes proteetion during work.

» Use water spraying with at least 50 ml/min discharge.

* Use only steam method of sterilization. Hot air sterilization is not allowed.

* Do not use the device after expiration of its shelf-life.

* Do not use defective medical devices (visual defects present). Submit a product quality
claim (see clause 26. Claim).

8. Conditions of Use
The medical device is intended for use by trained medical professionals at temperatures +15 to
+25°C, air humidity 10 to 80% in medical and preventive treatment institutions, dental offices.

9. Description of the Medical Device
Rotary dental instruments to Polish and Finish Dental Surface Disposable Polishette, In Sets are
represented by two different polishing head shapes (cup and point-type); made in three color
variants, corresponding to three types of abrasive contained in the head (green - with silicon
carbide, pink - aluminum oxide, violet - with diamond particles).
Polishers with silicon carbide particles are used for quick removal of excessive material
and shaping tooth filling material, crowns and bridge restorations.
Polishers with aluminum oxide particles are used to smooth surface of tooth filling
material, crowns and bridge restorations to a silky gloss.
Polishers with diamond particles are used to achieve high shine on surface of tooth filling
material, crowns and bridge restorations.
Each set of the device Rotary dental instruments to Polish and Finish Dental Surface Disposable
Polishette, In Sets includes a leaflet with brief instructions for use.
i
9.1. The information contained in the insert instruction
¢ Potential user
e Terms of use
* Purpose
« Indication
¢ Contraindications
e Possible side effects
e Briefdescription of MD
» General safety advice

Vil
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* Precautionary measures
* Storage conditions
» Terms of Use

* Sterilization before use with indication of the regimen

Manufacturer address Iml
Rx only - the acquisition and use of Ml is available only to doctors and specialized medical

personnel.
» Mark of conformity of products to the requirements of Directive 0120 C€

10. Method of Use
10.1. Operation Procedure
o After opening unit package of a set the doctor should visually examine polishers and
make sure that they do not have visible defects.
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» Polishers are packed non-sterile and should pass the cleaning and sterilization procedure
(see clause 17.2).

» Before starting operation the doctor should wear protective goggles, medical face mask
and protective gloves.

o Sterilized polishers are inserted into attachment fitting of an angular handpiece to the
maximum depth until stop.

Attention! The Rotary dental instruments to Polish and Finish Dental Surface Disposable
Polishette, In Sets medical device is used with electric dental drill with maximum rotation speed
5000 rpm.

The medical device has a 2.35 ( +0/- 0.05) mm diameter shank (type 1 in accordance with ISO
1797:2017 (with groove and flat flatten, clamping length 13,5 mm) and compatible with RA
angular handpieces (E.g., “Dental handpieces in different versions, with accessories”
manufactured by Bien Air Dental SA, Switzerland, RZN 2015/3410 dd. December 15, 2015,
“Angular dental handpiece for NUM-40 micromotor according to TU 9452-006-07502466-2008,
manufactured by JSC “VEMZ”, Russia, FSR 2010/07484 dd. 15.03.2017).

Polisher shanks diameter is a standard one according to EN 1SO 1797-1 and 1797-2.

» Tools are fixed in the angular handpiece by a locking connection of a clamping lever with
the shank, having the notched facet butt end. For angular handpieces tools with universal
shank shape with 2.35 mm diameter should be used.

» Before bringing the tool to a treated object (tooth, restoration), it should be brought to the
required rotation speed. Quick rotary movements of the polisher head delicately remove
even the smallest particles from surface of the treated object.

» Depending on type of the treated material, a specialist selects a polisher with the
appropriate shape and abrasive type. Heating of the treated surface is prevehted by water
cooling with at least 50 mI/min discharge

10.2. Operating Principle

Human tongue can perceive micron-size roughness. Polishing and finishing with polishers allow
removing roughness and bring healthy shine to a tooth surface.

In each clinical case a dentist is responsible for selection of a polisher.

1-step system

The professional applies the one-step method of treatment, using only one type of polisher, with
diamond particles as a rule. In this case the professional uses the technique of changing pressure
of a rotating polisher on the treated surface.

2-step system

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



In case of the two-step system, dentist uses two types of polishers. At first treatment is
performed with a polisher with a coarser abrasive, followed by treatment with a more delicate

polisher.

3-step system

If three types of polishers with different grit sizes are used, a doctor starts working with the most
coarse abrasive (green polisher with silicon carbide abrasive) to remove excessive material and
obtain the required tooth (restoration) shape. The second step - smoothening of the surface using
the polisher with aluminum oxide particles (red color). High lustre finished is adjiieved at the
third, the finishing step, using a violet polisher with diamond particles.

Choosing the polisher shape
Point polisher shape is very comfortable for treatment of occlusion surfaces and for cervical

areas of a tooth (restoration).

Cup polishers are suitable for finishing cutting (incisal) edges, cheek-side (buccal) surfaces and
distal contacting surfaces of a tooth (restoration).

Recommended pressure of a Polishette polisher to the treated surface 0.3-1 N.
7
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Warning! Do not exceed the 1N pressure.

11. Target Audience

This device may be purchased solely by doctors and specially trained personnel (marked as Rx only).

12. Technical Specifications of the Medical Device

1Polish  Polish
er ing
head
shape
Cup

Head
diameter
(mm)

Total Weight

length ()
(mm)

In the wide
part 6.5 £
0.5,

23.5%0.5 0.24+0.002

"\

In the
narrow
part
3.0+£0.5
In the wide
part 6.5 £
0.5,

Cup 23.5+0.5 0.24+0.002

In the
narrow
part

3.0 £0.5

In the wide
part 6.5 +
0.5,

Cup 23.5%0.5 0.24+0.002

In the
narrow
part
3.0+0.5

Point 3.0£0.5 25.2+0.5 0.15+0.002

Point 3.0£0.5 25.2+0.5 0.15+0.002
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Abrasive/part
icle size

(pm)

Silicon carbide

/
63-180

Aluminum
oxide /
22.8 - 75

Diamond
particles/ 4-8

Silicon
carbide/
63-180

Aluminum
oxide /
22.8 - 75

Color

Green

Red

Lilac

Green

Red

Shank (Clamping
length)

For RA tips,
Type I in
accordance with

ISO 1797:2017

Diameter 2.35 (+
0/- 0.05) mm
(for plastic shank)

The elamping
length 13.5 mm,

Roughness < 6 pm

Tensile  strength
(for plastic shank) >
130 MPa

\



Shank: type 1in accordance with ISO 1797:2017 (with groove and flat flatten),

Diameter of Shank: 2.35 (+ 0/- 0.05) mm (for plastic shank)
The length of Shank (Clamping length): 13.5 mm.

Kernel: length 18.0 + 0.3 mm.

Surface roughness of the shank <6 pm

Tensile strength (for plastic) > 130 MPa

Tools are fixed in the angular handpiece by a locking connection of a clamping lever with the
shank, having the notched facet butt end. For angular handpieces tools with universal shank
shape with 2.35 mm diameter should be used.

Point polisher

Shank Polisher head 0 3.0 £ 0.5 mrn
(clamping length)
13.5mm
=
/4
"m 4SO dh\
V
Kernel 18.0. +0,3 mm ;7,0 £ 0,5 mm
________________ >

lotal length 25.U+ 0,5 mm
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Cud polisher

Shank
(clamped in the tip)

13.5 mm

RTINS
RN

N
1
4

1 Total lenght 23,5+0,5 mm

18,0+ 0,3 mm
Kernel

Design shank polisher

L- 0,9(x 0,05) mm ;

LI - 135 mm;
L2 - 2,7(+ 0/-0,3) mm:
L3 - 1,8 (+0,05/- 0) mm;

Polisher head 0 6.5+ 0.5 mm

0 3.0+05

AN

5.5 +0,5 mm

Shank tvoe 1

z'
.‘—H‘z
,'J
-
| R *"‘!

1

2 A

— g

dl - 0 2,35 (+0/- 0.05) mm (for plastic shank);

d2-0 135 (+0,1/-0,05)mm;
S- 18 (+0/-0,06) mm

Surface roughness of the shank < 6 pm
Tensile strength (for plastic) > 130 MPa
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13. Information About Materials

1 Device name

Rotary dental
instruments to Polish
and Finish Dental
Surface Disposable
Polishette, In Sets
Polisher head with silicon
carbide particles

Polisher head with
aluminum oxide particles
Polisher head with
diamond grit

Polisher shank

Primary package (box)

Materials used in manufacture

Silicone Silpuran CAS 68083-19-2,
Silicone carbide abrasive CAS 409-521 -
2

Pigment Chromoxid green CAS 1308-
38-9

Aluminum oxide CAS 1344-28-1,
Pigmen Hostaperm red CAS 1047-16-1
Silicone Silpuran 68083-19-2,

Diamond grit abrasive CAS 7782-40-3,
Pigment Hostaperm blue CAS 147-14-8
Medical plastic

Polyestherketone PEEK CAS 29658-26-
2

Low density polyethylene PELLD, CAS
61128-46

Type of contact with body
(according to ISO 10993-1)

Short-term (less than 24 hours)
contact with an intact mucosa

Short-term (less than 24 hours)
contact with an intact mucosa

Short-term (less than 24 hours)
contact with an intact mucosa

Short-term (less than 24 hours)
contact with an intact mucosa

Short-term (less than 24 hours)
contact with an intact mucosa

V-

Materials are allowed for the indicated use. The main requirements are provided in EN ISO

21671

14. Risk analysis

Risks related to devices are determined according to EN ISO 14971 requirements. Risk
management is performed using the Risk Analysis System, and Failure Modes and Effects

Analysis (FMEA).

All discovered risks have values below the preset limits and are allowable. The following
residual risks have been found.

N Residual risk

1 Infection due to
improper
sterilization

2 Personal injury ofa
user, assistant or
patient by the device

3 Injury ofa patient
by user during
treatment

I

Dental injury

Possible cause

User error Instructions on hygiene are
provided
User error, Process validation, 100%

Defect devices  receipt control
User error due
to non-
observance of
instructions
Defect devices

provided

11
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Preventive measures

Instructions for use are

Instructions for use contains
precaution measures.

Accidents

No information
about accidents for
the last 5 years.
No information
about accidents for
the last 5 years.
No information
about accidents for
the last 5 years.

No information
about accidents for
the last 5 years.



/

| Patient infected by Incompatible « Biological burden testing No information
the device materials, « Warnings to hygienic about accidents for
defect devices instructions that polishers the last 5 years.
should be treated before
use.
6 Toxic effect on Incompatible Biological burden testing No information
patients materials, performed about accidents for
defect devices + Cytotoxicity the last 5 years.

e Sensitization
» |ntracutaneous reaction
» Acute oral toxicity

As a result of actions of KENDA AG the above risks have been mitigated or excluded. Besides,
there were no reports about adverse events for the last 5 years.

15. Safety Requirements
Warning!
* Do not exceed maximum rpm stated on label of the medical device.
» Use respiratory protection equipment (medical face mask).
» Use protective medical goggles.
» Use water spraying with at least 50 ml/min discharge.

Devices are made of materials that do not possess cytotoxic, irritant, sensitizing and toxic action,

and do not pose negative effect on a human, completely safe. 4

16. Requirements to Protection of Environment
The product does not pose negative effects on the environment during transportation, storage and
use.

17. Cleaning, Disinfection, Sterilization

Attention! Rotary dental instruments to Polish and Finish Dental Surface Disposable Polishette,
In Sets are delivered non-sterile.

Attention! This medical device is intended solely for single use.

Attention! Device should pass cleaning, disinfection and sterilization procedure before use.

17.1. Cleaning and Disinfection Methods
Manual treatment:

Wash the device thoroughly under a water stream. Use nylon brush, if necessary.
For the disinfecting solution use plastic or enameled (with intact enamel) containers,
closing with caps, according to the modes provided in tables of instrumental guidelines.
The manufacturer recommends to prepare working solution according to instructions for
use of an aldehyde-free disinfectant, e.g. Gigasept Instru AF by Schiilke & Mayr GmbH,
Germany.
Put the device into solution. Make sure that there are no air bubbles on the device.
Upon expiration of the disinfection time rinse the device with large amount of
demineralized water.
Dry any residual moisture, preferably - by compressed air.
Using a 6-fold magnifying glass, check visually for cleanliness and integrity. If any
visible impurities are present, repeat the treatment.

12
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Machine treatment:

* Wash the device thoroughly under a water stream.

» Place devices in the appropriate holder of a washing/disinfecting machine, and make sure
that they do not touch each other.

e Add the recommended detergent (e.g. Gigasept Instru AF by Schulke & Mayr GmbH,
Germany), not containing aldehydes.

o Start the required program: cleaning and disinfection.

* When the program is over, take the device from the machine and dry them, preferably by
clean compressed air.

* Using a 6-fold magnifying glass, check visually for cleanliness and integrity. If any
visible impurities are present, repeat the treatment.

17.2. Sterilization Before Use
Recommended method - steam autoclaving, using a type B autoclave (with preliminary vacuum
treatment and vacuum drying).
Attention!
» Sterilization procedure should be performed by a specially trained specialist.
» Place the dry device into a craft paper envelope.
* Autoclave sterilization mode:

Operation Steam overpressure Sterilization hold
temperature (MPa) time
(X) (min)

134-135 0.21 +0.02 From 5 to 7 min

» Do not exceed 135°C for autoclaving.
* Time for drying after autoclave sterilization - 10 minutes.

Sterilized device is ready for use.

To find out sterility maintenance time, read instructions for use provided by manufacturer of
the craft paper envelope.

Attention! This device is intended solely for single use. Repeated use is forbidden to prevent the
risk of cross-contamination. Sterilized, but not used before the expiration of the sterility, the product is
not subject to re-sterilization and requires disposal.

KENDA AG will not bear any liability in case of repeated use or repeated sterilization for use in

several patients or re-sterilization.

18. List of International Standards

Rotary dental instruments to Polish and Finish Dental Surface Disposable Polishette, In Sets are
designed and manufactured in compliance with the following standards:

EN ISO 13485, EN ISO 14971, EN I1SO 21671, EN 980, EN ISO 1797-1, EN I1SO 1797-2, EN
ISO 8325/ EN 28325, EN 1041, EN 1639, EN ISO 10993-1.

Compliance evaluation procedures are performed according to Directive 93/42/EEC, Annex IlI,
and the post-production monitoring system.

19. Transportation
Devices may be carried by any means of transport in covered transportation vehicles with

protection from direct sunlight, according to rules of carriage applicable for the appropriate
means of transport, at air temperature + 2 °C to + 28 °C and air humidity 10 to 80%.
13
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20. Packing and Labeling of the Medical Device

20.1. Unit Package of Sets

Sets of Rotary dental instruments to Polish and Finish Dental Surfaee Disposable Polishette, In
Sets are packed into plastic containers 59.0 £ 0.5 mm x 42.0 £ 0.5 mm x 10.0 £0.5 of low density

polyethylene (Fig.l).

Fig L Plastic container for the medical devices set “Rotary dental instruments to Polish and Finish Dental

Surface Disposable Polishette, In Sets”

\%

Primary plastic container is made of transparent plastic, making its contents visible. The
container has a latch that ensures reliable closure of the cap, and allows multiple opening and
closing of it. The container is wrapped into a control sticker used to control its first opening, and
serving its unit pack. The weight of the individual container is 6,10 = 0,01 g, the mass of the

short instruction for use is 1£0,01 g.

Packed product weight
No.  Set name
PS710X.024
PS715X.024
PS716X.024
PS715C.030
PS716C.030
PS715M.030
PS716M.030
PS715F.015
PS716F.015

(=Y

O© o No ok wdN
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Gross weight (g)
<11.84

< 12.92

< 10,76

< 14,36

<11,66

< 14,36

<11,66

< 10.76

<9,41



20.2. Label on Unit Packing of a Set:

Label dimensions are 35.0 + 0.5 mm x 47.0 £0.5 mm.

A®PS715M.030®i00i(

No. Description

1 drefl setname

2 : Maximum number of rotations

per minute recommended for use
3 Machine-readable bar code

4 Quantity of polishers in the set

5 Manufacturer’s name and
address

jr

n Temperature limits for
transportation and storage

L, R
0 ee instruction for use.
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I A A Consult accompanying documents
1  before use.

8 itotl )
-------- Product serial number

9
Expitation date (yyyy-mm-dd)
10 .
For single use

u

| Protect from sunlight
o Q3 cE mark with notified body

F\’Xo'iy product may be
13

purchased only by doctors or other
specially trained personnel

Bell Centennial Std Sub Caption font is used, specially designed for the label.

20.3 The Group packing

Plastic containers of the same type of sets, 10 pieces are packed into a shipping carton with
dimensions 95 £ 2 mm x 60 £ 2 mm x 65 £ 2 mm.

A package list is attached to each shipping package, containing;

- medical device name,

- Manufacturer’s name and address,

- gross weight,

- product serial number,

- number of pieces of each code of medical device in the shipping package
- date of packing

- Expiration date

Gross weight of a multiple packaging, depending on the set type: minimum 105 + 3 g, maximum
158 + 3 g.

16
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The marking icons of the group package are the same as the transport packing icons (see No.
20.4).

20.4. Transport packaging

Transport packaging is a cardboard box of three-layer corrugated cardboard with the size 24.5 +
0,7 sm X19.5+£ 0,7 sm x 9.5 + 0,7 sm, into which 6 group packages are packed.

For each shipping package, a packing list is attached, which indicates:

- the name of the medical device,

- name and address of the manufacturer,

- Gross weight

- serial number of products,

- the number of group packages of the medical product of each code in the transport package
- date of packing

- shelf life

The packaging contains the following symbols.

N Description

1 Manufacturer’s name and address ] |

2 For single use ®

3. Storage temperature x

4. Consult instructions before use A

5. See instruction for use D®
This product may be purchased only by

6. doctors or other specially trained Rx only
personnel

7 Keep away from sunlight

8. Wear eye protection

9. Wear breathing protection #

17
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Package recycling mark @

Unit and shipping packages ensure security of the medical device and prevent penetration of
contaminants from external environment.
Each set is packed in a way preventing possible damage during storage and transportation.

21. Storage and Shelf-Life

Environment parameters for storage:

air temperature + 2to + 28°C,

air humidity 10 to 80%,

Should be protected from direct sunlight, high temperatures and dust.
Conditions ofuse:

Air temperature: +15°Cto +25°C,

Air humidity: 10 to 80%

Shelf life of the medical device is 4 years from the date of manufacture, indicated on the label.
Expiry date of the medical device is printed on the label

22. Disposal

Used devices should be disposed as class B medical waste according to rules of SanPiN
2.1.7.2790-10.

Unused devices should be disposed upon expiration of their shelf-life:

- as class B medical waste (if unit package has been damaged or disturbed during stofage), or the
sterilized product has not been used.

- as class A medical waste (if unit package has not been disturbed).

- shipping carton package is suitable for recycling

23. Warranty Obligations
Warranty term of the medical device is 12 months. Warranty period starts from the moment f

delivery of goods. If manufacturer, KENDA AG, Liechtenstein, delivers goods as replacement,
the warranty term is renewed and equals to 12 months from the moment of delivery of replacing
goods.

Warranty term for storage is 4 years.

On any quality related issues please contact the authorized representative in Russia
00O “MedTestConsulting”, Russia, 123181, Moscow, 1 Kulakova str., bldg. 1, office 193,
medtestconsult@,mail.ru. +7 (495) 750-29-01, +7 (903) 729-77-14.

24. Requirements to Maintenance and Repair of the Medical Device. Servicing
Devices are not subject to maintenance or repair.

25. Claims

Manufacturer: KENDA AG, Kanalstrasse 18, 9490 Vaduz, Liechtenstein Tel. -b423 3882311,
Fax: -b423 3882319 , e-mail: info@kenda-dental.com

In the Russian Federation buyer may send claims to quality to the Manufacturer’s Authorized
Representative in the Russian Federation OOO “MedTestConsulting”, Russia, 123181, Moscow,
1 Kulakova str., bldg. 1, office 193, medtestconsult@ mail.ru. +7 (495) 750-29-01, +7 (903) 729-

77-14.
18
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24 TpeboBaHMA K TEXHUYECKOMY 00C/MYXXUBAHUIO N PEMOHTY.
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CepBMCHOE 06CNy>XNBaHUE
. Peknamayuns
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1. HammeHoBaHWe MeANLIMHCKOIO U3L4eNnuns
«MIHCTPYMEHTbI CTOMaTONOrMYecKme poTauuoHHbIE AN MOAMPOBKU U (DUHULLIHOK 06paboTKu
3y60B MonuweTT 04HOpa3oBble, B Habopax»

CocTaB MeAMLUMHCKOIO N3gennsa
WHCTpYMeHTbI CTOMATONOrMYeckne pPoTauuOHHble AN MOMIMPOBKU U (PMHULWHOK 06paboTKu
3y608B MonuweTT 0gHOpas3oBble, B Habopax:

1. PS710X.024, Habop, B cocTaBe:

- MONUP YalleBUAHbIA ¢ YyacTuuaMu Kapbuga KpemHus, gnametp 6,5 Mm -5 WwT.,

- MONMP YaleBUAHbIA C YacTMLaMn OKCuAa antoMUHNUSA, gnameTp 6,5 mm - 5 wr.,
- MONMP YaleBUAHbIA C anMa3HbIMK YacTuuamu, gnametp 6,5 mm - 2 wr.,

- MONMP KOMbEBMAHbINA C YyacTuuamn Kapbuga kpemuus, guametp 3,0 mm - 5 WwT.,
- MONNP KOMbEBUAHbLIA C YacTMLaMu okcuia antoMmHusa, anametp 3,0 Mm - 5 WwT.,
- MONNP KONbEBUAHbIA C anMasHbIMK YacTuuamn, gnametp 3,0 Mm - 2 WT.,
NHCTPYKLUSA NO NPUMEHEHUIO.

2. PS715X.024, Habop, B coCTaBe:

Nonup YalleBUAHbIA ¢ YacTULaMn Kapbuaa KpemHus, auameTp 6,5 mm - 10 wT.,
- MONNP YalleBUAHbIV € YacTULaMy OKCcuAa antoMuHus, gnametp 6,5 mm - 10 wr.,
Nnonunp 4YaleBUAHbIA C anMa3HbIMK YacTuuamm, anameTp 6,5 mm - 4 Wwrt.,
WMHCTPYKLMUSA NO NMPUMEHEHUIO.

3. PS716X.024, Habop, B cocTaBe:

- MONNP KOMbEBUAHbLINA € YacTuuaMmu Kapbupga kpemuus, guametp 3,0 Mm - 10 wr.,
- MONMP KOMbEBMAHbIA C YacTuuamn okcuga antommuusa, gnametp 3,0 mm - 10 wT.,
- MONMP KOMbEBUAHbIN C anMa3HbIMK YacTuyamu, gnametp 3,0 Mm - 4 WwrT.,

- NHCTPYKLMA MO NPUMEHEHUIO.

4. PS715C.030, Habop, B cocTaBe:
NnoAup YalesBuAHbIN ¢ YacTULamMun Kapbuaa KpeMHus, gnameTp 6,5 mm - 30 wrT.,
WHCTPYKLMA NO NPUMEHEHUIO.

5. PS716C.030, Habop, B cocTase:
NOMP KOMbeBUAHbIN C YacTuuamun kapbuga kpemuusa, guametp 3,0 mm - 30 WT.,
WNHCTPYKLUA NO NPUMEHEHUIO.

6. PS715M.030, Habop, B cocTaBe:
Nnonunp YalleBUAHbIA C YacTULAMW OKCUAa antoMUHNUS, aunameTtp 6,5 mm - 30 wr.,
WHCTPYKLUMA MO NPUMEHEHUIO.

7. PS716M.030, Habop, B cocTaBe:
- NONNP KOMbEBUAHbLIA C YacTULAMM OKCUAa antomMuHns, auameTtp 3,0 mm - 30 wr.,
- UHCTPYKLMA MO NPUMEHEHNIO.

8. PS715F.015, Habop, B cocTase:

- MONMP YaleBMAHbIA C anMa3HbIMK YacTuuamun, gnametp 6,5 mm - 15 wr.,
- MHCTPYKLMA MO NPUMEHEHNIO.
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9. PS716F.015, Habop, B cocTaBe:
- NOMIMP KOMbEBWUAHBINA C afMa3HbIMK YacTuuamu, auametp 3,0 Mm - 15 wr.,
- UHCTPYKUMSA N0 NPUMEHEHUIO.

2. CsBefeHna o nNponssoguTesne

2.1. Pa3paboTuuk:

«KEHOA Al» NuxTteHwTteintH/ «KENDA AO», Kanalstrasse 18, L1-9490 Vaduz, Liechtenstein,
Ten. +423 3882311, dakc +423 3882319, info@kenda-dental.com

2.2. MpowusBognTens:
«KEHAA ATl » luxteHwTeinH/ «KENDA AO», Kanalstrasse 18, L1-9490 Vaduz, Liechtenstein,
Ten. +423 3882311, pakc +423 3882319, info@kenda-dental.com

2.3. MecTo0 npou3BoAcTBa:
«KEHOA Al» MnxteHwTteitH/ «<KENDA AO», Kanalstrasse 18, L1-9490 Vaduz, Liechtenstein,
Ten. +423 3882311, dakc +423 3882319, info@kenda-dental.com

3. HasHauyeHune 1 06/1aCTb NPUMEHEHNS

NHCTPYMEHTbI CTOMATO/IOrMYECKNe POTaLMOHHbIE ANS MOAUMPOBKUM U (PUHULLIHON 06paboTKu
3y6oB lMonuweTT ofHOPa30Bble, B Habopax (gasee nonmpbl) npefHasHayeHbl 409 NOJNPOBKU Y
(OMHULWHOK 06paboTKM NIOM6O, KOPOHOK, MOCTOBUAHbIX MPOTE30B M 3y60B.

O6nacTbl0 MPUMEHeHUs ABNSETCA MpodeccMoHanbHas TepaneBTUYeckas W acTeTmyeckas
cTomarosiorua. [aHHoe u3fenne [OMNYCKAeTCHd MCNOJ/Ib30BaTb TO/IbKO KBa/MDULUPOBAHHOMY
MeANLNHCKOMY paboTHMKY, 06y4eHHOMY paboTe C AaHHbIM BUAOM M3AENNIA.

4. NokasaHna K NPUMEHEHUIO
MeauuMHCKOe u3aenne NoKasaHo AAS MOAMPOBKM M (OMHULIHOKW 06paboTKM MAOMO, KOPOHOK,
MOCTOBMAHbIX NPOTE30B M 3y60B.

5. MpoTuBONOKasaHuA
MpoTUBOMNOKAa3aHWNA He BbIAB/IEHbI.

6. Bo3MOXHbIe NOOOYHbIE AENCTBUS

FonoBKa MOAMPOB COCTOUT U3 CUIMKOHA, MUITMEHTOB M abpa3nBa, XBOCTOBUKM M3FOTOB/IEHbI U3
MeANLMHCKOR nnacTmacchl.

BHumaHme! He cnegyeT nNpuMeHATb W34enne, ecnnm M3BECTHO, 4YTO Yy NauueHTa 6biau
annepruyeckne peakymm Ha nto60M M3 NepeuncneHHblX KOMMNOHEHTOB.

7. Mepbl NpefoCTOPOXHOCTH

*  W3genue ABnAsieTCcA 04HOPA30BbIM, He NMpeAHAa3HaYeHOo 41 NOBTOPHOM0 MCMO/b30BaHMs.

e Tepef NpuUMeHeHUEM TPeOYOT OUUCTKU, Ae3VHGEKLMN 1 CTEPUIN3ALUN.

e W3genus moryT NpUMEHSITbCS TO/TbKO B YKa3aHHOM 06/1aCcTV NPUMEHEHNS.

e Mcnonb3yiTe NOAMPbI TOMbKO C COBMECTUMbIMW HAaKOHEYHMKaMUN 60pMaLlnH.

e Tllepes npuMMeHeHWEM MpPOBepbTe HaLeXHOCTb MPUCOEAMHEHUS MEAULMHCKOro wu3genns K
HaKOHEUYHMKY 60pMaLLMHbl U BbINOHUTE NPO6GHbINA 3anyckK.

* KVcnonb3oBaHue NOBPEXAEHHOr0 WA NOTEPSABLUEr0 LEHTPOBKY MeAULUHCKOrO U3AeNnsa LOHKHO
6bITb HEMEANIEHHO MPeKpPALLEHO.

e WN3beraliTe 4pesMepHOro AaB/fieHUs BO BpemMs MNOAMPOBKU UAM (PUHULLHOW 06paboTKM Ha 3y6
naumeHTa.
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HepocTaTouHoe oOxnaxAeHue BOAOW BO Bpemsi paboTbl MOXET MNPUBECTUM K HeobpaTMMbIM
MOBPEXAEHNAM KaK 3y6a, TaK 1 OKPYXarLnx TKaHel.

Mpyu npoueaype fAe3vHGeKUUM nNepes NPUMEHEHUEM He YBeMYuBaliTe BpeMsi BO3AeNCTBMSA
LEe3VHULNPYIOLLEr0 CPeAcTBa, KOTOPOe PEKOMEHAYyeT MpPOW3BOAMTENb, TaK KakK W30bITOK
BPEMEHU Ae3UHMEKLNN MOXET MPUBECTU K HAbyXaHUIO TO/I0BKMK MOJIMPOB.

He ncnonb3yiTe gesnHuULMpyoLLe CPeACTBa, cofepXKallne anbierunibi.

He npeBbllwaliTe MakCUMasibHble 060POThI, YKa3aHHbIE Ha 3TUKEeTKe MeAULMHCKOT0 M3fenus.
Bocnonb3yinTech 3alUTHBIMU MeAULUHCKUMW NepyaTKaMu.

Mpy paboTe BOCMONb3yTECh CPEACTBOM 3allNTbl OPraHOB AbIXaHUS.

Mpu paboTe HageHbTEe CPeACTBO 3aLLMThI Ha rnasa.

MpuMeHsliTe pacnbifieHNe BOAblI C pacXofAoM He meHee 50 MA/MUH.

Vcnonb3oBaTbh TO/MIBKO MapoBoi MeToA cTepunusaumu. CTepuamsaumsi ropsiuiMM BO3AYXOM He
jonyctuma.

He ncnonb3oBaTb M3genue nocje UCTeYeHUs CpoKa rofHOCTMU.

He ucnonb3yinTe HencnpaBHble MeAWLMHCKUE U3Aenus (Hanmune Bu3yalbHbIX geopmatiunii).
ObpaTtuTecb C NpeTeH3MeNn No KayecTBy ToBapa (cM. n. 26. Peknamayums).

8. ¥YcnoBusa npumMeHeHus

MeauunHCKOe wun3fenue rnpefHasHayeHO A5 WCNO/b30BaHUA MOArOTOBMEHHbIM MNPOdeccMoHanbHbIM
MeAULMHCKUM MepcoHanoMm npu temnepartype oT +15 go +25°C, BnaxHocTu Bo3gyxa oT 10 go 80% B
JIMY, cTomaToNnormyecknx KabuHeTax.

9. OnncaHve MeguULIMHCKOro n3aenns
MHCTPYMEHTbI CTOMAaTOMOrMYecKMe pPOTaLMOHHbIE ANS MONMPOBKM U OUHULLHOW 06paboTKn 3y60B
MonnweTT ofgHOpas3oBble, B Habopax nNpeAacTaBfeHbl [ABYMS pasIMYHbIMW (opMamu NONMPYHOLLLEN
rosoBKN (YalleBUAHOW M KOMbEBUAHOI); BbIMOMHEHbI B TPEX LBETOBbIX BapualusiX, COOTBETCTBYHOLLNX
TPpem BMAaM COJeprKallerocs B rosioBKe abpasmBa (3eNeHblii —C YyacTMuaMn Kapbuga KpeMHus, po30Bbli
—OoKcKuaa aloMUHUSA, CUPEHEBBI —C aIMa3HbIMUW YacTuLaMMU.

Monnpbl ¢ 4yacTMuaMn Kapbuga KPeMHUS MNPUMEHSOTCS 418 6bICTPOro yaaneHus W3NULIKOB
mMaTepuana u npugaHusa GopmMbl Naomo6am, KOpoOHKam, MOCTOBUAHBLIM NpoTe3am.

Monupbl € YacTMUaMW OKCUJ a/tOMUHUSA MPUMEHSIOTCA AN WANGOBAHMUS MOBEPXHOCTU MIOMO,
KOPOHOK, MOCTOBUAHbIX NPOTE30B 40 6Griecka.

Monupbl € YacTuuamy anmMasa MNPUMEHSTCS ANs  NpUMAaHUs MOBEPXHOCTAM MJIOMO, KOPOHOK,
MOCTOBU/HbIX MPOTE30B 1 3y60B 6/1eCKa BbICOKOW CTEMEHU.
B Kaxiblii Habop wu3gennss WHCTPYMEHTbl CTOMAaTO/IONTMYeCKne poTauWOHHblE A7 MOMUPOBKU N
(pMHMWHON 06paboTKM 3y60B [MonuweTT ofHOpa3oBble, B Habopax B/OXEHA KpaTKas WHCTPYKLUUA-
BKNagblL.

9.1. WHdopmauums, cogepxalascs B MHCTPYKUNN-BKIAbILLIE

MoTeHUMaNbHbIN N0Mb30BaTE b

YcnoBns NpUMEHEHMNS

HasHaueHue

[MokasaHua

MpoTuBonokKaszaHms

B03MOXHble NOG0OYHbIE AeNCTBUSA
KpaTkoe onncaHne M

O6uwme pekoMeHgaumMm no 6e3onacHoOCTU:

1 @ ® .

NpumeHsiiTe
HageHbTe cpejcTBa
acneineHne BoAs C
He npcAsiwanTo 3aumnTel nras p A

MaKCUManbHbe 3ayuTh opraHos pacxofom He meHee 50
bIXaHNS -
o60poThl A mMn " bInH

HageHbTe cpeacTea
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Mepbl NPefjoOCTOPOXHOCTU
YcnoBus xpaHeHus
YcnoBus sKcnayaTayum

CTepI/IfII/I3aLI|VI$I nepeg nNpUMeHeEHNEM C YKasaHMemM pexxmma

AJpec NpousBoANTENA i w
Rx only - npuoGpeteHne u wucnonb3oBaHMe MW  focTynmHO TONbKO — Bpayam
creunann3mpoBaHHOMY MeAULUHCKOMY MepcoHany.

3Hak C€ COOTBETCTBUA NMpoayKumu Tpe6oBaHmsamM AupekTusbl 0120
LLUTpux Kog
Kog QR

10. Cnocob npMMeHeHUSN
10.1. MopAafok paboThl

* [locne BCKPbITUA MHAUBMAYaNbHON YNakoBKM Habopa Bpay [O/DKeH OCMOTPETb MOMUPbI
1 y6eanTbCa B OTCYTCTBUM BM3YyaslbHO ONpefennuMbIX AedeKTOoB.

e T[lonupbl ynakoBbIBAtOTCA HECTEPUbHBLIMW W [OMKHbI NPONATU Mpouesypy UUCTKU W©
cTepunmsayuma, (cMm. n. 17.2).

* [lepep Havanom 3Kcnayatauuum Bpay [O/DKEH OAeTb 3aliUTHbIe OYKMW, MeLULMHCKYHO
MacKy M 3aliUTHbIE nepyartka.

* [lpocTepunn3oBaHHble  MOMUPbI  BCTAaBNAKTCA B Y3€/1  KPEenjeHus  yriosoro
CTOMAaTO/10rM4eCKOro HaKOHeYHKa Ha MakCMMasbHYH rny6uHy L0 ynopa.

4,
BHumaHue! MepguuunHckoe wusgenue «MHCTPYMEHTbl CTOMATO/IOTMYECKMe POoTalUWOHHbIE AN4
NOIMPOBKN N PUHULIHON 06paboTKM 3y60B MonnweTT 04HOPA30BbIe, B Habopax» MpUMeHsSeTCs
C YIN0BbIMW CTOMAaTON0TMYeCKUMM HAKOHEYHUKAMU C MakCUManibHOW CKOpPOCTbIO BpaLLeHUs
5000 060pOTOB B MUHYTY.
MeauunHCKoe n3genvie umeet guameTp xsoctosuka 2.35 (+0/- 0.05) mm (Tvn 1 B COOTBETCTBUM
c ISO 1797:2017 (c kaHaBKOW W MAOCKOM NbICKOMW, AnnHa 3axuma 13,5 mm). COBMECTUMO C
YrnoBbIMW HakOHeYHUKamMu RA (Hanpumep, «HakOHeUYHUKU CTOMATONOTMYECKUE, B Pa3/INUHbIX
BapMaHTax WCMOMHEeHNS, C MNPUHAANEXHOCTAMU» Mpou3BoAcTBa bbeH-Oip [eHTan CA,
L seinapusa, P3H 2015/3410 ot 15 gekabps 2015, «HakOHeYHMK CTOMATONI0rMYeCK1iA YrnoBoM
ana MmukpomoTtopa HYM-40 no TY 9452-006-07502466-2008, npoussoactea AO «BOM3»,
Poccus, ®CP 2010/07484 ot 15.03.2017 r.).
Jnametp XBOCTOBMKA NOMMPOB ABNAKOTCA CTaH4apTHbIMKU B cooTBeTcTBUMKU ¢ EN ISO 1797-1 n
1797-2.

* ®duKcauma MHCTPYMEHTOB B YI/I0BOM HakKOHEYHMKe [O0CTUraeTcd 3a CYeT 3amMKOBOro
COEINHEHNSA 3aXMMHOr0 pblyara C XBOCTOBUMKOM, MMEKLWMM OFpaHEHHY TOpPLEeBYHO
4aCTb C Haceykou. [na paboTbl C YrnoBbIMA HaKOHEYHUKAMMN MPUMEHAOT UHCTPYMEHTbI
C YHMBEPCanbHON KOHCTPYKLIMEA XBOCTOBMKA AMaMeTpom 2,35 MM.

* [lepep nojaveil MHCTPYMeHTa K 06beKTy 06paboTku (3y6y, pecTaBpayunn) HeobxoAnmo
BbIBECTM €ro Ha HYXXHYK 4acToTy BpalleHUs. bBbiCTpble poTauMOHHbIE [BUXKEHUSA
roI0OBKM Nnonunpa no3sonifoT AeNIMKATHO YAansiTb Mefbyaiilime 4acTUYKKU C MOBEPXHOCTHU
ob6pabaTbiBaeMOro 06beKTa.

* B 3aBucumocTM OT Tuna obpabaTbiBaemMoro martepuana creymanncT BbloupaeT noamp
nogxopauein ¢gopmbl M TMnom abpasmBa. HarpeeaHue o6pabaTbiBaemMOi MOBEPXHOCTM
npefoTBPaLLAETCA NPY NOMOLLY BOASHOIO OXNAXAEHUSA C pacXoAoM He MeHee 50 MI/MUH

10.2. MpuHUMNbI paboThbl
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UenoBeyecknii  A3blK  CMOCOGEH BOCMPMHUMATL  LUEPOXOBATOCTM pPa3MEpPOM B MUKPOH.
MonvpoBka M (MHUWHAA 06paboTKa C MOMOLLbK NOAMPOB MO3BONAKT YCTPaHWUTb MUKPO
LLepOX0oBaTOCTU U NpUAATh 3y6GHOW NOBEPXHOCTM ECTECTBEHHbINA BecK.

3a BbI6GOP MO/Mpa B KAX/A0M KIUHUYECKOM C/lyyae OTBEYaeT CTOMAaTO/Or.

1l-wuaroBasi cuctema

CneuunanucT NpyMeHseT 0fHO3TanHbI MeToh 06paboTKuM, MCNONbL3Ys TONbKO OAWMH BUL NOMMPA,
Kak npaeunio, C afMasHbiMW 4YacTuuamu. B atom cnydvae, cneumanncTt NPUMeHSET TEXHUKY
N3MeHeHWs JaBfieHNs BpalyatoLleroca noanpa Ha obpabarsiBaemyto 061acTb.

2-X warosas cucrtema
Mpu 4BYX3TanHOM MeTO4e CTOMAaTO/NOor MCNoNb3yeT fABa BuAa nonmpos. CHavana obpaboTka
NPOMCXOAMT C MOMOLLbIO nonmpa ¢ 6onee rpybbim abpasnmBoM, 3a Heil cnefyeT o6paboTka 6onee

ODENNKATHbLIM NONPOM.

Mpn ABYX3TamHOM MeTOAe CTOMATO/IOr MCNONb3yeT fABa BuAa nonupoB. CHavyana o6paboTka
NPOMCXOAMT C MOMOLLbIO Monmpa ¢ 6onee rpybbim abpasnmBoM, 3a Heil cnefyeT obpaboTka 6onee

NENNKATHBLIM NONPOM.

3-X WwaroBasi cucTema

Mpu UCNonb30BaHWM TPEX BUAOB MOMPOB C Pa3HON 3ePHMCTOCTHHO Bpay HauMHaeT paboTy C
Hambonee rpy6oro abpasuBa (3eMeHblil NOAUP C YacTULAMW U3 Kapbuaa KpemHus), KOTOPbIM
yAanaTca M30bITKM maTepuana v NpUAaeTcs HYXHbIA KOHTYp 3y6a (pecTaBpauuu). BTopoit
Wwar - CraaxwuBaHMe MNOBEPXHOCTM C MOMOLWbID NOAMpa C 4YacTULaMM OKCuAaa antoMUHKSA
(po3oBoro uBeta). brneck ob6pabaTbiBaeMOil MOBEPXHOCTU AOCTUraeTCs Ha TPeTbeM, (PUHULLHOM
aTane Cc MOMOLLbIO CMPEHeBOro NoJsiMpa ¢ aMasHbIMU YacTuLamu.

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



Bbl6op hopmbl nonmpa
dopma KOMbeBUAHOIO NOAUPA 0YeHb YA06Ha AN 06paboTKM OKKIHO3MOHHbLIX MOBEPXHOCTEN, a
TaKxe Ana obnacteil weikn 3yba (pectaspawun).

YawesmHble Nonupbl NoAX0AAT ANnA 00paboTKu pexyuinx (MHUM3UBHBLIX) KpaeB, LLIEYHbIX
(6yKKanbHbIX) NOBEPXHOCTENA M AUCTaNbHbI KOHTAKTHbIX MOBEPXHOCTEN 3y6a (pecTaBpawun).

PekomeHAo0BaHHOE ycunve nonupa MonuwetTt Ha o6pabaTbiBaeMyto NoBepxHOCTb',3-1 H.

BHumaHune! He npesbiwarte ycunve 1 H.

11. UeneBas aygutopus
MprobpeTeHne [AHHOrO W34eNUS AOMYCKAETCSH WCKIYUTENbHO Bpayamy U Creunanm3npoBaHHbIM
nepcoHanom (npomapkmnposaHo Rx only).

12. TexHNUYbECKME XapaKTePUCTUKN MeAULMHCKOIO U3genms

nonvp  dopma
nosampo
Ba/IbHO
n
ronoBK
7
yaiueBnj
wW Has

yaiuesnj
HasA

JOunameTtp
paboyeit
yacTum
(ronoBkn)
(M)

B LLMPOKOIA
yactun 6,5 +0,5,

B y3Koii yactu
3,0 £0,5

B LUMPOKOIA
yactun 6,5+0,5,

B y3koii uactn
3,0 £0,5
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O6Lwasn

A/IMHA
nonunpa

(M)

23,5+0,5

23,5%0,5

Macca

)

0,24+0,0
02

0,24+0,0
02

Abpasns/
pasmep
yacTumL,
(MKM)

LiBeT

Kapbug 3eNeHbIN
KpeMHus/

63-180

Okcug
antoMuHuns/
22,8 -75

pO30BbIi

XBOCTOBUK

Ana  yrnosbix
(RA)
HaKOHEUHVKOB.

Tun 1 B
COOTBETCTBUN C
1ISO 1797:2017

OnameTtp 2,35
(£0/-0,05) mm
(ansa
N1aCTUKOBbIX
XBOCTOBUKOB)

OnuHa
(3axmmaemast
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Monnp KonNbeBUAHbIN

XBOCTOBUK Monoska nonnpa 0 3,0+ 0.5 mm
(4acTb CTEpXKHS, 3aKMMaeMas B HAKOHEUHUKE)
13,5 Mm
& MeYsnop\
\Y,
CrepxeHb 18.0. +£ 03 mm 10 £0,5 mm
N
O6was gnnHa noavpa 25.0 + 0,5 mm
Monunp YaweBUAHbIN
XBOCTOBUK Monoska nonupa 0 6,5+ 0,5 mm
(4acCTb CTEPXHSA, 3aKMMaemas B HAKOHEYHVIKE)
13.5 mm
onauvauod ;,
TepxxeHb 18,0 £ 0,3 mm +0,5 mm
O6uwas gnmHa nonmpa 23,5£0,5 mm
10
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L- 0,9(£ 0,05) mm ;

LI - 13,5 mm;

L2 - 2,7(+0/-0,3) mm;
L3-1,8(+0,05/-0)mm;

dl -0 2,35 (+0/-0,05) mm; (
d2-0 1,35(+0,1/-0,05)mMm;
S-1,8 (+0/-0,06) MM

ans MNNACTUKOBbLIX XBOCTOBU KOB)

LLlepoxoBaToCTb MOBEPXHOCTN XBOCTOBMKA < 6 MKM

MPOYHOCTb Ha pacTsXXeHWe (415 NNaCTUKOBOrO XBOCTOBMKA):

13, CeegeHnAa o maTtepunanax

HanmeHoBaHMe
n3aenns

MHCTPYMEHThI
CTOMAaTo/I0rnyecKue
poTaLunoHHble Ans
NONMPOBKN N (PUHULLIHOM
06paboTku 3y60B
MonuweTT 0g4HOPaA30BbIe,
B Habopax

ConoBKa NonmpoBs ¢
yaeTuuamm Kapbuga
KpemMHUsA

[TonoBKa NosnMpoB ¢
yactTuuamm oKcmnpga
aJTIOMNHNA

"0/10BKa NONPOB ¢
anMasHol KpoLUKoW

MaTepuanbl, NpUMeHsieMble NP
N3roToB/IEHNM

CununkoH Silpuran CAS 68083-19-2,
Abpasne Kapbug kpemHusa CAS 409-
521-2

MurmeHnT Chromoxid green CAS 1308-
38-9

CunukoH Silpuran 68083-19-2,
AbpasmB okcupg antoMmmHmsa CAS 1344-
28-1,

MurmeHT Hostaperm red CAS 1047-
16-1

CunukoH Silpuran 68083-19-2,
Abpas3ns anmasHaa Kpowka CAS
7782-40-3,

MurmeHT Hostaperm blue CAS 147-

11
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>130 MMMa

Buz KoHTakTa ¢
opraHnsmom (no 1SO 10993-

1)

KpaTkoBpeMeHHbI (MeHee 24
4acoB) KOHTaKT C
HEMoBPEXAEHHOM CNU3NCTON

000/104KO

KpaTkoBpeMeHHbI (MeHee 24
4acoB) KOHTaKT C
HEMOBPEXAEHHOW CNN3NCTON

000/104KO

KpaTKoBpeMeHHbIN (MeHee 24
4acoB) KOHTaKT C
HEMOBPEXAEHHOW CM3NCTOMN

000104KO



XBOCTOBUK NOSINPOB

MepBUYHasA ynakoBKa
(kopo6ka)

14-8

MeguumnHcKaa njaacTtmacca
MonuadupagunpketoH PEEK CAS

29658-26-2

MonnaTuneH HWM3KOM NAOTHOCTH
PELLD,CAS 61128-46

KpaTkoBpeMeHHbI (MeHee 24
4acoB) KOHTaKT C

HernoBpPeXAeHHOM CAN3NCTOM

060/104KOW

KOXel

KpaTkoBpeMeHHbIi (MeHee 24
4acoB) C HEMOBPEXAEHHOW

MaTepuanbl fonyuieHbl ANs yKazaHHOro npumeHeHus. OCHOBHble TPpe6GoOBaHUS NepeyvuncneHbl B
EN ISO 21671

14. AHanuns puckos
PUCKN B OTHOLWEHUN U3LENNIA ONpeAenstoTca B COOTBETCTBUN ¢ TpeboBaHuamm EN 1ISO 14971.
YnpasneHue puckamu OCYLLECTBASETCA MPW MOMOLLM CUCTEMbl aHanm3a PUCKOB, a TakKxe
KOHCTPYKTOPCKOr0 aHanm3a TMNoB 0TKa3oB 1 nocneactenin (FMEA).
Bce BbIfBNIEHHbIE PUCKU MMEIOT TMOKas3aTenn HWKe YCTaHOBMEHHbLIX Mpefenos U
ABNAKOTCA AOMYCTUMbIMU. BblUN BbISIBNIEHbI ClefytoLL e OCTAaTOYHbIE PUCKN.

Ne

OcCTaTo4HbIl pUCK

VHdekunsa ns-3a
HeHaanexawlen
cTepuansaumum

MepcoHanbHoe
nospexpaeHue
nonb3osartens,
acCuUCTeHTa unu
nauueHTa usgenvem
MoBpexaeHue
nauueHTa
no/sib30BaTeNemM BO
Bpems nevyeHuns

MospexaeHune 3yba

MayveHTa nonyuunn
WMHEKUUIO OT
n3penna

BeposaTHasn
npuYnHa

OwnbKa
nonbL3oBaTens

Ownbka
nonb3oBaTens,
JedeKTHble
n3genuns

OwunbKa
nonb3oBartens
n3-3a
HecobntofeHuns
NHCTPYKL MU
JedekTHble
n3genms

HecoBmecTnMble
martepuvarnsl,
fLedeKTHble
n3genns
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[MpeBeHTUBHbIE MepbI

MpepfocTaBnsa0TCA
TUTMEHNYECKNE NHCTPYKLUK

Banupgaunsa
NMPOU3BOACTBEHHOTO
npouecca, 100% nNpuemMoYHbIii
KOHTPO/b

MpepocTaBnaTCA
WHCTPYKLMN NO
NCMoAb30BaHUI0

B MHCTpYKLMKN No
NCMNONb30BaHMIO NPUBELEHDI
Mepbl MPefOCTOPOXHOCTH.

 TecTupoBaHue
61ONOrnYecKol Harpysku

* [lpeaynpexieHuns B
OTHOLLEHUN
TUTUEHWNYECKUX
WHCTPYKLMIA O TOM, YTO
nonnpbl HEO6X04UMO
obpabaTbiBaTh Nepes
NCMOJIb30BAHMEM.
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MpouncwecTteuna

Hert
NH(opmaLum o
NpPoOMnCLLECTBUAX
3a nocnegHue 5
ner.
Het
nHgopmaymn o
MPOMCLUECTBUAX
3a nocnegHue 5
ner.
Hert
nHpopmalnmn o
npomncLIeCTBMAX
3a nocnegHue 5
ner.
Hert
nHopmaLum o
NpounCLLECTBUAX
3a nocnegHue 5
ner.
Hert
nHopmaLum o
NpounCLUECTBUAX
3a nocnegHue 5
ner.



Tokcukonoruyeckoe HecoBmecTMble [1poBefeHO TeCTUPOBaHME HeTt

BO3/eNcTBMe Ha maTtepuansl. 6uonorunyeckom nugopmaymn O
nayMeHToB neeKTHble COBMeCTMMOCTHU NPOUCLLECTBUAX
nsgenus e LIMTOTOKCUYHOCTb 3a nocnefHue 5
* CeHcumbunumsauns neT.
* BHyTpuKoXHasa
peakuus
e OcTpag nepopasnbHasg
TOKCMYHOCTb

B pesynbTtate pgeictsuii komnaHum «KENDA AG» onucaHHble PUCKU Oblin CBEAEHbI K
MUHUMYMY WU UCKNOYeHbl. Kpome TOro, 3a nocnegHuve 5 neT OTCNeXWMBaHMA He ObINO
3aperncTpmMpoBaHO HNUKaKMX COOOLEHNIA O HEraTUBHbIX NPOUCLLECTBUSX.

15. TpeboBaHuA 6e30NacHOCTU

BHumaHwme!
* He npe.blWwalnTe MakcuManbHble 060pPOThI, YKa3aHHble Ha 3TUKETKE MeLULMHCKOro
n3genms.

* lWcnonb3yiTe cpeAcTBa 3aliuMTbl OPraHOB AblXaHUA (MeLMLMHCKAA MackKa).
* lcnonb3yiiTe 3aWMTHbIE MEAULMHCKINE OYKN.
* [pumeHsliTe pacnbliieHne BOAbl C pacX040M He MeHee 50 M/MUH.

N3penus n3rotoBfeHbl M3 MaTepuanos, He 06nafarolWwmx LUTOTOKCUYECKUM, pasfpaxarowmm,
CEHCUOUM3UPYOLWMM U TOKCMYECKMM [AeACTBMEM W NPW WCMNONb30BaHWW He OKa3sbliBalOT
HEraTMBHOIO BO3AelCTBMSA Ha Ye/I0BEKa, MOHOCTbIO 6e30NacHbI.

16. Tpe6oBaHMA K 0XpaHe OKpyXxatollel cpefbl
W3genne npu TpaHCNOPTMPOBKE, XPaHEHUM W MUCMNOMb30BaHMM HE OKa3blBalOT HEraTUBHOIO
BO34ENCTBMSA Ha OKPY>KatloLWyH cpedy.

17. OuncTtka, fe3nHpeKLna, cTepunmsanma

BHMMaHue! VHCTpYMeHTbl CTOMAaTos0rnyeckme poTaunoHHbIE AN MOAUPOBKU U (UHULLIHOMN
06paboTky 3y60B MonnweTT 04HOPa30BbIe, B HAbopax NOCTaBNATCSA HECTEPUSIbHBIMU.
BHumaHune! MegmunHcKoe nsgenne npefHasHayeHo TONbKO A1 0AHOPAa30BOro UCMnoab30BaHuUA.
BHumaHune! T[lepes npuMeHeHuem usgenue OO/MKHO  NPOATU  Mpouesypy  OUYUCTKM,
LEe3VHMeKLUN 1 CTEPUNN3aLUN.

17.1. MeToabl 04MUCTKA W Ae3NHpeKUnn
PyuyHas obpaboTka:

e TwatenbHO NpPoOMONMTE M3fenne nog cTpyei Boabl. Npu HEOO6XOLMMOCTU MCMONb3YyNTeE
HeIOHOBYIO LLETKY.

e [ng ge3svMH(peKLNOHHOror pacteopa MCNosb3yiiTe NaacTMaccoBble WU 3MasMpoBaHHbIX (6e3
noBpexaeHns SMaﬂI/I) EMKOCTH, 3aKpbiBalOWlneca KpbllWWKamMuy, Mo pexunmam, YyKa3aHHbIM B
Tabnuuyax MeTogNYeCcKNX yKasaHui.

» T[lpou3BoguTenb peKOMeHAYeT NPUroToBMTb Paboynini pacTBOP COrlaCHO MHCTPYKLMKM MO
aKcnayatayum AesHpULMPYOLWEero cpeacTBa, He COAepXallero anbAerugbl, Hanpumep,
«luracent NHcTpy A®», nponssoacTsa «LLUtonbke n Maiip TM6X», FepMaHus).

* [MomecTtute u3genue B paetBop. llpocnegute 3a Tem, 4TOBGbI Ha WU34eNUU He OblI0
BO34YLUHbIX MY3blPbKOB.
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e [locne nMCTeYeHUS BPEMEHU Ae3VHMeKLMM NPOMOIATe n3genne 60MbLINM KONUYECTBOM
[LEVOHN3NPOBaHHOW BOAbI.

e BbicywnTe ocTaTky Bnarn, NpeanoyYTUTENIbHO YNCTbIM CXKaTbIM BO34YXOM.

+ C nomolwb. 6-KpaTHOro YBE/IMYUTENILHOTO CTeKna BU3yasbHO MPOBEPbTE YUCTOTY U
LLeNOCTHOCTb. [pn HaNNYUKN BMANMbIX 3arps3HeHUn HEOOX0AMMO MOBTOPUTL 06paboTKY.

MaluunHHaa obpaboTka:

e TwartenbHO NPOMONTE U3fenune nog cTpyen BoAbl.

* [lomectute wu3genns B COOTBETCTBYIOLYK MOACTaBKY MOMLWeA/4e3nHpULnpyoLen
MallVHKKN 1 NpoCcneanTe 3a TeM, 4TOObl OHU He Kacanuch Apyr apyra.

» Jlo6aBbTe peKOMeHAOBaHHOe u4ucTAlee cpeacTBo (Hanpumep, «uracent NHcTpy Ad»,
nponsBogcTtea «LLtonbke n Maiip FT'M6X», FepmaHus), He cofepxkallee anbaernios.

e 3anycTuTe HYXKHYI0 NPOrpamMMy: YMCTKa U Le3NHGEKLMS.

» [locne OKOHYaHMS MpPOrpamMmbl BbiHbTe u3genne u3 MJ MawuHbl W BbICYWIUTE KX
NpeanoYTUTENIbHO YNCTbIM CXaTbiM BO34YXOM.

* C nomolwbio 6-KpaTHOr0 YyBENUYMTENbHOrO CTekna BM3yanbHO MPOBEPbTE YUCTOTY U
LLeNIOCTHOCTb. Mpu HaNMYMM BUAUMBIX 3arpsA3HEHUI HEO6XOANMO NOBTOPUTL 06PaboTKY.

17.2. CTtepunusaymng nepeg npMMeHeHNem
PekoMeHAyeMbIl/i METOA - MapoBOe aBTOKNaBMPOBaHME C UCMO/b30BaHWEM aBToMKAaea Tuna B
(c npesBapuTeNbHOW BakyyMu3auued 1 BaKyyMHOM CYLLKOW).
BHumaHue!
« T[poueaypy cTepununsalmy NnpoBOANUT CNeLnanbHO NOATrOTOB/IEHHbIN CrELManncT.
o Cyxoe nsgenne noMecTuTb B NOAXOAALLNIA KpadT-nakerT.

Pa6ouas MN36bITOYHOE Bpems
TemnepaTtypa aB/ieHne napa CTepPUIN3aLNOHHOW
(650) (MMMa) BblJEPXKKM

(MuH)
134-135 0,21 £0,02 0T 540 7 MUH

* He npesbiwatb 135°C npu aBTOK/aBUPOBaHUMN.
* Bpema cywkn nocne ctepunnsaummn B aBToknase - 10 MUHYT.

lMpocTepnn3oBaHHOE U3LeNNe TOTOBO K MPUMEHEHMIO.

LOna onpepeneHns cpoka COXPaHEHWS CTePUIbHOCTM 06paTUTecb K MHCTPYKUUM NO MNPUMEHEHULO
Npon3BOANTENSA UCNOJb3YEMOro KpaT-nakeTa.

BHumaHue! N3genve npegHasHauyeHo TOMbKO ANS OfHOPA30BOr0 UCMONb30BaHMA. AN NpeaoTBpaLleHNs
puUCKa MepeKpPecTHOro 3apa)keHus 3arpelaeTcsa UX NOBTOPHOro npuMeHeHue. MNpocTepunan3oBaHHoE, HO
He MWCMO/Mb30BaHHOE A0 WCTEYEHUS CpOKa CTepUIbHOCTU u3feNnne, He MNOANEXUT MOBTOPHON
cTepunusaumnm n TpebyeTt yTuamsauunm.

KomnaHna «KENDA AG» He HeCeT OTBETCTBEHHOCTb B C/iydae MOBTOPHOr0o WCMO/b30BaHUA U3Lenns
ONA NPUMEHEHUS Y HECKO/IbKUX MauueHTOB WY MOBTOPHOM cTepuansaumu.

18. TepeveHb MeXAYHapPOAHbIX CTaHAAPTOB

NHCTPYMeHTbI CTOMATO/IONMYECKME POTALMOHHbIE NS MOJUPOBKU U (DUHULWHON 06paboTKu
3y60B lMonnweTT ogHopa3oBble, B Habopax CMPOEKTUPOBaHbI Y NPOU3BEAEHbl B COOTBETCTBUM
CO C/iefyroLWwmmMy cTaHAapTaMu:

EN ISO 9001, EN ISO 13485, EN I1SO 14971, EN I1SO 21671, EN 980, EN ISO 1797-1, EN ISO
1797-2, EN ISO 8325/EN 28325, EN 1041, EN 1639, EN ISO 10993-1.

Mpoueaypbl OLEHKM COOTBETCTBUS OCYLLECTBAAETCA B COOTBETCTBUN ¢ AupekTnBoin 93/42/EEC,
MpunoxeHuem Il n cuctemort NOCNenpPon3BOACTBEHHOTO MOHUTOPUHTA.
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19. TpaHcnopTupoBKa
N3penns TpaHCNOPTMPYKOTCA B TPAHCMOPTHON KapTOHHON KOpo6Ke BCEMUW BMAAMW TpaHcropTa

B KPbITbIX TPAHCMOPTHbLIX CPeACTBaX C NPefOXpPaHeHUeM OT NPAMOro nonajaHus CONHEYHbIX
Nny4en, B COOTBETCTBUMN C MpaBuiamMn MepeBO30K, AEACTBYHOLWMUX HA TpaHCNOpPTe AaHHOro BMAa
npu Temnepartype sosgyxa ot + 2 °C go + 28 °C n BnaxxHocTtu so3gyxa ot 10 go 80 %.

20. YnakoBKa U MapK1UpoBKa MeAULMHCKOro n3gennsa
20.1. WNHpgmBupyanbHas ynakoBka Habopos

Ha6opbl VIHCTPYMEHTOB CTOMATO/IONMYECKMX POTALUOHHbBIX A8 MNOMIMPOBKM U (UHULIHOW
06paboTky 3y60B MonnweTT 04HOPa3oBble, B Habopax YynakoBaHbl B N1aCTUKOBbIe KOHTEMHEPDI
59,0 £ 0,5 mm X42,0 £ 0,5 mm x 10,0 £0,5 MM 13 NoNM3TUNEHA HU3KOIM NNOTHOCTKM (Puc.1).

Puc 1 TlnacTvMKoBbIli KOHTeliHep Habopa MeAULMHCKOro u3fenus «MHCTPYMEHTbl CTOMaTo/I0rnmyeckue
poTauNOHHbIe A8 NOSMPOBKN 1 (OMHULLHON 06paboTKM 3y60B 04HOPa30Bble, B Habopax».

MepBMYHbLIA MNACTUKOBbLIA KOHTEMHEP W3roTOB/EH M3 MPO3pavyHOro nnacTuka, YTo Mo3BONfeT
BMAETb €ro cogep>xmmoe. KoHTeliHep MMeeT 3aMOK-3allle/iky KOTOpbI ob6ecrneynBaeT HagexHoe
3aKpblBaHWe KPbIWKMA W MO03BOMSET MHOFOKpPaTHO OTKpbIBaTb W 3akpbiBaTb ee. CBepxy
KOHTeliHep 06epHYT KOHTPO/IbHOW 3TUKETKOMN-CTUKEPOM A1 KOHTPO/SIA MEPBOro OTKPbLITUA U
ABNAETCA TOBAapHON YynakoBKOW. Macca MHAMBMAYanbHOro KOHTeiHepa 6,10+0,01 r, macca
KPaTKOM MHCTPYKLUMM NO npuMeHeHuto 1+0,01 .

Macca ToBapa B ynakoBKe

Ne HanumeHoBaHMe Habopa Macca 6pyTTo (r)
1 PS710X.024 <11.84
2 PS715X.024 < 12.92
3 PS716X.024 < 10,76
4 PS715C.030 ' < 1436
5  PS716C.030 <1166
6 PS715M.030 < 1436
7 PS716M.030 <11.66
« PS715F.015 1<10.76
y__ [PS716F.015 1941
15
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20.2. MapKu1poBKa 3TUKETKWN Ha yrnakoBKe Habopa:

Pa3mep atukeTku coctasnset 35,0 £ 0,5 mm x 47,0 £0,5 mm.

m"oH ihalie

'NINPS715M.030 ®
R/ bo«: 30 MiniCups, Smoothara

Mn6H2x 2 2020-10-0
Ma«8r/2rc  mm

Caution, consult
instructions before Lse
Seinstructions
Afor ue
i3<yV/Sl00520108i0X*

e Mifii Shaped Polishers for
anawbrid-Ciramis. RA

i v Innda-ildVWLesiii

Ne OnuncaHune

1 DEC
HasBaHune Habopa

2 MakcumanbHoe KomnyecTBo
060pPOTOB B MUHYTY, PEKOMEH0BaHHOE
npu NPUMeHeHUN

3 MpuUrogHbIn 4N MallMHHOIMO CHUTbIBAHNUSA
WITPUX-KOS

4 Yucno nonMpoBasibHbIX MHCTPYMEHTOB B
Habope

5 ini HaumeHoBaHue a agpec
nNpou3BOANTENS

6

-7 " OrpaHuyeHune TeMnepaTypbl Npu
TPaHCMOPTUPOBKE U XPaHEHUM

LLI

7 MNHCTpyKLUUN.

BHumaHue! ObpaTuTech K
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/ MCMosib3oBaHWeM 06paTuUTeCh K
COMPOBOANTENLHON JOKYMEHTALUN.

8
/ l-!—931Cepl/u?l’Hbu?l’ HOMep NpPoAyKUUU
9
2 Cpok rogHocTu (Frrr-mm-aa)
10 3anpeT Ha NOBTOpPHOe
ncnonbL3oBaHue
1
] Bepeyub OT COMHEUYHbIX Sy4eit
12 C ~Mlpogykuna oTtmedeHa 3Hakom CE n
oTBeYaeT BCEM TPebOBaHMAM ANPEKTUBbI
0120
Rx only MpuobpeTeHne gaHHOro n3genus
13 [OCTYMHO UCK/IOUYNTE/IBHO BpayaM unu
LPYromy crneumanmsmpoBaHHOMY
nepcoHany
Wcnonb3yetca wpudt Bell Centennial Std Sub Caption, koTopbliii 6bi1 cneyuasibHO eNpoeKTUPOBaH Noj,
3TUKETKY.

20.3 IpynnoBas ynakKoBKa

MNacTUKOBblE KOHTElHepbl O4HOr0 BMAa HabopoB B KosmyecTBe 10 LWITYK YyNakoBbIBalOTCHA B
KapTOHHYI0 KOpPOOKYy pasmepoM 95+ 2 MM X 60 £ 2 MM X 65 + 2 MM.

Ha Kaxxgyto rpynnoByto YNakoBKY KPenuTCsA YNakoBOUHbIA INCT, B KOTOPOM YKa3blBatOTCA:
- HAMEHOBaHNe MeLULUNHCKOTO 13fenng,

- HAMeHOBaHWe 1 agpec NPoOU3BOAUTENS,

- Mmacca 6bpyTTo

- CEPUIHbIA HOMEpP NPoAyKLuun,

- KONIMYeCTBO LUTYK MeULMHCKOTO U3eNna KaXXA0ro Koja B TpPaHCMOPTHOM yNakoBKe

- flaTa ynakoBbIBaHMA

- CPOK roA4HOCTH

Macca 6pyTTO rpynnoBoi YyNakoBKW B 3aBUCMMOCTW OT Tuna Habopa: MuHMManbHas 105 + 3,
MakcumanbHas 158 + 3 T.
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MapKMpOBOYHbIE 3HAYKM TrPYynnoBOi YMNakKOBKW COBMagaeT CO 3HA4YkaMy TPaHCMNOPTHOW
ynakoBku (cm. n. 20.4).

20.4. TpaHcnopTHasa ynakoBKa

TpaHcnopTHas YynakoBKa npeAcTaBniseT CcO00M KapTOHHYK KOPOOGKY U3  TPexXc/nonHoro
roppokaptoHa pasmepom 24,5 £ 0,7 cm x 19,5+ 0,7 cm x 9,5 = 0,7 cM, B KOTOPYHO Y/IOXKEHO 6
rpynnoBbIX yNakoBOK.

Ha Kaxayto TpaHCMOPTHYH YNakKoBKY KPenuTCs YNakOBOYHbIA NNCT, B KOTOPOM yKa3blBarOTCA:

- HAMMEeHOBaHMe MeAULMHCKOTIO U3genus,

- HaMMeHOBaHVe 1 afpec NPon3BoOAUTENS,

- Macca 6pyTTo

CepuiiHbIN HOMEpP NPOAYKLUW,

KO/INYEeCTBO rPynnoBbIX YNakoBOK MeAULMHCKOIO U3LeNns Kaxaoro Koja B TpaHCMOPTHOM
ynakoBke

- AaTa ynakoBbIBaHW

- CPOK FofHOCTU

Jja_ TpaHCNOPTHOW yNaKoBKe HaHECEHbI Crefytoune ycnoBHble 0603HaYeHNS.
Ne OnwucaHune

1 HaunmeHoBaHWe 1 agpec NponsBoauTeNns M n

2 3anpeTt Ha NOBTOPHOE NCMOJIb30BaHWe

3. Temnepartypa xpaHeHus

4 OcTopoxHo! O6paTnTech K A
CONPOBOANTENbHOM AOKYMeHTaLun

5. O3HaKOMbTECh C MHCTPYKLMEN r A\

Mpuo6peTeHne JaHHOr0 M3Aennst 4OCTYMHO
6. UCK/TIOUMTENTBHO BpadaM Win Apyromy Rx only
creuyasn3“poBaHHOMY NepcoHasy

7. Bepeyb 0T COMHEUHbIX JTyYeit C :) .

cnonb3oBaTb MeAULMHCKUE 3alUUTHbIE
OYKN Npn NPUMEHEHUN

VIcrnosib3oBaTh MeAULMHCKYIO Macky npu
NPVYMEHEHNN

10

1 3Hak peuuKIvHra yrnakoBKu

NHomBnayansHas  rpynnoeas ¥ TPaHCNOPTHas YNakoBKW 06ecneynBatdT COXPaHHOCTb
MEeAULMHCKOTO U3LeNNs N UCKNOYaeT nonagaHune 3arpsa3HeHnin U3 BHeLWHel cpeabl.

Kaxablii Habop ynakoBaH TaK, 4To6bl NpPeaoTBPaTUTb BO3MOXHOE MOBPEXAeHue B pe3ynbTaTe
XpaHeHUs 1 TPaHCMOPTUPOBKMN.
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21. XpaHeHue N CPOK rofHOCTU
MapameTpbl OKpy>KatoLLeii cpedbl Npy XpaHeHuu:

TeMnepartypa Bo3gyxa oT + 2°C po + 28°C,

BNaXKHOCTb Bo3ayxa oT 10 go 80%,

Heobxoanma 3alwmTa OT BO3AENCTBMA MPAMbIX COJIHEYHbIX /y4Yeil, BbICOKUX TemrepaTyp W

MbIn.
Ycnosua akcnayaTannm:

Temnepartypa Bo3gyxa: oT +15°Cpo +25°C,
BnaxHocTtb Bo3gyxa: ot 10 go 80%

CpoK roAHOCT MeAMLMHCKOro M3aenus cocTaBnseT 4 roga ¢ faTbl NPOM3BOACTBA, YKasaH Ha
yNaKoBKe.

22. YTunnsaumsa

Vicnonb3oBaHHble N34enna YTUIU3MPYIOTCA KaK MeguLUHCKUe 0TX04bl Knacca b no npasunam
CanluH 2.1.7.2790-10.

Hewncnonb3oBaHHbIEe M34eNnsa No UCTEYEHUN CPOKA FOAHOCTU YTUIU3UPYIOTCA:

- KaKk MeguLMHCKMe 0TXo4bl Knacca b (ecnm nHamMeuayanbHas ynakoBka BO Bpems XpaHeHus
Oblna MoBpeXkAeHa Uy HapyLleHa) Uan NpoCcTePUIN30BaHHOE MU3feNive He ObIN0 UCNO0/b30BaHO
[0 UCTEYEeHUs CPOKa COXPaHEHNA CTEPUSILHOCTH.

- KaKk MeguLMHCKUe 0TX04bl Knacca A (ecnu MHAUBMAYaNbHAA YNakoBKa He Oblfia HapyLLeHa).
- KAPTOHHasA TpaHCNOpPTHaa ynakoBKa NpUrogHa Ans BTOPUYHONM nepepaboTku

23. [apaHTuiiHble 00653aTeNbCTBA
apaHTUIAHbLIA CPOK XpaHeHWs MeAULWHCKOro u3genusa coctaenseT 12 mecsueBy [rapaHTUiAHbIV

nepuoj HauynMHaeTcs C MOMeHTa [OoCTaBkum ToBapoB. Ecnu npoussogutens «KENDA AG»,
Liechtenstein nocTtasnseT ToBapbl B3aMeH, rapaHTWiHbIA CPOK OGHOBNSETCA WU cocTaBnseT 12
MecsLEeB C MOMeHTa A0CTaBKN 3aMEHEHHbIX TOBApOB.

Mo Bonpocam kayecTBa 06paLlaTtbCcs K yNosHOMOYEHHOMY MpeAcTaBuTento B Poccuun
000 «MepTecTtKoHcanTuHr», Poccua, 123181, r. Mockea, yn. Kynakosa, 4. 1,kopn.l, ojuc
193, medtestconsult@mail.ru. +7 (495) 750-29-01, +7 (903) 729-77-14.

24. TpeboBaHMA K TEXHUYECKOMY 06CAYXXMBAHUIO N PEMOHTY MeLULMHCKOTO U3LeNNS.
CepBuCHOE 06CyXXnBaHne
N3pennsa TeXHUYECKOMY 06CNY>KMBaHMIO U PEMOHTY He NojaJsiexar.

25. Peknamauyun
Mpownssoantens: «KENDA AO», Kanalstrasse 18, 9490 Vaduz, Liechtenstein Ten. +423
3882311, dakc: +423 3882319 , e-mail: info@kenda-dental.com

MpeTeH3MM NO KayecTBY ToBapa Ha Tepputopum Poccuitickoii depepauumn nokynaTenb MOXeT

HanpaBnATb B ajpec YNONHOMOYEHHOro  npeactasutens [MMMpoussoguTtens B Poccuiickoi
(epepaunn OO0 «MepTecTKoHcanTuHr», Poccus, 123181, r. Mockea, yn. KynakoBa, [.
1,kopn.1, opmc 193, medtestconsult@mail.ru. +7 (495) 750-29-01, +7 (903) 729-77-14.
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MepeBof, C aHIINIACKOTO A3bIKa Ha PYCCKUiA A3bIK

Ha cdoupmeHHom 6naHke KENDA / KEHOA
CTOMATOTIOI MYECKUE TOJTNPBI

NOMYLEHO
KENDAAO/KEHIAAT

/Moanunck/ /Moanuck/
Neiina ®paHK dabraH PpaHK
PykoBoauTenb oTAena npogax PykoBoguTenb otaena npoaax

MepeBog C HEMELIKOTO S3blKa Ha PYCCKUiA S3bIK
MeyaTb BBEPXY Ha Crmée cTpaHuupl; KHSKECKUIA OKPY>KHOW cy[

HacTtosawum s nogTesepXaato NOA/IMHHOCTb NOAMUCER, NOCTaB/IEHHbIX
ko dpaHkK Jleinoin, gara poxaeHus: 04.12.1989
Afpec no cobCcTBeHHbIM AaHHbIM: FL - 9490 r. Bagyu, KaHanwTpacce 18

Moa/IMHHOCTL NoATBePXAEeHa NOAMNUCLIO, KOTOPasa XPaHUTCA B OKPYXXHOM cyfe
KHsikecTBa

-HoM PpaHK PabraHoM, AaTa poxaeHus:: 26.09.1987
Appec no cob6cTBeHHbIM gaHHbiM: FL- 9490 r. Bagyu, KaHanwTtpacce 18

Moo/ MHHOCTL NOATBEPXAEHA NMOAMUCLI0, KOTOpasd XpPaHUTCA B OKPY>XHOM cyae
KHskecTBa

F. Bagyy, 24.04.2018
KHsKecKuii oKpy>xHoM cya, AHapea AnbbpexT-LUsanep

/Mopgnuce/

Wramn: AHgpea AnbbpexT-LUsgnep
CneumanucT oTgena nerannsaymm
24 anpena 2018 .

MeuvaTb: KHsbxeckuin oKpyxHoi cya. KeuTaHums 06 onnate céopa 20.- w.. hpaHKoB
MeyaTtb: KHSYKECKWIA OKPY>XXHON cy[
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MepeBo/ A@HHOr0 TEKCTa BbINOMHEH NepeBa”*KoM Pponosoit MapuHolii MyxaiinosHoii

Poccuiickaa depepauus
lopog MockBa
ABajuatb cefbMOro anpens Age ThiCA4YM BOCEMHAALATOro roga

A, MapTtbiHOBa HaTtanusa AHApeeBHa, BpPeMeHHO WCMNofHAKLWas 0653aHHOCTM HoTapuyca®
ropoga MockBbl AkmmoBa [neba bBbopucoBnya, CBUAETENLCTBYH MNOA/IMHHOCTbL MNOAMNMCH
nepesofunka ®ponosoit MapuHbl MuxainnosHbl.

Mognuce coenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb noAanucasllero OKYMeHT yCTaHOB/IeHa.

3aperucTpupoBaHo BpeecTpe: No 77/09-H/77-2018-

B3bickaHO rocygapcTBEHHON noLwvHbl (No Tapudyy): 100py6.
YnnayeHo 3a okasaHney*su*aBoBoro M TeXHMYeckoro xapakrtepa: 200 py6.

HA. MapTbiHOBa

MpoLHYpoBaHO*}POHPH.y.[lOBN 1 ckpenneHo neyatbld 3 P iucT(-a,-0B).

BPWAa HoTapuyca
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