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This technical file was prepared forpurpose of medical device information submission for registration
on the territory if Russian Federation.

1 Description
finishing and polishing system consists of medical devices intended to be used for dental finishing and polishing

procedures. This professional system includes (Table 1) a three-grit system consisting of plastic discs coated with

abrasive, two mandrels, polishers and brushes.

Table 1; Finishing and polishing system overview
and j)oHshlng”~tein

Component BOPINILL|brJT

Figure 1: Extf3 Fine, Fine, Corase/Mediurn and Extra Coarse Discs

Oise OptiDisc disc S s,

Figure 2: standard and short OptiDisc mandrel
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Mandrel OptiDisc mandrel
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finishtng and polishing system

Figure 3: Hilustcr Plus Dia Polishers and Gloss Plus Polishers

HlLuster™"* Dia;

G(mjl‘! LAY

Polishers

Figure 4; Optishine

Brush Optishine

OptiDisc disc is available in 4 grit sizes, each those is available in three different diameters (Table 2). This device

must be used in combination with OptiDisc mandrel by connecting this latter to the ring of the disc (Figure 5).

OptiDisc disc and mandrel can be provided in the form of refill or along with HiLuster™"" Dia Polishers, Gloss""*

Polishers or Optishine in the form of professional assortments (table 2).

For purpose registration in Russia provided following versions:

Table 2: Finishing and Polishing system; different versions;

intent
JAksb™Meht':

* 30 pcs OptiDisc disc extra coarse 0 9.6mm;
* 30 pcs OptiDisc disc coarse /medium 0 9.6mm;
- 30 pcs OptiDisc disc fine 0 9.6mm;
e 30 pcs OptiDisc disc extra fine 0 9.6mm;

4200 O.ptiDisc General Assorted Assortment - 30 pcs Opt?D.isc d?sc extra coarse.O 12.6mm;

Kit * 30 pcs OptiDisc disc coarse /medium 0 12.6mm;

- 30 pcs OptiDisc disc fine 0 12.6mm;
* 30 pcs OptiDisc disc extra fine 0 12.6mm;
- 2 pcs OptiDisc mandrel short;
* 3 pcs OptiDisc mandrel standard;
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4188

5100

2600

2.

Description

OptiOisc Assorted Kit

OptiOisc Mint Kit

KerrHawe Polishing Kit

HiLusterPLUS Polishing
System

manufacturer

Manufacturer:

KerrHawe SA;

«KaVo Dental Russland» ILC

E-mail: info.russia@kavokerr.com

KirtHb<A Phone t4191 610 OSes

P.O Dox:72

-<4191 610 05 14

C9i4 BiOCg'C wvfw.lendeniai «n

$«/it/erl»nd

iivo~Xerrdtntel.ea
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Refiliy
Assortment

Refill

Assortment

Assortment

Assortment

Via Strecce 4, 6934 Bioggio, Switzerland.

Tel,: +7 (812) 324-4212 Fax: +7 (812) 324-2053

Content -

Limited liability Company «KaVo Dental Russland»

1 pcs OptiShine polishing brush;

3IFU

20 pcs OptiOisc disc coarse 0 15.9mm;

20 pcs OptiOisc disc coarse/medium 0 15.9mm;
20 pcs OptiOisc disc fine 0 15.9mm;

20 pcs OptiOisc disc extra fine 0 15.9mm;
IFU

30 pcs OptiOisc disc extra fine 0 12.6mm;
30 pcs OptiOisc disc fine 0 12.6mm;

30 pcs OptiOisc disc coarse /medium 0 12.6mm;
30 pcs OptiOisc disc extra coarse 0 12.6mm;
1 pcs OptiOisc mandrel Standard;

1 pcs OptiOisc mandrel Short;

1 pcs OptiShine polishing brush;

3IFU

2 pcs OptiOisc mandrel Standard;

1 pcs OptiOisc mandrel Short;

5 pcs OptiOisc disc extrafine 0 12.6mm;

5 pcs OptiOisc disc fine 0 12.6mm;

5 pcs OptiOisc disc coarse/medium 0 12.6mm;
2 pcs Qo™ Polisher Flame;

2 pcs Goss*™-*"polisher Cup;

2 pcs HiLuster"*Flame;
2pcsHiLuster"™4up;

3IFU

3 pcs Aoss*¥™ Polisher Point;

3 pcs Gloss**Polisher MiniPoint;

3 pcs Gioss" ¥ Polisher Cup;

3 pcs Gloss"w*Polisher Wheel;

2 pcs HiLuster™~™N Point;

2 pcs HiLuster™ N Mini Point;

2 pcs HiLuster"~™Cup;

2 pcs Hluster™™ Wheel

IFU

information about manufacturer and authorized representative of medical device

Authorized representative of manufacturer on the territory of Russian Federation:

195112, Saint-Petersburg, Malookhtinsky ave. 64, building B, premises 26H.

P«C«5/35



3. intended Use

Finishing and Polishing systems designed for finishing and polishing dental restorations and hard tooth tissues.

4. Indications for Use

The OptiDisc disc is intended to be used in connection with the OptiDisc mandrel. Optitidisc disc is indicated for

gross reduction, contouring, finishing and polishing of dental restorations.

The OptiShine is a pastless brush system used for the pre and highgloss polishing of composites, compomers,

resinmodified glass ionomers, ceramics and natural tooth structure.

The HiLuster"~~N* Dia Polishers and Gloss"”Polishers are designed for the finishing and high gloss polishing of

dental restorations and natural tooth structure.

5. Contraindications

OptiDisc disc, OptiDisc mandrel, OptiShine, HLster™¥"Dia Polishers and Gloss””Polishers shall not be used on
patients who are allergic to any of the components or materials present in these devices (see section 6 Warnings

and 8 Adverse Reactions).

6. Warnings

OptiDisc disc, HiLuster™~* Dia Polishers and Gloss"”** Polishers are for single use only. OptiDisc mandrel and
OptiShine are suitable for reuse. It is therefore essential that the OptiDisc mandrel and OptiShine are handled
with special care during use and reprocessing, and that the steriliser used is subject to a preventive maintenance
plan according to the indications given by the manufacturer of the steam steriliser. The use of equipment
complying with EN 285 or EN 13060 is highly recommended. Sterilisation with alternative methods such as
radiation, hot air, formaldehyde and ethylene oxide, and plasma has not been tested for this compatibility,

(please, refer to section 15 «Cleaning and Sterilization»)

7. Compatibilities

To ensure the correct operation of the product and to avoid undesirable detaching of parts during use, OptiDisc

disc shall be used only with Kerr OptiDisc mandrel.

8. Adverse reactions

Allergic contact dermatitis and other allergic reactions may occur on susceptible individuals (see sections 5.

Contraindication and 6. Warnings).

OptiDisc disc is composed of: Polyethylene; Synthetic polymers; Aluminum oxide; Epoxy resin glue. Optidisc

mandrel that is used in conjunction with OptiDisc disc is composed of: Stainless steel; Copperzinc brass; Nickel

plating.
KerrHaw» &A Phene <-4:91 610 0SCS
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HiLuster””*\Dia Polishers and Gl05s™'#*Polishers are composed of; Silicone rubber; Silicone carbide; Aluminum
oxide; Silicone oxide; Polyamide; Natural and synthetic diamonds particles; Copperzinc brass (shank); Gold or

nickel plating (shank).

OptiShine is composed of: Synthetic polymer (bristles); Silicon carbide (bristles); Copperzinc brass with nickel or

gold plating.

OptiOisc disc, OptiDisc mandrel, HiLusler”"”*Qia Polishers and 6loss"”Polishers and OptiShine should not be
used on patients who have a history of severe allergic reactions to any of their components or materials, if skin

rash, irritation, sensitisation or allergic reactions occur, seek immediate medical attention.

9. Instruction For Use

OptiDisc disc is single use only.
1  Selectthe appropriate grit size according to the polishing sequence (dark brown for contouring, light brown

for finishing, orange for polishing and yellow for high gloss polishing (Table 3).

Table 3: OptiDisc disc color Coding

OptiDisc disc roughness Extra Coarse Coarse Medium Fine Extra Fine
(color code) (Dark Brown) (Light Brown) (Orange) (Yellow)
. Gross Reduction/ High gl
Function . finishing Polishing |g' g.oss
Contouring polishing

Connect OptiOisc mandrel to the latch type dental contra angle. Owing to the patented technology that
identifies the correct side, the active side (Figure 5) is easily recognized by a solid all the way around ring.

OptiDisc disc should be pushed on the OptldDisc mandrel so that the disc Is set flat and secure on the
mandrel (Figure 6).

Figure S: active/inanaive side of OptiOisc disc

Active side

Inactive side

Figure 6: Assembly of OptiOisc mandrel and Disc

3 Set the rpm as indicated on the label (10,000 RPMs for all discs). Polishing time is left at the discretion of

the clinician.
KdirHiW» SA Phone «4251 610CS05
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4 Skipping a grit size during the polishing procedure might reduce the quality finish of the restoration.
5 Use light pressure when polishing to allow the disc to do its work.
6 Use only for the contouring, finishing and / or polishing of dental restorations and natural tooth structure.

7 After each grit use, it is recommended that you rinse the powder debris away from the restoration, and
tooth structure. For proper disposal always follow national laws, Symbols and meanings are reported in

paragraph 15.

OptiShine is reusable.
1 Connect OptiShine to a latchtype dental contra angle.
2  Setthe rpm as indicated on the label (max.5'000 rpm).

3 Use dry to polish dental restorations and natural tooth structure. Symbols and meanings are reported in

paragraph 15.

Kerr Polishers are single use only
1 Connect the Polishers to the latch type dental contra angle.
2 Set the rpm as indicated on the label.

3 Use dry or with spray cooling to polish dental restorations and natural tooth structure, as per instructions

on the label. Symbols and meanings are reported in paragraph 15.

10. Storage and transportation conditions

Device can be stored and transported atambient temperature in theiroriginal packaging and away from sunlight
until use. Use the device prior to expiration date printed on the label. Before use, allow the device to reach a
temperature that is suitable for human occupancy and at which professional dental finishing and polishing

treatments are usually performed.

Transport conditions Value

Temperature from -40 *Cto 70 mC
Relative humidity from 10 to 95%

Pressure From 500 hPa to 1060 hPa
Usage conditions from 10*Cto35°‘C

KetrHawe U Phene W
P O Bo»272
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| Environmental conditions

in the medical clinics under the temperature from 10°C to 35°C and at the
refative humidily not more 85% under the 250C

Storage conditions from 4°C to 35°C

13. Finishing and Polishing system representative drawings
11.10ptiDisc disc

Figure 7: Top view of the disc

¥
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Figure 8: Side view of the disc

Table 4; Dimensions referred to figure 1, 2and 3

oCtmm) -

light Brown
15.9 ExtraFine Fine Coarse/Medium
12.6 ExtraFine Fine Coarse/Medium
9.6 ExtraFine Fine Coarse/Medium
K«rcHevve $A Phone <4191610 OSOS
P «272 Tricls< *4} 91 610 OS U
m w«vw littrdent*l.eu
infoE>Scrrdent«i.«u Revision 00
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11.2 OptiDisc mandrel

Figure 9: Dimensions (mm) of OptiDisc mandrel Standard, general tolerance 25%
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Figure 10: Oimensions (mm) of OpiiOisc mandrel Short, general tolerance iS9i
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11.3 OptiShine

Figure 11: Dimensions (mm) of OptiShme, general tolerance iS9i
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11.4Hituster™V* Dia Polishers

Figure 12: Dimensions (mm) of HiLuster™* Dia Polishers (Cup), general toierances ¢ 5%
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Figuse 13; Dimensions (mm) of HiLuster™* Dua Polishers (Flame), general tolerances 25 %
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Kerr

Figure 14: Dimensions {mm) of Kilusies"¥* Dia Polishers (Mimpoint}, genetal toleronces : 5%
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Figure 15: Dwnensions {mem) of HiLuster™® Dia Polishers (Disc), general tolerances £5%
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11.5Gloss™\® polishers

Figure 16: Dimensions {mm} of Gloss™S Polishers {Cup), general tolerances 45 %
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| Kerr

Figure 17: Dimensions {mm} of Gloss™S Pokshars (Flame), general tolerances 35 %
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Kerr

tigure 18: Dimensions (mm) ot Gloss™"® Polishers (minflame), general tolerances 15 %

2 10,16(A

3 A //‘
-
¢
h !
N =
9 FE
v .
o y
N
' i S
@ :
¢
* 1
8 .
|
|
|
|
I
|
1
i
KerfHane SA Mhone  +41 BLG100505
PO Bos 222 Telelaz 441 91 61006 34
6634 Brogae wrw At tie el ey
$ { info@herrdentalas Aevaon'00

0 LMPMH @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Page 10/ 43




Figure 19; Dimensions (mm) of GlosH"~* Polishers (Disc), general tolerances 15 %
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12. Technical characteristics
12.1. Degree of abrasiveness and Number of Revolution per Minute

Tables: Degree of abrasiveness and Number of Revolution per Minute (OptiDisc disc)

NANNi3ockWlse rotation N

Decreeof .
) Tolerance HeNj~'~hded fHaximurn v
. . ob”~HvenessinnO »

Medical Device " number
u”e (Mrse ??.0>arse soere wasre e ‘/\/\IMt. ) reyiplutjon
~r|Flri»«>|xtrafine " « ]onpeur }/p

Tnfonndemi” minute (RIHP)

OptiDisc CISC 0 +5%

80/40/20/10 10'000 20'000
9.6 mm
OptiDisc disc 0 +5%

80/40/20/10 10'000 20'000
12.6 mm
OptiDisc disc 0 +5%

80/40/20/10 10’000 20'000
15.9 mm

Table 6: Abrasiveness degree and Number of Revolution per Minute (OptiDisc mandrel, Optishine, Gloss*" Polishers, HiLuster"" Dia

Polishers)
\ »<
Degree of Rejcommended Maximum
Medical Oeim- abrasiveness number number
itkm) reyolutionper . revolution per
_} %5 ¢ minute fRMP) mtnuteiRMP)

OptiDisc mandrel +59

P N/A 5% 10000 20*000
standard
OptiDisc mandrel short N/A +5% 10'000 20*000
OptiShine regular cup 4 +5% 3'000 5*000
Gloss™"* Polisher Flame 17 15% 5*000 20*000
Gloss™** Polisher +5%

L 17 5*000 20*000
Minipoint
Gloss"*Polisher Cup 17 +5% S'000 20*000
Gloss""*Polisher Disc 17 +5% 5*000 20*000
HiLuster”*Dia Polisher +5%

4 ° 5*000 20*000

Flame
HiLuster™"*Dia Polisher +5%

L 4 5*000 20*000
Minipoint
HiLuster"™ Dia Polisher +5%

4 5*000 20*000

Cup
HiLusterp*'-* Dia Polisher +5%

Lusterp 4 ° 5+000 20%000
Disc
K«rtHewe SA rnone «4191&100S0OS

Telefti *4-.916J0 0St4
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12.2. Weight

Table 7: Weight of Finishing and Polishing system's medical devices

. "./.-.Weights
Medical Device Valued) Tolerance (t mm) , .
OptiDisc disc 0 9.6 mm extra coarse 0.02 0,01
OptiDisc disc 0 9.6 mm coarse 0,02 0.01
OptiDisc disc 0 9.6 mm fine 0,03 0.01
OptiDisc disc 0 9.6 mm extra fine 0.04 0.0l
OptiDisc disc 0 12.6 mm extra coarse 0.03 0.01
OptiDisc disc 0 12.6 mm coarse 0.03 0.01
OptiDisc disc 0 12.6 mm fine 0,04 0.01
OptiDisc disc 0 12.6 mm extra fine 0.06 0.01
OptiDisc disc 0 15.9 mm extra coarse 0,05 0.02
OptiDisc disc 0 15.9 mm coarse 0,05 0.02
OptiDisc disc 0 15.9 mm fine 0,05 0.02
OptiDisc disc 0 15.9 mm extra fine 0.09 0.02
OptiDisc mandrel standard 0.60 0.03
OptiDisc mandrel short 0.89 0.03
OptiShine regular cup 1.32 0.03
Gloss™" Polisher Flame 0.88 0.03
Gloss*"™*Polisher Minipoint 0.69 0.03
Gloss*'"" Polisher Cup 0,99 0.03
01055*"*" Polisher Disc 0,90 0.03
HiLuster” Dia Polisher Flame 0.85 0.03
HiLuster*"*'Dia Polisher Minipoint 0,67 0.03
HiLuster™" Dia Polisher Cup 1.00 0.03
HiLuster""" Dia Polisher Disc 0.96 0.03

12.3. Dimensions

Table 8:Dimensions of Finishing and Polishing system's medical devices

OptiDisc disc 0 9.6 mm 0 9.65 0.20
OptiDisc disc 0 12.6 mm 012.65 0.20
OptiDisc disc 0 15.9 mm 0 15.90 0.20
Mandrel for OptiDisc (new) 03 0 0.05
Length; 17.1 ;0.10
Mandrel for OptiDisc 03 00.05
Length; 25.1 Length: 0.10
Hawe Opti-Shine regular cup 075 00.5
Length; 27 Length: 0.5
Gloss"" 2651 05 00.2
Length: 27 Length: 0.4
Gloss™* 2652 035 00.4
Length: 25.9 Length: 0.4
Gloss*'*“ 2653 07 00.4
Length:26 Length: 0.4
Gtoss™ 2654 096 00.2
Length; 23 Length: 0.4
HiLuster™*2661 04.6 00.2
Length: 26.3 Length: 0.4
HiLuster<""'2662 0 3.5 00.4
Length: 25.9 Length: 0.4
KerrHiw* SA Phon« *41 91 610 05 OS
FO B-j 272 Teitt» «419161005 1*
v.ww.leridencsl.«u
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04'. " e'::=>V:0imehsions .'un\,v

.Miilcal Device W -1 iValuieimm)- V ' Tolerance (i mhi) y..
HiLuster®"2663 0 6.9 004

Length; 26.5 Length: 0.4
HiLusterP' 2664 09.6 0 0.2

Length: 23 Length: 0.4

12.4.Technical characteristics of mandrels

;ftiedlcalt>ertce - MandreJa ;for' .iVlatidreHor QptIDisc Tolerance - (t
v * OptiDfsc(new) mm)

High (mm) 17.01 25.1 +5%

Hardness (HV 5) 2250 2250 -

Roughness (RA) 0.8 0.8 +%

di- shank diameter (mm) 2.35 2.35 +5%

d2 -diameter at the level of the 1.35 1.35 5%

groove (mm)

It-shank length <13.5 <13.5 +5%

S - size of a flat spot on diameter 1.8 1.8 +5%

Distance between the edge ofthe 27 2.7 %0

flat spot and non-working end of

shank

Distance between the edge of the 1.8 1,8 +5%

fiat spot and the groove

The width of the groove 0.9 0.9 +%

12.S. Material Composition

Table 9; Material composition of Finishing and Polishing system

Components w T T T T w T
PET Polyester 25038-59-9
Polyurethane, Polyester,
PUR, PR. EP . 25085-99-8
Epoxy Resin
OptiDisc disc Al203 Aluminum Oxide 1344-28-1
Colored TPE: Dark
Brown, Light Brown, Polyester block amides 77402-38-1
Orange, Yellow
B - Nickel Plated -02- R
o Brass-Nickel Plated- l.'ass ickel Plated (pure 7440-02-0/69011
4200 OptiDisc mandrel Deifinor IM Nickel) “ transparent 36-5/68213-23-0/
protection layer 5949-29-1
Brass - Nickel plated (pure
Brass - Nickel plated / . P (P
nickel)/ Gold plated (pure 7440-57-5
Gold plated
Gold)
OptiShine Poly (isophthaloyl
PMIA chloride/mphenylenediamine) 25765-47-3
(metaaramid polymer)
SiC Silicon Carbide 409-21-2
PET Polyester 25038-59-9
Polyurethane. Polyester,
4190 OptiDisc disc PUR, PR, EP Y : y 25085-99-8
Epoxy Resin
A1203 Aluminum Oxide 1344-28-1
<errH«w» SA Phone <42 91 610 OSOS
ox 27i Telefax <4191 610 OS 1<
www kerrdental eu
%&Hd ir.fo~ke'tcjental.eg Page-24/8S
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REF  Components

OptiDiscs

Materials

Colored TPE; Dark
Brown, Light Brown,
Orange, Yellow

PET

PUR, PR. EP

Al203

Colored TPE; Dark
Brown, Light Brown,
Orange, Yellow

Brass - Nickel Plated -

4188 Mandrels

Delfinor IM

Brass - Nickel plated /
Gold plated

OptiShine

PMIA

SiC

RTV Silicone

Primer

Gloss Polishers

A1203
Blue Color

Brass - Gold Plated

RTV Silicone
Tio2
HiLuster Plus )
. Primer
Polishers
5100 .
Dia
Brass - Gold Plated
Sic
PET
PUR, PR, EP
OptiDiscs A1203
Colored TPE; Dark
Brown, Light Brown,
Orange, Yellow
Brass-Nickel .
Plated-Delfinor Brass - Nickel Plated -
Delfinor IM
1M
RTV Silicone
2600 Gloss Polishers Primer
Al203
Blue Color
K*rrH*we SA Pnen«  «AISI"IOObOb
A L Tei«f«i <41 $r eiCGs 14
&8 CLi.cu
[\ I ififo9 k«rrdcnt«l.en

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

Oesalptlon#

Polyester block amides

Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

Brass - Nickel plated (pure
nickel}/ Gold plated (pure
Gold)

Poly (isophthaloyl
chloride/mphenylenediamine)
(metaaramid polymer)

Silicon Carbide

RTV Silicone

Primer

Aluminum Oxide

Blue Color

Brass - Gold plated (pure
Gold)

RTV Silicone
Titanium Dioxide
Primer

Diamond
Brass - Gold Plated
Silicium Carbide

Polyester

Polyurethane, Polyester,
Epoxy Resin
Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel) - transparent
protection layer

RTV Silicone

DOW CORNING(R) 1200 OS
PRIMER CLEAR
Aluminum Oxide

Blue Color

CAS#/EHCya.

77402-38-1

25038-59-9
25085-99-8

1344-28-1

77402-38-1

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4/ 14808-
60-7

107-51-7/ 18765-
38-3/5593-70-4
1344-28-1

C.l. Pigment blue

7440-57-5

100-41-4/14808-
60-7

13463-67-7
107-51-7/18765-
38-3 /5593-70-4
7782-40-3
7440-57-5
409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1

100-41-4 / 14808-
60-7
107-51-7/18765-
38-3/5593-70-4
1344-28-1

C.l. Pigment blue

Pace 28/3$



REF Components;?”™ .+ Materials ' ™ ‘Description CAS#/EHC/C.b

Brass - Gold Plated Brass - Gold Plated Gold 7440-57-5
plated (pure Gold)

- . 100-41-4/14808-
RTV Silicone RTV Silicone

60-7
Ti02 Titanium Dioxide 13463-67-7
HiLuster Plus Primer Primer 107-51-7/18765-
Polishers 38-3/ 5593-70-4
Dia Diamond 7782-40-3
Brass-Gold Plated Brass - Gold Plated 7440-57-5
SiC Silicium Carbide 409-21-2
Table 10; 6ase Pigments %
Optidisc (Dark Brown) See SDS FK 42119 / ROTBRAUN 3,5
Optidisc (Light Brown) See SDS FK 42116 / ROTBRAUN 2.9
Optidisc (Orange) See SDS FK 42117 / ORANGE 2.9
Optidisc (Yellow) See SDS FK42797/GELB 2,9
Gloss""™ C.l. Pigment blue 0.01
HiLuster»”-* 13463-67-7 3

13. Packaging

Packaging of Finishing and Polishing system (Figure 20 - 29) consists in a not sterile primary packing which weight

and dimensions {Table 11) varies depending on the REF (Table 2).

Table M; Rntshed Good dimensions jmm] and weight (g)

finished good

m IJ.l,LUK - ?0ler»n€*<tM
OptiDisc General ' 208.2 x 26.3 x 120.2 5 117.2 g 5
Assorted Kit

OptiOisc 88.0x25.0x60.0 5 4519 5
Assorted Kit 1

OptiDics Mini Kit  129.0x25.1x 121.5 5 ! 80.3¢g 5
KerrHawe 131.7x21.1x78.4 5 7169 5
Polishing Kit

HiLuster 219.9x25.8x97.5 5 87.3¢g 5

Polishing System

Figure 20: Representative Primary Packaging (top view) OptiDics Assorted Kitin table S.

KtrrHtw* SA Pfion» *4191 6100508
P.0.Bc. ?72 *4191610 3514
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Figure 21: Ropresemative Primary Packaging (back ,(e») OpliDIlcs

Figure 23:

KaHvw3A
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Assorted Kitin tables.

rr

General Assorted Kit, in table 5

:Primary Packaging {back view) OptiOisc General Assorted Kitin table s

fcevliion 00

Aerr/®
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Figure 24: Primary Packaging (Top view) OpiiOlsc Mini Kit in table 5

OptIDISC® 0 I26m

) utr

HBNM«. T

Ve o MKy

Figure 25; Primary Packaging (back view) OptiDisc Mini Kit Intable 5

.0 cdy bidplor bob{SaiA rv
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Figure 26: Primary and seconday Packaging (Top view) KerrHawe Polishing Kit, w table 5
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Rl

_fiSUf~7: Primary Packaging (back view) KerrHawe Polishing Kit, in table 5

Figure 28; Primary Packaging (Top view) HiLusterPLUS Polishing System, intable 5

K«rrHav/e SA Pher>«  *<J1 9] 610 0S0S

@3{ 3 222 Telef*» *41 9100 0S 14
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Hilusier’-* Polishing System.uvpan bl 0.) rdnr

Figure 23; Primarv Packaging (back view) MiLusterPLUS Polishing System, in table 5
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14. Labelling

rigure 24: Russian Representative label of finishing and Rolishing system's medical devices in table 5.

4200 N3pgenna ctomaTtosiormyeckne gnsg GUHUWHON 06paboTKM M NONMPOBKU
OptiDisc General Assorted Kit

N3roTtoButens: «KeppXase C.A.», Via Strecce 4, 6934 Bioggio, Switzerland
(Weeiiyapns).

PY ®C3 N2 XXXX/XXXXXX OT XX.XX.XXXX T.

TONbKO 418 NMPOPECCUOHANIBHOTO UCMONb30BaHUA.

CpoOK rogHoOCTN yKa3aH Ha ynakoske. lNepeg npuMmeHeHneMm Heob6xogumo
03HAKOMUTBLCA C UHCTPYKUMEN.

MmnopTep: OO0 «KaBo AeHTan PyccnaHa» 195112 CaHkTt-lMeTepbypr,

ManooXTUHCKWUIW np-T, 4. 64B, T. (812)324-42-12 N2IN
N3roTtoBneHo B WBelinapun

14.1 Symbols on the packaging

Table 12: Symbol used for Finfsing and Polishing system in accordance to Standards in paragraph 17

(D Do not reuse.
X

Serializable in a steam sterilizer (Autoclave) by using distilled water at the temperature specified
O ) Right Revolution (clockwise rotation) at the RPM indicated on the label
) Right Revolution (clockwise rotation); maximum RPM indicated on the label

Keep away from sunlight

© Wear eye protection

|US: Rxon ly U.S. Federal law restricts this device to sale by or on the order of a dentist

N— e R — — - b - ———
Manufacturer
Useby date
2
¢ Symbol of compulsory registration in Russia

Ultrasonic cleaner with disinfecting agent may be used, In accordance with the manufacturer's
instructions

Washer disinfector for thermal disinfection may be used.

e.0 60« 272 ﬂ%gg:
69S4 bio/Kt v.'wiv.>«'>d«n(il eu
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Symbol ; : ~Description :' ' .

I Use dry

u

|-O Use dry till the indicated rpm (clockwise rotation).
F © Spray cooling when exceeding the indicated rpm (clockwise rotation).

LOT Lot or Batch number

C € Compliance with EU directive
C® See Instruction For Use

15. Cleaning and Sterilization
OptiOisc disc, HLuster™™V*and Qo™ polishers are single use medical device and not provided sterile.

Instructions below refer to OptiDisc mandrel and Optishine only. To guarantee successful reprocessing of

OptiDisc's mandrels, work thoroughly and with great care. Thorough cleaning and disinfection are essential

prerequisites for effective sterilization.

Cleaning

X Remove OptiDisc mandrel from the contra angle and remove OptiDisc disc from OptiDisc mandrel.
2 Dispose of OptiDisc disc following local or national laws.

3 Remove from the mandrel and its surfaces any visible debris or organic matter with a disposable wipe or

surface brush. Scrub with warm tap water and soap or detergent. Never use metal brushes or wire wool.
4 Inspect instruments for debris. Repeat cleaning step 3 if there is still debris.

5 Inspect the product prior or after reprocessing. Defective devices should be immediately discarded, These

defects include;

« Deformations (in particular of the connections either to the OptiDisc disc or to the dental handpiece);
e Appearances of oxidation;
e Discolorations;

. Material embrittlement.

6 Immediately soak in adisinfectant solution following the manufacturer's instructions. Do not use detergents

or disinfectants containing strong alkalines, strong acids, hydrogen peroxide or organic solvents.

7 Alternatively, to point 6, an ultrasonic cleaner with a cleaning and disinfecting agent can be used in

accordance with the manufacturer's instructions.

PhOKi «419U10C90S
P.O 80»272 r«lcU« «4191610CS14

Sweid  REkOTBRI
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8 Rinse all parts with warm tap water.

9 Alternatively to points 6 to 8, thermo disinfection at 93'C with a cleaning agent can be used in accordance

with the manufacturer's instructions.

10 Dry instruments and place in a sterilisation pouch for steam sterilisation following the instructions of the
pouch manufacturer. Properly packaged and sterilised instruent protects the sterilised goods from

microbaclehal recontamination during handling and storage.
11 Place them in autoclave tray as per steriliser's instructions for use.
12 Sterilisation;

* Place parts separately in either the steriliser tray or in a pouch. Sterilise in a steam autoclave using

distilled water at 134’ C (273*F) for 3 minutes. Drying time 14 minutes;
e Do not use chemical autoclave or cold sterilisation solutions;

 Avoid direct contact with the metallic part of the autoclave, as the temperature there can exceed the

preset temperature, which can lead to material deformation;

e When the product is taken out of the autoclave, check the package for damage. In case of perforated
packaging, do not use the product, as the sterilisation could be compromised. The sterilisation

procedure must be repealed.

13 Store the productin a dry and dust free area. The devices can be reused if maintained with proper care and
if they are not damaged. Over time and after several uses / treatments the OptlDisc mandrel may show
appearances such as scratches, deformations, appearances of oxidation, discolorations or material
embrittlement; at that point the device MUST be discarded. The examination can be made with the naked

eye or with the aid of a magnifier under norma! lighting conditions.
14 There are no limits for reprocessing cycle have been defined for mandrels or Optishine.

15 There are no Restrictions on the number of repeated treatments. After each treatment, the product should

be checked for the defects specified in paragraph 13 of this section.

16. Classification Risk

OptiDisc disc, OptiDisc mandrel, Optishine. Gioss"”*Polishers and HiLuster™*"~* Oia polishers are classified as Class

Ma according to Annex IX (rule 5) of Medical Device Directory 93/42 and its subsequent amendments.

17. Risk Management File.

Table 13: Risk Management File according to 1SO 14971

WTWTTT>TWTT

OptiDisc disc | KBI-ION15018-00
OptiDisc mandrel 1 KBMDN15019-00
HiLuster™* Dia Polishers; 1 KBI-IDN15022-00
KtriHtwe SA Phone ¢AJ&ItIOCSOS
~ BogJ72 le'efs» «ej 91 630 05 14
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Medical Device . Risk Management

Gloss ™M Polishers
Optishine KBI-IDN18034-00

18. Disposal

Medical devices must be disposed in the local public entities, in accordance (with SanPiN 2.1.7.279010 Sasanitary
and epidemiological requirements for the handling of medical waste and other national and regional normative

legal documents,

OptiDisc disc, OptiDisc mandrel, Optishine, Goss™-/"Polishers and HiLuster™”Dia polishers are not a hazardous

material (A class) and can be disposed in general waste.

19. Requirements for the protection of the environment

The composition of Finishing and Polishing system is such that it does not create undue burden on the
environment. User of the product must be a licensed professional who is trained for its safe use. OptiDisc disc,
OptiDisc mandrel, Optishine, Goss”™¥ Polishers and HiLuster- Dia polishers do not make negative effect to

human and environmental during the usage, storage and transportation.

20. Shelf life

Shelf life of Finishing and Polishing system is 5 years. The expiration date is stated on the packaging of the device.

21. Applied standards

Table 14: Applied standards

issue
1S0134S5 Medical devices - Quality management systems - Requirements for regulatory 2016
purposes
EN 1SO 14971 Medical Devices ~Application of risk management to medical devices 2012
Medical Devices - Symbols to be used with medical device labels, labelling and
1SO 152231 -1 . . ) 2012
information to be supplied
EN 980 Graphical symbols for use in the labelling of medical devices 2008
1SO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation and testing 2009
1SO 10993-5 Biological evaluation of medical devices Part 5: Tests for in vitro cytotoxicity 2009
1SO 109931-10 Biolo.g.ical. evaluation of medical devices Part 10: Tests for irritation and skin 2010
sensitization
1ISO 17971 Dental rotary instruments - Shanks - Part.l; Shanks made of metals 2011
1SO 9687 Dental equipment - Graphical symbols 2015
EN 1041 Information supplied by the manufacturer of medical devices 2008
EN 1797-1 Dental rotary instruments - Shanks -Shanks made of metals 2011
Sterilization of medical devices - Information to be provided by the manufacturer 2004

I1SO 17664 . o )
for the processing of re-sterilizable devices

Sterilization of health care products -- Biological indicators - Part 1: General

1ISO 11138-1 . 2006
requirements

Sterilization of health care products - Moist heat - Part 1: Requirements for the

1SO 17665-1 development, validation and routine control of a sterilization process for medical 2006
devices
KerrHan”rSA Plion» 441 el OSDS
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Kerr

22. Warranty

KerrHawe's technical advice, whether verbal or in writing, is designed to assist dentists in using KerrHawe's
products. Such advice does not expand KerrHawe's limited warranty or relieve the dentist of testing KerrHawe's
products to determine their suitability for the intended uses and procedures. The dentist assumes all risk and
liability for damages arising out of the improper use of KerrHawe's product. In the event of a defect in material
or workmanship, KerrHawe's liability is limited, at KerrHawe's option, to replacement of the defective product
or part thereof, or reimbursement of the actual cost of the defective product. in order to take advantage of this
limited warranty, the defective product must be returned to KerrHawe In no event shall KerrHawe be liable for
any indirect, incidental, or consequential damages EXCEPT AS EXPRESSLY PROVIDED ABOVE, THERE ARE NO
WARRANTIES, BY KERRHAWE, EXPRESS OR IMPLIED, INCLUDING WARRANTIES WITH RESPECT TO DESCRIPTION,
QUALITY, OR FITNESS FOR A PARTICULAR PURPOSE.

ferrHawe 53 Phone «4191610050%

PO Box272 Telefor 441 9161005 2
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[MepeBo/ C aHIMUIACKOTO A3blKa Ha PyCCKMit A3bIK

Kerr

N3pgenna ctomaTtosiormyeckme ana oUHULLHON
00paboTKM M NONTIMPOBKN B BapuaHTtax

MCMNOJIHEHWNA

| EXHMYECKAA AOKYMeHTaLus

O puanyecknin NponsBoOANTEND:
KerrHawe S.A., Via Strecce 4, buogxuo, 6934 WBeliyapusn
MpounssoacTBeHHasa nnowagka:

KerrHawe S.A., Via Strecce 4, buogxuno, 6934 LWBeliyapus

Oata ytBepxaeHuna: 30 anpensa 2020

YTBEPXAEHO:
/nopgnuce/ MeuaTb: KeiT (Kepp)/

Galileo Bertolasi (Fannneo beptonacu)
[vpeKkTop no Bonpocam obecrneyeHnsi kKayecTsa/HOPMaTUBHO-MPABOBOr0 yrnpaB/eHusi, oTaeneHvne Kerr Europe
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T1'R1'ENAN N« infaRkarrdantai Pepakyuns: 00 CTtpaHuya'd /38

@ 000 LWPMI (&) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU



Kerr

COAEPYAHUE

1 Onucanme............. O EIeNNrEeeNEP e tTasbaustiiaetresTIOTTONSTIVSEIY terrrrnsrrsananarartsasersitrennres TP PRONN 3

2 UHPOopMaumAa 0 NPOU3BOAUTEAE U YNOAHOMOYEHHOM NpeaCcTaBuTeNE NPOUIBOANTEAA

......

MEANLUHCKOTO UBACNAMA ...rcenseimsranss

NPeayCMOTPEHHOE NPUMEHEHME. .........crcssissarmasireonsersersess Owwubkal 3aknapxa ve onpeaenena,

MNoxasaHwnA K HCNOAL3IOBAHMUIO.....

...... ssesssssssrnneld

NporusonoKkasaHnA

...... RSP -

oooooooooooooooooooooooooooooo

COBMECTUMOCTD ..ovvveeiaeeerrrenrosccssonrnnraras

HexenarenbHble PeaKUMM .....eiierees

3
4
5
€6  Mepbl NPEACCTOPOMHOCTH veverirensseirseeasersronssnsise
7
8
9

HHCTRYKUUA NO UCNOABIOBAHUIO

I LT T T R TT P PP T YN PR R R PP R AT T Y 6

T T R T P Py R R Y T

10 YcaoBuA XPaHEHUA U TPAHCNOPTUPOBKM...

11  Pasmepbi WAKGOBAABHO-NOAUPOBOYHOW CUCTEMD

AUCK OPtIDISC cooviiinnrsciisensiicsiiiisiesisessnnssienns

BUcKoAEPKATENb OPLIDISC.....iiiiiiciniirnniisiseisirsoniisssssesisimssssisness

ErrevvIRTIIILY

OPLISHING ..oviciienrirsiniciinnerissrsesrissssnesrensnansssissntossesnsonsas "

Noanpwt HiLuster™'® Dia; »

VPedEsORIONIEIT IV VARAR RS

Noavpbl GlossP™.......

12 TexHuMecKMe XIPAKTEPUCTIKM ....vvvvvsnrrirearisarsresissssivece

L L T ]

.............. RV

22

CreneHb abpasMBHOCTV 1 KOAMNECTBO 060POTOB B MUHYTY

PAIMEPDIciiiiiiisiaresssssenmreciissnsssesessismasssssssnsassessasssstissassssrsessssorsssanessanss

vrevviave

TEeXHUMECKME XaPAKTEPUCTHKU AUCKOAEPIKaTeNe ...

saasannnnae

reserses

Macca P L L T T TP T P R L T T R P R L L R R R A S L L T AL L R S L n00024

Cocras marepuana...........

reersen LY TTPTRY )

13  YnakosKa

TeuNeNIIITRISIItantabuRnaRitese

T TTTIY

..... PR 1
.28

14 Mapruposka

33

tenuse saaniee T T R L T T LT )

rasnrecdeey

15  OumcTKa u cTepunusaumwa

tivesveernesrnaannatata 33

16  KNBCCUDUKAUNA PUCKA coveeereersrrnnrsssnnnrrarssonnarssssssoss

17  &aitn oTHETa NO YNPaBAEHNIO PUCKAMMK. ...

18  Ymau3sauma .

19 Tpeb6osaHua K OXpaHe OKpYKAKOLWEN Cpeabl .....

versss 36
Jo—

PNt I IRaaaa e AN leer et Rl Iat e rrsreeitediTrverrIssasrennuritutdaitonad 36

........ 36

36

20 Cpok rogHocTh...
21 NpumeHaembiil CTaHAapT

22 TapaHTUM ....cocieuirne

KerrHawe SA I Teaedon +41 916100505

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

6934 BuoQMUD
LeeRuapen

www kerrdental.eu
nfo@kerrdental.eu

Pepalupn: 00

Cvpannua 2 /38



Kerr

[aHHbIii TexHn4eckunii haiin NoAroToB/EH C LENbo NpeacTaBneHns MHopMaLmm o

MEeAVLMHCKOM M3AENUN ANs perucTpaumum Ha TeppuTopun Poccuiickoin ®efepauymi.

1 OnwucaHune

N3pnenna ctomatonornyeckue ans qJMHMLLIHOVI 06pa60TKI/I N NONNPOBKW B BapnmaHTaX UCMNO/NIHEHNA COCTOAT U3

MEAMUMHCKUX W34enunit, npefHasHauYeHHbIX AN WCMNONb30BaHUS MNpWU CTOMATONOIMYeckMx mnpoueaypax,

TpebyLWmnX BbIMOMHEHNA WANMDOBKM M MONMPOBKM. 3Ta npodeccmoHanbHas cuctema BkawvaeT (Tabnuua 1)

CUCTEMY TPOMHOrO LWAN(OBAHWA, COCTOSLLYID U3 NNACTUKOBbIX AUCKOB, MOKPbITHIX a6pasuBom, 2

auckogepxaTens, NofiMPOB U LWETOK.

KerrHawe SA TenedoH *4191610 05 05
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
6934 Buoaxuo www.kerrdental.eu
LLiBeiiLapus info@kerrdental.eu Pepakuusa: 00 CtpaHuua 3/38
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LU}'IVICpOBaI'IbHO-I'IOI'II/IpOBO‘-IHaH cnctema

PucyHok 3: Monupsl Hiluster Plus Dia n Gloss Plus
- - f

Im | W

Monupsl HiLuster”"“~Dia;

Monunpsl
Monupsbl GlossN'/*

LleTka Optishine

PucyHok 4: Optishine

1/BigmrartWb.>2514

Ouck OptiDisc gocTyneH B 4 pa3Mepax abpasvMBHOCTM, Kaxjas M3 KOTOPbIX BbIMyCKAaeTcs B 3 pasfInyHbIX

onameTpax (ta6bnuua 2). 3TO u3genMe Heob6XoAMMO WUCNOAb30BaTb B KOMOMHaALWMM CO CTaHLApPTHbIM WAK

KOPOTKUM guckogepxartenem OptiDisc nyTem npucoefnMHEHNs NOcCNefHEero K Konbuy ancka (pucyHok 5}

Ovck OptiDisc n guckogep>xxaTesnb MOryT MOCTaBMATLCA B KAUeCTBE 3amacHbIX 4acTeil UAu BMecTe € noaupamu

HiLuster™~"' Dia, 01055~ nm Optishine B cocTaBe npogeccmoHanbHbiXx HabopoB (Tabnuuya 2).

B uensax peructpayum B Poccuu npefycMoTpeHbl clefylolue BapuaHThl:

Ta6nnua 2: WnngpoBanbHO-NONMPOBOYHAS CUCTEMA: PA3/INYHbIE BAPUAHTbI:

Kara-

NOXHbI OnucaHue

H<»A«P
n3pennsa
cTomMaTofnornyeckne gns

4200 pUHNIWHON 06paboTKN 1
nonnpoBku OptiDisc
General Assorted Kit

KerrHawe SA TenedoH +4191610 0S 05

& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 buoaTtua www.kerrdental.eu
L BeiiLapun info@kerrdental.eu

3anacHas
yacTtb/ CopepxaHune
Hab6op
- 30 wr. auckos OptiDisc oueHb rpy6biii 0 9.6 MM;
- 30 wT. auckos OptiDisc rpy6bii/cpegHuin 0 9.6
MM;
- 30 wT. guckoB OptiDisc TOHKUA 0 9.6 MM;
Ha6op - 30 wT. auckoB OptiDisc o4yeHb TOHKKI 0 9.6 MM;

- 30 wr. anckoB OptiDisc oueHb rpy6bIt 0 12.6 MM;
- 30 wT. guckoB OptiDisc rpy6biit/cpegHuin 0 12.6
MM;

- 30 wt. auckoB OptiDisc TOHKUK 0 12.6 mMMm;
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Karta- 3anacHas
NOXHbIA! . OnucaHue yacTb/ CopepxaHue
TTT
-30 wTt. gnckoB OptiDisc o4yeHb TOHKUA 0 12.6 MM;
-2 wr. guckopepxartens OptiDisc KOPOTKUiA;
-3 wr. guckopepxartens OptiDisc cTaHAapPTHbIN
-1 wr. nonnpoBoyHas weToyka OptiShine;
- MHCTpYKUMA NO NpUMEHEHUIO
- 20 wt. anckoB OptiDisc o4yeHb rpy6bid 0 15.9 MMm.;
N3penunsa - 20 wt. guckos OptiDisc rpy6biit/cpegHuin 0 15.9
cTtomaTonormyeckue gns MM.;
4190 pUHUWHON 06paboTKM 1 Habop - 20 wt. guckos OptiDisc TOHKUiA 0 15.9 mm.;
nonunpoeku OptiDisc - 20 wr. guckos OptiDisc oueHb TOHKKI O 15.9 MM.;
Assorted Kit - IHCTpYKUMA NO NPUMEHEHUIO
- 30 wr. auckoB OptiDisc oueHb rpy6bIA 0 12.6 MM.;
- 30 wr. anckos OptiDisc rpy6biii/cpegHunini 0 12.6
MM.;

n3pnenns - 30 wr. guckoB OptiDisc TOHKUA 0 12.6 MM.;

4188 cToMaTo/iornyeckume ans Haop - 30 wT. guckoB OptiDisc o4yeHb TOHKKI O 12.6 MM.;
UHUWHOI 06paboTKK 1 -1 wT. guckopepxartenb OptiDisc KOPOTKUA;
nonupoBky OptiDisc Mini Kit -1 wr. guckopepxartenb OptiDisc cTaHfapTHbI

-1 wTt. nonnpoBoYHas weTo4vka OptiShine;

- IHCTpYKLUMA No NpUMeHEeHNo

-2 wr. guckopepxatens OptiDisc cTaHAApPTHBIN;

-1 wr. guckopepxatens OptiDisc KOPOTKUiA;

*5 WwTt. gnuckoB OptiDisc oueHb TOHKNI O 12.6 MM.;

-5 wT. guckos OptiDisc TOHKMA 0 12.6 MM.;
n3penusa L o o

-5 wr. guckos OptiDisc rpy6biii/cpegHuin 0 12.6
cTtomaTonormyeckue gns MWL

5100 PpuHUWHON 06paboTKu n Habop

- 2 wTt. nonupa GiossPLUS nnams;

- 2 WwT. nonupa GiossPLUS vaweuka;

- 2 wTt. nonupa HiLusterPLUS Dia nnams;
-2 wr. nonupa HiLusterPLUS Dia vaweuka;
- MHCTpYKUMA No NpUMeHeHUIo

nonuposku KerrHawe
Polishing Kit

- 3 wT. nonmpa GiossPLUS nnawms;

-3 wr. nonupa GiossPLUS ocTpbIil KOHYUK;

-3 WwTt. nonupa GiossPLUS vaweuka;

-3 wTt. nonupa GiossPLUS guck;

-2 wr. nonupa HiLusterPLUS Dia nnawms;

-2 wrt. nonupa HiLusterPLUS Dia ocTpblii KOHYUK;

N3pennsa
cTomatosiornyeckue ans

2600 puHUWHON 06paboTKn 1 Ha6op
nonvpoBkun HiLusterPLUS

o -2 wTt. nonupa HiLusterPLUS Dia yaweuka;
Polishing System

-2 wrt. nonupa HiLusterPLUS Dia agunck
- IHCTPYKLUMS MO NPUMEHEHWIO

KerrHawe 5A TenedhoH 4-4191 610 0S05
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
6934 brogxuno wMiw .kerrdental.eu
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2 VHgpopmauma o nponsBoanTene v ynosHOMOYEHHOM NpeacTaBuTesie NPou3BoAnTeNs

MeaNLUWNHCKOIo nsgenuns

MpousBoaunTens:
KerrHawe SA;

Via Strecce 4, 6934 buogxuo, LWWeeiiyapus.

YNO/HOMOYEHHbIV NMpefcTaBuTeNb NPON3BOAUTENSA HA TeppuTopumn Poccuiickolt ®epepaumnn:
O6uLecTBO C OrpaHMYEHHOW OTBETCTBEHHOCThLIO «KaBo JleHTan PyccnaHa» («KaVo Dental Russland»)
00O «KaBo fleHTan PyccnaHg»

195112, CaHkT-MeTepbypr, ManooxTUHCKMIA np. 64, kopnyc B, nomeweHune 26H.

TenedoH: +7 (812) 324-4212 dakc: +7 (812) 324-2053

E-mail: info.russia@kavokerr.com

3 Ha3HaueHue

n3penua cTomartosiormyeckue ans (bl/lHVIUJHOVI O6pa60TKI/I n nNonNnpoBKM B BapuaHTax WUCNONHEHUA

npegHasHayeHbl AN WAM(OBKU M MONMPOBKN pecTaBpauunii 3y6oB v TBepAblX TKaHel 3y60B.

4 TloKasaHWa K MPUMEHEHMUIO

Ouck OptiDisc npegHasHauyeH ANa WCNONb30BaHWA BMecTe C guckogepxatenem OptiDisc. Auck Optitidisc
npumeHseTca [ANS OCHOBHOrO nNpenapupoBaHUs, KOHTYpMpOBaHWSA, WAMGOBaHUA W MNOMMPOBAHUA

CTOMAaTO/IOrn4ecKux peCTaBpaLI,VIVI.

OptiShine — 3To He Tpebylwlwas NPUMEHEHUs nacT MOMIMPOBOYHASA LW eToYKa, KoTopas wucrnonb3yeTcss Ans
npeaBapuTeNbHON U (UHUWHONA NONUPOBKM KOMMNO3UTOB, KOMMNOMEPOB, MOAUMULMPOBAHHLIX CMOMaMWu

CTEK/IOMOHOMEpPOB, KEPAMUKUN U CTPYKTYpP €CTECTBEHHOro 3y6a.

Monupebl HiLuster"®Dia n Boss™¥YVYY™ npegHa3HauyeHbl AN UCNOMb30BaHUA B LeNax WAN(OBKM U NOANUPOBKU

3y6HbLIX pecTaBpaymuii U CTPYKTyp ecTecTBEHHOro 3y6a.

5 TlpoTnBonokasaHua

Ouck OptiDisc, AunckogepxaTtenb OptiDisc, nonupbl OptiShine, HiLuster"®* Dia ©n Gloss"/W™He [O/KHbI
MCMNoNb30BaTbCA Yy NayueHToB, WMeKWNUx anneprum K AW6bIM KOMMNOHEHTaM WaW MmaTepuanam,
NPUCYTCTBYOWUM B 3TUX nlgenuax (cm. pasgen 6 «Mepbl NPegoCTOPOXHOCTU» U pa3jen 8 «HexenartenbHble

peakunm»).

6 Mepbl NpesoCcTOPOXKHOCTU

Ouckn OptiDisc, nonupbl HiLuster" DIA wn Gloss""“* npepgHasHayeHbl TONbKO AA8 OAHOPa30BOro

ucnonb3oBaHua. AuckogepxaTtens OptiDisc ¥ nonupoBouHas wWeTouka Optishine noaxoAsT AN MOBTOPHOrO

KerrHawe SA TenedoH *419161005 05
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 buogpxno www.kerrdental.eu
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nonb30BaHuWA. YunTbiBas 370, BaXHO cobnwgaTtb 0cobyd OCTOPOXHOCTb Npu ob6paboTke AuMckodepxxaTenen
OptiDisc n nonnpoBoyYHOl weToukn Optishine. Ncnonb3yembili cTepunnsatop LO/IXKEH NPOXOAUTbL MaHOBbIE
npouenypbl NpounakTMyeckoro 06CNyXXnBaHWA B COOTBETCTBUM C YKa3aHUAMWU, AaHHbIMW MPOM3BOAUTENEM
napoBOro cTepuamsatopa. HacToaTenbHO pekoMeHayeTca Ucnonb3oBaTb 06opyaoBaHne, cooTBeTcTByOUWEee EN
285 nnm EN 13060. Ctepunusaums anbTepHaTMBHbLIMW MeTo4aMW, TAaKMMU KaK paguauUuoHHbLIA, TopsyYnuMm
BO34YyXOM, hopManbAerngomMm M OKCUAOM 3TW/EHa, a Takxke naa3mMoil, He Gbina BanufupoBaHa Ha npegmeT

coemectumocTmn {cM. pasgen 12 «OuncTka u ctepununsaynsa»)

7 COBMECTUMOCTb

Ona obecnevyeHna NpaBUIbHON paboThl N3Lennsa M BO n3bexaHne HexenaTtenbHOro oTcoeanHeHUs getanei B

npouecce akcnayatauuu guck OptiDisc 4OMKEH MCNONb30BaThLCS TONLKO C AuckogepxaTtenem Kerr OptiDisc.

8 He>xenatenbHble peaKuumn

Y npefpacnonioXeHHbIX NuLl, BO3MOXHO pa3BuTue anfepruyeckoro KOHTAKTHOro fgepMmarnta wn ApYyrunx

annepruyecknx peakumuit (cMm. pasgen 5 «MpoTuBonokasaHus» v pasgen 6 «Mepbl NPesoCTOPOXKHOCTU»}.

Ouck OptiDisc cOCTOMT M3 CNeAylWwnx KOMMOHEHTOB: MOMWUITUNEH; CUHTETUYEecKMe MOoUMepbl; OKCUA
anioMUHNUA; KNeil M3 anoKcuaHoi cmonsl. Auckoaepxatens Optidisc, KOTopbld Mcnonb3yeTcs B coueTaHuu c
auckom OptiDisc, cocToMT M3 crefylolux KOMMNOHEHTOB: HepXaBewuwas cTalb; NaTyHb MeAU U UMHKA;

HNUKenieBsoe NoKpbiTHE.

Monwupbl HiLuster’ Dia n Gloss™™™ cOCTOAT M3 CNeAylLWNX KOMMNOHEHTOB: CU/IMKOHOBBIA Kayudyk; Kapb6upg
KPeMHUA; anlOMUHMUEBAA OKWUCb; OKCUA KPEeMHUA; nofnamuj; 4YacTulibl €CTECTBEHHOro U CUHTETUYECKOTrOo

arMas30B; naTyHb MeAn N LuHKa (XBOCTOBMK); 30/10TOE UM HUKEEBOE MOKPbITUE (XBOCTOBUK).

MonupoBoyYHas WeTouka OptiShine cocToOWUT U3 cneAytoLMX KOMNOHEHTOB: CUHTETUYECKUA nonuMep (LWeTUHKK);

Kap6ug KpeMHus (LWEeTWHKN); NaTyHb MEAW U LWHKA C 30/10TbIM UM HUKENEBLIM MOKPLITUEM.

Ouck OptiDisc, guckogepxatens OptiDisc, nonupsl Dia HiLuster"w Gloss”®#* 1 nonmposoyHasa LleTouKa
Optishine He fO/MKHbBI MCNONB30BaTLCA Y NALVEHTOB, UMEKOLWNX B aHAMHe3e TAXenble anfepruieckmne peakumm
Ha No6ble N3 KOMNOHEHTOB WKW MaTepuanos, BXOAALWMX B COCTAB 3TUX U3AeNui. Npn BOSHUKHOBEHUWN KOXHOW
CbiNW, pasfpaxeHns, ceHcubunusayum UM annepruyecknx peakunin Heo6xoL4MMO HeMeaNeHHO o6paTuTbLCs 3a

MEeLVNLMNHCKOM MOMOLLbIO.

9  MHCTpYyKLMA NO MCNONb30BAHUIO

Ouck OptiDisc npegHa3Ha4YeH TONbKO A1 O4HOKPATHOTO UCMOb30BaHUSA.
1 BbiGepuTte noaxoaswuii pasmep a6pasMBHOCTM B COOTBETCTBMU C MOCAEA0BATENIbHOCTbIO MOJIMPOBKU
(TEMHO-KOPWUYHEBbLIA NS KOHTYpMPOBaHUS, CBET/IO-KOPWYHEBbIV AN WANGMOBKU, OpaHXeBbli Ans

NONIMPOBKMW U XENTbli NS UHUILHOW nonupoBkn (Tabnuua 3).

KerrHawe SA TenedoH *4191610 0S05
& 000 LIUPMM 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
©Y34 bUOAXKUNO WWWw.Kerraental.eu

L Beiinapus Info(@kerrdental.eu Pepakuyun: 00 CTpaHnua 7/38
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Tabnuua 3: LiBeToBoe koguposaHue gucka OptiDisc

. Fpy6oii/cpeaHeii N, .
Ab6pa3nBHOCTb AnCKa OyeHb rpyboii ToHKoOW OueHb TOHKOW
abpasmBHOCTHU
OptiDisc abpasnBHOCTYU ( abpa3nBHOCTHU abpasuBHOCTH
. cBeTno- . .
(uBeToBOW KOA) (TeMHO-KOpUYHEBbIN) . (opaHXxeBblin) (xkenTblid)
KOPUYHEBLIN)
YMeHbleHne dunHUWHAA
HasHayeHue Wnudoska MonunpoBKa
o6bema/KOHTYypupoBaHue nonuposka

MpucoefuHnTe Aauckopepxatens OptiDisc K KpenneHWw No TUMNY 3awWeNkyu Ha CTOMaTo/IorMyeckom
KOHTPYrNO0BOM HakOHe4YHWKe, bBnarogaps 3anaTeHTOBaHHOW TexHoONoOrMuM, KoTopas onpegenser
npaBuibHYl0 CTOPOHY, pabouy CTOPOHY (pUCYyHOK 5} nerko ysHatb MO0 MNJOTHOMY KOAbLy,
pacnosoXeHHOMY No BCEN OKPYXHOCTU. Auck OptiDisc Ao/mKeH 6bITb NpUXaT K AnckogepxaTento OptiDisc

Tak, 4To6bl AUCK CTaN MAOCKUM M GblN MPOYHO 3ahMKCUPOBAH Ha AucKogepxaTtene (PUCYHOK 6).

PucyHok 5: paboyas/Hepaboyan CTOpoHbI aucka OptiDisc
Pa6oanCTop0HaJ

| Hepabouas
CTOpPOHa

PucyHok 6: C60pka guckogepxartens n gucka OptiDisc

3 YcTaHOBUTE CKOPOCTb BpaweHusa (06/MUH) Ha 3HaYeHUU, ykazaHHOM B MapkupoBke (10 000 o6/MuH gnsa

BCEX AMCKOB). Bpemsa MovMpoOBKW yCTaHABIMBAETCA Ha YyCMOTpPeHWe Bpava.

4 Mpu nponycke pa3mepa abpa3nBHOCTU KOHEYHbIV pe3ynbTaT PUHULIHOK NONUPOBKN pecTaBpauuy MoxeT
CHU3NTbCA.

5 Mpn nonupoBKe cnerka HagaBnMBaTe Ha AWNCK, YTOObI AO6MTbLCSA Hauny4wero pesynbTaTa.

6 Wcnonb3yinTe paHHOe w3genne TONbKO [ANA  KOHTYpUpoBaHwWsA, wWAnNgoBkn un  (MAN) MONNPOBKK

CTOMATO/NIOTMYECKOW pecTaBpaLmnii u CTPYKTYp eCTEeCTBEHHOTO 3y6a.

7 Mocne WcNoNb30BaHUA KaXgoro pasmepa abpa3vMBHOCTM PEKOMEHAYETCS CMbiTb OCTaTKM MOPOLWKA C
pecTaBpauyuMm unu 3y6a. MNpu yTunmusauyum Bcerga cob6noaaiTe MecTHble 3aKOHOAATeNbHble HOPMb.

CUMBO/bI M UX pacwun@poBka NPMBOAATCA B NyHKTe 15,

KerrHawe SA TenechoH «4191610 05 05
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
69.14 brnogxuno www.kcrrdental.eu
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NoanpoeouHan wertouka OptiShine MOXMeT UCNOAB30BATECA NOBTOPHO.

1 NpucoeauHNUTe NOAUPOBOYHYIC WETOURY OptiShine K KPLNAEHMIO NO TUNY 3aUEAKK HA CTOMATCNOMMHECKOM

KOHTPYFAOBOM HAKOMEMHUKE.

2  YcranosuTe CKOPOCTb BpalueHma (06/mun} na aHaueHUH, yKaszannom B mapkuposke (makcumansHo S 000

0o6/mun).

3 Ana noanpopkn 3yOubix PECTaBpauuiA W CTPYKTYp ecrecteenmoro 3yba MCnoabayifte 8 Cyxom euge.

CMBOAB U MX PacwnPpPOBKa NPUBOARTCA B NYHKTE 15,

Noaupbl GlossPLUS u HiLusterPLUS Dia npeanasHaueHbl TONbKO ANA OAHOKPATHOID MCROALIOBANMA

1 fNpucoeauHUTe NOAMP K KPENACHWUIC N0 TUNY 33UEAHW H3 CTOMATONOIMHMECKOM KOHTRYFAQBOM

' HAKOHEYHUKe.

2 VCTaHoBHTE CKOPOCTL BpawweHua (06/MUH) HA 3HAYEHWIW, YKAZAHHOM B MAPHUPOBHE.

3 MpuNOAMPOSKE CTOMBTONOTUMECKMX PECTABPALUMIA W CTPYKTYP ECTECTBEHHOTO 3y6a NCNONL3YItTe CYXOe KA
PACNBINUTEALHOE OXAINACHUE, COFNACHO MHCTPYKLWMAM, NPUBLAEHHDIM B MAapKUpoBKe. CUMBOALI W MX

paciumndposxra NPHBOAATCA B NyHKTE 15.

10 Ycnoeun XpaHeHMA 1 TPAHCNOPTUPOBKW

D0 MCNONLICBAHNA U3AENMA MOMKHO XPIHUTE U TPAHCNOPTUPOBATL NPK TEMNEPATYPE OKPYKIIOWLEH CPRABI B UX
OPUIHHANLHON YNAKOBKE, BAAAM OT COAMEMHOrO CBeTa. MCNoNb3yiHTe MEAMUMHCKME UIAEAUA A0 UCTEMEHHA
CPOKa FOAHOCTH, YKA3aHHOrC Ha 3TUKeTKe. Mepes MCNoL30BaHWEM AdiTE H3AENNIO AOCTUYL KOMPOPTHOK ANA
4enoBeKa TemnepaTypbl, B KOTOPOW MOTYT NPOBOAWTLCA NPOPECCHOHANBHBIE NPOUEAYPbl WAUGOBKU M

NCAKPOBKK 6 CTCMATOAOIUMW.

YCAOBWA TPAHCNOPTUPOBKIA 3Havenune
Temnepatypa oT-40 2070 °C
OTHOCUTENDHAA BAAMHDCTL or10 2095 %
DasneHue: 071 500 a0 1060 rMa
or10a035°C
YCAOBMA UCNIONDIOBIHNA
WHBa3ueHo o1 32 a0 42 °C
YCAOBMA OKPYHAlOWEH B MEANUMHCKMX KAMHMKaX npu Temnepatype 10-35 °C u npwm
cpean OTHOCMTENLHOI BAIMHOCTY BO3AYXa He Gonee 85 % npu 25 °C
KesrHawe SA | Tesedou +41 91 610 05 05
& 000 LIUPMU 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
6934 BuDaAwwe www kerrdental.eu
WeeRuaprn I info@kerrdental.eu Pegaym: 00 Crpamnia 9 /38
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Yenosun xpaHeHun oY4 no 35°C

11 Penpeaenraruambie YepTeXKN M3ACAUN CTOMATOROTHMUECKUX ANA GUHMILINHOW 06PABOTHH N

NOAMPOBKM B BapUAHTaX NCNOAHEHNA

11.1  Awcx Optidisc

Picyrion 7: fince, Bug coepxy

it
- |
KerrHawe SA | Tenedon +41 91 6100505
& 000 UUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Buoguno www kerraental.eu
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PucyHok 8: fiuck, Bna c6oky

Ta6bnuua 4: Pasmepbl NnpusejieHbl Ha pucyHkax 1, 2u 3

LLIepoxoBaTocTb abpasvBHOIA a0POHbI

0 C(mm)
15,9

12,6

9,6

KerrHawe SA

>KenTbiii
OueHb TOHKOA
abpasnBHOCTHU
OueHb TOHKOM
abpa3nMBHOCTU
OueHb TOHKO
abpa3nMBHOCTHU

Tenedon */11 91 610 05 05

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

6934 Buogxuno
Lseliyapus

www.kerrdental.eu
info@kerrdental-eu

OpaH>keBblIi
ToHKO
abpasuBHOCTU
ToHKo
abpa3smBHOCTHU
ToHKo
abpa3nmBHOCTHU

CBEUK}KOpMHHeBbM
Ipy6oi/cpepHeint
abpasuBHOCTM
py6oii/cpenHeit
abpasuBHOCTM
IFpy6oii/cpenHeit
abpasuBHOCTM

Pepakuus: 00

TEMHO-KOPUYHEBbII
py6oii
abpasuBHOCTHU
py6oii
abpasuBHOCTHU
Ipy6oii
abpasuBHOCTHU

Ctpanuua 11/ 38
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11.2 Auckopepmarens OptiDisc

PucyHok 9: Pazmepbt (MM) CTaHAAPTHOrO Avckoaepwartena OptiDisc, obwwe gonyckmn £ 5 %
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Pucynox 10: Paamepes (mm) xopatkmit auckopepwarents OptiDisc, obwwe gonyckn £ 5%
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11.3 Optishine

PucyHok 11: Pa3mepsl (MM) OptiShine, o6wmne gonyckn +5 %

xerrHawe SA TenedoH «419161009 05
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
6934 6uomxmo www.kerrdental.eu
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11.4 noaupw Hiluster™ Dia;

Pucyron 12: Pasmepni (M) nonnpow Dia HiLuster™ ™ (uawwa), obwme aonyckm £ 5 %

- £68

' - -
|
KerrHawe SA I Temebon +4191 61005 05
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Pucynou 13: Pasmeput {mm) noanpoe Dia Hilustec™' {nnamn), obiuue donyowu £ 5 %
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PracyHOK 14: Pasmeper (mm) nonmpos Dia HiLuster™ V= (ocypoil norumi), oSujue donycky £ 5 %
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PucyHox 15: Pasmepo!l (mm) noanpos Dia HiLuster®™ {anex), oSwiue donycru + 5 %
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11.5 noaupw Gloss™

PicyHox 16: Paamepss (mm) noavpos Gloss™V* (uawna), ofume gonycku £ 5%
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Pucywok 17: Pazmeput {mm) noaupoe Gloss™' (nnama), obwme gonycku £ 5 %
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PucyHon 18: Pasmepbs {Ma) noanpos Glass™ Vs (munnnaamn), oGwme gonycku £ 5 %
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PucyHoK 19: Paamepui {mm) nampos Gloss™'V* (anck), 0buiue donycxu 1 5 %
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12 Texumueckue xapakrepucTMxu

12.1 Crenesb 36pa3nBHOCTI M KOAMYECTEO OGOPOTOR B MUHYTY

Tabanyua 5: Crenene abPaneHOCTH N KOAUNECTBD OBOPOTOR B MHYTY (anck OptiDisc)
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CreneHb

abpasnsBHOCTU (MKM)

OueHb rpy6oii

abpa3nBHOCTU -
MeguynHckoe [py6oi/cpenHei
nsgenve abpa3nBHOCTU -
ToOHKOI
abpasnBHOCTU -
OueHb TOHKOW
nNbawsHOCTU
Ouck OptiDisc,
80/40/20/10
09,6 MM
ck OptiDisc,
Auck OptiDis 80/40/20/10
0 12,6 mm
OptiDi
Anck OptiDisc 80/40/20/10
0 15,9 MM

JAonyck

+5%

+5%

+5%

PekomeHpyemoe

Ko/n4ecTBo 060 poToB B

MUHYTY (06/MUH)

10000

10000

10000

no yacosow LI Y LI B

MakcumanbHoe
KO/INYEeCTBO
060poTOB B
MUHYTY
(06/MunH)

20000

20000

20000

Tabnuuya 6: CTeneHb abpa3nBHOCTU U KONMYecTBO 060poToB B MUHYTY {Anckogepxatens OptiDisc, nonupsl Optishine, Gloss™", HiLuster™

Dia)
CteneHb
MeavuynHckoe
abpasnmBHOCTU
usgenve
(MKM)

CTaHAapTHbI

auckogepxartesnb H/0
OptiDisc
KopoTkuii
auckoaepxaTtenb H/n
OptiDisc
MonuposBoyHas 4
wetouka OptiShine
Monunp Gloss""* 17
nnams
ﬂonmvaloss"""* 17
OCTPbIA KOHUYMK
Monup Gloss™"*

17
yauka
Monup Gloss"""* 17
Auck
Monwup HiLusterP™* 4
Dia nnams
Monup HiLuster™"* 4
Dia oCTpbIil KOHUYUKK
Monup HiLuster""* 4
Dia yawka
Monwup HiLuster™"* 4

Dia guck

KerrHaweSA

TenetoH-k4191 610 05 05

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

6934 iinopxuno
LUeiiLapus

www .kerrdental.eu
info@kerrdental.eu

Aonyck

H/4,

H/4

+5%

+5%

+5%

+5%

+5%

+5%

+5%

+5%

+5%

BpalueHve no yacoBow cTpesike

PekomeHayemoe
KOJSIn4ecTBO 060pOTOB B
MUHYTY (06/MUNH)

10000

10000

3000

5000

5000

5000

5000

5000

5000

5000

5000

Pepakumns: 00

MakcumanbHoe
KOJSIN4ecTBO
060poOTOB B
mMmHyTy (06/MUH)

20000

20000

5000

20000

20000

20000

20000

20000

20000

20000

20000
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12.2 Macca

Tabnuua 7; Macca MeAULUHCKUX N3aennii wnngoBanbHO-NONNPOBOYHOW CUCTEMBI

Macca
3HaueHune N W Tanbn
Ounck OptiDisc oueHb rpy6biit 0 9.6 MM 0,04 0,01
[wnck OptiDisc rpy6biit/cpegHuin 0 9.6 Mm 0,03 0,01
Ownck OptiDisc ToOHKMA 0 9,6 MM 0,02 0,01
Ownck OptiDisc oueHb TOHKUIA 0 9,6 MM 0,02 0,01
Ownck OptiDisc oueHb rpy6bii 0 12,6 MM 0,06 0,01
Ownck OptiDisc rpy6biii/cpeagHnii 0 12,6 mm 0,04 0,01
Ownck OptiDisc TOHKMA 0 12,6 MM 0,03 0,01
Ounck OptiDisc o4ueHb TOHKKIH 0 12,6 MM 0,03 0,01
Onck OptiDisc oueHb rpy6biii 0 15,9 mm 0,09 0,02
Ownck OptiDisc rpy6biin/cpegHuin 0 0 15,9 mm 0,06 0,02
Ownck OptiDisc ToOHKMA 0 15,9 MM 0,05 0,02
Ouck OptiDisc oueHb TOHKKI 0 15,9 MM 0,05 0,02
OuckopepxaTtenb OptiDisc cTaHAAPTHbI 0,89 0,03
OnckopepxaTtens OptiDisc KOpoTKNii 0,60 0,03
MonupoBoyHas weTtouka OptiShine 1,32 0,03
Monup Gloss"“*nnams 0,88 0,03
Monup Gloss”™N*¥0cTpblii KOHUYMK 0,69 0,03
Monup GlossPNN yalwka 0,99 0,03
Monup 6loss’” anck 0,90 0,03
Monup HiLuster™"* Dia nnams 0,85 0,03
Monup HiLuster""Dia ocTpblii KOHYNK 0,67 0,03
Monwup HiLuster”“*Dia yawka 1,00 0,03
Monup HiLuster””Dia guck 0,96 0,03

12.3 Pasmepsl

Ta6nnua 8: pasmepbl MEAULUHCKUX U3AENUN WNUPOBANLHO-NONNPOBOYHON CUCTEMBI

jSBm c

3HayeHue W nii
Ounck OptiDisc, 0 9,6 MM 0 9,65 0,20 mm
Ouck OptiDisc, 0 12,6 mm 0 12,65 0,20 mm
Ounck OptiDisc, 0 15,9 mm 0 15,90 0,20 Mm
OunckopepxaTtenb OptiDisc KOpPOTKWiA 03 0 5%

OnvHa 17,1 OnvHa: 5%

. . 03 0 5%

AvckopepxaTtenb OptiDisc cTaHAapTHbI

OnnHa 25,1 Onvua: 5%
MonnpoBoyHas weTtouka OptiShine 075 0 5%

Onuua: 27 OnvHa: 5%
Monwup Gloss"™*nnams 05 0 5%

Onuna: 27 OnvHa: 5%
Monup Gloss" ™ ocTpblii KOHYNK 0 3,5 0 5%

OnuHa; 25,9 Onunna: 5%
Monup Gloss*"* yalwka 07 0 5%

OnvHa: 26 OnnHa: 5%
Monwup Gloss™"*gunck 09,6 0 5%

Onunua: 23 Onvna: 5%

KerrHawe SA TenedoH *41 91610 05 05
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. . 0 4,6 0 5%
Monup HiLusterf'™Dia nnams
OnunHa 26,3 AnuHa: 5%
. . o 0 3,5 0 5%
Monup HiLuster”” Dia oCTPbIA KOHUYNK
OnuHa 25,9 Onvna: 5%
) . 06,9 0 5%
Monup HiLusterP"® Dia yalka
OnunHa 26,5 AnuHa: 5%
n HiLuster”"®Di 09,6 0 5%
onu iLuster ia guck
P A OnvHa 23 OnvHa: 5%
12.4 TexHuuecknme xapakKTepuUCTUKM gUcCKogepxaTenei
TexHunyeckne”™
XapakTtepucTuka J OvckopepxaTtens [Juckogepxatenb OptiDisc  [onyck
OptiDisc CTaHAapTHbINA
7
Ji
OnuHa (Mm) 17,1 25,1 5%
TeeppgocTb (HV 5} >250 >250 -
LWepoxoBaTtocTb (RA), MKM 0,8 0,8 5%
di- auameTp xBocToBUKaA (MM) 2,35 2,35 5%
b2-gunameTp Ha ypoBHe nasa (Mm) 1,35 1,35 5%
li-onnHa xBoctoBuka (MM) <13,5 <13,5
S- pa3mep NA0OCKOro NATHa Mo 1,8 1,8 5%
onameTpy (MMm)
PaccTosiHne mexay Kpaem 2,7 2,7 5%
NA0CKOTo NsATHa U Hepabouum
KOHLLOM XBOCTOBMKA (MM)
PaccTtofiHne mexay Kpaem 18 1,8 5%
NA0OCKOro nNATHa 1 nasom (MMm)
WwnpuHa nasa (MM) 0,9 0,9 5%
12.5 CocraB maTtepuana
Ta6bnuua 9; CoctaB MaTepunanosB OTAENOYHO-NONNPOBOYHOW CUCTEMbI
KaTtanoxHblli Ne CAS/EHC/
KoMnoHeHT MaTtepunansi OnwuncaHune c.l
nat Monunacup 25038-59-9
MonuypertaH,
PUR, PR, EP nonuadcup, 25085-99-8
anokcugHas cmona
Al1203 OoKcug antoMUHNA 1344-28-1
. OKpalleHHbl
AOunck OptiDisc
TrM3: TemHo-
KOPUYHEBBIN,
P Monnacunp-610K-
CcBeT/o- 77402-38-1
. amupbl
4200 KOPUYHEBbLIN,
opaHXeBbli,
XenTblii
HukennpoBaHHas
ikennooss . (p ! 7440-02-0/
MKenMpoBaH naTyHb (YNCTbIRA
OuckopepxaTtenun asa na ; . 69011-36-5/
Hasi naTyHb - HU -
e D If{1 y1M n ZEHZL 7 68213-23-0/
elfinor Hbl i
! Pospatinbil 5949-29-1
3alWUTHBIN cnoi
MonvpoBoYyHaa weTouka HukennposaH HukenupoBaHHas
. p. . P vp 7440-57-5
Optishine Has/nokpbiTas (yuctbinn
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KaTanoxHblii

4190

4188

5100

KerrHawe SA

KoMMOHEeHT

Ownck OptiDisc

[Ouck OptiDisc

OvckoaepxaTtenu

MonupoBoYHasa WeTouKa

Optishine

Monupsl Qs

TenecoH *4191610 05 05

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

6934 Buopgxuno
WBeliyapus

www.kerrderital.eu
nfo@kerrdental.eu

MaTtepunans|

30/10TOM
naTyHb

PMIA

SiC
naTt

PUR, PR, EP

Al203
OKpalleHHbI
TN3: TemMHo-
KOPUYHEBBI,
CBET/IO-
KOPUYHEBbIN,
OpaHXeBblil,
XKenTbli

naT

PUR, PR, EP

A1203
OKpalleHHbI
TMN3: TemHo-
KOPUYHEBBIN,
CBeTNo-
KOPUYHEBBIN,
OpaHXeBblit
XenTblii

HukenuposaH
Hasa naTyHb -
Deifinor 1M

HukenuposaH
Has/nokpbiTas
30/10TOM
natyHb

PMIA

SiC

CunNnkKoH RTV

OnucaHue

HUKenb)/NokKpbiTas
30/10TOM (4mucTtoe
30/10T0) NaTyHb
Monu
(n3opTanonnxnopu
a/T-
heHnneHanaMuH)
(MmeTaapaMuaHbIii
nonnumep)

Kapbug kpemHus
Monnadgup
MonuypeTtaH,
nonunacup,
3anoKcuMpHas cmona
oKeng antoMnHnA

Monnaunp-6n0ok-
amuabl

Monunacup
MonuypeTtaH,
nonunadup,
3anokKcuaHasa cmona
OKcug antoMmHmuA

Monunacpup-610K-
ammab

HukennposaHHasn
natyHb (4MCTbIA
HUKenNb) -
npo3payHbIii
3aWMTHbIW croin
HukennposaHHas
(4ucThbiin
HVUKenb)/nokpbiTas
30/710TOM (4ucToe
3010T0) NnaTyHb
Monwn
(n3oTanonnxnopun
a/T-
theHuneHgnammH)
(MeTaapaMugHbIii
nonumMep)

Kap6ug KpemHus

CunukoH RTV

Peaakuus: 00

Ne CAS/EHC/

C.I.

25765-47-3

409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/
69011-36-5/
68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4/
14808-60-7

CTtpanuua 26 / 38



Kerr

KaTanoxHblii u

KoMnoHeHT

Monupbl HiLuster””N

Ounckn OptiDisc

AvckopepxaTenun

Monupbl Gloss'™* W

2600

Monupbl HiLuster"~
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MaTepunansbl

MNpalimep

Al1203
CuHwnit useTt

MokpbiTas
30/10TOM
natyHb

CuUnukoH RTV

THO2

Mparimep

Dia
MokpbiTas
30/10TOM
natyHb
SiC

naTt

PUR, PR, EP

Al203
OKpalleHHbI
TN3: TemHo-
KOPUYHEBDIN,
CBET/NO-
KOPUYHEBDIN,
opaHXeBblid,
XKenTbli

HukenuposaH
Haa naTyHb -
Delfinor 1M

CunukoH RTV

Mpalimep

Al203
CuHwnit uBeTt

MokpbiTas
30/10TOM
naTtyHb

CunukoH RTV

Ti02

OnuncaHue

Mpatimep

OKcug antoMnHNA
CuHuiA uBet

MoKpblTas 30/10TOM
naTtyHb (4nctoe
30/10T0)

CnnnkoH RTV

Ovokcnpg TntaHa

Mpalimep

Anmas

MokpbITas 30/10TOM
naTyHb

Kapbug kpemHus
Monunacup
MonunypeTaH,
nonunagwmp,
3anokcuaHasa cmona
OoKcug antoMnHNA

Monunacunp-6n10k-
aMmunpibl

HukennpoBaHHas
naTyHb (4ncTbIiA
HUKeNb) -
npo3payHblii
3aWNTHbIN CNoW

CunnkoH RTV

DOW CORNING(R)
1200 OS PRIMER
CLEAR

OoKcug antoMuHNA
CuHMiA uBet

MokpbITaa 30/10TOM
naTtyHb (4ucrtoe
30/10T0)

CunnkoH RTV

Aviokcupa TutaHa

Pepakuyus: 00

NeCAS5/EHC/
an.

107-51-7 /
18765-38-3/
5593-70-4
1344-28-1
CUHUIA NUTMEHT
C.l

7440-57-5

100-41-4/
14808-60-7
13463-67-7
107-51-7/
18765-38-3/
5593-70-4
7782-40-3

7440-57-5

409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/
69011-36-5/
68213-23-0/
5949-29-1

100-41-4/
14808-60-7
107-51-7 /
18765-38-3 /
5593-70-4
1344-28-1
CUHUIA NUTMEHT
C.l.

7440-57-5
100-41-4/

14808-60-7
13463-67-7
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KaTanoxkHblii N2CAS/EHC/
KoMnoHeHT MaTtepuansi OnwucaHne a

107-51-7/

Mpalimep Mpanimep 18765-38-3/
5593-70-4

Dia Anmas 7782-40-3

MokpbiTas n

30/10TOM OKpbITasi 30/10TOM 2440-57-5

naTyHb
naTyHb
SiC Kapbupg kpemHus 409-21-2

Ta6nuua 10: OCHOBHble MUTMEHTbI %

MnurmenT Ns CAS W Bw T %
Ovck Optidisc (TeMHO- Cm. nacnopT 6e3onacHocTH 35
KOPUYHEBBIN) BewecTea FK 42119 / ROTBRAUN '
Ownck Optidisc (cBeTno- Cwm. nacnopT 6e3onacHocTyn 29
KOPUYHEBBIA) BewecTBa FK 42116 / ROTBRAUN '
. . Cm. nacnopT 6e3onacHocTu
Ouck Optidisc (opaH>eBblit) 2,9
BewectBa FK 42117 / ORANGE
o . CM. macnopTt 6e30MacHoCTu
Ounck Optidisc (kenTbiin) 2,9
BewecTBa FK 42797 / GELB
Monwupbl Gloss™N"* CuHnin nurmeHT C.l. 0,01
Monwupsbl HiLuster' "> 13463-67-7 3

13 YnakoBka

YnakoBka W3fenuini ctomatonornyecknx Ana GUHUIWLIHON 06paboTKM U MOMIMPOBKWM B BapuaHTax MCMNOMHEHMWS
{pvcyHkn 20 * 29) cOCTOUT U3 HECTEepPU/IbHOWN NEepPBUYHON yNakKoBKW, Macca U paamepbl KoTopoi (Tabnuuya 11)
BapbUpyOTCA B 3aBUCMMOCTU OT BapuaHTa ucnosHeHus (tabnuua 2).

Tabnunuya 11: Paamepbl (MM) 1 macca (r) roTOBOro NpoAykKra

sk TN
Aonyck (%9

Macca

Honyck (=%

FoToBbIVi BatiHHtf

KaTano>xHbl 3HauveHue (N

3HauveHue (Mm) [

N3penusn 208.2x26.3x 120.2 5 117.2r 5
cTomaTofnornyeckme
ANa (UHULWHOW
06paboTKu n
NoNMPOBKM
OptiDisc General
Assorted Kit
n3penusa
cTomatonornyeckue
Ana QUHWLWHOWN
06paboTKM n
NoNMpPOBKN
OptiDisc Assorted

Kit

88.0x 25.0x60.0 5 45.1r 5

n3pennsa 129.0x25.1x 121.5 5 80.3r 5

cTomMatonornyeckue

KerrKkawe SA TenedoH #4191 61005 05
& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Buoaxuno www-kerrdentai.eu
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ONA duHnwHoOM

06paboTKM 1

NoIMPOBKYU

OptiDics Mini Kit

n3penusa 131.7x21.1x78.4 5 7161 5
cTomartosiormyeckume

AN PUHUWHONK

06paboTkM n

NoOMPOBKN

KerrHawe Polishing

Kit

N3penns 219.9x25.8x97.5 5 87.3r1 5
cTomaToniornyeckue

ANa UHULWHOW

06paboTKn 1

nosIMPOBKMN

HiLuster Polishing

System

PucyHok 20: MepBuyHasa ynakoBka (Bug csepxy), M3genvna ctomatonornyeckue ans uHuwHoli o6paboTku n nonuposku OptiDics Assorted
Kit B Tabnuue 5.

OptiDisc® o is.amm /
No0.)4190/Af8i)rtedKit '

V: :,a0/inrtNe4 diceb(trfl;Ce«se

© 2S/fltKPanl hiilpi’

i Mac'saSwitzerland”

ml i~errH
T LWastirecce 4
7 J1 34 B»pggNo/ewit2
>www-kffrd»ntal.eu

05

PucyHok 21: MepBuYHas ynakoska (Buf c3agn). N3genns ctomatoniormyeckne ans huHUWHON 06pa6boTkn n nonuposku OptiDics Assorted
Kit B Tabnuue 5.

KerrHawfi SA TenedoH +41 91610 05 05
& 000 UUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 buogxuno www.kerrdental.eu
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PucyHok 22; MepBu4yHas ynakoBka (BuA CBepxy), N3gennsa ctomaTosiornyeckne ans uHUWHON 06pa6oTku n nonuposkn OptiDisc General
Assorted Kit

PucyHok 23: MNMepBnyHasa ynakoeka (Bug c3aan). M3genna ctomaTtonornyeckme ans uHUWHON 06paboTkn n nonmposku OptiDisc General
Assorted Kit

PucyHok 24; MepBnyHas ynakoeka (Buf cBepxy), M3aenusa ctomatonornyeckne ans UHUWHOK o6paboTkn n nonuposku OptiDisc Mini Kit,

OptiDisc* 0128m — Kerr

SB u

fICSESy"

NAc3lWaHM—

P»W(rvicU4atH lyeiNrtwIi1s

WAL cam

Noce ItIR« H 1 >

KerrHawe SA Tenecon +4191 610 05 05
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PucyHok 25: MepBuyHas ynakoska (Bug c3agn). N3genvs ctomatonornyeckme ans (uHULLHOM 06paboTkm 1 nonnposkm OptiOisc Mini Kit,

Kerr
Occhibrueh* - OptiShn*"

PucyHoK 26: MepBUYHasA 1 BTOpMYHas ynakoBKa (BUA cBepxy), V3genvsi ctomaronornyeckme 18 UHULLHON 06paboTKN 1 MOMMPOBKY

KerrHawe SA

TenethoH +4191610 05 05

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

6934 buoaxuno
LseliLapus

WWW .kerrdental.eu
Info@kerrdental.eu

KerrHawe Polishing Kit,

KerrHawe Polishing Kit
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PucyHok 27; MepBuYyHan ynakoska (Bupa c3agun), N3genus ctomatonornyeckue ans GUHUWHON o6paboTku n nonuposkn KerrHawe

Polishing Kit,

PucyHok 28: MepBuuyHas ynakoska (Bupj ceepxy) Magenua ctomatonormyeckme aAnsd UHUIWIHOK o6pa6oTkm n nonnposku HiLusterPLUS

Polishing System,

PucyHok 29: MepBuMYHan ynakoBka (Bupa c3aaun), M3pgennsa ctomatonormyeckme ans GUHMWHONW o6paboTkn u nonuposBku HiLusterPLUS

Polishing System

KerrHawe SA TenedoH *41 91 610 05 05
& 000 LUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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14 MapkupoBKa

PucyHok 30: MapKupoBKa U3Aennii CTOMaToNorMyeckux 4as hUHNLWHOV 06paboTKM 1 NOMIMPOBKY B BapyaHTax UCMOSHEHUS Ha
TeppuTopuu PO,

4200 VN3pgenunsa ctomaTosiornyeckme ansa MHNLLHON 06paboTKM N NONNPOBKKN
OptiDisc General Assorted Kit

MN3rotoeutenb: «KeppXase C.A.», Via Strecce 4, 6934 Bioggio”™ Switzerland
(WBeiuapus).

Py @C3 NS XX/ XXXXXX OT XX XX XXXX T

Tonbko AN npogeccCnoHanbHOro UCMONb30BaHMUS.

CpoOK rogHOCTM yKa3zaH Ha ynakoBke. Mepea npumeHeHWeM HEOOX04UMO
03HAKOMUTLCHA C UHCTPYKLMEN.

MmnopTep: OO0 «KaBo fieHTan PyccnaHg» 195112 CaHkT-MeTepbypr,
ManooxTUHCKUA np-T, . 64B, 1. (812)324-42-12

M3rotosneHo B LLseliyapun

141 CUMBO/bI Ha yNnakKoBKe

Tabnuuya 12; CUMBOAbI, MCMONb3YeMblii 4N 34NNl CTOMaTONOrNYeCcKNX AN (DUHULLHONA 06paboTKM 1 NOAVPOBKM B BapuaHTax
MCMOJTHEHMA B COOTBETCTBUM CO CTaHAapTaMu, yKasaHHbIMU B NyHKTe 17

Cumson 1 OnuncaHune

He noanexut noBTOPHOMY UCNO/Ib30BaHUIO.

MoanexuT cepuanvsalnm B NapoBOM CTepuinsatope (aBTOKIABE) MYTEM UCMO/b30BaHUS
AVCTWUNIMPOBAHHOI BOAbI MpY YKa3aHHOI Temnepatype

E—|

I I BpauweHune BnpaBo (Mo 4acoBoi cTpenke) npu o6opoTax (06/MMH), YKa3aHHbIX B MapKMpOBKe

BpauieHue BnpaBo (Mo 4acoBoOli CTPEsKE): MakCMMasibHas CKOpOCTb BpauieHusi (06/M1H) yka3aHa B

(wax) MapKupoBKe

XpaHuTb BAaNN OT CO/THEYHOTO CBeTa

@ TpebyeTcs MCNoNb30BaHWe CPEACTB 3almMThI 1133

B cooTBeTcTBUM C PefepanbHbIM 3akoHOM CLUA, faHHOe n3genue MoxXeT npuobpertaTb U
3aKa3blBaTb TO/IbKO CTOMATO/0r.

US; Rx only

MpoussoanTens

1
Mcnonb3oBartb 40

( : CumBon, 0653aTeNnLHON pernctpauun B Poccum

B COOTBETCTBUM C UHCTPYKLUMSIMW MPOVU3BOANUTENS, MOXET GblTb NCMO/BL30BaH Y/IbTPA3BYKOBOM
0UMCTUTENb C AE3UHMLMPYIOLLUM CPEeLCTBOM

[na TepMuyeckoii Ae3nHMeKL M MOXET UCMO/b30BaTLCA MOEUHbIN Ae3UH(EKTOp.

KerrHawe SA TenetoH+4191610 05 05
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CumBon OnucaHue.

Mcnonb3oBaTb B CyXOM Buje
Mcnonb3oBaTth B CyXOM BMAE A0 YKa3aHHOW 4acToThl BpalleHns (BpalleHune no 4acoBO CTpesike).

Mpyn NpeBbILIEHUN YKa3aHHO YacToThbl BpalleHusi (BpalleHue Nno YacoBoii cTpesnke) TpebyeTcs
pacnbiMTenbHOe OXMaXAEHNE.

LOT Homep cepun uan napTim

‘ € CooTBeTCTBUE C AUpPeKTMBOI EC

Cwm. WHCTPYKUMIO MO NCNO/1Ib30BaHUKO

[3 1

15 OuwucTka 1 cTepunusaunsa

Ouck OptiDisc, nonupbl HiLuster™wy ABNAKTCA MEANUWUHCKUMMKU WU3Lennamun ANg OAHOKpaTHOro

NPUMEHEeHNA N NOCTaBNAKTCA B HECTEPU/IbHOM BUae.

WNHCTPYKUMN, NpYBeAEeHHbIe HUKE, OTHOCATCA TONbKO K gnuckogepxatensam OptiDisc n NONMPOBOYHON WETOYUKM
Optishine. 4T06bl rapaHTMpoBaTb 3NPEKTUBHOCTL MNOBTOPHON 06paboTkM pauckopepxarteneir OptiDisc,
BbIMONHANTE BCE MAHUNYNALNUN TWATENbHO MU C 60MbLWONA OCTOPOXHOCTbLIO. TwaTeNnbHasa YncTka u ge3mHpekuma

ABNSAOTCA HEOOXOAUMBIMYM MpeanocbinKkamun ansa adeKTUBHON cTepuamsayum,
OuncTmna

1 CHumuTe pguckoaepxatenb OptiDisc ¢ KOHTPYr10BOr0O HaKOHEYHMKA U CHUMUTe pJuck OptiDisc ¢

anckopepxatensa OptiDisc.
2 YTunusupyite guck OptiDisc B COOTBETCTBMU C MECTHbLIMU WUAMN HaLWOHAbHbIMU TPpeboBaHMUAMMN.

3 Cnomouiblo 04HOPA30BbIX CanteToK UK WeTKW yaanuTe ¢ UCKOLepXaTens U BCeX ero NnoBepxHocTel Bce
BUAUMbIE TBEpAble YacTuLbl WM OpraHuyeckne ocTaTku. [pomoiiTe Tensoii BOJONPOBOAHOW BOAOW C
MbIIOM WAM MOM LW MM CPEeACTBOM. HMKOrga He UCMONb3yiTe MeTas/inyeckne WETKU WU MPOBOJOYHbIE

Mo4anku.

4 OcCMOTpPUTE MHCTPYMEHTbl Ha MpegMeT Hannuusa 3arps3HeHuit. Mpu HanUuMm OCTATOYUHbIX 3arpA3HeHui

NOBTOPUTE OYUCTKY, ONMUCaAHHYIO Ha 3aTane 3.

5 OcmoTpute wusgenuve A0 WAW NOCAe MNOBTOPHOW 06paboTkM. HeucnpaBHble ycTpolicTBa cregyeT

HEMeJ/IeHHO YyTUAM3upoBaTh. K BO3MOXHbIM AedeKTaM OTHOCATCA cnefytolue:

e [etdopmaumm (B 4acTHOCTM, cOefUHeHUR ¢ puckom OptiDisc uAM co CcTOMATONOMMYECKUM

HaKOHEYHUKOM);

. MossBneHne NpU3HaKkoB OKUCNEHUSA;

XerrHawe SA TenedoH *4191 610 0S 05
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e  W3meHeHwe OKpaCKy;
e ossneHne NPU3HaKOB XPYNKOCTH MaTepuana.

6 HemeaneHHO 3amounTe B Ae3UHOUUMPYIOWLEM PacTBope, CNeAYA WHCTPYKUWAM npou3sogutensa. He
MCNONb3yHTE MOWME U Ae3nHOULMPYIOWMe CPEeACTBa, COAePXHAWMEe CUNBHBIE LEeNo4Yn, CUAbHbIe

KUCNOTbI, NEPEKUCL BOAOPOAA MNU OpraHnudecKkmne pacTeopurenn.

7 B kauecTBe aNbTEPHATUBLI NYHKTY 6 MOXHO UCNONb30BATL YNbTPA3BYKOBOE YCTPOWCTBO OYMCTKU BMECTE C

AE3INHOULMPYIOWNM CPeACTBOM B COOTBETCTBUMN C MHCTPYKUUAMU M3TOTOBUTENA.
8 MMpomoiite BCe HaCcTM N3QENNA TENNOW BOAONPOBOAHOW BOAOH.

9 B KauecTse anbTepHaTMBLI NYHKTam 6-8 MOMXHO MCNONL3OBATb TEPMUYECKYIO ae3unHderuunio npu 93 °C

HUCTALUM CPEeACTBOM B COOTBETCTBUM C MHCTPYKUNAMU NPOMN3BOAUTENR.

. 10 Bbicywute WHCTPYMEHTH U NOMECTUTE WX B MEWOK ANA CTEPUAN3AUMU NAPOM, CNeays WHCTPYRUUAM
npoussogutens. CobnogeHne Npasun yNakoBKU N CTEPUAN3AUNK 33 LMLLAET MHCTPYMEHTbI OT NOBTOPHOIO

MUKPOBHOro 3arpA3HeHMA BO Bpema 06paboTkn u XxpaHeHua.
11 YctaHosuTe Ux 8 NOAHOC aBTOKNABA COTNACHO MHCTPYKUMAM NO MCNONL3OBAHUIO CTEPUNIN3aTOoOPa.
12 Crepunnsayua:

e  YCTaHOBUTE 4acTW B NOAHOC CTEPUNM3ATOPa OTAEABHO WAKW B mewke. CTepuan3auua QO0NKHA
NPOBOAMTLCA B NAPOBOM aBTOKAaBE AUCTUAIMPOBAHHOK BOAOM Npwu Temnepatype 134 °C (273 °F) 8

TeyeHue 3 MUHYT. Bpema BbICbIXaHUA COCTaBnseT 14 MUHYT,;
e He ncnonb3yinTe XMMUYeCKUi asTOKNAB UM XONOAHBIE CTEPUIN3AUNOHHbBIE PAaCcTBOPLI;

e  W3bBeraitte HENOCPEACTBEHHOrO KOHTAKTa MHCTPYMEHTOB € METaN/IMHECKOW YaCcTbIO AaBTOKNABA, TaK KaK
‘ TEeMNepaTypa B HEM MOXET NPEeBbICUTb YCTAHOBAEHHYIO TeMNepatypy, YTo NpuseaeT K aepopmaumm

MaTepnanos,;

o [Ipu BbIHMMAHWUKM MELWKA U3 ABTOKNABa NPOBepPbTE ef0 HA NPeAMET BUAUMbIX NOBPEXAEHWNA. B cayyae
HANNMUMUA CKBO3HBIX AePEKTOB B YNAKOBKE HE MCNONb3YHTe NPOAYKT, TaK KaK NPOLECC CTepPUAN3aLUM

MOr OKa3aTbCcA HeaddpeKTMBHLIM. Mpoueaypy CTepran3aLmMm Heo6X0AMMO NOBTOPUTL.

13 XpaHuTb NPOAYKT CneayeT B CYXOM W HenbiNbHOM nomeweHuu. Uspenua moryt GbiTb MCNONL3OBAHLI
NOBTOPHO, NPU YCNOBUWU NPABUNLHOIO XPAHEHUA U OTCYTCTBUA NOBpPEeXAEeHNWA. C TeueHMem BpeMeHUn u
Nnocne HECKONbKUX WCNOAb30BaHui/06paboTok Ha Aauckogepkatenax OptiDisc moOryT BO3HWKATL
noTepTOCTV, NPU3HaKK AedOPMaUUK, OKUCNEHWA, U3MEHEHUA OKPaCKW WAN NPU3HAKKU NOBLILIEHHOW
XpynKocT1 matepwana. ITo TpebyeT yTuam3auum UHCTpymenta. OCMOTp M3gennit MOXHO NposecTu

HEBOOPYHEHHBIM rNa30M UAKN C NOMOLUBIO NyNbl NPY HOPMANbHbIX YCNOBUAX OCBEUWEHUA.

14 OrpaHuYeHWA NO BPEMEHW W YCNOBUAM XPaHEHWA A0 WUCNOAL30BAHUA NOBTOpHO obpaboTanHoro

MeaULUHCKOrO n3iaenna He YCTaHOBAEHbI.
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15 OrpaHnyeHnin No KONMYeCcTBY MOBTOPHO 06pabokM He BbiABAEHO. [locne KaXxAon o6paboTkm cnepyet

npoBepATb U3feNne Ha Hanuuve AedeKToB, yKasdaHHbIX B NyHKTe 13 HacTosiLero pasgena.

16 Knaccudukauus pucka

Ovck OptiDisc, AuckogepxaTenb OptiDisc, nonupoBoyHas weTto4vka Optishine, nonnpel Aoss™"Y"n HiLuster” ™
Dia knaccuumumpyloTcs Kak knacc Ha B COOTBeTCTBMM C mpusioxeHuwem IX (MpaBuao 5) cnpaBoyHuMKa Mo

MeLULUUHCKUM nsgennam 93/42 v nocnegyrouwumMmy nonpaBkaMmn K Hemy.

17 daliin oT4yeTa NO ynpaB/iEHUIO PUCKaMK.

Tabnuua 13: daiin oT4eTa MO yNpaB/ieHU0 puckamu cornacHo 1SO 14971

Ownck OptiDisc KBI-IDN15018-00
Ovckopepxatens OptiDisc KBI-IDN15019-00

Monupsbl HiLuster Dia; KBI-IDN15022-00

Monupbl Gloss"™
Optishine KBI-IDN18034-00

18 Ytunusauusa

MeanunHCKMEe un3fenna [O/KHbl 6blTb YTUNW3MPOBAHbI B MECTHbIX [OCYAapCTBEHHbIX YUYpPeXAeHUsx B
cooTBeTcTBUM ¢ CaHlMunH 2.1.7.279010, B KOTOPOM NPUBEAEHbl CAHUTAPHO-3aNnAeMmnonornyeckme TpeboBaHmnsa K
obpalleHNto ¢ MeAULUHCKUMU OTXo4amu, U APYTMMU HaUWOHAaNbHbLIMW W peruoHasbHbIMM HOPMAaTUBHbLIMMU

npaBoBbIMN AOKYMEHTaAMMW.

Ownck OptiDisc, Auckogep>xatenb OptiDisc, nonnpoBoyvHasa wetouka Optishine, noaupsl Gloss™*** W Hiluster~a™

Dia He ABMAOTCA onacHbLIM MaTepuanom (knacc A) U MOTYT 6bITb YTUIN3UPOBAHbI BMECTE C 06 UMY OTXOLaMK.

19 TpeboBaHMA K OXpaHe OKpyXatoLein cpeabl

CocTaB WM OBANILHO-NOMIMPOBOYHOM CUCTEMbI TaKoOB, 4YTO OHa He co3jaeT W3NIMWHEN Harpysks Ha
oKpyXawulyto cpegy. [lonb3oBaTenb npoaykta [o/kKeH OblTb NULEH3MPOBAHHLIM MpodeccuoHanom,
obyyeHHbIM mnpaBuiam 6e3omacHoro wucnonb3oBaHusa. [Awuck OptiDisc, [Awuckogepxartens OptiDisc,
nonnpoBoYyHas wetouka Optishine, nonunpol Gloss"” #*w Hiluster”'”Dia He oKa3blBalOT OTPMLATENILHOTO BANAHUSA

Ha YenoBeKa W OKpY>XallLlyo cpefy BO BpeMsl UCMONb30BaHUs, XpPAHEHUS N TPAHCNOPTUPOBKMU.

20 Cpok rofHocTu

CpoK rogHOCTU W3fenuii CTOMATONOrMYeckux AN (PUHUWHOK 06paGoTKM M MOMUPOBKU NPU XPaHeHUu

cocTtaBnaet 5 net. CpoK rogHOCTU yKa3biBaeTCsA Ha ynakoBKe nsgenuns.
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21 NMpumeHsaeMmblii cTangapT

Tabnuua 14: NMpumeHseMblii cTaHAapT

npumensemsiii 1 OnucaHue Aata
rrall MB 1 afdko A

MeguunHcKne nsaenus - cuctema ynpaBieHUs KauyecTtBoMm -TpeboBaHus ans
1SO 13485 At A ynp P A 2016

HOPMATUBHbLIX Lenei

MeanuMHCK1E U3fenns - NpUMeHeHne ynpasaeHus puckamu no OTHOLEHWUIO
EN ISO 14971 2012
KMEeAULNHCKUM U3[ennam

MepuuyunHckne n3gennsa - CAMBOJbI, UCMONb3yeMble B AP/blKax MeaNLNHCKNX
1SO 152231 -1 . 2012
n3gennii, MapknpoBKka U MHGopmaynsa, nognexawas ykasaHuio.

lpamueckre CUMBONbI, UCNONb3yeMble B MAPKUPOBKE MEAULUHCKUX

EN 980 N 2008
n3gennn
Buonornyeckas oueHka MegULMHCKUX U3eNunii, yactb 1: OueHka 1

1SO 10993-1 2009
TecTupoBaHune

Buonoruyeckas oueHka MeAMLUHCKUX U3Aenunii, yacTb 5: TecTbl
1SO 10993-5 . 2009
LUMTOTOKCUYHOCTU B YCMOBUSX in Vitro

buonornyeckas oueHka MegULUHCKUX n3gennii, yacte 10: TecTbl gns

1SO 109931-10 2010

BbISIBMIEHUA pa3fpaKeHUs U CeHCUBUNU3ALUUN KOXKMU.
CTOMATONOrMYECKNEe POTATOPHbIE MHCTPYMEHTHI - XBOCTOBUKM, YacTb 1:

1ISO 17971 2011
XBOCTOBUKMW, N3FOTOB/IEHHbIE U3 MeTasoB

1SO 9687 CtomaTonornyeckoe o6opygoBaHue - rpaduyeckme cCUMBO/IbI 2015

EN 1041 MHdopmaLumsa, npefocTaBnsieMass U3roToBUTeNeM MeANLUHCKUX U3AEeNnii 2008
CToMaTonornyeckne poTaTopHble MHCTPYMEHTbl - XBOCTOBUKMU - XBOCTOBUKM,

EN 1797-1 2011
M3roTOBJIEHHbIE U3 METasNoB

CTepunusayns MeAuLUHCKUX U3Lennii - tHpopmalus, npegoctasnsemas

1ISO 17664 npon3BoAMTENEM O OTHOWEHNN 06PabOTKM MOBTOPHO CTEPUAN3YEMBIX 2004
nanennii
CTepunusaumna n3gennin, 1CNonb3yeMbiX B CACTEME 34paBOOXPaHEHUS -

1ISO 11138-1 2006
6uonorvyeckne nokasaresnn, 4yactb 1: O6wme TpeboBaHuA
Ctepunusaymnsa nsgenmnin, NICNoNb3yeMbliX B CUCTEME 34PaBOOXPaHEHUS -
nokasatenu aBTOKNaBUpPOBaHMUS, yacTb 1: Tpe6oBaHua K paspaboTke,

ISO 17665-1 2006

Banngaumny 1 TeKyLeMy KOHTPO/O npouecca CTepuansannm MeguLmHCcKmux
nspenunii

22 TapaHTumn

TexHunyeckune KOHCynbTauuun KerrHawe, npepoctaBndemMble B YCTHOM UAUM NNUCbMEHHOM Buae, npegHa3Ha4deHbl
ANS OKa3aHusa nMomMol M cTtomaTtosioram B MCNOMb30BaHUMM NpoaykToB KerrHawe. Mofo6Hble pekoMeHAaunm He
pacwupsioT orpaHnYeHHyl rapaHTuio KerrHawe wunm He ocBo60XgawT cTomatosora OT TecTUpoBaHUA
npoaykToB KerrHawe gns onpegeneHns ux NnpurogHocTu ANa npegnonaraemMoro Mcnofb3oBaHWUs v npoueayp.
CTomMaTonor cam HeceT OTBETCTBEHHOCTb 3a BCE PUCKM W MOBPEXAEHWS, KOTOpble MOryT BO3HWUKHYTb B
pe3ynbTaTe HEMPaBUbLHOTO UCNONb30BaHUs npoaykTa KerrHawe. B cnydae o6HapyxeHus gedekra matepuana
UM NPOU3BOACTBEHHOTO AedeKTa, OTBETCTBEHHOCTb KOMMNaHUM KerrHawe umeeT orpaHuWyeHHbli xapakTtep. Mo
YCMOTPEHMNI0O KOMMNaHUW, BO3MOXHa NM60 3aMeHa AeeKTHOro MpoAyKTa WAM ero 4actu, 1M6o BO3MELEHUS
haKTuyeckoi ce6ecTonmMocTu e ekKTHOW NpoayKunmn. YTobbl BOCNOIb30BaTLCA 3TOW OrpaHNYEeHHON rapaHTuen,
AedeKTHbI NpoAYyKT AO/XKeH 6biTb BO3BpaleH B KomMnaHuto KerrHawe. Mpn 3ToM caMa KOMMaHWs HU B KOEM
cnyyae He HeceT OTBETCTBEHHOCTM 3a /060N KOCBEHHbIN, CAy4YallHblli WAW  KOCBEHHbIM ywep6. 3A

NCKAKOYEHNEM CNYYAEB, ABHbIM OBPA3OM MPEAYCMOTPEHHbIX BbILLE, KOMMNAHNA KERRHAWE HE OAET
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HUKAKUX TAPAHTUA, ABHbBIX UM NOAPASYMEBAEMbIX, BK/TIIOMAA FTAPAHTUMN B OTHOLWEHNU ONNUCAHKS,
KAYECTBA AW NPUrOAHOCTU NPOAYKTA ANA ONPEAENEHHOW LIEAN.

Koneit uepesoaa aokymedra
& 000 LHPMH (&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU




I'IepeBO,q C aHIMUIACKOTO f3blKa Ha pyCCKI/II7I A3blK BbIMO/IHEH MEPEBOAYUNKOM Karmposoﬁ

Bacunucoihi AHgpeeBHOW. MOATBEPXAal, YTO BbIMOMHEHHbI MHOW NepeBon SABMSeTCS
MPaBuAbHbIM, TOYHbIM W MOJHbIM.

1: ey Q! C

lyCtK

Pocculickas deaepauuns
CaHkT-lMeTepbypr

[eBATHaLATOro Mas fBe TbiCAYM ABAALATOrO rofa.

A, O3eHc AnekcaHpp leoprneBnd, BPEMEHHO WMCMNOMHAKWMA 0643aHHOCTK
HOoTapuyca HOTapuManbHOro oKpyra CaHkT-MeTepbypr [3eHc Hatanbu

AHaTONbEBHbI, CBWUAETENbCTBYID MNOANMHHOCTL nognucu Karuposoi Bacunucel
AHLpEeBHbI.

Moanwuck caenaHa B MOEM NPUCYTCTBUMN.
NTnyHoCTb NoAgNMCcaBlWIEro JOKYMEHT YyCTAHOB/EHA.

f.
3apeructpupoBaHo B peecTpe: No 78/80-H/78-2020-S '-'fiS T Z tA t

B3bickaHO rocygapcTBeHHON nmownuHbl (no Tapudy); 100 py6. 00 konm.

YnnayeHo 3a oKaszaHue ycnyr npaBoOBOro M TEXHWYECKOro XapakTepa:
400 py6. 00 kon.

A.l". [13eHc

MToro B HacToALwem OOKYMEHTE!
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Description

Finishing and polishing system consists of medical devices intended to be used for dental finishing and polishing

procedures. This professional system includes (Table 1) a lhree-gril system consisting of plastic discs coated with

abrasive, two mandrels, polishers and brushes.

Table 1: Finishing and polishing system overview
Finishing and pbltehing system

Component Name Representation
Figure 1: Extra Fine, Fire, Corase/Medium and Extra Coarse Discs

Disc OptiDisc disc

Figure 2: standard and short OptiDisc mandrel

Mandrel OptiDisc mandrel

Figure 3: Hiluster Plus Dia Polishers and Gloss Plus Polishers

HiLuster™"* Dia;

Polishers
GlossP"'»
KerrHsvbt SA PhoriA  *41 91 SIC 0S 05
P.O. 60« 2 T<le(a> *4191 610 OS }4
ma(@< www.kvrrdentsl.vu
Switit'Unid irilo~kerrd*ni»J eu r*geZ/ZS
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Finishing and polishing system

Figure 4: Optishine

Brush Optishine

OptiOisc disc is available in 4 grit sizes, each those is available in three different diameters (Table 2). This device must

be used in combination with OptiDisc mandrel by connecting this latter to the ring of the disc {Figure 5).

OptiDisc disc and mandrel can be provided in the form of refill or along with HiLuSter™* Dia Polishers, Gloss"**

Polishers or Optishine in the form of professional assortments (table 2).

For purpose registration in Russia provided following versions;
Table 2: Finishing and Polishing system; different versions;

REF Description Content
Assortment

- 30 pcs OptiDisc DISCextra coarse 0 9.6mm;
e 30 pcs OptiDisc disc coarse /medium 0 9.6mm;
- 30 pcs OptiDisc disc fine 0 9.6mm;
- 30 pcs OptiDisc disc extra fine 0 9.6mm;
- 30 pcs OptiDisc disc extra coarse 0 12.6mm;
« 30 pcs OptiDisc disc coarse /medium 0 12.6mm;
« 30 pcs OptiDisc disc fine 0 12.6mm;
e 30 pcs OptiDisc disc extra fine 0 12.6mm;
- 2 pcs OptiDisc mandrel short;
m 3 pcs OptiDisc mandrel standard;
- 1 pcs Optishine polishing brush;
- 3IFU
- 20 pcs OptiOisc disc coarse 0 15.9mm;
. . - 20 pcs OptiDisc disc coarse/medium 0 15.9mm;
OptiDisc Assorted Kit ) g L
4190 Refill - 20 pcs OptiDisc disc fine 0 15.9mm;
- 20 pcs OptiDisc disc extra fine 0 15.9mm;
m|IFU
- 30 pcs OptiDisc disc extra fine 0 12.6mm;
- 30 pcs OptiDisc disc fine 0 12.6mm;
- 30 pcs OptiDisc disc coarse /medium 0 12.6mm;
« 30 pcs OptiOisc disc extra coarse 0 12.6mm;
- 1 pcs OptiDisc mandrel Standard;
e 1 pcs OptiDisc mandrel Short;
- 1 pcs Optishine polishing brush;
- 3IFU
- 2 pcs OptiDisc mandrel Standard;
- 1 pcs OptiOisc mandrel Short;
- 5 pcs OptiOisc disc extrafine 0 12.6mm;
5100 KerrHawe Polishing Kit Assortment - 5 pcs OptiDisc disc fine 0 12.6mm;
« 5 pcs OptiDisc disc coarse/medium 0 12.6mm;
- 2 pcs Gloss™*Polisher Flame;
- 2 pcs Qo™ Polisher Cup;

4200  OptiDisc General Assorted Kit Assortment

4188 OptiDisc Mini Kit Assortment

A Phore  #liaifinOSCS

po Bxr2 Ttiefax -4i19J631)0S14
693A B_>0(|10 «vww ketcdehtsi.aw
Sar«is>d infoBicerickeiTd.eu fowge 3/ 29
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bl T

. Refill/
REF Description Content
Assortment

2 pcs HiLuster™* Flame;
2 pcs HiLuster"**Cup:
* 3IFU
3 pcs Gloss™”Polisher Point;
3 pcs Gloss*™N/ Polisher MiniPoint;
3 pcs Ao Polisher Cup;
HiLusterPIUS Polishing 3 pcs Gloss"”Polisher Wheel;

2600 System Assortment - 2 pcs HiLuster™*-"/ Point;

e 2 pcs HiLuster"Mini Point;

- 2 pcs HiLuster~™™Qup;
2 pcs HLuster™™“Wheel
e 1IFU

Information about manufacturer and authorized representative of medical device manufacturer
Manufacturer:
KerrHawe SA;

Via Strecce 4, 6934 Bioggio, Switzerland.

Authorized representative of manufacturer on the territory ot Russian Federation:
Limited Liability Company «KaVo Dental Russland»

«KaVo Dental Russland» LLC

195112, Saint-Petersburg, Malookhtinsky ave. 64, building B, premises 26H.

Tel,; 47 (812) 324-4212 Fax: +7 (812) 324-2053

E-mail: info.russia@kavokerr.com

Intended Use

Finishing and Polishing systems designed for finishing and polishing dental restorations and hard tooth tissues.

Indications for Use

The OptiDisc disc is intended to be used in connection with the OptiDisc mandrel. Optitidisc disc is indicated for gross

reduction, contouring, finishing and polishing of dental restorations.

The OptiShine is a pastless brush system used for the pre and highgloss polishing of composites, compomers,

resinmodified glass ionomers, ceramics and natural tooth structure.

The HiLuster””*Dia Polishers and Goss™"/® Polishers are designed for the finishing and high gloss polishing of dental

restorations and natural tooth structure.

Contraindications

OptiDisc disc, OptiDisc mandrel, OptiShine. HiLuster*”~Dia Polishers and Qo™ Polishers shall not be used on

patients who are allergic to any of the components or materials present in these devices (see section 6 Warnings

and 8 Adverse Reactions).

KeriHawcSA IPbcn* 44191 6100S0S

»0.B0<27Z ;Telefax 44J916100&34
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Warnings

OptiDisc disc, HiLuster™* Dia Polishers and Gloss"”®"Polishers are for single use only. OptiDisc mandrel and
Optishine are suitable for reuse. Itis therefore essential that the OptiDisc mandrel end Optishine are handled with
special care during use and reprocessing, and that the steriliser used is subject to a preventive maintenance plan
according to the indications given by the manufacturer of the steam steriliser. The use of equipment complying with
EN 285 or EN 13060 is highly recommended. Sterilisation with alternative methods such as radiation, hot air,
formaldehyde and ethylene oxide, and plasma has not been tested for this compatibility, (please, refer to section 15

«Cleaning and Sterilization»)

Compatibilities

To ensure the correct operation of the product and to avoid undesirable detaching of parts during use, OptiDisc disc

shall be used only with Kerr OptiDisc mandrel.

Adverse reactions

Allergic contact dermatitis and other allergic reactions may occur on susceptible individuals (see sections 5.

Contraindication and 6. Warnings).

OptiDisc disc is composed of; Polyethylene; Synthetic polymers; Aluminum oxide; Epoxy resin glue. Optidisc mandrel

that is used in conjunction with OptiDisc disc is composed of; Stainless steel; Copperiinc brass; Nickel plating.

HiLuster””*Dia Polishers and Gloss"”*Polishers are composed of: Silicone rubber; Silicone carbide: Aluminum oxide;
Silicone oxide; Polyamide: Natural and synthetic diamonds particles; Copperzinc brass (shank); Gold or nickel plating

(shank).

Optishine is composed of: Synthetic polymer (bristles); Silicon carbide (bristles); Copperzinc brass with nickel or gold

plating.

OptiDisc disc, OptiDisc mandrel. HiLuster™ ~Dia Polishers and Gloss"/~Polishers and OptiShine should not be used
on patients who have a history of severe allergic reactions to any of their components or materials. If skin rash,

irritation, sensitisation or allergic reactions occur, seek immediate medical attention.

Instruction For Use

OptiDisc disc is single use only.
1 Select the appropriate grit size according to the polishing sequence (dark brown for contouring, light brown for

finishing, orange for polishing and yellow for high gloss polishing (Table 3).

Table 3: OptiDisc disc color coding

OptiOisc disc roughness Extra Coarse Coarse Medium Fine Extra Fi vell
. xtra Fine (Yellow
(color code) (Dark Brown) (Light Brown) (Orange) ( )
. Gross Reduction/ L i
Function . Finishing Polishing ngh gl.OSS
Contouring polishing
KeriHwe A 610 05 05
P.O Box 277 Tfehcfax *4191610 0514
69i4 810$£10 wMrw.k«rrdcntai.eu
Swit>»r]»nd into(5'k*Md*m»l,eu r<vs>6).M Page5/25
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2 Connect OptiDisc mandrel to the latch type dental contra angle. Owing to the patented technology that
identifies the correct side, the active side (Figure 5) is easily recognized by a solid all the way around ring.
OpliDisc disc should be pushed on the OptidDisc mandrel so that the disc is set flat and secure on the mandrel

(Figure 6).

Figure 5: active/inanctive side of OpiiDisc disc

Active side

Inactive side

Figure 6: Assembly of OptiDisc mandrel and Disc

L -
3 Set the rpm as Indicated on the label (10,000 RPMs for all discs). Polishing time is left at the discretion of the
clinician.
4 Skipping a grit size during the polishing procedure might reduce the quality finish of the restoration.
5 Use light pressure when polishing to allow the disc to do its work.
6 Use only for the contouring, finishing and / or polishing of dental restorations and natural tooth structure.

7 After each grit use, it is recommended that you rinse the powder debris away from the restoration and tooth

structure. For proper disposal always follow national laws.

OptiShine Is reusable.
1 Connect OptiShine to a latchtype dental contra angle.
2 Setthe rpm as indicated on the label (max.5'000 rpm).

3 Usedry to polish dental restorations and natural tooth structure.

Kerr Polishers are single use only
1 Connect the Polishers to the latch type dental contra angle,
2 Set the rpm as indicated on the label.

3 Use dry or with spray cooling to polish dental restorations and natural tooth structure, as per Instructions on

the label. Symbols and meanings are reported in paragraph 15.

K*iiHkw «SA Phorc +41916100505
f.0. Bo» 272 Telefax 91 61005 14
6C34 B>cggio www.keirdentel.eu
I in(669keirde'<ial eo RevixiOA'00 Pape 6/29
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Storage and transportation conditions

Device can be stored and transported at ambient temperature in their original packaging and away from sunlight
until use. Use the device prior to expiration dale printed on the label. Before use, allow the device to reach a
temperature that is suitable for human occupancy and at which professional dental finishing and polishing

treatments are usually performed.

Transport conditions Value
Temperature from -40"Cto 70 *C
Relative humidity from 10 to 95%
Pressure From 500 hPa to 1060 hPa
Usage conditions from 10"Cto 35'C
Environmental In the medical clinics under the temperature from 10*Cto 36X and
conditions at the relative humidity not more 85% under the 25®C
Storage conditions from 4“Cto 35'C
K*'rHr<ve SA Phon» «+§9161C05M5
P O. Box 272 TtlvUx «41916100514
6334 Bioggio I www.tcerr~enul.eu
swit2«rUncl I inrog>lerrdent»ieu P 7/J4
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Finishing and Polishing
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Kerr

Finishing and Polishing system representative drawings
OptiDisc disc

Figwse 7: Top view of the disc
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Ftgure 8: Side view of the disc

Tabie 4; Dimensions referred to figure 1,2 and 3

0Cimm) 1 Yellow >MiU-"-Oranee.,. ™ lJgMerdwn
15.9 t ExtraFine Fine Coarse/Medium ExtraCoarse
12.6 1 ExtraFine Fine Coarse/Medium ExtraCoarse
9.6 1 ExtraFine Fine Coarse/Medium ExtraCoarse
KetrHiwe SA | Thc~e >4] 91 6100SCS
P.O Bu« 272 | TvUfax <4191 610 0S 14

SI_sflJeSﬂoeéo | VWWMitmQentd.cu

Swilerlard T in(osiivr<ecrital eti fttiviiicin 00 Page 10/
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Kerr

OptiDisc mandrel

Figure 9: Dimenstcns {mm) of OptiDisc mandrel Standard, general tolerance 15%
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Kerr

figure 10: Dimensions {mm) of OpiDisc mandrel Short, generol tolerance 2 5%
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Kerr

OptiShine

Figure 11: Dimensions (mm) of OptiStune, general raletance 15%
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Kerr

Hituster™ ¥ Dia Polishers

Figure 12: Dimensions {mm) of Hikuster™- D1 Polishers (Cup), general 1oferances + 5%
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Kerr

Figure 13: Dunensions fmm) of HiLuster'“* Dia Palishers (Flame), general tolerances 15 %
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Kerr

Figure 14: Dimensions (mm) of HiLluster™+* Dia Polishers (Minipoint), general tolerances 1 5%
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Kerr

Figure 35: Dimensions {mm) of Miluster”"* Dia Pokshers {Disc), general tolerances £5%
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Kerr

Glass™"* Polishers

Figure 16: Bimensions {mnt) of Glass™S Polishers {Cup), penaral tolerances 5 %
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Kerr

Figure 17: Dimensions (mm} of Gloss"v> Pokshers (Flame), general tolerances 25 %
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Kerr

figure 18: Dimenyions {mm) of Gloss"vs Polishers [minilame), general tolerances ¢S %
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figure 19; Dimensions (mm) of Gloss”™¥* Polishers (Disc), general tolerances i» Y

-n1 0,15 A

Technical characteristics

Degree of abrasiveness and Number of Revolution per Minute

Table 5: Degree of abrasiveness and Number of Revolution per Niiinute (OptiDisc disc)

K*irH*«r« U Pnen* <4191610 0SO0S
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iIfeir

§>*,

e DegreeofV ~
abraslvene”’)
VARERN

OptiOisc disc 0

80/40/20/10
9.6 mm
OptiOisc di$cO

80/40/20/10
12.6 mm
OptiOisc disc 0

80/40/20/10
159 mm

Clodtwj™oHtion
tolerance ' ;ftecommend™.' %\
jnumber S B
IrevoluUonpB XK "
L1 1nyxeasvul
=% 10'000 20'000
ts%
10’000 20'000
+5%
10000 20'000

Table 6: Abrasiveness degree and Number of Revolution per Minute (OptiOisc mandrel, Optishine, Gloss™ Polishers, HiLusterr*” Oia Polishers)

Medical Device

Xiyw
OptiOisc mandrel
standard
OptiOisc mandrel short
OptiShine regular cup
Gloss**" Polisher Flame
Gloss""" Polisher
Minipoint
Gloss"*Polisher Cup
Gloss'™*"" Polisher Disc
HiLuster*"" Oia Polisher
Flame
HiLu5ter"**Dia Polisher
Minipoint
HiLuster™""*Dia Polisher
Cup
HiLuster”" Oia Polisher 1
Disc 1
KpliH**e SA Phcn«  «419J 610 05 05
PO SN2 TeMix «4191619 0514
6934 BcsSO «vww.kerrdental eu
Svkiite'land mlojMterrdentai.eu
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N/A

N/A

17
17

17
17

4%

=" tolerance Recommended Maximum
~numNrr i
fAiNutloppeV
m'SnMelBMP) ‘wm minute

+5%

10'000 20'000
iS % 10'000 20'000
+5% 3'000 S'000
+S% 5'0Q0 20'000
iS %

S'000 20'000
+5% S'000 20'000
+50% S'000 20'000
+5% ,

S'000 20'000

0,

+5% S'000 20'000
+5%

S'000 20'000
+5% )

S'000 20'000
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Weight

Table 7: Weight of Finishing and Polishing system's medical devices

iValuelkT
OptiOisc disc 0 9.6 mm extra coarse 0.02 0.01
OptiIDisc disc 0 9.6 mm coarse 0.02 0.01
OptiDisc disc 0 9.6 mm fine 0.03 0,01
OptiDisc disc 0 9.6 mm extra fine 0.04 0,01
OptiDisc disc 0 12.6 mm extra coarse 0.03 0.01
OptiDisc disc 0 12,6 mm coarse 0.03 0.01
OptiOisc disc 0 12.6 mm fine 0.04 0.01
OptiDisc disc 0 12.6 mm extra fine 0.06 0.01
OptiDisc disc 0 15.9 mm extra coarse 0.05 0.02
OptiDisc disc 0 15.9 mm coarse 0.05 0.02
OptiDisc disc 0 15.9 mm fine 0.05 0.02
OptiDisc disc 0 15.9 mm extra fine 0.09 0.02
OptiDisc mandrel standard 0.60 0.03
OptiDisc mandrel short 0.89 0.03
OptiShine regular cup 1.32 0.03
Gloss""" Polisher Flame 0.88 0.03
Gloss™" Polisher Minipoinl 0.69 0.03
Gloss™" Polisher Cup 0.99 0.03
Gloss™" Polisher Disc 0-90 0.03
HiLuster”" Dia Polisher Flame 0.85 0.03
HiLuster”'/* Dia Polisher Minipoinl 0.67 0.03
HiLuster”"Oia Polisher Cup 1.00 0.03
HiLuster™" Dia Polisher Disc 0.96 0.03

Dimensions

Table 8;DImenston$ of Finishing and Polishing system’s medical devices

OptiDisc disc 0 9.6 mm 0 9.65 0.20
OptiOisc disc 0 12.6 mm 0 12.65 0.20
OptiDisc disc 0 15.9 mm 0 15,90 0.20
Mandrel for OptiDisc (new) 03 00.05
Length; 17.1 :0.10
Mandrel for OptiOisc 03 0 0.05
Length: 25.1 Length: O.10
Hawe Opti-Shine regular cup 075 00.S
Length: 27 Length: 0,5
Gloss™" 2651 05 00.2
Length: 27 Length: 0.4
Gloss™" 2652 0 35 0 0.4
Length: 25.9 Length: 0.4
Gloss™" 2653 07 00.4
Length:26 Length: 0.4
Gloss™" 2654 09,6 00.2
Length: 23 Length: 0.4
HiLuster™"2661 0 4.6 00.2
Length: 26.3 Length: 0.4
Hiluster” ~*2662 035 004
Length: 25.9 Length: 0.4
Ke»H*w* SA Pheru <41 91 610CIS05
PO. Bo. 272 Teiclai <4191GIOOM4
6934 RiogglO wwdy kend*ni»t.«u
Switierland InAd/M«micr).en Rovision\00 Page 23/29
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Iferr

MeflicalDevice.

Val«e:|mrri)Ir~iTo Tolerance mm) 1

HiLuster™26G3 0 6.9 004
Length: 26.5 Length: 0.4
HiLuster«"“/2664 0 9.6 0 0.2
Length; 23 Length: 0.4
Technical characteristics of mandrels
'Technical characteristics jofinaiiclbels
Medical Device ‘fHandrel V4 .
OpQDisc (hbwlIr™

High {mm) 17.01 25.1

Hardness (HV 5) r250 S250

Roughness (RA) 0.8 0.8

di- shank diameter (mm) 2.35 2.35

d2 -diameter at the level of the 1.35 1.35

groove (mm)

h-shank length <13.5 <13.5

S -size of aflat spoton diameter 1.8 1.8

Distance between the edge of the 2.7 2.7

flat spot and non-working end of

shank

Distance between the edge of the 1.8 1.8

flat spot and the groove

The width of the groove 0.9 0.9
Material Composition
Table 9: Material composition of Finishing and Pohshing system

PET Polyester
Polyurethane, Polyester,
PUR, PR, EP .
Epoxy Resin
OptiDiscdisc Al1203 1Aluminum Oxide

Colored TPE: Dark Brown,
Light Brown, Orange,

Yellow

Brass-Nickel Plated-

4200 OptiDisc mandrel

Delfinor IM

Brass - Nickel plated /
Gold plated

OptiShine
PMIA

SiC
PET

4190 OptiDisc disc PUR, PR, EP

A1203

KorHawc SA \ Phore  »4i9:6ta0SCS

f.0. Bo» 272 i Telefax *4191610 0$ 14
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Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

Brass - Nickel plated (pure
nickel)/ Gold plated (pure
Gold)

Poly (isophthaloyl
chloride/mphenylenediamine)
' (metaaramid polymer)

Silicon Carbide
Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

+5%

+5%

+5%

+5%

ts%

ts%

+5%

+5%

+5%

25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/69011-
36-5/68213-23-0/

5949-29-1

7440-57-5

25765-47-3

409-21-2
25038-59-9

25085-99-8

1344-28-1
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REF Components

OptiDiscs

4188 Mandrels

OptiShine

Gloss Polishers

HiLuster Plus
Polishers
5100

OptiDiscs

Brass-Nickel
Plated - Delfinor
IM

2600 Gloss Polishers

Materials

Colored TPE; Dark Brown,
Light Brown, Orange,
Yellow

PET

PUR, PR, EP

Al203

Colored TPE; Dark Brown,
Light Brown, Orange,
Yellow

Brass - Nickel Plated -
Delfinor IM

Brass - Nickel plated /
Gold plated

PMIA

Sic

RTV Silicone

Primer

A1203
Blue Color
Brass - Gold Plated

RTV Silicone

THO2

Primer

Dia

Brass - Gold Plated
SiC

PET

PUR, PR, EP

Al1203

Colored TPE: Dark Brown,
Light Brown, Orange,
Yellow

Brass - Nickel Plated -
Delfinor IM

RTV Silicone

Primer

A1203

Blue Color

I(er{Htv«« bl P)wre >41916100603
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Description

Polyester block amides

Polyester

Polyurethane, Polyester,
Epoky Resin

Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel) - transparent
protection layer

Brass - Nickel plated (pure
nickel)/ Gold plated (pure
Gold)

Poly (isophthaloyl

chloride/mphenylenediamine)

(metaaramid polymer)
Silicon Carbide

RTV Silicone

Primer

Aluminum Oxide
Blue Color

Brass - Gold plated {pure Gold)

RTV Silicone
Titanium Dioxide
Primer

Diamond
Brass - Gold Plated
Silidum Carbide

Polyester

Polyurethane, Polyester,
Epoxy Resin
Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

RTV Silicone

DOW CORNING(R) 1200 OS
PRIMER CLEAR
Aluminum Oxide

Blue Color

CASW/EHC/C.1.

77402-38-1

25038-59-9
25085-99-S

1344-28-1

77402-38-1

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4/14808-
60-7

107-51-7/ 18765-
38-3/5593-70-4
1344-28-1

C.l. Pigment blue
7440-57-5
100-41-4/14808-
60-7

13463-67-7
107-51-7/ 18765-
38-3/5593-70-4
7782-40-3
7440-57-5
409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1
100-41-4 / 14808-
60-7
107-51-7/18765-
38-3/ 5593-70-4
1344-28-1

I C.I, Pigment blue
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REF Conipohents

HiLuster Plus

Polishers

Materials

Brass - Gold Plated

RTV Silicone

THO2

Primer

Oia

Brass-Gold Plated
SiC

mDescription
Brass - Gold Plated Gold plated
(pure Gold)

RTV Silicone

Titanium Dioxide

CAS# /EHC/C1.

7440-57 5

100-41-4/ 14808-
60-7

13463-67-7
107-51-7/18765-

Primer 38-3/5593-70-4
Diamond 7782-40-3
Brass-Gold Plated 7440-57-5
Silicium Carbide 409-21-2

Table 10: Base Pigments %

Optldisc (Dark Brown)
Optidisc (Light Brown)
Optidisc (Orange)
Optidisc (Yellow)
Glos5f“*

HiLuster®"

Symbols on the packaging

uCAS#/'.-;." ;

See SDSFK 42119 / ROTBRAUN
See SDS FK 42116 / ROTBRAUN
See SDS FK42117/ORANGE
See SDS FK 42797/GELB

C.t. Pigment blue

13463-67-7

3.5
2.9
2.9
2.9
0.01

Table 11: Symbol used for Finising ar>d Polishing system Inaccordance to Standards in paragraph 17
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Symbol :i. Description -

I Use dry

I O Use dry till the indicated rpm (clockwise rotation].
F © Spray cooling when exceeding the Indicated rpm (clockwise rotation).
LOT Lot or Batch number

C € Compliance with EUdirective

See Instruction For Use
o 3

Cleaning and Sterilization
OptiDisc disc, HiLuster” “®and Gloss"~“polishers are single use medical device and not provided sterile.

Instructions below refer to OptiDisc mandrel and Optishine only. To guarantee successful reprocessing of OptiDisc's
mandrels, work thoroughly and with great care. Thorough cleaning and disinfection are essential prerequisites for

effective sterilization.

Cleaning

1 Remove OptiDisc mandrel from the contra angle and remove OptiDisc disc from OptiDisc mandrel.
2  Dispose of OptiDisc disc following local or national laws.

3 Remove from the mandrel and its surfaces any visible debris or organic matter with a disposable wipe or surface

brush. Scrub with warm tap water and soap or detergent. Never use metal brushes or wire wool.
4 Inspect instruments for debris. Repeat cleaning step 3 if there is still debris.

5 Inspect the product prior or after reprocessing. Defective devices should be immediately discarded. These

defects include:

< Deformations (in particular of the connections either to the OptiDisc disc or to the dental handpiece);
e Appearances of oxidation;

« Discolorations;

. Material embrittlement.

6 Immediately soak in a disinfectant solution following the manufacturer's instructions. Do not use detergents or

disinfectants containing strong alkalines, strong acids, hydrogen peroxide or organic solvents.

7 Alternatively, to point 6, an ultrasonic cleaner with a cleaning and disinfecting agent can be used in accordance

with the manufacturer's instructions.

KarH»weSA Pribrve  «41916100S0S
PO.VCX 272 TckU» *42 9] 610 QS 14
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8 Rinse all parts wUh warm tap water.

9 Alternatively to points 6 to 8, thermo disinfection at 93’ C with a cleaning agent can be used in accordance with

the manufacturer's instructions.

10 Dry instruments and place in a sterilisation pouch for steam sterilisation following the instructions of the pouch
manufacturer. Properly packaged and sterilised instruent protects the sterilised goods from microbacterial

recontamination during handling and storage.
11 Place them in autoclave tray as per steriliser's instructions for use.
12 Sterilisation;

e Place parts separately In either the steriliser tray or In a pouch. Sterilise in a steam autoclave using distilled

water at 134*C (273*F) for 3 minutes. Drying time 14 minutes;
e« Do not use chemical autoclave or cold sterilisation solutions;

« Avoid direct contact with the metallic part of the autoclave, as the temperature there can exceed the preset

temperature, which can lead to material deformation;

e When the product is taken out of the autoclave, check the package for damage. In case of perforated

packaging, do not use the product, as the sterilisation could be compromised. The sterilisation procedure

must be repeated.

13 Store the product in a dry and dust free area. The devices can be reused If maintained with proper care and if
they are not damaged. Over time and after several uses / treatments the OptiDisc mandrel may show
appearances such as scratches, deformations, appearances of oxidation, discolorations or material
embrittlement; at that point the device MUST be discarded. The examination can be made with the naked eye

or with the aid of a magnifier under normal lighting conditions.
14 There are no limits for reprocessing cycle have been defined for mandrels or Optishine.

15 There are no Restrictions on the number of repeated treatments. After each treatment, the product should be

checked for the defects specified in paragraph 13 of this section.

Disposal

Medical devices must be disposed in the local public entities, in accordance with SanPiN 2.1.7.279010 Sasanitary
and epidemiological requirements for the handling of medical waste and other national and regional normative legal
documents.

OptiDisc disc, OptiDisc mandrel, Optishine, Goss”¥™ Polishers and HiLuster**¥*Dia polishers are not a hazardous

material (A class) and can be disposed in general waste.
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Kerr

Sheif life

Shelf life of Finishing and Polishing system is 5 years. The expiration date is stated on the packaging of the device.
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Ilepeaood ¢ anznuiicko?0 A3LIKA HA PYCCKU AZbIK

Kerr

Uspenua ctomatonoruvyeckue Ans (oMHULWHOMU
06paboTkKn U NONUPOBKKU B BapMaHTax
® MCNOJTHEHUA

UHCTPYKUMA MO 3KCcNyaTauum

KOpuanueckuil NponIBOAUTENb:
KerrHawe SA, Via Strecce 4, Buoaxno, 6934 Wseiyapus

Mpou3BOACTEEHHAA NAOWIAANKD:
KerrHawe SA, Via Strecce 4, Buogiuo, 6934 Weeiuapua

Dara yreepwaeHua: 30 anpens 2020 r.
YreepwAaeHo:

/nodnuce/ /Nevame: Kerr (Kepp)/

Galilec Bertolasi {Ffaauneo BepTonacu)
Owpextop no sonpocam obecneveHnn KauecTea/HOPMaTUBHO-NPABOBOFO YNPaBAEHNA, ovaenerne Kerr Europe

KemHawe SA | Phone +4191 6100505
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
8934 B:ogowo www. kerrdentsl.eu
Switzerland [ info@kesrdenal.eu Revision:00 Page 1/30



Kerr

OnucaHwne

M3penus cTomMaTtonormyeckue ana (PUHUWHON 06paboTKM UM NONUPOBKM B BapuMaHTax MUCMOSIHEHUS COCTOAT W3
MEAULMHCKNX U3fenuii, npefHa3HauYeHHbIX ANS UCNOMb30BaHUS MPU CTOMATO/OTMYEcKUX npoueaypax, Tpebyroux
BbINOMHEHNUA WANMOBKA UM NONUPOBKK. ITa NpodeccMoHanbHas cucTema BkaouyaeT (Tabnuua 1) cucTemy TpoiiHOro

LIJ}'IVICbOBaHVIﬂ, COCTOALWY U3 NNAaCTUKOBbIX ANCKOB, MOKPbITbIX aﬁpa3VIBOM, 2 anckoaepxartend, NnoJIMPOB M WETOK.

KefrHawe SA Phone *41 91 610 05 05
& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Biogglo www.kerrdenlal eu

Switzerland info@kerrdental eu Revlsion:00 Page 2 /30



Kerr

LLnndosanbHO-NONNMPOBOYHAA cuctema

PucyHok 3; Monupsl Hiluster Plus Dia u Gloss Plus

Monupsbl HiLuster™N/ Dia;
Monupsl
Monupsbl Gloss™NNN

PucyHok 4: Optishine

LeTka Optishine
Ne.)LLI4

[vck OptiDisc gocTyneH B 4 pa3mepax 3epHUCTOCTU, KaXpAas W3 KOTOPbIX BbliMycKkaeTcA B 3 pas/iMuHbIX fuameTtpax
{Tabnuua 2). 3710 wu3genne Heo6GXOAMMO WUCNONb30BaTb B KOMOGWUHauum ¢ puckogepxartenem OptiDisc nytem

npucoeanHeHNst NocnefHero K Konbly ancka (PUCYHOK 5).

Ownck OptiDisc n guckogep>xatenb MOryT NOCTaBAATHCA B KAYECTBE 3amacHbIX YacTeil unm BmecTe ¢ nonmpamm HiLuster™""

Dia, Gloss""*nnu Optishine B cocTaBe npocheccmoHanbHbiXx Habopos (Tabnuua 2).

B Lensx peructpayuy B Poccum npefycMoTpeHbl cliefyiolne BapuaHTbl:

Tabnuua 2: LnuoBanbHO-NOAMPOBOYHAA CUCTEMA: Pa3/IMYHbIE BapUaHThbl:

KaTta- YnakoBka/
NOXHbIW  OnucaHue AccopTume CopepxaHue
HOMeEp HT
e 30 wrT., anuck OptiDisc, NoBbIWEHHON abpa3nmBHOCTH,
0 9,6 Mm;
e 30 wrT., auck OptiDisc, cpeaHeii abpa3mBHocTu, 0 9,6
Ha6op OptiDisc General AccopTume MM;
4200 Assorted Kit HT - 30 wr., gnuck OptiDisc, ToHKOli abpa3mBHocTu, 0 9,6
MM;
- 30 wr., gnck OptiDisc, aKCTpaTOHKOW abpasnBHOCTH,
0 9,6 MMm;
KerrHawe SA Phone *41 91 610 05 05
& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Biogglo www.kerrdental.eu

Switzerland info@kerrdental.eu Revision:00 Page 3/30



Kerr

KaTta- Ynakoska/

NOXHbIE  OnucaHune AccopTume

w T . HT

4190 Ha6op OptiDisc Assorted Kit Ynakoska

. N AccopTume

4188 Ha6op OptiDisc Mini Kit o
MonnpoBOYHbIli Habop AccopTume

5100
KerrHawe HT

2600 MonvpoBoyHasa cuctema AccopTtume
HiLusterPLUS HT

KerrHawe SA Phone +41 91 610 05 05

& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Bioggio www.kerrdental.eu

Switzerland Info@kerrdental.eu

CopepxaHune

30 wrT., gnck OptiDisc, NoBbIWEeHHOI abpa3nMBHOCTH,
0 12,6 mm;

30 wr., guck OptiDisc, cpegHeit abpasnsHocTn, 0 12,6
MM;

30 wrT., guck OptiDisc, TOHKON abpa3nBHocTK, 0 12,6
MM;

30 wr., anck OptiDisc, aKCTpaTOHKON abpa3nmBHOCTMH,
0 12,6 mm;

2 WT., KOPOTKUM guckogepxartens OptiDisc;

3 WwrT., cTaHAapTHbIA guckogepxatens OptiDisc;

1 wT., nonupoBoYHas wetka OptiShine;

3 MHCTPYKLMW NO NCMONb30BaHUIO

20 wT., guck OptiDisc, NOBbIWEHHON abpa3MBHOCTH,
0 15,9 mm;

20 wr., anck OptiDisc, cpegHen abpa3mBHocTmu, 0 15,9
MM;

20 wrT., gnck OptiDisc, TOHKOI abpa3mBHocTK, 0 15,9
MM;

20 wrt., guck OptiDisc, NoBbIWEHHON abpa3nuBHOCTH,
0 15,9 mm;

1 MHCTPYKLMA NO UCNONb30BAHUIO

30 wrt., guck OptiDisc, aKCTpaTOHKON abpa3nMBHOCTH,
0 12,6 mm;

30 wrT., guck OptiDisc, TOHKON abpa3uBHocTK, 0 12,6
MM;

30 wrT., guck OptiDisc, cpeaHeli abpasusHocTn, 0 12,6
MM;

30 wT., guck OptiDisc, NoBbIWEHHOI abpa3nBHOCTH,
0 12,6 mm;

1 wTt., cTaHAAapPTHLIA guckogepxartenb OptiDisc;

1 wT., KOpOTKNt anckopepxartens OptiDisc;

1 wrt., nonmMpoBoyHasa wetka OptiShine;

3 UHCTPYKLMY NO NCMONb30BAHUIO

2 WT., cTaHAapTHbIV auckopepxartens OptiDisc;

1 wTt., KOPOTKMI anckogepxatenb OptiDisc;

5 wr., gnck OptiDisc, akcTpaTOHKOW abpa3nBHOCTH,
0 12,6 mMm;

5 wT., guck OptiDisc, TOHKON abpa3uBHocTM, 0 12,6
MM;

5 wr., anck OptiDisc, cpeaHeit abpasnBHocTn, 0 12,6
MM;

2 WT., Goss™"w nonup - nnamsa (Flame);

2 Wr., Gloss™*™nonup - vawka (Cup);

2 wr., HiLuster""“nonup - nnama (Flame);

2 wr., HiLuster"”nonup - yawka (Cup);

3 MHCTPYKLUM MO NCNOb30BAHUIO

3 wrt., Gloss"'w>nonunp' kKoHunk (Point);

3 wr., Gloss™N"”nonup - ocTpblii KOHYUMK (MiniPoint);
3 wWr., Gloss™ nonup - vawka (Cup);

2 wT., Gloss"'*Y“nonup - koneco (Wheel);

2 wT., HiLuster”y nonup - koH4nk (Point);

2 wr., HiLuster™¢™ nonup - ocTpblii KOHYMK
(MiniPoint);

RevisionOO Page 4 /30



Kerr

Kata- YnakoBka/
NIOXXHbIM  OnucaHue AccopTume CopeprkaHune
Homep HT

- 2 WT., HiLuster"”nonup - yawka (Cup);
- 2 Wwr., HiLuster"«**nonunp - koneco (Wheel);
- 1 MHCTPYKLUUA NO NCMONb30BAHUIO

VHdopmaumsi 0 Nnpon3BoauTene 1 ynosHOMOYEHHOM MNpeAcTaBuTeNie NPOM3BOANTENS MEANLMHCKOrOo

n3pennsa

MpousBoaunTens:
KerrHawe SA;

Via Strecce 4, 6934 buogxwo, LWBenyapus.

YNO/HOMOYEHHBI NpeacTaBUTENb NPON3BOANTENS HA TeppuTopumn Poccuiickoli Pepsepaunn:
O6LLecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «KaBo [eHTan PyccnaHa» {«KaVo Dental Russland»)
000 «KaBo fleHTan PyccnaHpg»

195112, CaHkT-lNeTepbypr, ManooxTuHckuii np. 64, kopnyc B, nomeweHne 26H.

TenedgoH: +7 (812) 324-4212 dakc: +7 (812) 324-2053

E-mail: info.russia@kavokerr.com

Ha3HaueHune

M3penus ctomatonornyeckme ans UHUIWLHONK 06paboTKM M NONUPOBKM B BapuaHTax UCMOMIHEHUS MpejHa3HauyeHbl 4ns

WA OBKM N NONMPOBKU pecTaBpauuii 3y6oB n TBepAblX TKaHel 3y6oB.

lMokasaHnA K NpUMEHEHUIO

Ownck OptiDisc npegHa3HayeH Ana UCN0b30BaHUA BMecTe ¢ guckogepxxartenem OptiDisc. Auck Optitidisc npumeHseTca

ANnsa OCHOBHOro npenapunpoBaHuAa, KOHTypupoBaHu4, LUﬂMdJOBaHVIFI nnonmpoBaHUa CtoMaTonorn4eckKkux peCTaBpaLI,VIVI.

OptiShine - aTo He Tpebylowas NPUMEHEHUS MNacT cucTema KWUCTel, KoTopas WCMONb3yeTcs AN NpeABapuTenbHON wn
(PUHUILIHOA NONMPOBKM KOMMO3WUTOB, KOMMNOMEPOB, MOAMMULMNPOBAHHbLIX CMOMaMW CTEK/IOMOHOMEPOB, KepaMuku U

CTPYKTYp €CTECTBEHHOrO 3y6a.

Monupbl HiLuster"w*Dia n Gloss"“* npefHa3HayeHbl AN1A UCNONb30BaHUA B LeNAX WANGOBKM U NONUPOBKU 3YBHbIX

pecTaBpaluii u CTPYKTyp ecTeCTBEHHOro 3y6a.

MpoTnBonokasaHus

Ownck OptiDisc, AuckogepxxaTtens OptiDisc, nonupbl OptiShine, HLuste™Dia 1 Gloss"“/He f0/KHbI NCNOMb30BaTLCA Y
nauneHToB, MMeLWNUX annepruy K no6biIM KOMNOHEHTAM WU MaTepuanam, NPUCYTCTBYHOLIUM B 3TUX U3Lennsix (CMm.

pasgen 6 «Mepbl NPeAOCTOPOXHOCTU» U pasfen 8 «HexenaTenbHble peakyun»).

KerrHawe SA Phone +41 91 610 05 05
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Bioggio WWW kerrdental.eu

Switzerland info@kerrdental eu Revision:00 Page 5/30
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Mepb! NPeROCTOPOXHOCTH

Avckn OptiDisc, noanpul HiLuster™Y® DIA u Gloss™™'® npeaxazHayeHbl TONLKO ANA OAHOPAZOBOTC UCNONLIOBAHMA.
Ancrogepmareny OptiDisc v noanps Optishine NOAXOART ANA NOBTOPHOTC NOAL3OBAHWA. YUNTLIBAA 3TO, BIKHO
cofimopats ocobylo 0cTOPOKHOCTL Npu obpaborke anckoaepwarenen OptiDisc n noanpos Optishine. Ucnonb3yemoiid
CTePHAUZATOP AOMKEH NPOXCAWTL NAAHOBHIE NPOLEAYPL: NPOPUAIKTHYECKOTO OBCAYKMBAHWMA 6 CODTBETCTBMW C
YK33aHWAMM, DAHHBIMW NPOUIBOAMTENEM NAPOBOTO CTEPUAMIATOPA. HACTOATENLHO PEKOMEHAYEeTCA WCNOAL3IVBaTh
obopyaosaHue, cootsercrayoulee EN 285 nav EN 13060. Crepuan3auma anbTEPHATHBHLIMK METOAIMH, TIKUMKU KaK
PaAHaUMOHHEIN, TOPAYUM BO3AYXOM, DOPMANbACTUAOM K DKCHAOM STUAEH], A TAKKE NAA3IMOH, He Bbina BaANAMPOBaHA

Ha NPEAMET COBMECTUMOCTH (cMm. pasaen 12 «OuUETHA W CTePUANIALMA Y}

COBMECTUMOCTS

. Ana obecneyeHva npasnnbHOMR paﬁo*rbl H3ACAMA W BO N3BEMAHNE HENENBTEABHOTO DTCOEAWHEHUA Aevaneil B npouecce

aKcnayaTaumn anck OptiDisc A0MKeH UCNOABIOBATHEA TOALKO ¢ auckoaepwaTenem Kerr OptiDisc.

HexenarenoHble peaxymn

Y npeapacnonokeHHbIX AL, BO3MOXHO PA3BUTHE ANEPTHHECKOrO KOHMTAKTHOIO ACPMATUTa U APYTUX NAEPTUHECKUX

peakuui (Cm. «MpoTUBONOKaZaHMAR M «Meptl NPEAGCTOROMHOCTUS).

Auck OptiDisc COCTOUT U3 CNEAYIOWMX KOMNOHEHTOR: NOANITUAEH; CHHTETHYECKHE NOAUMEDLI; ONCHA ANIOMNHVA; KNeR
¥3 INOKCMAHOM cmonel. Auckogepatens Optidisc, KOTOPbIH UCNONL3YETCA B coveTanuu ¢ auckom OptiDisc, cocTouT u3

CNeAY IO XOMNOHEHTOB: HEePHaBeIoWaA CTaNb; NATYHDb MEAN Y LIUHKA; HUKEAEBOE TOKPUITHE,

Nonupw Hiluster™'s Dia u Gloss™VS cOCTOAT U3 CACAYIOWNX KOMNOHEHTOR: CHAMKOHOBLIA Kayuyk; Kap6ua Kpemnus;
ANIOMHHUEBAA OKWCh; OKCMA KPEMHNA; NOANGMUA; YACTULLI ECTECTBEHHOTO M CUHTETUURCKOTO a/IMA30B; NATYHb MeAN U

. UMHKE (XBOCTOBMK); 30A0TOE MM HUKENEBOE. NOKPLITHE (XBOCTOBMK).

Noaup OptiShine COCTOMT #3 CARAYIOWMX KOMNOHEHTOB: CUHTETUMECKWI nonumep (WeTHHKK); Kapbna kKpemHUA

{WETHHKNM); N3TYHB MEAW ¥ UMHKA € 30/10THIM HAW HUKENEBLIM NOKPLITHEM.

Awck OptiDisc, auckoaepxarens OptiDisc, noanpsi Dia HiLuster™ S, Gloss™VS u OptiShine He A0MHBI MCNOABLIOBATLCA ¥
NAUWEHTOR, MEIOLLMX B AHAMHEIE TANKENLIE JNNEPINMECKUE PEAKUMM HA NIOGHIC N3 KOMNOHEHTOB WA MaTepManos,
BXOAAWMX B COCTaB 3TUX M3AeAWH. NPU BOZHUKHOBEHMW KOMHOW CHINM, PAAPANEHHUA, CEHCMBMAWIAUWW WMAK

ANNEPIUMECHNX PEaRLUA HEOGX0AUMO HEMEANEHHO OGPATUTLCA 33 MEAWUMHCKOA NOMOWBIO.

VHcTpyXuMa no HCNONL3OBaHKIO

Avick OptiDisc npeAgHAIHAYEH TONABKO AR OQHOKPATHOTO WCNONEIOBAHNA.

KarHawe SA l Phone +4191 6100505
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
8934 Bioggiv www karrdantal,eu
Switzerland info@hkorrdenial au Revision-00 Page 6130
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1 BbiGepnTe noaxoaduwmnii pasmep a6pasMBHOCTM e COOTBETCTBMW C MOCNe0BaTENbHOCTbIO MOMUPOBKU (TEMHO-
KOPUYHEBbLIV NS KOHTYPUPOBAHUSA, CBET/I0O-KOPUYHEBLIN AN WANGOBKK, OpaHXeBblii A1 MNOIMPOBKN N XENTblA

ans puHMIWHOK nonupoBkK (Tabnuua 3).

Ta6nuua 3: LiBeToBOoe KogupoBaHue gucka OptiDisc

. CpepHeit . .
Ab6pa3nBHOCTb AncCKa MoBbIWEeHHON TOHKOW OKCTpaToHKOM
. abpasuBHOCTM
OptiDisc abpasmBHOCTM ( abpasnBHOCTH abpa3mBHOCTM
N . CBETNO- o o
(uBeToBOIl KOp) (TEMHO-KOPUYHEBLIN) . (opaHxeBblit) (KenTbIin)
KOPUYHEBBLIN)
YMeHbleHne PUHULWHAA
Ha3sHauyeHue Wnutoska Monuposka
obbema/KOHTypupoBaHue nonuposka

MpucoefnHuTe guckogepxartenb OptiDisc K KpenaeHuo no TUNy 3aliefiku Ha CTOMaTo/N0rMYeCcKOM KOHTPYI/10BOM
HaKoHeYHuKe. bnarofaps 3anaTeHTOBAHHO TeXHOMOTMM, KoTopas onpejAensieT NMPaBuU/IbHYIO CTOPOHY, pa6ouyto
CTOPOHY (PWCYHOK 5) Nerko y3HaTb MO MJIOTHOMY KOJbLy, PAcnofioXXeHHOMY Mo Bceil okpyxHocTu. Aunck OptiDisc
LOJ/DKeH 6bITb MpuXKaT K guckogepxatento OptiDisc Tak, 4To6bl AWCK CTan MJOCKMM W Gblfl MPOYHO 3a)UKCUMpPOBaH

Ha guckopgepxatene (PUCYHOK 6).

PucyHok 5: paboyas/Hepaboyas cCTOpOHbI gucka OptiDisc

Pa6ouyas cTopoHa

| Hepabouas
CTOpPOHa

PucyHok 6: C6opka guckogepx3tens ngucka OptiDisc

3 YcTtaHOBUTE CKOpOCTb BpauweHus (06/MUH) Ha 3HayeHUU, ykasaHHOM B mMapkupoBke (10 000 o6/MuH Ans Bcex

,CI,VICKOB). Bpema nonvpoBKK ycTaHaB/IMBaeTCA Ha YCMOTpeHWe Bpaya.

4 Mpn nponycke pa3Mepa aGpa3MBHOCTM KOHEUHbIA pe3ynbTaT (UHUILIHON NOMUPOBKU pecTaBpayuym MoOXeT
CHU3NTLCS.
5 Mpn NonupoBKe crfierka HagaBAvMBaiTe Ha AUCK, YTOGbl JOGUTLCA HaWy4llero pesynbraTa.

6 Mcnonb3yliTe gaHHOe usgenune TONbKO ANS KOHTYpUpOBaHWA, WANGOBKKM 1 (MIN) NOAMPOBKN CTOMATONOTMYECKON

pecTaBpayuii U CTPYKTYp ecTecTBEHHOTo 3y6a.

7 [Mocne ncnonb3oBaHNAa KaXjoro pasmepa aﬁpa3VIBHOCTVI pekomMeHayeTCcsa CMblTb OCTAaTKM NopowWwKa C pectaBpauyun

unu 3y6a. Mpu yTunusaymm Bcerga cobnofaiite MecTHble 3aKOHOAaTe/lbHble HOPMbI.

KerrHawe SA Phone *4191 610 0505
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
6934 Bioggio www .kerrdental.eu
Switzerland info@kerrdental.eu Revision:00 Page 7/30
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Nonupbl OptiShine MoryT NCN0/NL30BaTLCA NOBTOPHO.

1 MNpucoeguHute nonmp OptiShine K KpenneHuio NO TUNY 33aWENKW Ha CTOMATONOTMYECKOM KOHTPYrN080M

HaKOHEeUYHUKe,
2 YCTaHOBUTE CKOPOCTb BpaleHua (06/MUH) Ha 3HAaYEHNI, YKA3BHHOM B MAPKUPOBKe (MaKkcMmanbHo 5 000 06/muH).

3 lnA nonunposku 3yBHbIX pecTaBpauuii U CTPYKTYp ecTecTBeHHOTO 3yba ucnonbsyite B Cyxom Bue.

Nonumpbl Kerr npeiHa3HayeHs! TONbKO ANA OAHOKPATHOTO MCNONBL3OBAHNA
1 MpucoeanHuTe NOAUP K KPENNCHUIO NO TUNY 33UENKWU HA CTOMATONOMMYECKOM KOHTPYF/I0BOM HAaKOHEUYHHKe.
2 YcTaHoBMTE CKOPOCTL BpaweHua (06/MUH) H3 3HAYEHNK, YKAI3aHHOM B MAPKUPOBKE.

3 Mpu nONWMPOBKE CTOMATONOTMMECKUX PecTaBpauui W CTPYKTYp ectecteeHHoro 3yba ucnonwiyite cyxoe wnnau
‘ PaCcnbINUTENBHOE OXNAaWAEHWE, COTAACHO WHCTPYKUWMAM, NpUBEAEHHLIM B Mapkuposke. CUMBONbI W UX

pacwudposxa NPUBOAATCA B NyHKTe 15,

YCnoBsus XpaHeHHA W TPAHCNOPTHUPOBKY

0O MCNONLIOBAHWUA M3AEAWA MOMHO XPaHWTLb M TPAHCNOPTUPOBaTL NPU TemMnNepaType OKPYX3loweh cpeabi B uX
OPWUIMHaNLHOM YNaKoBKE, BA3NW OT COAHEYHOro CBeTa. MCNoNb3yiTe MeAMUNHCKUE U3AeNUA AO UCTEHYEHUA CPOKA
rOAHOCTY, YKa3aHHOTO Ha 3TUKeTKe. Mepea UCNONb30BaHWEM AANTE U3AENMI0 A0CTUYL KOMPOPTHON ANA YeNOBEKa

TemnepaTypsl, B KOTOPOW MOFYT NPOBOAUTBLCA NPOdECCHOHaNbHbIE Npoueaypbl WAUPOBKW M NONMPOBKM B

CTOMATONOINN.
Ycnosua TPaHCNOPTUPOBKMU 3Hauenue
TemnepaTypa oT-40 8o 70 °C
‘ OTHOCHUTeNbHaA BNAXHOCTL  |oT 10 ao 95 %
Dasnexue: Ot 500 ao 1060 rNa
YcnoBuA KCNONB3OBaAHUA ot 10 a0 35 °C
MHBa3ueHo oT 32 po 42 °C
Ycnosua okpyatousei B MeANLMHCKMX KNMHUKaX Npu TemnepaTtype 10-35 °C v npwn
cpeab! OTHOCUTENbHOW BNAXKHOCTH Bo3Aayxa He Bonee 85 % npu 25 °C
YcnoBua XpaHeHUA o144 p035°C

KerrHawe SA I Phone +41916100505
& 000 UUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Bioggic www.kerrdental eu
Switzerland info@kerrdental.eu Revision'00 Page 8730
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WUspenusa ctromaronornyeckue anst GMHULLHOMU
Py o6paboTku n NONMPOBKU B BapuaHTax
WCNONHEHUA

'HONONHEeHUne K MHCTPYKL UK NO 3KCN/1yaTauun

e NpeaocrasnseTca Ha Tepputopun PO no 3anpocy

KerrHawe SA l Phone +41 91 6100505
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
6934 Bioggio www.karrdental eu
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Penpe3eHTaTMBHLIE “YePTEXN H3NNNH CTOMATONOTHYECKHX AN huHIWHOK 0BpaboTkn n
NONUPOBXK B BaPHAHTAX UCNOMHEHNA

Ancx OptiDisc

PucyHok 7: ek, eng ceepxy

/18

KerrHaws SA | Phone +41916100505
@ 000 LUPMH (&7 INFO@CIRMLRU € WWW.GOSZDRAVNADZOR RU
6924 Bioggw www kerrdental.eu
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PucyHok 8: iuck, Bug c6oky

Ta6bnuuya 4: Pa3mepbl NnpuBefeHbl Ha pucyHkax 1,2 un 3

0C(mm)
15,9

12,6

9,6

KerrHawe SA

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

6934 Bioggio
Switzerland

Xenthbiin
OuyeHb TOHKOW
abpa3nMBHOCTHU
OueHb TOHKOW
abpa3mBHOCTHU
OueHb TOHKO
abpa3vMBHOCTM

Phone +41 91 610 05 05

www.kerrdental.eu
info@kerrdental.eu

LLlepoxoBaToab abpasnBHOIA CTOPOHbI

OpaH>keBbliii CBeT/10-KOPNYHEBBIA

TOHKON abpa3nBHOCTHU IFpy6oii/cpenHeit
abpasnBHOCTHU

ToHKoli abpa3nBHOCTK Ipyb6oii/cpefHeit
abpa3nBHOCTHU

ToHKoli abpa3nBHOCTK Fpy6oii/cpepHeli
abpasnBHOCTHU

Revision0OO

TEMHO-KOPUYHEBBLIN
Fpy6oii abpa3mBHOCTK

Fpy6oit abpa3nBHOCTH

[py6oin abpasnBHOCTM

Page 11/30
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Ancxogepxarent OptiDisc

PucyHoR 9: Pazsmepnt {Mam) CTanaapTHOrO guckogepwarean OptiDisc, obwme gonycxn £ 5%
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Pucyron 10; Paamepii (mm) KopoTrMiA auckogepwatene OptiDisc, ofuue aonyckn 2 5%
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Optishine
PucyHok 11: Pa3mepsbl (Mm) OptiShine, o6wune gonycku =5
KerrHawe SA Phone +41 91 610 05 05
& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Bioggio www.kerrdental.eu
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Nonupbt HiLuster™ Vs Dia;

Pucynox 12: Pazmepos {mm) nosupoe Dia HiLuster™ (uawea), obume sonyckn £ 5%

_g269

KertHaws SA | Prone +41 916100605
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PucyHOK 13: Paameptt {mm) noavpos Did HiLuster™ S {nnama), oBujue donyeku £ S %

9.7

Korttowe SA | Phone +41916100505

& 000 LIMPMU (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
8934 Bloggio | www.herrdental ey
Switzenand info@kerrdental. ey
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Prcyrox 24: Paamepw {Mm) noanpos Dia HiLuster™V (ocTpuiit Konumk), obuue donycru 5 %

1.6

O 015 AF—— I

I
4+
® 3.3 [

26.2
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Pucyrok 15: Pasmepul (sm) nonnpos Dia HiLuster™™Vs {guck), obuiue donycru £ 5 %

$9.6
©|0.151A - : }
n
! r~
e mial .
L __lJ <
@ .
A
t
|
| "
m
N
I -
-
-
|
]
]
I
< ! !
|
<—
KerrHawe SA | Phane +41 916100605
& 000 LIMPMU &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
6034 Bloggio | www.kerrdental.eu
Switzesiand | infofdkarrdental.eu Revision 00 Page 18/ 30




Kerr

Nonuput Glosspus

Pucyron 16: Paameput {mm) nonupos GlossY* {waluka), obtume aonyckm 1 5 %

F

KervHawe SA | Prone +41916100505

& 000 LIMPMU &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Pucyrax 17: Pasmepe: (mm) noawpos Gloss™'* (naama), cGume aonycku £ 5 %

0,15 |A

KerrHawe SA | Phone +41 916100503
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Pucynox 18: Pazmepui (mm) nonupos Gloss™v* (murnnnama), obiume gonyown £ 5 %

0,15|A
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PucyHox 19: Paamepsi {(mm) noanpoe Gloss™Y™ (auck), obugue donyewit £ 5 %
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TexHu4yeckne XapaKTepucTtnkn

CTeneHb a6pa3nBHOCTU U KOIMUYECTBO 0GOPOTOB B MUHYTY

Ta6nuua 5; CteneHb abpa3sMBHOCTU N KONMYECTBO 060p0oTOB B MUHYTY {aunck OptiDisc)

CteneHb Jonyck
abpasuBHocTn (Vikm| |
MNoBbILWEHHOM

abpasnBHOCTU - MakcumanbHoe
MeauymnHckoe cpepgHen PekomeHayemoe KOJINYEeCTBO
nsgenve abpasnBHOCTU > KO/IM4ecTBO 060pPOTOB B obopoToB B
TOHKOM MUHYTY (06/MUH) MUHYTY
abpasnBHOCTU - (06/MUH)
3KCTPATOHKOM
abpa3nBHOCTU
nck OptiDisc, +5%
A P 80/40/20/10 ? 10000 20000
0 9,6 Mm
nck OptiDisc, +5%
A P 80/40/20/ 10 ? 10000 20000
0 12,6 mm
OptiDisc, +5%
Auck OptiDisc 80/40/20/ 10 ° 10000 20000
0 15,9 MM

Tabnuuya 6: CTeneHb abpasnBHOCTM 1 KONNYECTBO 060pOTOB B MUHYTY (Aunckoaepxatens OptiDisc, nonupel Optishine, Gloss"™, HiLuster""" Dia)

JAonyck BpaleHune no 4yacoBoii cTpesike
CteneHb MakcumasibHoe
MepaunuymHckoe PekomeHagyemoe
abpa3nBHOCTU KO/IMYecTBO
nsgenve KO/IM4ecTBO 060pPOTOB B
(MKM) o6opoToB B

MUHYTY (06/MUH) MUHYTY (06/MUH)

CTaHgapTHbii H/
AncKogepxaTenb HA, 10000 20000
OptiDisc
KopoTkuii H’ﬂ,
auckogepxartenb H"ﬂ' 10000 20000
OptiDisc
O6blYHasa yalwka +5%
o 4 ? 3000 5000
Optishine
Mn Gloss" "™ +5%
onnp 1088 17 ° 5000 20000
nnams
n Gi el +5%
onmp GlossP 17 5% 5000 20000
OCTPbIA KOHYMK
n o +50
onwp Gloss 17 ° 5000 20000
yalka
Nali +5%
Monmp Gloss 17 ° 5000 20000
AVCK
. +EOQ
I'If)nmp HiLusterP 4 +5% 5000 20000
Dia nnams
. +EOQ
I'I.onmp HIL‘l‘.ISteI’P 4 +5% 5000 20000
Dia oCTpbIi KOHUYMK
i mn 0,
Monwnp HiLusterP 4 +5% 5000 20000
Dia vawka
. +EO
I'I.onmp HiLusterP 4 +5% 5000 20000
Dia guck
Macca

Ta6nuua 7: Macca MEAULUHCKMUX U34eNunii WAndoBanbHO-NONUPOBOYHOW CUCTEMBI

KerrHawe SA Phone *41 916100505
& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
6934 Bioggio www.kerrdental.eu
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" mEmEs =m | I

Ounck OptiDisc oueHb rpy6bin 0 9.6 MM
Ouck OptiDisc rpy6biii/cpegHuin 0 9.6 MM
Ovck OptiDisc TOHKKIT 0 9,6 MM

Ounck OptiDisc oueHb TOHKK 0 9,6 MM
Ownck OptiDisc oyeHb rpy6bIn 0 12,6 MM
Ouck OptiDisc rpy6biii/cpegHuin 0 12,6 mm
Ouck OptiDisc TOHkuii 0 12,6 mm

Ouck OptiDisc oueHb TOHKKI O 12,6 MM
Ouck OptiDisc o4yeHb rpy6bii 0 15,9 mm
Ouck OptiDisc rpy6biii/cpegHuit 0 0 15,9 mm
Ouck OptiDisc ToHkuii 0 15,9 mm

Ouck OptiDisc oyeHb TOHKMI O 15,9 MM
OnckopepxaTtenb OptiDisc cTaHAapTHbIN
OnckopepxaTtenb OptiDisc KOPOTKKMiA
MonupoBo4yHas weTto4vka OptiShine
Monup Goss™MN* nnams

Monup Gloss"" ™ ocTpbli KOHUYMK

Monup Gloss""*vawwka

Monup Gloss"guck

Monup HiLusterP/~ Dia nnams

Monwnp HiLuster””*Dia oCcTpbIi KOHYMK
Monup HiLusterP'N"* Dia yalwka

Monup HiLuster™N" Dia agnck

Pa3smepbl

3HauveHueill
0,04
0,03
0,02
0,02
0,06
0,04
0,03
0,03
0,09
0,06
0,05
0,05
0,89
0,60
1,32
0,88
0,69
0,99
0,90
0,85
0,67
1,00
0,96

Tabnuua 8: paamepbl MEAULUHCKUX U3AENUN WANGOBANbHO-NONMPOBOYHON| CUCTEMBI

K in1111ivoT11W| fm1>41

[Ouck OptiDisc, 0 9,6 MM

Ouck OptiDisc, 0 12,6 mm

Ouck OptiDisc, 0 15,9 mMm
Ovckogepxatenb gns OptiDisc (KopoTkuit)
Ounckopepxatens ana OptiDisc
O6blyHasa yawka Hawe OptiShine
Glossf'"'2651

GlossP'2652

GlossP'"*2653

Gloss""* 2654

HiLusterP''~2661
HiLusterP'N'"2662

HiLusterP"* 2663

HiLusterP™"2664

KerrHawe 3A Phone +41 91 610 05 05

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

6934 Bioggio www.kerrdenfal.eu
Switzerland info@kerrdental.eu

INe wilrT
1 3HauyeHune Nmeit

0 9,65

0 12,65

0 15,90
03

OnunHa 17,1
03

AnnHa 25,1
075
Onunua: 27
05

Anunua: 27
03,5
Anvua: 25,9
07

OnvHa: 26
0 9,6
OnuHa: 23
0 4,6
OnnHa 26,3
0 3,5
OnnHa 25,9
06,9
OnnHa 26,5
09,6
AnunHa 23

111

ilOHMIBIS

0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,02
0,02
0,02
0,02
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03

JiB iiiisifraB d i
0,20
0,20
0,20
0 0,05-H: 0,10

0 0,05-H: 0,10

0 0,5-H: 0,5
00,2-H: 0,4
0 0,4-H,; 0,4
00,4-H: 0,4
0 0,2-H: 0,4
0 0,2-H: 0,4
00,4-H: 0,4
00,4-H:0,4
0 0,2-H: 0,4

Revision:00
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TexHn4yeckne xapakTepnucTuku guckoae p)KaTeneVl

TexHuyeckuell

MeAuunHCKoe nsgenue

OnnHa (Mm)

TeepgocTtb (HV 5)
LWepoxoBaTtocTb (RA), MKM
di- anameTp xBocToBMKa (MM)

d2-guameTp Ha ypoBHe nasa (MM)

li-onnHa xsocToBUKa (MM)

S - pa3mep NJOCKOro nATHa no
avameTtpy (Mm)

PaccTtofaHne mexay Kpaem
NA0OCKOro NATHa U Hepaboyum
KOHLOM XBOCTOBMKA (MM)
PaccTofiHMe MexXxAay Kpaem
N/JI0OCKOr0 NATHa 1 na3om (MM)
WunpuHa nasa (Mm)

CocTaB mMatepuana

Ta6nvua 9; CoctaB MaTepnasioB OTAEOHHO-MONMPOBOYHOW CUCTEMBI

KaTtanoXHbl i
KoMnoHeHT

Ouck OptiDisc

Aunckopepxartensb
ans OptiDlsc
bvMmuiil
17,01 25,1
>250 >250
0,8 0,8
2,35 2,35
1,35 1,35
<135 <13,5
1,8 1,8
2,7 2,7
1,8 1,8
0,9 0,9
MaTtepuansl
naTt
PUR, PR, EP
Al203

OkpaweHHbln TMN3:

TeMHO-KOPUYHEBBIN,
CBET/10-KOPUYHEBBI,
OpaHXeBbll, XENTbli

OvckogepxaTtenb HukennpoBaHHas naTyHb
OptiDisc - Delfinor 1M
4200
HukenupoBaHHaa/nokpsl
Tasd 30/10TOM NaTyHb
Optishine
PMIA
SiC
4190 Ouck OptiDisc naT

KerrHawo SA Phone +4191610 0505

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

6934 Bioggio
Switzerland

WAV kerrdental.eu
info@kerrdenlal.eu

Ounckopepxatenb ansa OptiDisc

0,1

Oonyck (xmm)

o eepxHuii

+0
“0

Il MUH 11 MM

o GepxHui

0 BEPXHUiA

"0

+0
LOHUXKHUT
+0

"0

OnucaHue il
Monunacup

MonuypeTaH,

nonuacgup,

3anoKcnagHas cMmona
OKcug antoMnHng

Monnacunp-610kK-
amuabl

HukenuposaHHas
naTyHb (4MCTbIl
HUKenNb)-
npo3payHbIii
3all,UTHbIV cnow
HukenupoBaHHas
(Clal
HUKenb)/NoKpbITas
30/10TOM (4mctoe
30/10T0)1aTyHb
Monn
(n3opranonnxnopup/
T-(heHUnNeHfnaMmunH)
(MmeTaapaMugHsblii
nonnmep)

Kapbug kpemHus
Monnacgup

Revision:00
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KaTanoxHblii

KomnoHeHT

OptiDisc

LOnckopepxartenu
4188

Optishine

Monwupsl Gloss
5100

Monupbl HiLuster Plus
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Matepuansl

PUR, PR, EP

Al203

OKpalweHHbIn TMN3:

TeMHO-KOPUYHEBLIN,
CBET/I0-KOPUYHEBBIA,
OpaH>XeBblli, XXENTbIA

naT

PUR, PR, EP

Al203

OKpaweHHbIn TMN3:
TeMHO-KOPUYHEBLIN,

CBET/I0-KOPUYHEBbI,
OpaHXeBbliA, XenTbli

HukenvpoBaHHasa naTyHb
- Delfinor 1M

HukenupoBaHHas/nokKpsbl
Tasi 30/10TOM N1aTyHb

PMIA

SiC

CunnkoH RTV

Mpaimep

Al203

CuHMIA uBeT

MokpbITast 30/10TOM
naTyHb

CunukoH RTV

THO2

Mpaimep

Dia

OnucaHue

MonuypeTaH,
nonuagup,

3NoKcunaHasa cMmona

OoKeupg antoMnHuA

Monnacmp-6n0K-
amuabl

Monnacgup
MonunypeTaH,
nonunacgup,

3ANOKCnaHasa cMmona

OoKkena antoMnMHNA

Monnagunp-6n0ok-
amunbl

HukennpoBaHHas
natyHb (YNCTbIl
HUKeNb)-
npo3payHblii
3aWUTHbIN croi
HukenuposaHHas
(uuncTbIA

HUKeNnb)/nokpbiTas

30/10TOM (YnUcToe
30/10TO)NaTyHb
Monn

(n3opTanonnxnopua/
T-heHnneHgnamuH)

(MmeTaapamuHbIii
nonumep)
Kap6upg kpemHus

CununkoH RTV

Mpanmep

OKcug antoMnHNA

CVHUA uBeT

MokpbITas 30710TOM

naTyHb (uncrtoe
30/10T0)

CUNNKOH RTV

Ovokecup TuTaHa

Mparimep

Anmas

Revision:00

N2 CAS/EHC/
C.L.

25085-99-8

1344-28-1

77402-38-1

25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0 /
69011-36-5/
68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4/
14808-60-7
107-51-7/
18765-38-3/
5593-70-4
1344-28-1
CVUHWIA NUTMEHT
C.l.

7440-57-5

100-41-4/
14808-60-7
13463-67-7
107-51-7/
18765-38-3/
5593-70-4
7782-40-3
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KaTanoXHbl i -
1 KoMmnoHeHT

OptiDisc

HukennpoBaHHas
natyHb - Delfinor IM

Monupel Gloss

2600

Monupel HiLuster Plus

Ta6nnua 10: OCHOBHbIE NMUTMEeHTbI %o

MurmeHT

Ne CAS

MaTtepuansl

MokpbiTas 3010TOM
naTyHb

SiC

naT

PUR, PR, EP

Al203

OKpalweHHbI TM3:
TeMHO-KOPUYHEBLIN,
CBETN0-KOPUYHEBbI,
OpaH>XXeBbIl, XXENTbIA

HukenuposaHHasa natyHb

(4UCTBIN HUKeNb) -

Npo3payHbIi 3aWUTHbIN

cnom

CnnnkoH RTV

Mpanmep

Al1203

CuHuii uBet

MokpbiTas 3010TOM
naTyHb

CunukoH RTV

Ti02

Mpatimep

Dia
MoKpbITasa 3010TOM
naTyHb

SIC

Cm. nacnopt 6e3onacHocTu

Optidisc (TEMHO-KOPUYHEBBIA)

Belwjectsa FK 42119 / ROTBRAUN

Cwm. nacnopT 6e3onacHoOCTM

Optidisc (cBeTN0-KOpUYHEBbIIA)

Beuwectsa FK 42116 / ROTBRAUN

Cwm. nacnopT 6e3onacHoOCTM

Optidisc (opaHXxeBblit)

Beuwjectsa FK 42117 / ORANGE

CM. nacnopTt 6e3onacHocTu

Optidisc (OkenTbiin)

GlossP''=
HiLusterP"~M

KerrHawe SA Phone +4191610 0505

& 000 LIMPMU &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
6934 Biogglo WV kerrdental.eu
Switzerland info@kerrdenlal.eu

BewecTBa FK42797/GELB
CuHniA nurmeHT C.1.
13463-67-7

1 OnucaHue

MokpbIiTass 30/10TOM
naTyHb

Kap6ug KpemHus
Monnadup

MonunypeTaH,
nonunacgup,
anokcuagHasa cMmona
OoKkecng antoMmHmnA

Monnacunp-6n10K-
amupsbl

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1

CnnnkoH RTV

DOW CORNING(R)
1200 OS PRIMER
CLEAR

oKeung antoMmnHuA
CuHuii uset

MokpbiTas 3010TOM
naTtyHb (4ucrtoe
30/10T0)

CnnunkoH RTV

Ovokcup TuTaHa
Mpanmep
Anma3s

MokpbITas 30/10TOM
naTyHb

Kapbug kpemHus

1 Macca %

3,5

2,9

2,9

2,9

0,01

Revision;00

Ne CAS/EHC/!
en.

7440-57-5

409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

HukenupoBaHH
as naTyHb -
Delfinor 1M

100-41-4/
14808-60-7
107-51-7/
18765-38-3/
5593-70-4

1344-28-1
CVHWUIA NMUTMEHT
C.l.

7440-57-5

100-41-4/
14808-60-7
13463-67-7
107-51-7/
18765-38-3 /
5593-70-4
7782-40-3

7440-57-5

409-21-2
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Tabnuua 11: CUMBOSbI, UCNONb3YEMbIV A1 N3LENU/ CTOMATONOMMYECKNX A5 (PUHULLHOW 06paboTKM 1 NOIMPOBKM B BapnaHTax UCMOSTHEHMA B
COOTBETCTBUM CO CTaHAapTaMu, yKasaHHbIMU B NyHKTe 17

CumBon Onucanune

He nofneXxnT NnOBTOPHOMY MCMO/Ib30BaHMUIO.

w MoanexuT cepuanvsauny e NnapoBoM cTepunaTope (aBTOKaBe) MyTeM UCMONb30BaHUS
i AVCTUNIMPOBAHHOI BOAbI NMPU yKa3aHHOI Temnepartype

BpatieHue Bnpaso (No 4YacoBoli cTpesnke) npu o6opoTax (06/MUH), yKa3aHHbIX B MapKUpoOBKe

BpaweHune BnpaBo (M0 4acOBOW CTPEsIKE): MaKCMMasibHasi CKOpOCTb BpaweHus (06/M1H) ykasaHa B
MapKUpoBKe

XpaHuTb BAAN OT CO/IHEYHOrO cBeTa

TpebyeTca UCNo/ib30BaHWe CPEACTB 3aLiUThI a3

B COOTBETCTBMU C PefepanbHbiM 3akoHoM CLUA, faHHOe usgenne MoxeT nprmobpeTaTb M 3akasbiBaTb

US: Rx only
TONbKO CTOMATO/IOr.
MpownssoanTens
Mcnonb3oBatb 40

q) CvumMBON, 0653aTeNbHON perncTpauun B Poccum

B COOTBETCTBUM C UHCTPYKLUAMU NPON3BOAUTENS, MOXET GbITb UCMO/Mb30BaH YbTPa3ByKOBOW OUUCTUTENb
C Ae3UHMULMPYIOLWNM CPEACTBOM
[Nna TepMUYecKoil fe3nH(eKLUN MOXeT UCMOb30BaTbCS MOEYHbIN Ae3nHdekTop,

X Vicnonb3oBaTh B CyXOM Bufe

I.O Mcnonb3oBaTth B CyXOM BUJE 0 YKa3aHHOI YacToThl BpalleHus (BpalleHne Mo 4acoBOi CTPESKE).

fi Mpy NpeBbILEHUN YKA3aHHOW YacToThbl BpalleHWs (BpalleHne no 4acoBoli CTpesike) TpebyeTcs

M

pacnblNTeNbHOE OXNTaXKAeHWe.

LOT Homep cepumn nnm naptumn

< € CooTBeTCTBUE C AMPEKTUBOI EC
‘ B CM. MHCTPYKLMIO MO UCMO/b30BAHNIO

OuuncTka n cTepuansauyms

[Ownck OptiDisc, nonupsl HiLuster*-*"y Goss™/YV\aBASAIOTCA MEAULUHCKUMY U3LeNnAMUN NS OGHOKPATHOro NPUMEHEHMUSA U

NOCTaBNAKTCA B HECTEPU/IBHOM BUAeE.
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WNHCTPYKUMN, NpUBEAEHHble HUXe, OTHOCATCA TONbKO K amckogepxatenam OptiDisc u nonumpam Optishine. YTo6bl
rapaHTMpoBaTb 3(PeKTMBHOCTL MOBTOPHON 06paboTKM guckopepxxatenel OptiDisc, BbIMOMHANTE BCe MaHUNyAsALUK
TWaTenbHO M € 6OONbWON OCTOPOXHOCTbI. TuiaTeNbHas YMCTKA W  Ae3uHgeKunsa SABAAKTCA HeobXoAWMbIMHU

npegnocbinkamMu ana aPeKTUBHOW cTepunnsanunu.
OuncTka

1 CHumute guckogepxatenb OptiDisc ¢ KOHTPYr10BOro HakoHe4YHUKa u cHummuTe guck OptiDisc ¢ guckogepxatens

OptiDisc.
2 YTunusupyiite guck OptiDisc B COOTBETCTBUM C MECTHbLIMU WU HALLMOHANbHBIMU TPEGOBAHUAMMU.

3 Cnomouwbl 04HOPa30BbIX caneToK NN WeTKN yaanuTe ¢ LUCKOepXXaTens v Bcex ero NoBepxHocTel Bce BULUMbIE
TBEPAble YacTuLlbl MW OpraHuyeckne octaTku. MpomoiTe Tenno BOAONPOBOAHON BOAON C MbIZIOM WUAN MO LWUM

cpeactsoMm. Hukorpa He I/ICI'IOI'Ib3yIZTe MeTannnyeckume WeTKn nnm NPpoBOJZIOYHbIE MOYaNKN.

4  OCMOTpPUTE UHCTPYMEHTbl Ha MpeAMeT HanMuus 3arpsasHeHuii. MpuU HaIUUYMM OCTATOUHbLIX 3arpsA3HeHWit NoBTopuTE

O4YMCTKY, ONMUCaHHYIO Ha 3Tane 3.

5 OcmoTpuTe u3genue A0 WAKW nocfie NOBTOpHOU 06paboTkM. HeucnpaBHble ycTpoiicTBa cnefyeT HeMeAneHHOo

yTUnn3mpoBaTb. K BO3MOXHbIM feeKTaM OTHOCATCS crefylolme;

e [Jedopmauun (B 4acTHOCTM, cOeUHEHWNIA ¢ Auckom OptiDisc MM co CTOMATONOTMUYECKUM HAKOHEUYHUKOM);
e T[losiBeHWe NPU3HAKOB OKUCNEHUS;

e li3MeHeHue oKpacku;

- TlosiBleHWe NPU3HAKOB XPYMNKOCTU MaTepuana.

6 HemepgneHHO 3aMounUTe B AE€3UH(PUUMPYIOLWEM pacTBOpe, cleays WHCTPYKUUAM MpousBoauTens. He ucnonb3syiite
MoloUwmMe 1 4e3nHpuynpyowme cpeacTsa, cogepxalime CUIbHbIE WEN0UYUN, CUNbHBIE KUCNOTLI, MEPEeKUCb Bogopoaa

NN opraHn4yeckme pacTtsopuTesnn.

7 B KauyecTBe afibTEPHATUBbI MYHKTY 6 MOXHO WCNO/b30BaTb Y/bTPa3BYKOBOE YCTPOMCTBO OUUCTKM BMecTe C

LEe3UHMMLUPYOLWMM CPEACTBOM B COOTBETCTBUM C MHCTPYKUUSIMU U3FOTOBUTENS.
8 MpomoiiTe Bce YacTn U3gennsa Tenaoin BoLONPOBOAHOW BOAOWA.

9 B KayecTBe anbTepHaTMBbI NMYHKTaM 6-8 MOXHO MCMO/b30BaTb TEPMUYECKYO Ae3uHdekuuto npu 93 “C unctawmm

cpeacTBOM B COOTBETCTBUU C MHCTPYKUUAMN NponsBoanTens.

10 BbicywnTe WHCTPYMEHTbl U MNOMeCTUTe WX B MEWOoK Ans CcTepuausauuu napom, clelys WHCTPYKLMAM
npoussoauTens. Co6nlAeHWEe NpaBua YNakoBKW U CTEpUAM3auUM  3aliulaeT WHCTPYMEHTbl OT MOBTOPHOFO

MUKPOGHOTO 3arpsA3HeHuss Bo BpeMs 06paGoTKN U XPaHEHUS.
11 YcTaHOBMTE MX B MOAHOC aBTOKAaBa COrlaCHO MHCTPYKLMAM MO MCMONb30BaHUIO CTepunansartopa.

12 Crepunnsaumns:

KerrHawe SA Phone +41 91 610 05 05
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e YcTaHOBWMTE 4acTM B MOAHOC cTepuavsaTopa OTAENbHO UAM B Mewke. CTepunmnsaynsa AoKHa NPOBOAUTHLCS B
napoBOM aBTOK/laBe AUCTUNIMPOBAHHO BOAOW npu TemnepaTtype 134 “C (273 °F) B TeyeHune 3 MUHYT. Bpewms

BbICbIXaHNA cOCTaBNAeT 14 MUHYT;
d He VICﬂOJ'Ib3yVITe XVUMWYECKNUA aBTOKIaB Unu X0NnoAHble CTeEpUNn3alMoOHHbIE pacTBOPbI;

e l36eraiiTe HenocpeACTBEHHOI0 KOHTAaKTa WHCTPYMEHTOB C MeTa//IMYecKoil 4acTblo aBTOKNaBa, TakK Kak
TemnepaTypa B HEM MOXeT MpeBbICUTb YCTAHOB/JEHHYW TemnepaTypy, 4YTo npuBejeT K Aedopmayuu

mMaTepuanos;

hd lMpn BbIHUMAHNW MeLW Ka U3 aBTOK/aBa NPOBepbLTE ero Ha npeaMeT BUAUMbBIX rIOBpe)KAeHI/IVI. B cnyyae Hannunsa
CKBO3HbIX ,D,ed)eKTOB B ynakKoBKe He VICI'IOI'Ib3yl7ITe NpoAYKT, TaK KakK npouyecc crtepumansaymm MoOr okKasaTbCA

HeahheKkTUBHbLIM. Mpoueaypy cTepunusaynv Heo6xXo4MMO NOBTOPUTH.

13 XpaHWTb NPOAYKT CNeAyeT B CYXOM U HEMbIILHOM NoMelleHnn. 3genns MoryT 6biTb UCNONb30BaHbl MOBTOPHO, NpK
YCNOBUM MNpPaBULHOTO XpPaHEHWs U OTCYTCTBUA MNOBpexAeHuin. C TedyeHUEM BpPEMEHU U Nocfie HeCcKONbKUX
MCnonbL30BaHUn/06paboToK Ha guckogepxaTtensx OptiDisc MOTyT BO3HMKATb MOTEPTOCTW, NPU3HAKKU Aedopmauun,
OKUC/IeHUsl, N3MEHEeHNs OKpacku UMW MPU3HAKU MOBbIWEHHOW XPYnKocTW MaTepuana. 3To TpebyeT yTunmsauuu
UHCTPyMeHTa. OCMOTpP U3Lennii MOXHO NMPOBECTU HEBOOPYXXEHHbIM T/1a30M WM C MOMOLL b NYMbl NPU HOPMasbHbIX

ycnoBuax ocselweHna.

14 OrpaHW4YeHWs MO BPEMEeHMW U YCO0BUSIM XPaHEHWS A0 WCNOMb30BaHWA MOBTOPHO 06paboTaHHOro MeAMLUHCKOTO

N3eNNA He YCTAaHOB/IEHbI.

15 OrpaHuyeHuii No KonM4ecTBy NOBTOpPHOI 06paboku He BbisiBAeHO. locne Kaxjoll 06paboTKu cnefyeT NpoBepsThb

n3genve Ha Hanuuve gedekToB, YKa3aHHbIX B NyHKTe 13 HacTosAwero pasgena.

Ytnnusayms

MeANUNHCKNE n3genns AONXHbI 6biTb YTUAN3NPOBAHbI B MECTHbIX FOCYAAaPCTBEHHbIX YUYPEXJEHUAX B COOTBETCTBUN C
CaHluH 2.1.7.279010, B KOTOpPOM MpMBEAEHbl CaHUTAPHO-3NWAEMMUONOrnyeckue TpeboBaHMs K obpaweHuw C

MeANUNHCKUMMN OTXo4aMWn, N APYTrMMN HauWOHaNbHbIMU U perMoHasibHbIMN HOPMaTUBHbIMU NMPaBOBbIMN AOKYMEHTaMU.

Ouck OptiDisc, AuckogepxaTtenb OptiDisc, nonupsbl Optishine, Gloss™"" n Hiluster” ™ Dia He SBASAKTCA OMaCHbIM

maTepuanom (knacc A) m MOTyT 6bITb YTUN3NPOBAHbI BMECTE C 06W MMM OTXO4aMW.

Cpok rogHocTun

CpoK FrogHOCTM WNN(OBANbHO-NONUPOBOYHON CUCTEMbI MPWU XpaHeHUU cocTaBnseT 5 neT. CpoK rofAHOCTM yKa3biBaeTcs

Ha ynakoBkKe nsgenuva.
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MepeBOA C aHTIMACKOTO A3blKa Ha PYCCKWI1 A3bIK BbIMOMHEH MepPeBOAYMKOM Karnposoli
Bacunucoin AHppeeBHON. oaTBepXgak, YTO BbIMOJIHEHHbIA MHOW MepeBOf SIBAAETCSH
NPaBUbHbIM, TOYHBIM ¥ MOJHbIM.

<N 4N

Poccuitckaa degepaumns
CaHkT-lMeTepbypr

[leBATHaALATOr0 Mas ABe ThiCAYM ABagLaATOro roja.

A, O3eHc AnekcaHap leoprueBnyY, BPEMEHHO WCMOMHAKOWMNIA 0653aHHOCTH
HoTapuyca HOoTapuasbHOT O okpyra CaHkT-lMeTepbypr [3eHc MaTa, bu
AHaTONbeBHbI, CBUAETENbCTBYK MOAAMHHOCTbL nognucu Karuposoid Bacunaucel
AHLpEEBHbI.

Mognuce caenaHa B MOEM NMPUCYTCTBUU.

JInyHoCTL MofAnNucasBLlero JOKYMEHT yCTaHOB/EHA.

3apeructpupoBaHo B peecTpe; No 78/80-H/78-2020-
B3bICKaHO rocygapCTBeHHON nownuHbl (no Tapudy): 100 py6. 00 kon'.' A/

YnnayeHo 3a 0KasaHWe yCcayr NpaBoOBOr0 M TEXHUYECKOr0 XapakTepa;
400 py6. 00 kon.

y vr r o'l
M p’lll
A * e

MNTOro B HacTOSILLEM AOKYMEHTE:

59 (naTbfecaT AeBATb) NNCTOB

Bp.N.0.HOTApUANAAANTIEAN A.l'. A3eHc
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This technical file was prepared for purpose of medical device information submission for registration p >A/1-

on the territory if Russian Federation. /

1 Description

Finishing and polishing system consists of medical devices intended to be used for dental finishing and polishing
procedures. This professional system includes (Table 1) a three-grit system consisting of plastic discs coated with

abrasive, two mandrels, polishers and brushes.

Table 1: Finishing and polishing system overview
Finishing and polishing system
Component Name Representation
Figure 1: Extra Fine, Fine, Corase/Medium and Extra Coarse Discs

Disc OptiDisc disc
0]
Figure 2: standard and short OptiDisc mandrel
Mandrel OptiDisc mandrel
%
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a
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Finishing and polishing system Z T/
Figure 3: Hiluster Plus Dia Polishers and Gloss Plus Polishers

*s « W W (58

HiLuster' Dia;

Polishers .
GlossP*> é | N

Figure 4: Optishine

Brush Optishine

1/IRtF»P»rt No.) 2514
Optishine

OptiDisc disc is available in 4 grit sizes, each those is available in three different diameters (Table 2). This device

must be used in combination with OptiDisc mandrel by connecting this latter to the ring of the disc (Figure 5).

OptiDisc disc and mandrel can be provided in the form of refill or along with HiLuster™" Dia Polishers, Gloss™*"*

Polishers or Optishine in the form of professional assortments (table 2).

For purpose registration in Russia provided following versions:

Table 2: Finishing and Polishing system: different versions:

REF Description Refill/ Content
Assortment
- 30 pcs OptiDisc disc extra coarse 0 9.6mm;
- 30 pcs OptiDisc disc coarse /medium 0 9.6mm;
- 30 pcs OptiDisc disc fine 0 9.6mm;
- 30 pcs OptiDisc disc extra fine 0 9.6mm;
4200 O_ptiDisc General Assorted Assortment - 30 pcs Opt?D?sc d?sc extra coarse.o 12.6mm;
Kit - 30 pcs OptiDisc disc coarse /medium 0 12.6mm;
- 30 pcs OptiDisc disc fine 0 12.6mm;
- 30 pcs OptiDisc disc extra fine 0 12.6mm;
- 2 pcs OptiDisc mandrel short;

- 3 pcs OptiDisc mandrel standard;
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REF Description Refill/ Content
Assortment
- 1 pcs OptiShine polishing brush;
- 3IFU
- 20 pcs OptiDisc disc coarse 0 15.9mm;
- 20 pcs OptiDisc disc coarse/medium 0 15.9mm;
Refill - 20 pcs OptiDisc disc fine 0 15.9mm;
- 20 pcs OptiDisc disc extra fine 0 15.9mm;
- lIFU
- 30 pcs OptiDisc disc extra fine 0 12.6mm;
- 30 pcs OptiDisc disc fine 0 12.6mm;
- 30 pcs OptiDisc disc coarse /medium 0 12.6mm;
- 30 pcs OptiDisc disc extra coarse 0 12.6mm;
- 1 pcs OptiDisc mandrel Standard;
- 1 pcs OptiDisc mandrel Short;
- 1 pcs OptiShine polishing brush;
- 3IFU
- 2 pcs OptiDisc mandrel Standard;
- 1 pcs OptiDisc mandrel Short;
- 5 pcs OptiDisc disc extrafine 0 12.6mm;
- 5 pcs OptiDisc disc fine 0 12.6mm;
- 5 pcs OptiDisc disc coarse/medium 0 12.6mm;
- 2 pcs Gos"\m™™Polisher Flame;
- 2 pcs Gloss™Mpolisher Cup;
- 2 pcs HiLuster"**®Flame;
- 2 pcs HLuster*m™ Cup;
- 3IFU
- 3 pcs Gloss"®*Polisher Point;
- 3 pcs Glossw™Polisher MiniPoint;
- 3 pcs A" Polisher Cup;
- 3 pcs o™ Polisher Wheel;
Assortment - 2 pcs HiLuster* W™ Point;
- 2 pcs HiLuster”«*Mini Point;
- 2 pcs HiLuster"w#Cup;
- 2 pcs HiLuster™s#®™\Wheel
- lIFU

4190 OptiDisc Assorted Kit

4188  OptiDisc Mini Kit Assortment

5100 KerrHawe Polishing Kit Assortment

HiLusterPLUS Polishing
System

2600

2. Information about manufacturer and authorized representative of medical device
manufacturer

Manufacturer:
KerrHawe SA;

Via Strecce 4, 6934 Bioggio, Switzerland.

Authorized representative of manufacturer on the territory of Russian Federation:
Limited Liability Company «KaVo Dental Russland»

«KaVo Dental Russland» LLC

195112, Saint-Petersburg, Malookhtinsky ave. 64, building B, premises 26H.

Tel.: +7 (812) 324-4212 Fax: +7 (812) 324-2053

E-mail: info.russia@ kavokerr.com
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3. Intended Use

Finishing and Polishing systems designed for finishing and polishing dental restorations and hard tooth tissues.

4. Indications for Use

The OptiDisc disc is intended to be used in connection with the OptiDisc mandrel. Optitidisc disc is indicated for

gross reduction, contouring, finishing and polishing of dental restorations.

The OptiShine is a pastless brush system used for the pre and highgloss polishing of composites, compomers,

resinmodified glass ionomers, ceramics and natural tooth structure.

The HiLuster"**Dia Polishers and Gloss”#Polishers are designed for the finishing and high gloss polishing of

dental restorations and natural tooth structure.

5. Contraindications

OptiDisc disc, OptiDisc mandrel, OptiShine, HiLuster-~/ Dia Polishers and Gloss”##*Polishers shall not be used on
patients who are allergic to any of the components or materials present in these devices (see section 6 Warnings

and 8 Adverse Reactions).

6. Warnings

OptiDisc disc, HiLuster™'s#™Dia Polishers and Gloss"#*Polishers are for single use only. OptiDisc mandrel and
OptiShine are suitable for reuse. It is therefore essential that the OptiDisc mandrel and Optishine are handled
with special care during use and reprocessing, and that the steriliser used is subject to a preventive maintenance
plan according to the indications given by the manufacturer of the steam steriliser. The use of equipment
complying with EN 285 or EN 13060 is highly recommended. Sterilisation with alternative methods such as
radiation, hot air, formaldehyde and ethylene oxide, and plasma has not been tested for this compatibility,

(please, refer to section 15 «Cleaning and Sterilization»)

7. Compatibilities

To ensure the correct operation of the product and to avoid undesirable detaching of parts during use, OptiDisc

disc shall be used only with Kerr OptiDisc mandrel.

8. Adverse reactions

Allergic contact dermatitis and other allergic reactions may occur on susceptible individuals (see sections 5.

Contraindication and 6. Warnings).

OptiDisc disc is composed of: Polyethylene; Synthetic polymers; Aluminum oxide; Epoxy resin glue. Optidisc

mandrel that is used in conjunction with OptiDisc disc is composed of: Stainless steel; Copperzinc brass; Nickel

plating.
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HiLuster"2Dia Polishers and Gloss"‘#™Polishers are composed of; Silicone rubber; Silicone carbide; Aluminum
oxide; Silicone oxide; Polyamide; Natural and synthetic diamonds particles; Copperzinc brass (shank); Gold or

nickel plating (shank).

OptiShine is composed of: Synthetic polymer (bristles); Silicon carbide (bristles); Copperzinc brass with nickel or

gold plating.

OptiDisc disc, OptiDisc mandrel, HiLuster”#Dia Polishers and Gloss"“Polishers and OptiShine should not be
used on patients who have a history of severe allergic reactions to any of their components or materials. If skin

rash, irritation, sensitisation or allergic reactions occur, seek immediate medical attention.

9. Instruction For Use

OptiDisc disc is single use only.
1 Select the appropriate grit size according to the polishing sequence (dark brown for contouring, light brown

for finishing, orange for polishing and yellow for high gloss polishing (Table 3).

Table 3: OptiDisc disc color Coding

OptiDisc disc roughness Extra Coarse Coarse Medium Fine Extra Fine
(color code) (Dark Brown) (Light Brown) (Orange) (Yellow)
. Gross Reduction/ N - High gl
Function . Finishing Polishing |g. g.oss
Contouring polishing

Connect OptiDisc mandrel to the latch type dental contra angle. Owing to the patented technology that
identifies the correct side, the active side (Figure 5) is easily recognized by a solid all the way around ring.
OptiDisc disc should be pushed on the OptidDisc mandrel so that the disc is set flat and secure on the

mandrel (Figure 6).

Figure 5: active/inanctive side of OptiDisc disc

Active side

Inactive side

Figure 6: Assembly of OptiDisc mandrel and Disc

3 Set the rpm as indicated on the label (10,000 RPMs for all discs). Polishing time is left at the discretion of

the clinician.
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4 Skipping a grit size during the polishing procedure might reduce the quality finish of the restoration.

5 Use light pressure when polishing to allow the disc to do its work.

6 Use only for the contouring, finishing and / or polishing of dental restorations and natural tooth structure.

7 After each grit use, it is recommended that you rinse the powder debris away from the restoration and
tooth structure. For proper disposal always follow national laws. Symbols and meanings are reported in
paragraph 15.

OptiShine is reusable.

1 Connect OptiShine to a latchtype dental contra angle.

2 Set the rpm as indicated on the label (max.5'000 rpm).

3 Use dry to polish dental restorations and natural tooth structure. Symbols and meanings are reported in
paragraph 15.

Kerr Polishers are single use only

1 Connect the Polishers to the latch type dental contra angle.

2 Set the rpm as indicated on the label.

3 Use dry or with spray cooling to polish dental restorations and natural tooth structure, as per instructions
on the label. Symbols and meanings are reported in paragraph 15.

10. Storage and transportation conditions

Device can be stored and transported at ambient temperature in their original packaging and away from sunlight
until use. Use the device prior to expiration date printed on the label. Before use, allow the device to reach a
temperature that is suitable for human occupancy and at which professional dental finishing and polishing

treatments are usually performed.

Transport conditions Value
Temperature from -40”Cto 70 “C
Relative humidity from 10 to 95%
Pressure From 500 hPa to 1060 hPa
Usage conditions from 10*C to 35“C
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A

Environmental conditions  In the medical clinics under the temperature from 10“C to 35"C and at the

relative humidity not more 85% under the 250C

Storage conditions from 4*C to 35*C

11. Finishing and Polishing system representative drawings

II.1I0ptiDisc disc
Figure 7: Top view of the disc
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Table 4: Dimensions referred to figure 1, 2 and 3

0 C(mm) Yellow
15.9 ExtraFine
12.6 ExtraFine
9.6 ExtraFine
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Figure 8: Side view of the disc
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Roughness of the Abrasive Side

Orange
Fine
Fine
Fine

Light Brown
Coarse/Medium
Coarse/Medium
Coarse/Medium

Dark Brown
ExtraCoarse
ExtraCoarse
ExtraCoarse
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11.2 OptiDisc mandrel

Figure 9: Dimensions (mm) of OptiDisc mandrel Standard, general tolerance +5%
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11.3 OptiShine

Figure 11: Dimensions (mm) of OptiShine, general tolerance +5%

KetrHawe SA Phone +41 91 610 0505
P.0. Box 212 Telefax +41 91 610 OS 14
6934 6log£io www .kerrdental.eu
Switzerland Info@kerrdental.eu

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



AtNA P .

JWTEBITHOA No. — - < \j\b

11.4 HiLuster"Dia Polishers

Figure 12: Dimensions (mm) of HiLuster"#**Dia Polishers (Cup), general tolerances +5%

0,15

[&™ H
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Figure 15: Dimensions (mm) of HiLuster™\* Dia Polishers (Disc), general tolerances +5%

09.6
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Figure 17: Dimensions (mm) of Gloss'™*Polishers (Flame), general tolerances +5 %
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Figure 18: Dimensions (mm) of Gloss"* Polishers (miniflame), general tolerances +5 %
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Figure 19: Dimensions (mm) of Gloss™"\Polishers (Disc), general tolerances +5 %
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12. Technical characteristics

12.1. Degree of abrasiveness and Number of Revolution per Minute

Table 5: Degree of abrasiveness and Number of Revolution per Minute (OptiDisc disc)

Clockwise rotation

Degree of .

abrasiveness (pm) Tolerance Recommended Maximum
Medical Device P number number

Extra coarse - Coarse . .

- Fine - Extra fine revolution per revolution per

minute (RMP) minute (RMP)

OptiDisc disc 0 +5%
ggmm 80/40/20/10 ° 10'000 20'000
OptiDisc disc 0 +5%
12pG mm 80/40/20/10 0 10’000 20'000
OptiDisc disc 0 +5%
15p9 mm 80/40/20/10 ’ 10’000 20'000

Table 6: Abrasiveness degree and Number of Revolution per Minute (OptiDisc mandrel. Optishine, Gloss”"” Polishers, HiLuster™"" Dia

Polishers)
Clockwise rotation
Degree of Tolerance Recommended Maximum
Medical Device abrasiveness number number
(pm) revolution per revolution per
minute (RMP) minute (RMP)
OptiDisc mandrel +5%
P N/A ° 10000 20'000
standard
OptiDisc mandrel short N/A +5% I0'000 20'000
OptiShine regular cup 4 +5% 3000 S'000
Gloss"™ Polisher Flame 17 +5% S'000 20'000
Gloss™"* Polisher +5%
L 17 S'000 20'000
Minipoint
Gloss™*"* Polisher Cup 17 *+5% S'000 20'000
Gloss*""* Polisher Disc 17 +5% S'000 20'000
HiLuster*"* Dia Polisher +5%
4 S'000 20'000
Flame
HiLuster*""* Dia Polisher +5%
L 4 S'000 20'000
Minipoint
HiLuster*"** Dia Polisher +5%
4 S'000 20'000
Cup
HiLuster*"* Dia Polisher +5%
. 4 S'000 20'000
Disc
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12.2. Weight

Table 7: Weight of Finishing and Polishing system's medical devices

WefeNets
Medical Device | value Tolerance (= mml|
OptiDisc disc 0 9.6 mm extra coarse 0.02 0.01
OptiDisc disc 0 9.6 mm coarse 0.02 0.01
OptiDisc disc 0 9.6 mm fine 0.03 0.01
OptiDisc disc 0 9.6 mm extra fine 0.04 0.01
OptiDisc disc 0 12.6 mm extra coarse 0.03 0.01
OptiDisc disc 0 12.6 mm coarse 0.03 0.01
OptiDisc disc 0 12.6 mm fine 0.04 0.01
OptiDisc disc 0 12.6 mm extra fine 0.06 0.01
OptiDisc disc 0 15.9 mm extra coarse 0.05 0.02
OptiDisc disc 0 15.9 mm coarse 0.05 0.02
OptiDisc disc 0 15.9 mm fine 0.05 0.02
OptiDisc disc 0 15.9 mm extra fine 0.09 0.02
OptiDisc mandrel standard 0.60 0.03
OptiDisc mandrel short 0.89 0.03
OptiShine regular cup 132 0.03
GlossP™* Polisher Flame 0.88 0.03
Gloss™"" Polisher Minipoint 0.69 0.03
Gloss™*"** Polisher Cup 0.99 0.03
Gloss™""* Polisher Disc 0.90 0.03
HiLuster*'** Dia Polisher Flame 0.85 0.03
HiLuster*"'* Dia Polisher Minipoint 0.67 0.03
HiLuster*"* Dia Polisher Cup 1.00 0.03
HiLuster*""* Dia Polisher Disc 0.96 0.03

12.3. Dimensions

Table 8:Dimensions of Finishing and Polishing system's medical devices

Dimensions
Medical Device Value (mm) Tolerance (i mm)
OptiDisc disc 0 9.6 mm 09.65 0.20
OptiDisc disc 0 12.6 mm 0 12.65 0.20
OptiDisc disc 0 15.9 mm 0 15.90 0.20
Mandrel for OptiDisc (new) 03 0 0.05
Length: 17.1 :0.10
Mandrel for OptiDisc 03 00.05
Length: 25.1 Length: 0.10
Hawe Opti-Shine regular cup 075 00.5
Length: 27 Length: 0.5
Gloss™"" 2651 05 00.2
Length: 27 Length: 0.4
Gloss™"* 2652 035 00.4
Length: 25.9 Length: 0.4
Gloss™*"* 2653 07 00.4
Length:26 Length: 0.4
Gloss™"* 2654 096 00.2
Length: 23 Length: 0.4
HiLusterP"'*2661 046 00.2
Length: 26.3 Length: 0.4
HiLusterP"'*2662 035 00.4
Length: 25.9 Length: 0.4

KerrHawe SA Phone +41 91 610 OS 05
P.O Box 272 Telefax +41 91610 05 14
6934 Bioggio www.kertdental.eu
Swiiierland info~kerrdental eu

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



Medical Device
HiLusterP"“*2663

HiLusterP"*2664

T=A.

af l a-
Dimensions j
Value (mm) Tolerance (£ mm) j
06.9 004
Length: 26.5 Length: 0.4
09.6 00.2
Length; 23 Length: 0.4

12.4. Technical characteristics of mandrels

Technical characteristics of mandrels

Medical Device Mandrel

QptiDisc (new)

High (mm) 17.01
Hardness (HV 5) S250
Roughness (RA) 0.8
di- shank diameter (mm) 2.35
d2 -diameter at the level of the 1.35
groove (mm)

li-shank length <135

S - size of a flat spot on diameter 18
Distance between the edge of the 2.7
flat spot and non-working end of
shank

Distance between the edge of the 1.8
flat spot and the groove

The width of the groove 0.9

12.5. Material Composition

Table 9; Material composition of Finishing and Polishing system

REF Cotuponents Materials
PET
PUR, PR, EP
OptiDisc disc Al1203

Colored TPE: Dark
Brown, Light Brown,
Orange, Yellow

Brass - Nickel Plated -

OptiDi drel
4200 pUBISc mandre Delfinor IM
Brass - Nickel plated /
Gold plated
OptiShine
PMIA
SiC
PET
4190 OptiDisc disc PUR, PR, EP
Al203
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Mandrel for OptiDisc

251
7250
0.8
2.35
1.35

<135
18
2.7

18

0.9

DescrietlOll

Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

Brass - Nickel plated (pure
nickel)/ Gold plated (pure
Gold)

Poly (isophthaloyl
chloride/mphenylenediamine)
(metaaramid polymer)

Silicon Carbide

Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

Tolerance (€=
mm)

+5%

+5%

+5%

+5%

+5%

+5%

+5%

+5%

+5%

CAS#/EHC/C.I.
25038-59-9

25085-99-8
1344-28-1
77402-38-1
7440-02-0/69011-
36-5/68213-23-0/

5949-29-1

7440-57-5

25765-47-3

409-21-2
25038-59-9

25085-99-8

1344-28-1



REF  CompoiMn” Materials

Colored TPE; Dark
Brown, Light Brown,
Orange, Yellow

PET
PUR, PR, EP
OptiDiscs Al203
Colored TPE: Dark
Brown, Light Brown,
Orange, Yellow
Brass - Nickel Plated -
4188 Mandrels )
Delfinor IM
Brass - Nickel plated /
Gold plated
OptiShine
PMIA
SiC
RTV Silicone
Primer
Gloss Polishers AI203
Blue Color
Brass - Gold Plated
RTV Silicone
Tio2
HiLuster Plus .
. Primer
Polishers
5100 Dia
Brass - Gold Plated
SiC
PET
PUR, PR, EP
OptiDiscs Al203
Colored TPE: Dark
Brown, Light Brown,
Orange, Yellow
Brass - Nickel )
Plated - Delfinor Brass - Nickel Plated -
Delfinor IM
IM
RTV Silicone
2600 Gloss Polishers Primer
Al203
Blue Color
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AUTEN I!Cn No. —
0«SErl|ltlon CAS#/|HC/C.I.
Polyester block amides 77402-38-1
Polyester 25038-59-9
Polyurethane, Polyester,

; 25085-99-8
Epoxy Resin
Aluminum Oxide 1344-28-1
Polyester block amides 77402-38-1

Brass - Nickel Plated (pure
Nickel) - transparent
protection layer

Brass - Nickel plated (pure
nickel)/ Gold plated (pure
Gold)

Poly (isophthaloyl

chloride/mphenylenediamine)

(metaaramid polymer)
Silicon Carbide

RTV Silicone

Primer

Aluminum Oxide

Blue Color

Brass - Gold plated (pure
Gold)

RTV Silicone
Titanium Dioxide
Primer

Diamond

Brass - Gold Plated
Silicium Carbide
Polyester

Polyurethane, Polyester,
Epoxy Resin
Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

RTV Silicone

DOW CORNING(R) 1200 OS
PRIMER CLEAR
Aluminum Oxide

Blue Color

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4 / 14808-
60-7
107-51-7/18765-
38-3/5593-70-4
1344-28-1

C.I. Pigment blue

7440-57-5

100-41-4 / 14808-
60-7

13463-67-7
107-51-7/18765-
38-3 / 5593-70-4
7782-40-3
7440-57-5
409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1
100-41-4/14808-
60-7
107-51-7/18765-
38-3/5593-70-4
1344-28-1

C.I. Pigment blue

/ichh A
/



REF Components Materials Description CAS#/EHC/C.I. \%
B - Gold Plated Gold
Brass - Gold Plated rass ° ate 7440-57-5 /
plated (pure Gold)

100-41-4 / 14808-

RTV Silicone RTV Silicone
60-7
Tio2 Titanium Dioxide 13463-67-7
HiLuster Plus Primer Primer 107-51-7/18765-
Polishers 38-3 / 5593-70-4
Dia Diamond 7782-40-3
Brass - Gold Plated Brass - Gold Plated 7440-57-5
SiC Silicium Carbide 409-21-2
Table 10: Base Pigments %
NMemnc CAS# Wt.%
Optidisc (Dark Brown) See SDS FK 42119 / ROTBRAUN 35
Optidisc (Light Brown) See SDS FK 42116 / ROTBRAUN 2.9
Optidisc (Orange) See SDS FK 42117 / ORANGE 29
Optidisc (Yellow) See SDS FK 42797/GELB 2.9
GlossP"* C.l. Pigment blue 0.01
HiLusterP" 13463-67-7 3

13. Packaging

Packaging of Finishing and Polishing system (Figure 20 -29) consists in a not sterile primary packing which weight

and dimensions (Table 11) varies depending on the REF (Table 2).

Table 11: Finished Good dimensions (mm) and weight (g)

Finished good Dimesion WeWw It

REF Value (mm) Tolerance (%) Value (9) Tolerance (%)
OptiDisc General 208.2 x 26.3 x 120.2 5 1172 g 5
Assorted Kit

OptiDisc 88.0x25.0x60.0 5 451¢g 5
Assorted Kit

OptiDics Mini Kit ~ 129.0 x 25.1 x 121.5 5 80.3 g 5
KerrHawe 131.7x21.1x78.4 5 7169 5
Polishing Kit

HiLuster 219.9x25.8x97.5 5 873 ¢ 5

Polishing System

Figure 20: Representative Primary Packaging (top view) OptiDics Assorted Kit in table 5.
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Figure 21: Representative Primary Packaging (back view) OptiDics Assorted Kit in table 5.
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Figure 22: Primary Packaging (top view) OptiDisc General Assorted Kit, in table 5
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Figure 23: Primary Packaging (back view) OptiDisc General Assorted Kit in table 5
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Figure 24: Primary Packaging (Top view) OptiDisc Mini Kit in table 5
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Figure 25: Primary Packaging (back view) OptiDisc Mini Kit intable 5

Figure 26: Primary and secondary Packaging (Top view) KerrHawe Polishing Kit, in table 5
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Figure 27: Primary Packaging (back view) KerrHawe Polishing Kit, in table 5

Figure 28: Primary Packaging (Top view) HiLusterPLUS Polishing System, in table 5
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Figure 23: Primary Packaging (back view) HiLusterPLUS Polishing System, in table 5
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14. Labelling

Figure 24; Russian Representative label of Finishing and Polishing system's medical devices in table 5.

4200 N3genusa ctomaTtoniormyeckne anst QUHULLIHOM 06paboTKM U MONTIMPOBKU
OptiDisc General Assorted Kit

M3rotosutens: «KeppXase C.A.», Via Strecce 4, 6934 Bioggio, Switzerland
(LWselY apus).

Py PC3 N2 xxxX/XXXXXX OT XX . XX . XXXX T

TosIbKO AN NPOJecCNOHaIbHOro MUCMOJIb30BaHUS.

CpOK rogHoOCTM yKa3aH Ha ynakoBske. [Nepef npyMMeHeHneM Heobxoanmo
03HAKOMMUTLCS C UHCTPYKIMEN.

mnopTtep: OO0 «KaBo AeHTtan PyccnaHa» 195112 CaHkrt-lNetepbypr,
ManooxXTUHCcKnin np-T, 4. 64B, T. (812)324-42-12 P
M3rotoeneHo B LUBeiiuapun

14.1 Symbols on the packaging
Table 12: Symbol used for Finising and Polishing system in accordance to Standards in paragraph 17

Deserfation

Do not reuse.
Serializable in a steam sterilizer (Autoclave) by using distilled water at the temperature specified
Right Revolution (clockwise rotation) at the RPM indicated on the label

MVIAX) Right Revolution (clockwise rotation): maximum RPM indicated on the label

Keep away from sunlight

Wear eye protection

US: Rx only  us. Federal law restricts this device to sale by or on the order of a dentist

Manufacturer

2 Useby date

Symbol of compulsory registration in Russia

Ultrasonic cleaner with disinfecting agent may be used, in accordance with the manufacturer's

instructions
W
Washer disinfector for thermal disinfection may be used.
KtrrHawe SA Phone +41 91 610 05 05
P.O Box 272 Telefax +41 91 610 05 14
6934 Bloggio www.kerrdental.eu
Switzerland Info€>kerrdental eu
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autentjca ND,—

Symbol OefCriDtion /

1 Use dry *

S O Use dry till the indicated rpm (clockwise rotation).

Spray cooling when exceeding the indicated rpm (clockwise rotation).

LOT Lot or Batch number

C € Compliance with EU directive
|:| S See Instruction For Use

15. Cleaning and Sterilization
OptiDisc disc, HiLuster¥~“"and Gloss™/polishers are single use medical device and not provided sterile.

Instructions below refer to OptiDisc mandrel and Optishine only. To guarantee successful reprocessing of
OptiDisc's mandrels, work thoroughly and with great care. Thorough cleaning and disinfection are essential

prerequisites for effective sterilization.

Cleaning

1 Remove OptiDisc mandrel from the contra angle and remove OptiDisc disc from OptiDisc mandrel.
2  Dispose of OptiDisc disc following local or national laws.

3 Remove from the mandrel and its surfaces any visible debris or organic matter with a disposable wipe or

surface brush. Scrub with warm tap water and soap or detergent. Never use metal brushes or wire wool.
4 Inspect instruments for debris. Repeat cleaning step 3 if there is still debris.

5 Inspect the product prior or after reprocessing. Defective devices should be immediately discarded. These

defects include:

« Deformations (in particular of the connections either to the OptiDisc disc or to the dental handpiece);
e Appearances of oxidation;

« Discolorations;

e Material embrittlement.

6 Immediately soak in a disinfectant solution following the manufacturer's instructions. Do not use detergents

or disinfectants containing strong alkalines, strong acids, hydrogen peroxide or organic solvents.

7 Alternatively, to point 6, an ultrasonic cleaner with a cleaning and disinfecting agent can be used in

accordance with the manufacturer's instructions.

KerrHawe SA Phone 441 91 610 05 05
P.O. Box 272 Telefax +4191610 05 14
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8 Rinse all parts with warm tap water.

9 Alternatively to points 6 to 8, thermo disinfection at 93°C with a cleaning agent can be used in accordance

with the manufacturer's instructions.

10 Dry instruments and place in a sterilisation pouch for steam sterilisation following the instructions of the
pouch manufacturer. Properly packaged and sterilised instruent protects the sterilised goods from

microbacterial recontamination during handling and storage.
11 Place them in autoclave tray as per steriliser's instructions for use.
12 Sterilisation:

. Place parts separately in either the steriliser tray or in a pouch. Sterilise in a steam autoclave using

distilled water at 134*C (273*F) for 3 minutes. Drying time 14 minutes;
. Do not use chemical autoclave or cold sterilisation solutions;

 Avoid direct contact with the metallic part of the autoclave, as the temperature there can exceed the

preset temperature, which can lead to material deformation;

< When the product is taken out of the autoclave, check the package for damage. In case of perforated
packaging, do not use the product, as the sterilisation could be compromised. The sterilisation

procedure must be repeated.

13 Store the product in a dry and dust free area. The devices can be reused if maintained with proper care and
if they are not damaged. Over time and after several uses / treatments the OptiDisc mandrel may show
appearances such as scratches, deformations, appearances of oxidation, discolorations or material
embrittlement; at that point the device MUST be discarded. The examination can be made with the naked

eye or with the aid of a magnifier under normal lighting conditions.

14 There are no limits for reprocessing cycle have been defined for mandrels or Optishine.

15 There are no Restrictions on the number of repeated treatments. After each treatment, the product should
be checked for the defects specified in paragraph 13 of this section.

16. Classification Risk

OptiDisc disc, OptiDisc mandrel, Optishine, Gloss"‘#¥Polishers and HiLuster"'®#*Dia polishers are classified as Class

lla according to Annex IX (rule 5) of Medical Device Directory 93/42 and its subsequent amendments.

17. Risk Management File.

Table 13: Risk Management File according to 1SO 14971

Medical Device Risk Management
OptiDisc disc KBI-IDN15018-00
OptiDisc mandrel KBNDN15019-00
HiLuster™~"* Dia Polishers; KBI-IDN15022-00
KerrHawe SA Phon« +41 91 610 05 05
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Medical Device Risk Manaenmint A
Gloss™"* Polishers
Optishine KBI-IDN18034-00
18 Disposal

Medical devices must be disposed in the local public entities, in accordance with SanPiN 2.1,7.279010 Sasanitary
and epidemiological requirements for the handling of medical waste and other national and regional normative

legal documents.

OptiDisc disc, OptiDisc mandrel, Optishine, Gloss"*”Polishers and HiLusteH"/**Dia polishers are not a hazardous

material (A class) and can be disposed in general waste.

19. Requirements for the protection of the environment

The composition of Finishing and Polishing system is such that it does not create undue burden on the
environment. User of the product must be a licensed professional who is trained for its safe use. OptiDisc disc,
OptiDisc mandrel, Optishine, Gloss"*Polishers and HiLuster"** Dia polishers do not make negative effect to

human and environmental during the usage, storage and transportation.

20. Shelf life

Shelf life of Finishing and Polishing system is 5 years. The expiration date is stated on the packaging of the device.

21. Applied standards

Table 14: Applied standards

Standards - Issue
. Description
applied Date
1SO 13485 Medical devices - Quality management systems - Requirements for regulatory 2016
purposes
EN ISO 14971 Medical Devices - Application of risk management to medical devices 2012
1SO 152231 -1 Medical Pevices - Symb.ols to be used with medical device labels, labelling and 2012
information to be supplied
EN980 Graphical symbols for use in the labelling of medical devices 2008
1ISO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation and testing 2009
ISO 10993-5 Biological evaluation of medical devices Part 5; Tests for in vitro cytotoxicity 2009
1SO 109931-10 Biolo.g.icaI. evaluation of medical devices Part 10: Tests for irritation and skin 2010
sensitization
ISO 17971 Dental rotary instruments - Shanks - Part.l: Shanks made of metals 2011
I1SO 9687 Dental equipment - Graphical symbols 2015
EN 1041 Information supplied by the manufacturer of medical devices 2008
EN 1797-1 Dental rotary instruments - Shanks -Shanks made of metals 2011
1SO 17664 Sterilization of medical devices - Information to be provided by the manufacturer 2004

for the processing of re-sterilizable devices
rilization of health care pr -- Biological indi rs - Part 1: General
SO 11138-1 Ste |'|zat|o of health care products iological indicators art 1: Genera 2006
requirements

Sterilization of health care products - Moist heat - Part 1: Requirements for the

ISO 17665-1 development, validation and routine control of a sterilization process for medical 2006
devices
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22. Warranty

KerrHawe's technical advice, whether verbal or in writing, is designed to assist dentists in using KerrHawe's
products. Such advice does not expand KerrHawe's limited warranty or relieve the dentist of testing KerrHawe's
products to determine their suitability for the intended uses and procedures. The dentist assumes all risk and
liability for damages arising out of the improper use of KerrHawe's product. In the event of a defect in material
or workmanship, KerrHawe's liability is limited, at KerrHawe's option, to replacement of the defective product
or part thereof, or reimbursement of the actual cost of the defective product. In order to take advantage of this
limited warranty, the defective product must be returned to KerrHawe In no event shall KerrHawe be liable for
any indirect, incidental, or consequential damages EXCEPT AS EXPRESSLY PROVIDED ABOVE, THERE ARE NO
WARRANTIES, BY KERRHAWE, EXPRESS OR IMPLIED, INCLUDING WARRANTIES WITH RESPEQ TO DESCRIPTION,

QUALITY, OR FITNESS FOR A PARTICULAR PURPOSE.
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Nr. 7670. Lugano, July 13, 2020

I the undersigned notary public Andrea Pozzi, duly commissioned and
gualified, herewith confirm that this photocopy of the Finishing and
Polishing Systems - Technical file, issued from tiie Company KerrHawe
SA, Bioggio - Switzerland, consisting in 35 pages, which | duly collated
with the original document and found to be in good condition, is the true
copy of the original.

In witness whereof | have hereunto signed my name and affixed my
official seal.

Cur | o
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JOHHbI TEeXHNYECKWIA dhaiin NoAroOTOB/EH C LENbI0 NPeAcTaBleHNs MHdopMalmm o

MeAVLMHCKOM U3AeNnn Ans perncTpauuy Ho TeppuTopun Poccuiickoii ®egepauyn.

1 OnwucaHwue
I/I3,u,envm cTomMartonorn4dyeckune gna (IJMHMUJHOIZ 06pa6OTKI/I N NONNPOBKN B BapuaHTaX UCMNOJIHEHNA COCTOAT U3

MeaANUUNHCKNX I/I3,El,eI'IVIl7I, npegHasHa4dYeHHbIX A[A4 UCNonb3oBaHUA TMNpU CTOMaTtoNnornyecknx npouepypax,

TpeobyWmnX BbIMOMHEHMS WANDOBKM U MOAMPOBKK. 3Ta MpodeccnoHanbHasa cuctema BKa4vaeT (Tabnuuya 1)

cucrtemy TpOVIHOFO UJI'IVI(*)OBaHI/Iﬂ, cocTodwyrw K13 nNAacTMKOBbIX AWUCKOB, NOKPbITbIX aﬁpaSVIBOM, 2

anckogepxxarend, noMpPoB M WETOK.

Ta6nuuya 1; O630p WANGHOBaNbLHO-NONMPOBOYHON CUCTEMBI

‘KoMNOHEHT»®/--1,
PucyHok 1; Anckn oyeHb TOHKMUe (Extra Fine), ToHkne (Fine),

rpybbie/cpegHue (Coarse/Medium) n rpy6ble (Extra Coarse)

Ovck [vck OptiDisc

P1UCYHOK 2: cTaHAapTHBIN M KOPOTKUt guckoaepxartens OptiDisc

Ouckopepxatens  [Auckogepxxatenb OptiDisc
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LLIchoBLANLHOSE 10AMPOSOUHas cucTema

PucyHok 3: Monupsl Hiluster Plus Dia n Gloss Plus

Monunpsbl HiLuster'~™* Dia;
Monupsbl
Monupsbl Gloss""*

PucyHok 4: Optishine

LleTka Optishine
MDPSt4
3

Ouck OptiDisc goctyneH B 4 pa3mepax a6pasvMBHOCTM, KaxpAas W3 KOTOPbIX BbiMyckaeTcs B 3 pasfuMuHbIX
gvameTpax (Tabnuua 2). 970 u3henve Heo6X0AMMO WCMO/Mb30BaTb B KOMGUHALWUW CO CTaHAAPTHLIM WK

KOPOTKUM gunckogepxxatenem OptiDisc nytem npucoegnHeHns nocnefHero K Konbuy gncka (pMcyHok 5).

Anck OptiDisc n anckogepxartesib MOTryT NoCTaB/IATbLCA B Ka4yeCTBe 3anacCHbIX yacteli UnM BMecTe C nonnpamun

HiLuster"™Dia, Gloss""*wmnu Optishine B coctaBe npogeccnoHanbHbiX Habopos (Tabnuuya 2).

B uensx peructpaumu B Poccun npeaycmMoOTpeHbl cneaylowme BapuaHThl:

Ta6nuua 2; WnnhoBanbHO-NOANPOBOYHAS CUCTEMA: Pa3/IMUHble BapUaHThI;

Kata- - 3anacHas
NOXHbIN . OnucaHue yactb/ U» X 0O Aepx anwune™lW [[[I**~1W ~UIY
HoMEpP HIJSop .
- 30 wr. guckos OptiDisc oueHb rpy6bI 0 9.6 MM;
- 30 wr. guckoB OptiDisc rpy6biin/cpenHnii 0 9.6
N3pennsa MM
CTOMﬁTO”?quCKME Ansa - 30 wTt. guckoB OptiDisc ToHkNA 0 9.6 MM;
4200 OUHNIWHON 06paboTKM 1 Ha6op

- 30 wT. guckoB OptiDisc oueHb TOHKNUI 0 9.6 MM;
- 30 wT. guckoB OptiDisc oueHb rpy6bLIA 0 12.6 MM;
- 30 wT. guckoB OptiDisc rpy6bin/cpegHnin 0 12.6
MM;

nonupoBkn OptiDisc
General Assorted Kit

KerrHawa QA Tenathnu +41 a1 610 05 05
& 000 LUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU 10 o5 14
6934 buopgxuno www .kerrdental.eu
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K3T3“jg ™M 33n3cH34a
NIOXHbI

- 30 wT. guckoB OptiDisc TOHKNI 0 12.6 MM;

- 30 wTt. guckoB OptiDisc oUYeHb TOHKMI 0 12.6 MM,;
-2 wrt. guckopepxatens OptiDisc KOPOTKWIA;

-3 wt. guckopepxatens OptiDisc cTaHAapTHbI

-1 wT. nonnpoBoyHaa wetoyka OptiShine;

- NHCTpYKUMS MO NPUMEHEHUIO

- 20 wT. guckoB OptiDisc o4eHb rpy6bIn 0 15.9 MM.;
n3penunsa - 20 wT. guckos OptiDisc rpy6biii/cpegHuii 0 15.9
cTomaTonoruyeckue ans MM
4190 DMHUWHON 06PaboTKM 1 Ha6op - 20 wT. guckos OptiDisc TOHKKII 0 15.9 MMm.;
nonupoBku OptiDisc - 20 wT. guckos OptiDisc o4yeHb TOHKMA 0 15.9 mMm.;

Assorted Kit - IHCTpYKUMA N0 NPUMEHEHUIO

-30 wT. guckosB OptiDisc oueHb rpy6bIi 0 12.6 MM.;
- 30 wT. guckos OptiDisc rpy6bili/cpegHunini 0 12.6
MM.;

N3penuns - 30 wT. auckoB OptiDisc TOHKNA 0 12.6 MM.;

4188 cToMaTonornyeckue ans HaGop - 30 wT. guckoB OptiDisc oueHb TOHKKIT 0 12.6 MM ;
UHUWHON 06paboTKM 1 -1 wrT. guckopepxatenb OptiDisc KOPOTKMNA;
nonupoBku OptiDisc Mini Kit -1 wrt. guckopepxatens OptiDisc cTaHAapPTHbIN

-1 wTt. nonMpoBo4Hasa weTo4vka OptiShine;

- IHCTpYKL WS MO NPUMEHEHWUIO

-2 wrt. guckopepxatena OptiDisc ctaHAapTHbIN;
-1 wrt. guckopepxatensa OptiDisc KOPOTKNIA;

-5 wTt. guckoB OptiDisc oueHb TOHKNIA 0 12.6 MM.;
-5 wrt. guckos OptiDisc TOHKU 0 12.6 MM ;

-5 wrt. guckos OptiDisc rpy6biii/cpegHuii 0 12.6
MM.;

-2 wt. nonupa GlossPLUS nnams;

-2 wTt. nonupa GlossPLUS vaweuka;

-2 wTt. nonunpa HiLusterPLUS Dia nnams;

-2 wrt. nonupa HiLusterPLUS Dia yaweuka;

N3penunsa
cTomaTonorunyeckme ans
5100 hUHUWHON 06paboTkn © Ha6op
il nonupoBkn KerrHawe
Polishing Kit

- VIHCTpYKLMSA MO NPYMEHEHNUIO

-3 wt. nonupa GlossPLUS nnawms;

-3 wTt. nonupa GlossPLUS ocTpblil KOHYUK;

-3 wt. nonmpa GlossPLUS yaweuka;

-3 wrt. nonupa GlossPLUS auck;

-2 wrt. nonmpa HiLusterPLUS Dia nnams;

-2 wTt. nonmpa HilLusterPLUS Dia ocTpblii KOHYMK;
-2 wTt. nonaupa HiLusterPLUS Dia yalweuka;

-2 wt. nonmpa HilLusterPLUS Dia guck

- NHCTPYKLMS NO NPUMEHEHNIO

N3penunsa
cTomaTonorunyeckme ans
2600 PVHUWHOK 06paboTKN 1 Ha6op
nonupoBku HiLusterPLUS
Polishing System

KarrHawa QA Tanathnu +41 Q1 ‘-‘,10 05 05
& 000 UUPMU &7 INFO@CIRMI.RU & WWW.GO0SZDRAVNADZOR.RU 10 o5 14
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Kerr

2  WHpopmauua o npoussoguTese M ynolHOMOYEHHOM NpeAcTaBuTeNle NpoU3BOANUTENS

MeAVWLWHCKOTO u3genus

Mpownssogutens:
KerrHawe SA,;

Via Strecce 4, 6934 buopgxwuo, LWBeiuapus.

YNONHOMOYEHHbI NpeAcTaBuTeNlb MPOU3BOAUTENA HA TeppuTopun Poccuiickoin ®epepaumnu:
O6LuLecTBO C OrpaHUYEHHOl oTBeTCcTBEHHOCTbIO «KaBo AeHTan PyccnaHp» («KaVo Dental Russland»)
000 «KaBo [leHTan PyccnaHpg»

195112, CaHkT-MeTepbypr, ManooxTUHcKuiA np. 64, kopnyc B, nomeuweHne 26H.

TenedoH: +7 (812) 324-4212 dakc: +7 (812) 324-2053

E-mail: info.russia(ja)kavokerr.com

3 HasHauyeHue

M3pgenua ctomatonornyeckne Ans  (QUHUWHON 06paboTKM U  MNOAMPOBKM B BapuaHTax WCMNOJSIHEHUS

npegHasHayeHbl Ans WANGOBKM 1 MOMPOBKK pecTaBpauunini 3y6oB u TBEpPAbIX TKaHel 3y60B.

4  Tloka3aHWd K NPUMEHEHMUIO

Ownck OptiDisc npepHasHavyeH ANn8 MCNONb30OBaHUSA BMecTe € guckogepxkartenem OptiDisc. Auck Optitidisc
npuMeHsieTcd [ANA OCHOBHOTO MNpenapupoBaHUs, KOHTYPMPOBaHUSA, WAU(GOBAHUA U  MNOJAUPOBAHUA

CTOMATO/IOrMYecKnx pectaBpaLuii.

OptiShine — 3To He Tpe6ylolwWwas NPUMEHEHWs NacT NONMPOBOYHAs LIEeTOYKA, KoTopas ucnonb3yetcs ANs
npefBapuTenbHOW U QUHUWHONW NONMPOBKM KOMMO3MTOB, KOMMOMEPOB, MOAUGULMUPOBAHHLIX CMONaMu

CTEK/IOMOHOMEPOB, KEPAMUKUN W CTPYKTYP eCTeCTBEHHOTO 3y6a.

Monupbl HiLuster”*™ Dia 1 Gloss"#\npefHa3HayeHbl /19 MCNOMb30BAHUA B LLenax WANMOBKA U NOANPOBKU

3yOHbIX pecTaBpaLMini n CTPYKTYp ecTecTBEHHOrO 3y6a.

5 [lpotnBonokasaHus

Ouck OptiDisc, Anckogepxatenb, OptiDisc, nonupsbl OptiShine, HiLuster”” Dia un Gloss" " He [LOJIKHBbI
Mcnonb3oBatbCd Yy NauMeHToB, WMeRLWUX anfeprum K 06bIM  KOMMNOHEHTaM WAM  MaTepuanam,
NPUCYTCTBYIOLWMM B 3TUX n3gennsax (cMm. pasgen 6 «Mepbl NpegoCTOPOXHOCTU» U pa3gen 8 «HexxenatenbHble

peakunmy).

TenethoH *41 91 610 05 05
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 10 05 14
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6 Mepbl NpPefoOCTOPOXHOCTHU

Onckn  OptiDisc, nonupbl  HiLuster® DIA n Gloss"¥™ npegHasHayeHbl TONbKO [ANA O4HOPa3o0BOro
ncnonb3oBaHma. Aiuckogepxartens OptiDisc n nonupoBoyHasa wetoyka Optishine noaxo4aT AN NOBTOPHOTO
Nonb30BaHMsA. YunTbiBas 370, BaXHO Co610AaTb OCOOGYHD OCTOPOXHOCTbL nNpu ob6paboTke guckopeprkartenen
OptiDisc 1 nonupoBoYHON wWeTo4ykn Optishine. Ncnonb3yemblii cTepunn3atop AOMKEH MPOXOAUTb NNaHOBbIEe
npoueaypbl NpounAaKTM4ecKoro 06CNy>XMBaHMUSA B COOTBETCTBMU C YKa3aHUAMMWU, JaHHbIMW MPOM3BOAUTENEM
napoBoOro ctepunmsaropa. HactoaTenbHO pekoMeHAyeTCca UCNonb30BaTb 060pygoBaHne, cooTseTcTeytolee EN
285 mnm EN 13060. CTepunusauuns anbTepHaATUBHbBIMU MeTOAaMMW, TaKMMU KakK pajgunaluMOoHHbIA, ropsavynm
BO3JYyXOM, (popmanbfernjomMm M OKCUMAOM 3TU/IeHa, a TakXe MnasMoi, He 6blna BanujuposBaHa Ha npeamer

COBMECTUMOCTMH (CM. pasgen 12 «Ouncrka u CTelenmsau,vm»)

7 CoOBMECTUMOCTb

[Ona obecneyeHna npaBuabHOW paboTbl M3genvMs n BO nlbexaHue HexenaTenbHOro OTCoOeauUHeHUs aetaneii B

npouecce akcnayataumm gnck OptiDisc 4OMKEH MCNONb30BaTbCA TONbLKO € guckogepxxatenem Kerr OptiDisc.

8 HexenartenbHble peakunmn

Y npeppacrnonoXXeHHbIX NuL, BO3MOXHO pas3BuUTME anfieprmyeckoro KOHTAKTHOro AgepmMarturta U ApYyrux

anneprmyeckmx peakuuii (cm. pasgen 5 «[MpoTtneonokasaHus» n pasgen 6 «<Mepbl NpefoCTOPOXHOCTUY).

Ownck OptiDisc cocTonT U3 cnefylWMUX KOMMOHEHTOB; MOMMU3ITUMEH; CUHTETMYECKME MONMMEPHI; OKCUL
antOMUHNSA; Knelk M3 3anoKcUAHOW cmonbl. Auckogepxatens Optidisc, KOTOpPbIA UCNONb3yeTcs B COYeTaHUM C
anckom OptiDisc, cocToMT M3 CcneayloWMXx KOMMOHEHTOB: Hep)kaBewwasa cTalb, NaTyHb MeAN W LUHKA;

HNUKeneBoe NMokpbIrune.

Monupsl HiLuster”/™ Dia 1 Gloss' '# cocTosNT M3 cnefyrowmnx KOMMOHEHTOB; CU/IMKOHOBLIV KayuyK; Kap6ug
KPEMHUS; aNlOMUHWEBass OKUCb;, OKCUA KPEMHWS; MOAMaMWi; 4acTulbl eCTeCTBEHHOI0 U CUHTETUYECcKOro

anaMasoB; naTyHb Mmean U LMWHKa (XBOCTOBI/IK); 30/10TO€ UM HUKeneBsoe MOKpPbITHe (XBOCTOBVIK).

MonuposouHas wetoyka OptiShine cocTonT M3 cnefyO WX KOMMNOHEHTOB: CUHTETUYECKMIA NnonnmMep (W eTUHKN);

Kap6ug KpeMHus (L eTUHKKN); NaTyHb MeAN U LUHKA C 30/10TbIM WU HUKENEBLIM NMOKPbLITUEM.

Ouck OptiDisc, guckopepxartens OptiDisc, nonupsel Dia HilLuster” ™ Gloss®™ 1 nonMpoBOYHas LeToyka
Optishine He 4OMKHbI NCNOML30BATLCS Y MALLMEHTOB, UMEIOLMX B aHAMHE3Ee TAXeNble anneprumyeckue peakumm
Ha nto6ble U3 KOMMOHEHTOB UAW MaTepunanos, BXOAAWMNX B COCTaB 3TUX U3Aennii. Npu BOSHUKHOBEHNWN KOXXHOW
CbiNKW, pasgpaKeHus, CeHCMOMAn3aLnum AN annepruyecknx peakumin Heob6xo4MMo HeMeaneHHO o6paTnTbeA 3a

MeAULUHCKOM MOoMOLbIO.

KarrHawe SA Tenethown +41 91 610 05 05
& 000 LUPMM €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU o o5 14

6934 buoaxmuo www.kerrdental.eu



NOL/IMHHNK N&G/0
/Kpyrnas nedatb: AHAPEA NOULUN*HOTAPWNYC/
/NMopnucs/

Kerr

9 MHCTPYKLUNA NO MCMONb30BaHMUIO

Ouck OptiDisc npegHa3Ha4YeH TONMbLKO AN OAHOKPATHOTO MCMNOMb30BaHUS.
1 BbiGepute noaxoAsiwiMii pasamep abpasvBHOCTM B COOTBETCTBMWM C MOC/ef0BAaTENbHOCTbI MOJMPOBKMK
(TEMHO-KOPUUHEBLI AN KOHTYPUPOBAHUS, CBETNIO-KOPUUHEBLIA ANA WAU(DOBKM, OpPaHXeBbld Ans

NOMMPOBKN W XENTbIN ANA PUHUILIHON NonupoBku (Tabnuuya 3).

Tabnunua 3: LiBeToBOe kogupoBaHue gncka OptiDisc

. Fpy6oii/cpepHeli . .
A6pa3nBHOCTb AMCKa OueHb rpybolii A6Da3MBHOCTI ToHKOM OueHb TOHKOW
OptiDisc abpasnMBHOCTK F: abpasnBHOCTHU abpasmBHOCTH
. CBETNO- . .
(uBeToOBOW KOA) (TEMHO-KOpPUYHEBBI) . (opaHxeBblit) (OKenTbIi)
KOPUYHEBbI)
YMeHbLeHne PUHNLWIHAA
HasHauyeHwne Wnndoska Monnposka
1 o6bema/KOHTypupoBaHue nonnposka

MpucoeanHute pauckogepxkatens OptiDisc K kpenneHuto MNO TUNy 3aWenkyM Ha CTOMaATONOrM4YecKoM
KOHTPYrNOBOM HakKOHe4yHuKe. bnarogapa 3anaTeHTOBaHHOW TexHONOrMu, KoTopas onpegenset
npaBuUNbHYO CTOPOHY, pabouyld CTOPOHY (PUCYHOK 5) nerko ysHaTb MO M/JAOTHOMY KOAbLY,
pacnonoXeHHOMy no Bceli OKpY>XHOcTK. nck OptiDisc fo/mkeH 6bITb NpMKaT K gnuckogepxarento OptiDisc

Tak, YTo6bl AMCK CTan MAOCKMM M 6bl1 MPOYHO 3ahMKCMPOBAH Ha Anckoaeprkatene (PUCyHOK 6).

PucyHok 5: pabouas/Hepaboyas cTopoHbl gucka OptiDisc

Pabouas ctopoHa |

Hepabouas
CTOpPOHa

PucyHok 6: C6opka guckogepxxatens ngucka OptiDisc

3 YcTaHOBUTE CKOPOCTb BpauieHus (06/MuH) Ha 3Ha4yeHuUun, ykasaHHOM B Mapkuposke (10 000 o6/mMuH gns

BCEX AUCKOB). Bpemsa NOAMPOBKU ycTaHaBNMBAETCS HA YyCMOTPeHUe Bpava.

4 Mpu nponycke pa3mMepa abpa3vBHOCTY KOHEYHbI pe3ynbTaT PUHULIHON NONMPOBKM pecTaBpaLuy MOXeT

CHU3NTbLCA.
5 Mpn nonnpoBke cnerka Ha,anfIVIBaVITe Ha AUNCK, 4YTOGbI ,CI,O6VITbCﬂ Haunny4duwero pesynbraTta.

6 Wcnonb3yiiTe paHHOe wu3fenue TONbKO [ANs  KOHTYPUPOBAaHMWSA, WAUGOBKA U (UAU) NONUPOBKHU

CTOMAaTO/IOTMYECKO pecTaBpaLnini n CTPYKTYp €CTeCTBEHHOTO 3yba.

KarrHawa QA Tanarhnu +41 a1 610 05 05
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU 10 0514
6934 buopgxmno www.kerrdental.eu
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Nnog/IMHHUK N&6/0
/Kpyrnaa neyats: AHOPEA MOULWN'HOTAPUYC/
/Mopgnucek/

Kerr

7 Tocne MCNonb30BaHUs KaXAoro pasMepa aGpasMBHOCTM PEKOMEHAYEeTCSs CMbITb OCTaTKM MOpoLlKa ¢
pectaBpauuu wunu 3y6a. Mpu yTunmsauum Bcerga cobnogaiite MecTHble 3aKOHOAATe/lbHble HOPMbI.

CVMMBO/bI U UX pacliMpoBKa NPUBOAATCSA B MyHKTe 15.

MonnpoBoyHasa weTtouvka OptiShine moXxeT ncnonb3oBaTbCA MOBTOPHO.

1 TpucoeAnHUTe NONMPOBOYHYIO LWeTouky OptiShine K KpenneHWo Mo TUMy 3allesiku Ha CTOMAaTO/10TMYEeCKOM

KOHTPYrnoBomM HakKOHe4YHUKe.

2 YcTaHOBMTE CKOpPOCTb BpauwieHus (06/MUH) Ha 3HAYEHWWU, YKa3aHHOM B MapKuMpoBKe (MakcumanbHo 5000

06/MUH).

3  [Ana nonnpoBKM 3y6GHbIX pecTaBpauuii U CTPYKTYp €eCTeCTBEHHOro 3y6a WCNoONb3yiiTe B CYyXOM BUje.

CUMBObI 1 UX paclndpoBKa NpMBOASTCA B MyHKTe 15.

Monupbl GlossPLUS n HiLusterPLUS Dia npefHa3Ha4eHbl TONbKO 414 OAHOKPATHOro MUCMNo/1b30BaHuUsA

1 MpucoeanHnUTe MNOANP K KPenaeHWw no Tuny 3alenkm Ha CToOMaTto/iIorTM4ecKoOM KOHTPYr10BOM

HaKOHe4YHuKe.
2 YcTaHOBMUTE CKOPOCTb BpaweHns (06/M1WH) Ha 3HaAYeHUN, yKa3aHHOM B MapKnpoBKe.

3 Mpv NONMPOBKe CTOMATONOTMYECKNX pecTaBpauuii n cTpyKTyp ecTecTBEHHOTO 3y6a UCNonb3yiiTe cyxoe unm
pacnbiMTeNbHOE OXNaXAeHWe, COrNacHO WHCTPYKUUAM, NPUBELEHHbBIM B MapkupoBke. CUMBOMbLI U UX

paclumgppoBka NpuBOASATCA B NyHKTe 15.

10 Ycnosusa xpaHeHUs N TPaHCMOPTUPOBKHU

[0 “cnonb30BaHNA U3AENNS MOXHO XPaHWUTL U TPAHCMOPTUPOBATb NpU TeMnepaType OKpyXXatowei cpeabl B UX
OpWUTMHaNbHOI ynakoBKe, BAasN OT CO/HEYHOrO CcBeTa. Mcnonb3yiite MeAULUHCKME W3LENUs 4O WCTeYeHus
CpOKa rogHOCTU, YKa3aHHOTO Ha 3aTuKeTke. MNepea NCNONb30BaHUEM faliTe U3genunto 4ocTnyb KOMQOpPTHON And
yenoseka TemnepaTypbl, B KOTOPO MOryT MPOBOAUTLCA MNPO(EcCMOHanbHble NpoLeaypbl WANDHOBKN 1

NOMPOBKN B CTOMATO/1I0TUMN.

YCcNnoBusa TPaHCNOPTUPOBKHU 3Ha4yeHue
Temnepartypa oT -40 po 70 “C

OTHOCUTENIbHAas BNAXHOCTb oT 10 o 95 %

fNasneHue: Ot 500 oo 1060 rMa

TenedtoH +41 91 610 05 05
& 000 LIUPMU [@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZORRU 10 o5 14

www kerrdental.eu
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NOANNHHWUK Ne7670
/Kpyrnas nevars: AHAPEA NOUUN*HOTAPUYC/

K /Modnucs/

| or10 a0 35 °C

YcnoBuUA ncnonb3oBaHuA

Muea3veno 0T 32 a0 42 °C

Ycnosua okpymaiouweit B MEAVUMHCKAX KAWHMKAX Npu Temnepatype 10-35 °C wu npu

cpeAap! OTHOCHTENLHOW BAAXKHOCTKU BO3AyxXa He 6onee 85 % npu 25 °C

Ycnosma xpaHeHuA or4 no 35°C

11 PenpeseHTaTnuBHbIC YEPTEKK NIAELAUA CTOMATONOrUYECKUX ANA GUHNIWHOW 06paboTin n

NONNPOBKKM B BAPHAHTAX UCNONHEHNA

11.1 Awck OptiDisc

PucyHok 7: inck, Bua ceepxy

] ¢

KerrHawe SA ' Tenedown +41 91 610 05 05
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Ta6nuua 4: Pasmepbl NpuBeAeHbl Ha pucyHkax 1, 2m 3

15,9

12,6

9,6

arrHawa QA

6934 buoaxmno

OuyeHb TOHKOW
abpa3nmBHOCTH
OueHb TOHKO
abpa3nBHOCTU
OueHb TOHKOIA
abpasnBHOCTK

ApoxoBaTto”™abpasneH
5NN 'OpaHikeBb |
ToHKOW
abpasnBHOCTU
ToHKOW
abpasnBHOCTK
ToHkoOW
abpasuBHOCTYU

Tenethnu +41 91 610 05 05

& 000 LMPMH [@] IﬁFD@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU 10 05 14

www.kerrdental.eu

py6oii/cpeaHen
abpasnBHOCTU

pyboii/cpeaHei
abpasnmBHOCTHU

rpy6oii/cpegHeit
abpasnBHOCTK

Pepakuusa: 00

Ipy6oii
abpasuBHOCTU
Ipy6oii
abpasnBHOCTK
py6oii
abpasnBHOCTYU
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NOANNHHAK N27670
IKpyrnan nevare: AHAPEA NOUUW*HOTAPUYC/
/Modnucs/

Kerr

11.2 Auckopepmarens OptiDisc

Pucynok 9: Paimepni (Mm) cTaHaapTHoro gucxogepmwarenn OptiDisc, obume aonyckn £ 5 %
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NOANUHHUK Ne7670
/Kpyrnas nevave: AHAIPEA NOUUN*HOTAPUYC/
/Nodnucs/

Kerr

Pucy+ox 10: Pazmepn (MMm) KOpPOTKMIA anckoaepxarens OptiDisc, obune aonyckm £ 5 %
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NOQNUHHWUK Ne7670
/Kpyrnan nevate: AHAPEA NOULUN*HOTAPWUYC/
/Modnucy/

Kerr

11.4 noawpoi Hiluster™'s Dia;

Pucynox 12: Pazmepnt (Mm) nonnpos Dia Hiluster™Vs (uawka), obume gonyckn £ S %
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NOANUHHUK Ne7670
/Kpyrnaa nevats: AHOAPEA NOULN*HOTAPWUYC/
/Modnucwy/

Kerr

Pucyrox 13: Pasmepnt (mm) nonupoe Dia Hiluster™"* (nnama), o6wsue donycku £ 5 %
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NOANUHHWUK Ne7670
/Kpyrnas nevatb: AHOPEA NOUUW HOTAPWUYC/
/Modnuce/

Pucy+ox 14 Pazmepws {Mm) noaupos Di1a Hikuster™'* (0cTpoin koHunx), obwue donycxu t 5 %
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NOANUHHWUK Ne7670
/Kpyrnas nevats: AHAPEA NOUUU*HOTAPWYC/
/MModnuce/

Kerr

PucyHok 15: Pamepol (Mm) noaupos Dia HiLuster™ (awnck), obwue donycku ¢t 5 %
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KarrHaws A | Tenshnu +41 91 6100505

& 000 LMPMM (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 10 05 14
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NOANUHHUK Ne7670
/Kpyrnas nevare: AHOPEA NOUUWU*HOTAPWUYC/
/Nodnuce/

Kerr

11.5 noaupw Gloss™*

PucyHox 16: Pasmepo: (Mm) nonnpos Gloss”™Ys (uawxa), obwue aonyckv £ S %

) 4

S
>
-]

A

P

KerrMawe SA | Tenedon +41 91 610 0505

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 10 05 14
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NOANUHHWUK Ne7670
/Kpyrnan neuats: AHQPEA NOUUWHOTAPWUYC/
/Modnucs/

0,15 A

e e fr— - — — — — — — —— — — — — —

KerrHawe SA I Tenedon +41 91 610 0505

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 10 05 14
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o i rdental ey Pepaxuma: 00 Crpanwua 20 /37




NOANUHHUK Na7670
IKpyrnas nevare: AHAPEA NOUUW*HOTAPWUYC/
Modnucs/

Kerr

Pucynox 18: Paimepnt (Mm) nonupos Gloss™ Y (mununnamn), obume gonyckw ¢ 5 %

(©]0,15]A

i
|
!
!
|
|
!
l
-

KerrHawe SA l Tenedown +41 91 610 05 05

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 1005 14
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NOANUHHUK Ne7670
IKpyrnas nevatb: AHAPEA NOUUW"HOTAPWUYC/
/Nodnuce/

Kerr

PucyHox 19: Pamepn (Mm) nonnpos Gloss™¥s {auck), obujue donycxu t 5 %

296 O015]A

0.7

s o
r==1---1
| |

|-

16.9

-

A

12 Texnuueckue xapakrepucTukmn

12.1 cCrenennv abpasuerocTn n KoAnueCcTBO O60POTOB B MHUHYTY

Ta6nnua S: Creners 36pa3meBHOCTH n KONMuECTB0 060pOTOR B MMHyTY {ancx OptiDisc)

KptrHawe SA | Tenedon +41 91 610 0505

& 000 LMPMM (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU 16 05 14

6934 Bropmuo www kerrdental eu
g ntal.eu Pegaxumn: 00 Crpannua 22 /37




. Avnck OptiDisc,
| 0126 MM
| Auck OptiDisc,
~0 15,9 mm

Tabnnua 6: CteneHb abpa3nBHOCTM U KONYECTBO 060POTOB B MUHYTY ([inckoaepxxatens OptiDisc, nonupel Optishine, Gloss™", HiLuster™"
Dia)

oy

HLLy ' < e
. abpasviBHOau “PeKOMEHIYEMOe ™ \DME) |’ko/ m4e”BcCiNi
IkonnyeaBo O60p0TOB B f
1(Mkm) ” , 000poTOB
- o MUHYTY (06/MUH);
[N I 73w f.T
CTtaHAapTHbIN
Anckogepikartenb H/A 10000 20000
OptiDisc
KopoTkuii H/g
Anckoaepxarenb H/[4, 10000 20000
OptiDisc
0,
nOﬂMDOBOHHC?lFI . 4 +5% 3000 5000
ueToyka OptiShine
[E17. 7N + 50
flonup Gloss 17 5% 5000 20000
nnams
AN + 0,
flonup Gloss 17 £3% 5000 20000
OCTPbIi KOHYMK
YARZAN +59
onup Gloss 17 5% 5000 20000
yawka
A +50
rlonup Gloss 17 5% 5000 20000
anck
] AN 0
HF)nMp HiLusterP! 4 +5% 5000 20000
Dia nnamsa
. — 0
ITonMp HlLester 4 +5% 5000 20000
1 Dia ocTpbI/ KOHUUK
! i A 9
! HF)nMp HiLuster 4 +5% 5000 20000
1 Dia valuka
H AN 0,
I'I.onmp HiLuster 4 *5% 5000 20000
Dia guck
KarrHawa QA Tanathnu +41 Q1 510 05 05
& 000 UHPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU 10 o5 14
6934 bnopgxuo www.kerrdental.eu
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Kerr

12.2 Macca

Tabnuua 7: Macca MeAULMHCKUX M3gennii WangdoBanbHO-NOANPOBOYHOW CUCTEMDI

wawnwslll oB« r.a’
[unck OptiDisc oueHb rpy6biii 0 9.6 MM
[Ovck OptiDisc rpy6biit/cpegHuii 0 9.6 mm
Ouck OptiDisc ToHknit 0 9,6 MM

Ouvck OptiDisc oueHb TOHKMA 0 9,6 MM
[vck OptiDisc oueHb rpy6biin 0 12,6 Mm
[Owvck OptiDisc rpy6biii/cpegHuin 0 12,6 Mm
Ovck OptiDisc ToHkniA 0 12,6 MM

Awnck OptiDisc o4yeHb TOHKMI 0 12,6 MM
Awnck OptiDisc o4eHb rpy6bii 0 15,9 Mm
Ounck OptiDisc rpy6sbiii/cpegHuii 0 0 15,9 Mmm
Ownck OptiDisc ToHkuiAi 0 15,9 mm

Awnck OptiDisc o4eHb TOHKKI 0 15,9 mm
Ounckopepxatenb OptiDisc ctaHAapTHbBIN
Anckopepxartenb OptiDisc KOpOTKWiA
MonuposBoyHas weTto4dka OptiShine
Monup Gloss””* nnams

Monup Gloss"* ™ 0cTpblii KOHUYMK

Monunp GlossNMN yawka

Monup Gloss"”™guck

Monup HiLuster””* Dia nnama

Monup HiLuster"*"'Dia ocTpblii KOHYUK
Monup HiLuster"**Dia yalka

Monnp HiLuster™"*' Dia guck

12.3 Pasmepsl

Ta6nuuya 8: pasmepbl MEAULMHCKNX U3AeNUi WnndoBanbHO-NOANPOBOYHON CUCTEMBI

t, ...

NMuwwwHwoe MCttiMB®
Aunck OptiDisc, 0 9,6 mm
Awnck OptiDisc, 0 12,6 mm

AOunck OptiDisc, 0 15,9 Mm

Ouckopepxatenb OptiDisc KOpOTKKMi

Ouckopeprxatenb OptiDisc cTaHfapTHbBIN

MonupoBouHasa ueTtouyka OptiShine

Monunp Gloss™N'* nnams

Monup Gloss™*"* ocTpbIN KOHYNK

Monnp Gloss*"*yawka

Monup Gloss™*"*gunck

KerrHawe QA Tenahnu +41 a1 610 05 05

0
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 10 o5 14

6934 Buopgxuno WWW kerrdentai.eu

info®kerrdental.eu

'Macca’'B 4 Te ® ®

0,04
0,03
0,02
0,02
0,06
0,04
0,03
0,03
0,09
0,06
0,05
0,05
0,89
0,60
132
0,88
0,69
0,99
0,90
0,85
0,67
1,00
0,96

3HayeHue (Mm)

0 9,65
0 12,65
0 15,90

03

AnvHa 17,1
03

OnnHa 25,1
075
OnuHa: 27
05

AnvHa: 27
035
AnvHa: 25,9
07

AnuHa: 26

09,6
AnvHa: 23

0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,02
0,02
0,02
0,02
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,03
0,20 Mm
0,20 Mmm
0,20 mm
0 5%
AnunHa: 5%
0 5%
AnvHa: 5%
0 5%
Onnna: 5%
0 5%
OnnHa: 5%
0 5%
OnvHa: 5%
0 5%
Onvua: 5%
0 5%
OnunHa: 5%

Pepakuusa; 00
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NMog/IMHHUK N&6/0
/Kpyrnas nevatb: AHAPEA NMOULUWM'HOTAPUNYC/

/Moanunce/
aife-ti-ri -
Hadedie Edin JinwmaTéw
Mo HiLuster””/Dia nna 046 0 5%
v iLu ia nnams
P AnnHa 26,3 AnvHa: 5%
n HiLuster™* Di . 035 0 5%
onn iLuster ia ocTpbIi KOHYMK
P P AnnHa 25,9 AnnHa: 5%
n HiLuster™ Di 069 0 5%
onn iLuster ia yawka
P OnuHa 26,5 OnunHa: 5%
n HLUSEP A Di 09,6 0 5%
onnp HiLuster ia gnck
P A AnnHa 23 AnnHa: 5%
12.4 TexHuueckne xapakTepucTUKW AuUcKogepxaTeneii
rXapakTepuauka " + Ouckomepxartens ,JAlckoaepxartens OptiDisc , Aonyck
..OptiDisc , pPCTaHgapTHbI
p pcTaHaap e
AMOCLLKwuia,A.
OnvHa (Mm) 17,1 251 5%
TeepgocTb (HV 5) >250 >250 -
LWepoxoBaTtocTb (RA), MKM 0,8 0,8 5%
di AgnameTp XBOCTOBUKA (MM) j 2,35 2,35 5%
d?-gunameTtp Ha ypoBHe nasza (Mm) 1,35 1,35 5%
1 h-pgnvHa xBOCTOBUKA (MM) <135 <135
15 - pa3Mmep NA0OCKOro nsitHa no 18 1,8 5%
I anameTpy (Mm)
PacctosaHue mMexnay Kpaem 2,7 2,7 5%
NAOCKOrO MsiTHA U Hepabouyum
KOHL,OM XBOCTOBUKA (MM)
PacctoaHue mexnay Kpaem 1,8 18 5%
NAOCKOro MNsiTHa U nasom (MM)
1 WnpwuHa nasa (MMm) 0,9 0,9 5%
12,5 Cocras matepuana
: CocTtaB matepuanos OT,D,eJ'IOHHO-I'IOI'IVIDOBOLIHOVI CUCTEeMbI
Ne CAS/mC/i|
' KOMMOHEHT, Matepuansl ,OnucaHue
nat Monnacpup 25038-59-9
MonnypertaH,
PUR, PR. EP nonuagup, 25085-99-8
3noKcupHas cmona
Al1203 okeng antoMUHUA 1344-28-1
. OKpalleHHbI
Avck OptiDisc
TN3: TeMHo-
KOPUYHEBDIN,
P Monnagup-6n0K-
4200 CBEeTNo- 77402-38-1
. amuabl
KOPWUYHEBBIW,
OpaHXeBblA,
KenTbliA
HukennpoBaHHas
. 7440-02-0 /
HnkennposaH naTyHb (YMCTbIN
69011-36-5/
[vckogepxartenun Has NnaTyHb - HWKenb) -
. " 68213-23-0/
Delfinor 1M npospayHblii
5949-29-1

3alWNTHbIY cno

KarrHawr Tenathnu +41 91 610 05 05
& 000 LPMH [&] INFD@CIRMI RU & WWW.GOSZDRAVNADZOR.RU 10 05 14
6934 Buopgxuno www.kcrrdental.eu
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KaTanoxHblii
AKOMMNOHEHT

MonnpoBoYHas LWeTo4Ka
Optishine

4190 [Ovck OptiDisc
[wnck OptiDisc
4188 OvckopepxxaTtenu

MonnpoBoYHas weTouka
Optishine

@ 000 LHPMH () INFOGCIRMIRU @ WWW.GOSZORAVNADZORRU o o¢ 1s

6934 Buopgxuo www .kerrdental.eu

x Martepuasnb

HukenupoBaH
Has/nokpsbiTas
30/10TOM
naTyHb

PMIA

SiC
nat

PUR, PR, EP

Al203
OKpaLlleHHbI
TN3: TemHo-
KOPUYHEBbIN,
cBeTno-
KOPWUYHEBBIN,
OpaHXeBbll
KenTbli

naT

PUR, PR, EP

Al203
OKpalleHHbI
TN3; TemHo-
KOPWYHEBBIN,
CBeTNO-
KOPUYHEBDIN,
OpaHXeBblii
XenTblii

HwnkennposaH
Haa natyHb -
Delfinor 1M

HukennposaH
Haf/nokpbiTas
30/10TOM
naTyHb

PMIA

SiC

OnucaHune:"

HukennposaHHas
(ymnctbinn
HUKeNb)/nokpbiTas
30/10TOM (4McToe
30/10TO) NaTyHb
Monun
(n3othTanonnxnopu
a/t-
heHnneHgnamumH)
(meTaapamugHbl i
nonnmvep)

Kapbupg kpemHus
Monunagpwnp
MonuypeTtaH
nonunagup,
3noKcuaHas cmona
OKcug antoMuUHNSA

Monnagpunp-6n0kK-
aMmunabl

Monunagpup
MonunypetaH
nonuaup,
3anoKcuaHas cmona
OKeng antoMumHuA

Monunagpunp-6n0kK-
amungbl

HukennpoBaHHas
naTyHb (Y4WCTbIiA
HUKenNb) -
npo3payHbIii
3aWMUTHbIN cnoi
HukennposaHHas
(uncTbiiA
HUKenb)/nokpbiTas
30/10TOM (4mcroe
30/10TO)NaTyHb
Monn
(n3odTanonnxnopu
o/T-
theHUneHgnamunH)
(MmeTaapaMupHblii
nonumep)

Kapbug KpemHus

NeCAS/EHC/

"t

7440-57-5

25765-47-3

409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

25038-59-9
25085-99-8

1344-28-1

77402-38-1

7440-02-0 /
69011-36-5/
68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2

'



KaTtanoxHbii
KOMMNOHEHTA.,

~1K1Mbb
Monnpbl Gloss" ™
Monupbl HiLuster
5100
Ownckn OptiDisc
1
Auckopepxartenu
Monunpbl Gloss™'¥™
2600

Monunpbl HiLuster'

KerrHawe SA Tenethon +41 91 610 05 05
& 000 LMPMM 2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 1o o5 14

6934 bnopgxuo WWW kerrdcntai.eu

MaTtepuansl

CunnkoH RTV

Mparmep

Al203
CVHUA uBeT

IMokpbiTas
30/10TOM
natyHb

CunukoH RTV

Tio2

Mparimep

Dia
MokpbiTas
30/10TOM
natyHb
SiC

nat

PUR, PR, EP

Al203
OKpalleHHbI
TN3; TeMHo-
KOPUYHEBbIN,
CBETNOo-
KOPUYHEBDIN,
OpaHXeBbli,
KenTbli

HunkennposaH
Has naTyHb -
Delfinor 1M

CunukoH RTV

Mpaiimep

Al203
CuHnii uBet

lMokpebiTas
30/10TOM
natyHb

CunukoH RTV

OnuncaHue

CuUnukoH RTV

Mpaimep

Ookecupg antoMnHNA
CuHnin uset

MokpbiTaa 3010TOM
natyHb (4ncrtoe
30/10T0)

CunukoH RTV

Avokcupg tntaHa

Mpanmep

Anmas

MokpbiTas 30/10TOM
natyHb

Kapbug kpemHus
Monnaup
MonnypertaH,
nonnagup,
3nokcmpgHas cmona
OKeng antoMmnHNA

Monnagpunp-610K-
amungbl

HukenvpoBaHHas
naTtyHb (YMCTbINA
HUKeNb) -
npospayHblii
3alUMTHBIN cnoii

CunukoH RTV

DOW CORNING(R)
1200 OS PRIMER
CLEAR

OoKenp antoMmnHuA

CuHnin uBet

MokpbITag 3010TOM
natyHb (4ncrtoe
30/10T0)

CUNUKOH RTV

Penakuusa: 00

"N2.CAS/EHC/

Ch.

100-41-4 /
14808-60-7
107-51-7/
18765-38-3 /
5593-70-4
1344-28-1
CVHMWIA NUrmeHT
C.l

7440-57-5

100-41-4 /
14808-60-7
13463-67-7
107-51-7/
18765-38-3 /
5593-70-4
7782-40-3

7440-57-5

409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

7440-02-0/

69011-36-5 /
68213-23-0/
5949-29-1

100-41-4 /
14808-60-7
107-51-7/
18765-38-3 /
5593-70-4
1344-28-1
CVUHWIA NUTMeHT
C.l

7440-57-5

100-41-4/
14808-60-7
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Ka7anoxHblii m o o + " NScAS/EHCT
KomMnoHeHT* MaTtepuans! OnucaHwne":", ' R ,
HOoMep C.l.
THO2 Ovokcup TntaHa 13463-67-7
107-51-7/
Mpaiimep Mpaiimep 18765-38-3 /
5593-70-4
Dia Anmas 7782-40-3
flokpeITas MokpbiTag 3010TOM
30/10TOM 7440-57-5
naTtyHb
naTyHb
SiC Kap6ung kpemHua 409-21-2
Ta6bnuua 10: OCHOBHble NMUTMEHTbI %
MINTMEHT > m rmacca%
Ounck Optidisc (TemHO- Cm. nacnopt 6e3onacHOCTU 35
KOPUYHEBDbIIA) BeuiectBa FK 42119 / ROTBRAUN ’
Ownck Optidisc (cBeTno- Cm. nacnopt 6e3onacHocTn 29
KOPUYHEBbI) Bewecrtsa FK 42116 / ROTBRAUN

o . Cm. nacnopTt 6e3onacHOCTK
[Ounck Optidisc (opaHXeBbliA) 29
BeuiecTBa FK 42117 / ORANGE

Cwm. nacnopTt 6e3onacHoCTH

Ownck Optidisc (kenTblid) 29
BewectBa FK 42797/GELB

Monnpel Gloss"™* CuHnii nurmeHT C.I. 0,01

Monupel HiLuster”* 13463-67-7 3

13 Ynakoska

YnakoBka n3genuii cTomMatonormyeckux Ans PUHMWHOW 06paboTkKm M NOAMPOBKW B BapuaHTax MCNONHEHWUSA
(pucyHkn 20 - 29) cOCTOUT U3 HECTepPUIbHOW MepBUYHOI ynakoBKW, Macca U pa3Mepbl KoTopoli (Tabnunua 11)

BapbMpPYHOTCA B 3aBUCMMOCTM OT BapuMaHTa UcCnofHeHunsa (Tabnuua 2).

Ta6bnuua 11: Pasmepbl (MM) 1 macca (r) roToBOro npogykra

, 3HaueHue ].IVIM) ‘Aonyck (£%| * 3HaueHue (r) [Oonyck (+

'Mwno

M3penunsa 208.2 x 26.3 x 120.2 5 1172 r 5
cToMartonornyeckune

aNs GUHULWHONK

06paboTKn u”

nonpoBKY

OptiDisc General

Assorted Kit

n3pennsa 88.0 x 25.0x60.0 5 451 r 5
cToMartonornyeckue

ANnS GUHUWHONK

06paboTKM 1

NOANPOBKM

OptiDisc Assorted

Kit

KerrHawe SA Tenetow +41 91 610 05 05
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU 10 o5 14
6934 Buopgxno www.kerrdental.eu
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N3pennsa 129.0 x 25.1 x 1215 5 803r 5
cTomMartofiormyeckme

ANA GUHNLLIHOWN

06paboTky 1

NoNpPOBKM

OptiDics Mini Kit

n3penns 131.7x21.1x78.4 5 7161 5
cToMartosiornyeckme

ANS PUHULLIHOWN

06paboTkn n

NoANpoOBKM

KerrHawe Polishing

Kit

M3penunsa 219.9 x 25.8 x97.5 5 87.3Tr 5
cTomarofiornyeckume

ana QUHULWHON

06paboTKM n

NONMPOBKU

HiLuster Polishing

System

PucyHok 20; MepBuyHas ynakoBka (Bug ceepxy), M3genna ctomaronormyeckme agns GuHULWIHON 06pa6boTkn n nonuposkn OptiDics Assorted
Kit B Tabnumue 5.

PucyHok 21: MepBu4Has ynakoBka (Bug csagu), i3genns ctomaronornyeckme ana GUHULWIHON o6paboTkn n nonmposku OptiDics Assorted
Kit B Tabnuue 5.

KarrHawa QA Tenathau +41 Q1 610 05 05
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZORRU 10 o5 14
6934 bunopgxuno www .kerrdental.eu
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PucyHok 23: MepBrYHasa ynakoBka (Buf c3aaun), N3genuns ctomatoniormyeckne Ans puHUWHON 06paboTkn n nonnposku OptiDisc General
Assorted Kit

PucyHok 24: MepBu4yHas ynakoBka (Buf cBepxy). N3genva ctomatonormyeckue Ans GUHUILHON 06paboTkn 1 nonmposku OptiDisc Mini Kit,

OptiDisc” e —1__Kerr

CCcaglisQ

KerrHawe SA TenethoH +41 91 610 05 05
& 000 LPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZORRU 10 05 14
6934 buopaxuo www.kerrdental.eu
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PucyHok 26: MepBryHasa 1 BTOpUYHaa ynakoska (BUA cBepxy). N3genna ctomatonornyeckme ans GUHUWHON 06paboTKu U NONNPOBKHM
KerrHawe Polishing Kit,

Art.. No. B C € ¢ !

Vo -yYar A i mn MU <ce__"r-- m

NI 0> WM™ -« -

KerrHawe SA Tenedon +41 91 610 05 05
& 000 LPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU 10 o5 14
6934 Buogxuno www .kerrdental.eu
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PucyHok 28: MepBuyHasa ynakoBKka (Buf ceepxy) M3gennsa ctomatonornyeckve ana GUHULWHON 06paboTkn n nonuposku HiLusterPLUS
Polishing System,

PucyHok 29: MepBnyHaa ynakoska (Bufj c3agn). N3genns ctromatonornyeckue gna GUHUWHON 06paboTku v nonnposku HilLusterPLUS
Polishing System

KarrHawe SA Tenethouw +41 91 610 05 05
& 000 LMPMM (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 10 05 14
6934 Buopxuno www.kerrdental.eu
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NOA/MHHVK N&G/0
/Kpyrnasa nevatb: AHOPEA MOUUN*HOTAPUNYC/
/Noanuncs/

Kerr

14 MapkupoBKa

PucyHok 30; MapknpoBKa U3aenuii CToMaTtonorn4yeckux ans GUHUILHON 06paboTKN 1 MONMPOBKU B BapMaHTax UCMOMHEHUSA Ha
Tepputopun PO.

4200 N3pgennsa ctomartosiornyeckne ana PUHULLHON 06paboTkM 1 NONMPOBKN
OptiDisc General Assorted Kit

N3rotoButens: «KeppXase C.A,», Via Strecce /1, 6934 Bioggio, Switzerland
(LWBeiiyapuns).

PY ®C3 N2 XXXX/XXXXXX OT XX.XX.XXXX T.

Tonbko gns NpogeccMoHanbHOro UCNob30BaHUS.

CpoK rofHOCTM yKa3aH Ha ynakoske. Nepej NnpMMeHeHueM Heo6Xxo4MmMo
03HAKOMUTLCA C MHCTPYKLNENA.

MmnopTtep: OO0 «KaBo feHTan PyccnaHg» 195112 CaHkT-lNeTepbypr,
ManooxTuHckuii Np-T, 4. 64B, 1. (812)324-42-12

M3rotoeneHo B LBenuapuun

14.1 CvMBO/blI Ha yNnakoBKe

Ta6nuuya 12: CUMBOAbLI, UICNONb3YyEMbIA ANA U3AENNIA CTOMATONOTMYECKUX ANS UHUWHOK 06paboTKM 1 MONMPOBKN B BapuaHTax
MCMONIHEHNS B COOTBETCTBUM CO CTaHAApTaMu, yKasaHHbIMUW B NyHKTe 17

-— [ T V-ITT-54C"
Cumson
He noane>xxvut NoBTOPHOMY UCMO/Nb30BaHUIO.
w MoanexuvT cepranvsaumy B NapoOBOM CTEPUIN3ATOPE (aBTOKMIaBe) NyTeM UCNONb30BaHWSA
H [AVCTUNMPOBAHHO BOAbI NPY YKa3aHHOW Temneparype
D BpalueHve BnpaBo (MO 4YacoBO CTPenkKe) npy 060poTax (06/MUH), yKa3aHHbLIX B MapKUPOBKe
MAX BpatLeHve BNpaBo (MO YacoBOW CTPesKe): MakCMMasibHas CKOpPOCTb BpalleHus (06/MUH) ykasaHa B
MapKMpPOBKe
XpaHuTb BAa/IM OT COMIHEYHOrO CBETa
@ TpebyeTcsa MCNonb3oBaHWe CPeACTB 3aLLUMThI [1a3
US: Rx only BcooTBeTcTBUM ¢ PefepanbHbIM 3akoHOM CLUA, faHHOe usfenve MoXKeT npuobpetarb 1

3aKa3blBaTb TO/IbKO CTOMAaTO/or.

MNpownssogutens

Mcnonb3oBarb [0

‘ CvimBON, 06s13aTeNbHON pervcTpauumn B Poccum

B COOTBETCTBUN C MHCTRYKLMSIMU NPOU3BOANUTENS, MOXET BbITb UCMOMbL30BaH Y/bTPa3ByKOBOM
OUUCTUTENb C AE3NHPULIMPYIOLLMM CPELCTBOM

Lns TEPMUYECKOI AEe3VMHIEKLMN MOXKET 1CMOJb30BaTbCS MOEUHbIN Ae3VH(EKTOP.

KerrHawn SA Tenethon *41 91 610 05 05
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NOONTMHHNK Ng670

/Kpyrnas neyatb: AHAPEA NOUUWV*HOTAPUYC/

15 OuwncTtka n cTepunmnsaumsa

Aunck OptiDisc, nonupsbl HiLuster"” ‘s n ABNAKOTCA MEAULUHCKUMW W3[EeNNAMU ANA OLHOKPAaTHOro

NPUMEHEHNA N NOCTaBNAKOTCA B HECTEPU/IBHOM BUAeE.

VIHCTPYKLUMN, NPUBEAEHHbIE HUXE, OTHOCATCSH TONbKO K fuckogepxxatenam OptiDisc n NONIMPOBOYHON LLETOYKHM
Optishine. UYrtobbl rapaHTupoBaTb 3((MEKTMBHOCTb MNOBTOPHON 06paboTkM Auckogepxartenen OptiDisc,
BbINONHAWTE BCE MaHUNYAALUMN TWaTeNbHO M C 6ONbLION OCTOPOXHOCTLIO. TlaTenbHas YMCTKa 1 Ae3nHpeKLma

ABNAKOTCA HEOOXOAUMBIMM NPEANOCbINKaAMU ANS 3PHEKTUBHON cTepuamnsaymu.
O4yuncTHa

1 CHumMuTe auckogepkatenb OptiDisc ¢ KOHTPYrNOBOTO HaKOHeYHMKa W CcHUMUTe Auck OptiDisc ¢

anckopgepxkarens OptiDisc.
2 Ytmnusnpyiite auck OptiDisc B COOTBETCTBUMM C MECTHbIMWU WM HaLMOHANbHbLIMU TPe6OBaHUSMU.

3 Crnomoulbio OAHOPA30BbIX CaNPeToK UK WeTKN yaanuTe ¢ ANCKOLepXKaTens 1 BCex ero noBepxHoCTel Bce
BUAMMbIe TBEP/AblE YacTULbl WM OpraHuYeckue ocTtaTku. [pomoliTe Tenjoil BOAONPOBOAHOW BOAONK C
MbIZIOM WM MOIOLWMM CPeACcTBOM. HMKOrga He WCNONb3yiTe MeTafMueckue LWEeTKU WM NPOBOMOYHbIE

Mo4Yasnku.

4 OCMOTPWUTE WHCTPYMEHTbl Ha NpPeAMET HaNuuus 3arpsasHeHuid. Mpu HaMuMM OCTaTOUHbLIX 3arps3HeHwi

NOBTOPUTE OYNCTKY, ONMUCaHHYHK Ha 3Tane 3.

5 OcMoTpuTe u3genve A0 WM Nocine MOBTOPHOM 06pa6oTku. HeucnpaBHble YycTpoiicTBa cnegyet

HEMEANEHHO YyTUNIN3NPOBaTh. K BO3MOXHbLIM AepeKTaM OTHOCATCS clefytoLne:

e [edopmaumm (B 4acTHOCTW, coOeAuHeHWid ¢ auckom OptiDisc uMAanM co CcTOMaTO/IOTMYECKUM

HaKOHeHHVIKOM);

b lMosBneHne NPU3HaKOB OKMCNEHUS;

KerrHawe SA Tenetou +41 91 610 05 05
& 000 LMPMM [2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZORRU 10 o0 14
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. M3meHeHMe oKpacKu,
. MosBneHne NpU3HaKoOB XPYNnKoOCTU MaTepuana.

6 HemegneHHO 3aMounTe B AE3MHHUUUPYIOLWEM pacTBOpe, Credys MWHCTPYKUMSM npousBoautens. He
UCnonb3yiTe Motolme U Ae3UHQUUUPYIOLLME CPEeACTBa, COAepXKaliMe CUMbHble LLeNoUYMn, CUMbHbIE

KMUCNOThI, MEPEKNCb BOAOpO4a UIN OpraHN4YecKne pactBoOpuTenn.

7 B KauyecTBe anbTEPHATMBbLI MYHKTY 6 MOXHO UCMO/b30BaTh YNbTPa3BYKOBOE YCTPOWCTBO OUUCTKU BMECTE C

Ae3VH(MLUPYIOLWUM CPeACTBOM B COOTBETCTBMU C MHCTPYKLMAMU U3rOTOBUTENS.
8 [pomoiiTe Bce YacTn u3genna Tenson BoAONPOBOAHON BOAOMN.

9 B kauectBe anbTepHaTMBbl MYHKTamM 6-8 MOXHO MCMONb30BaTb TEPMUYECKYD Ae3uHpekuuto npu 93 °C

YNUCTALWLMM CpeaAcTBOM B COOTBETCTBUN C MHCTPYKUMAMN NPON3BOANTENA.

10 BbiCylIMTE WHCTPYMEHTbl M MOMECTUTE WX B MELWIOK AN CTEPUIU3ALUN MapoM, Cleays WHCTPYKUUSM
npoussoanTtens. Co6noaeHne NpaBua yNnakoBKM U CTepUIM3aLmmn 3awmiiaeT MHCTPYMEHTbl OT NMOBTOPHOIO

MUKPOBHOr0 3arpsa3HeHnst BO BpemMsi 06paboTky 1 XpaHeHus.
11 YcrtaHoBWTE MX B NOJHOC aBTOK/MaBa COrNacHO MHCTPYKLUMAM MO UCMONb30BaHUIO cTepuinsaTopa.
12 Crepunusauyus:

e YcTaHOBMTE 4acTM B MOAHOC cTepunmsatopa OTAENbHO WAM B Mellke. CTepunusauus [OKHA
NpPoOBOAMTLCA B MAapOBOM aBTOK/MaBe AUCTUANMPOBAHHOW BOAOM Mpu TemnepaType 134 °C (273 “F) B

TeyeHne 3 MUHYT. Bpems BbiCbIxaHUA cocTaBnseT 14 MUHYT,
e He ncnonbayiite XMMUYECKNIi aBTOKIAB UAN XONOLHbIE CTEPUIN3ALMOHHbIE PAcTBOPbI;

e 136eraiiTe HEMOCPEACTBEHHOrO KOHTAKTa MHCTPYMEHTOB C META/I/IMYECKOM YacTbio aBTOKNAaBa, Tak Kak
TemnepaTtypa B HEM MOXET MPEBbICUTb YCTAHOB/IEHHYO TEMMepaTypy, YTo npusegeT K gedopmauu

mMatepunanos,

e [pv BbIHUMAHMM MellKa U3 aBTOK/aBa MPOBEPbTE €ro Ha NpeAMeT BUAWMbIX MOBPeXAeHuii. B cnydae
HaNMUUS CKBO3HbLIX AePEKTOB B yNaKOBKE He UCMOMb3yiiTe MPOAYKT, TaK Kak MpoLecc cTepunnsauum

MOT OKa3aTbCsi HEea(EKTUBHbIM. MpoLeaypy CTepUnn3aLmm Heo6XoaMMo MOBTOPUTH.

13 XpaHuTb MPOAYKT crejyeT B CyXOM W HeMblIbHOM MNoOMelweHun. M3genns moryt 6biTb MCMO/b30BaHbI
NOBTOPHO, MpPU YCNOBWWU MPaBWU/IbHOTO XPaHeHUs W OTCYTCTBUA MNOBpPeXAeHwuin. C TeueHMeM BPEMEHU U
nocne HEeCKONbKUX WCNOMb30BaHMI/06paboToK Ha Aauckogepxxatendax OptiDisc MoOryt BO3HUKaTb
noTepTocTv, MPU3HaKM fedOopMauumn, OKWUCAEHWUS, W3MEHEHUS OKPacku WAM MPU3HAKN MOBbILWEHHOM
XPYMNKOCTM MaTepmana. 310 TpebyeT yTunmMsauum WUHCTpyMeHTa. OCMOTp u3fenuii MOXHO MpOBecTU

HEBOOPYXEHHbLIM IMasom uam ¢ NOMOLLK Nynbl NP HOPMa/ibHbIX YCIOBUAX OCBELLEHNA.

14 OrpaHuyeHMs MO BPEMEHU U YCMOBUSAM XPaHEHUS [0 WCMNO/Mb30BaHUS MNOBTOPHO 06PaBOTaHHOTO

MeANUMHCKOTO U3AeNns He YCTAHOBEHbI.

KerrHawe SA Tenethon +41 91 610 05 05
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Kerr

15 OrpaHuuYeHWit NO KONMYecTBY MOBTOPHO 06paboku He BbisiBNeHo. lMocne Kaxnaoli o6paboTku cnegyet

npoBepATb n3genne Ha Hanun4vmne rCl,e(LbeKTOB, YKa3aHHbIX B MyHKTe 13 HacTosALWwero pasgena.

16 Knaccudukayna pucka

[unck OptiDisc, AuckogepxxaTtens OptiDisc, nonnpoBoyHas weTtodka Optishine, nonnpbl Gloss" ‘s HiLuster” w
Dia knaccuuumpyroTcs Kak knacc Ha B COOTBETCTBMM C npuioxeHmem IX (npaBuio 5) cnpaBoyHMKa no

MeAULMHCKUM n3genmam 93/42 n nocnegyowumm nonpaskamy K HeEMY.

17 oaiin otueTa no ynpasneHuo puckamu.

Ta6nunua 13: daiin oT4yeTa NoO ynpaB/ieHU0 puckamu cornacHo 1SO 14971

1ﬂ,VICK OptiDisc KBI-IDN15018-00
| Anckogepxartens OptiDisc KBI-IDN15019-00
1 Monupsl HiLuster™N" Dia;
1 Monupsbl Gloss™N"*

1 Optishine KBI-IDN18034-00

KBI-IDN15022-00

18 Ytunusauus

MeanumHckue wu3fenna [OMKHbI ObiTb YTUAM3MPOBAaHbI B MECTHbIX TOCYAAapPCTBEHHbLIX YUYpPexXAeHUsX B
cootBetcTBUN ¢ CaHlMuH 2.1.7.279010, B KOTOPOM NPUBEAEHbI CAHUTAPHO-3NNAEMNONOTNYECKNE TPeOOBaHUA K
obpalleHnto ¢ MeJUUUHCKUMU OTXO4aMU, U APYTUMW HaLWOHAaNbHbIMU U PErMOHaNIbHbIMW HOPMAaTUBHbLIMU

npaBoOBbIMN AOKYMEHTaMMW.

[unck OptiDisc, AuckogepxxaTtens OptiDisc, nonnpoBoyHas wetoyvka Optishine, nonupbl Gloss™' 2N HiusterNe M

Dia He ABNSOTCA ONacHbIM Matepuanom (kKnacc A) U MOTYT GbITb YTUIN3UPOBAHbLI BMECTE C 06LMMMU OTXO4aMU.

19 Tpe6osaHusa Kk oxpaHe oKpyxatuieii cpegbl

CoctaB LWANGOBaNbHO-NOMNPOBOYHOM CUCTEMbI TaKOB, YTO OHa He CcO3jaeT W3AMWIHENW Harpysku Ha
OoKpyXatwlyto cpegy. [lonb3oBatenb MpoAyKTa [O/MKEH OblTb  WLEH3MPOBAHHLIM  MPOGEeccuoHanomMm,
oby4yeHHbIM npaBunam  6e3onacHoro wucnonb3oBaHua. [Auck  OptiDisc, [AwuckogepxaTtens OptiDisc,
nonMpoBoYHas wetoyka Optishine, nonnpbl Gloss™ 2w Hiluster™MDia He OKa3blBalOT OTPULLATENILHOTO BANSHUA

Ha YefloBEKa M OKpYXKatoLlyto cpedy BO BPEMS UCMO/b30BaHUS, XPaHEHUS Y TPAHCMOPTUPOBKMN.

20 Cpok rogHocTy

CpOK rOAHOCTU W3Aennii CTOMATONOIMYecKUX ANS (UHWULIHON 06PaboTKM M MOMMPOBKM MNPU XPaHEeHUU

coctaBndet 5 ner. CpOK rogHOCTM yKa3blBaeTCA Ha ynakoBKe mnsaenunsa.

KerrHawe SA TenetoH +41 91 610 05 0S
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21 MpumeHsemblil cTaHgapT

Tabnuua 14: MpumeHseMblli CTaHAapT

MprmeHaeMbIit

MeauuuHCK1e n3genns - cuctema yrnpasieHUss Ka4ecTBoM -Tpe6oBaHUs Ans

ISO 13485 . 2016
HOPMAaTUBHbIX Lienen
MeanunHckue n3genns - NPUMeEHEHNE yrNpaBneHUsa puckamy No OTHOLIEHUIO

EN ISO 14971 At A P ynp P 2012
K MEAULNHCKUM N3[enmam
MeagnumnHckne nagenns - CUMBO/bI, UCNONb3YyeMbIE B APAblKax MeANLMHCKNX

ISO 152231 -1 Anut A y P AL 2012
n3fenunin, MapkMpoBKa 1 MHpopmMauunsa, nognexawas ykasaHuio.
[padnyeckmne CMMBO/bI, UCMOMb3yEMblIE B MAPKUPOBKE MeAULLIMHCKNX

EN 980 pagu-e y pkvp Any 2008
n3genni
Brnonornyeckas oueHka MeANLMHCKUX n3aennii, yacte 1. OueHka u

ISO 10993-1 4 At A H 2009
TecTupoBaHue
Brnonornyeckas oueHka MeauLUHCKUX U3aenuii, yactb 5. TecThbl

ISO 10993-5 H A U' . A 2009
LMTOTOKCMYHOCTM B YC/IOBUAX in Vvitro
Brnonornyeckas oueHka MeanULMHCKUX U3aennin, yacte 10: TecTbl Ans

SO 109931-10 4 AMK A A 2010
BbISIBIEHNA pa3fpaKeHns U CEHCUOBUNN3aLNUM KOXN.
CTomaronornyeckne poTaToOpHblE MHCTPYMEHTbI - XBOCTOBUKM, YacTb 1

ISO 17971 P b Py 2011
XBOCTOBUKN, N3rOTOBMEHHbIE U3 METaNNoB

ISO 9687 CTtomartonornyeckoe o6opygoBaHue - rpaguyeckme CUMBO/bI 2015

EN 1041 MHpopmauus, npegoctaBnsiemMas U3rotToButeneM MeauLUHCKUX N3genuni 2008
CTomaronornyeckne poTaTopHblE NHCTPYMEHTbI - XBOCTOBMKMN - XBOCTOBUKM,

EN 1797-1 potarop Py 2011
MN3roTOBJIEHHbIE U3 METaNN0B
CTepunmsauma MeguunHCKUX N3gennin - tHpopmayms, npegocTtaBnsemas

ISO 17664 npon3BoAMTENEM B OTHOLIEHUN 06PabOTKM NOBTOPHO CTEPUINI3YEMBbIX 2004
n3gennii
Ctepunusaums nsgennii, UCNonb3yeMblX B CUCTEME 3PpaBOOXpPaHEHUs -

ISO 11138-1 P HIA 13A y AP P 2006
6vonornyeckme nokasarenu, yactb 1. O6wme TpeboBaHuA
CTepunusauns n3gennii, NCNOAbL3yeMblX B CUCTEME 34PaBOOXPaHEHUS -
nokasartenu aBTOK/aBMpPOBaHMS, YacTb 1; TpeboBaHMs K pa3paboTke,

SO 17665-1 P P pasp 2006

BaNMAaunn 1 TekyLeMy KOHTPOJIKO npolecca cTepuan3anm MeanumHCKuX
n3genni

22 TapaHTum

TexHuueckune KoHcynbTauun KerrHawe, npegocrasiseMblie BYCTHOM WM MUCbMEHHOM BUje, MpeAHa3HayYeHbl AN OKa3aHUA
nomMoLM cToMaTonoraMm B MCNonbL30BaHuu nNpoaykTos KerrHawe. Mogo6Hble peKOMeHAaLWMN He paclinpsaioT OrpaHUYeHHYIo
rapaHtuio KerrHawe unm He ocBo6OXfalT cToMartonora OT TecTMpoBaHus npofykToB KerrHawe fns onpefeneHns ux
NPUroAHOCTN ANS MpejnonaraemMoro MCnonb3oBaHua u npouegyp. CToMaToNor cam HeceT OTBETCTBEHHOCTb 3a BCe PUCKMW U
NoBpexX/eHns, KOTOpble MOryT BO3HWKHYTb B pe3ynbTaTe HenpaBU/bHOrO Wcnonb3oBaHusa npoaykta KerrHawe. B cnyvae
o6HapyxeHns fedekTa maTepuana WAM NPOU3BOACTBEHHOro AedekTa, OTBETCTBEHHOCTb komnaHuu KerrHawe umeet
orpaHnyeHHbIi xapakTep. M0 yCMOTPEHUIO KOMNaHUK, BO3MOXHa 1160 3aMeHa feeKTHOro NpojyKTa uam ero yactu, nm6o
BO3MelleHNA aKTu4eckoii cebecToMmocTu fedekTHOW npogyKumu. UYTobbl BOCMONb30BATbLCA 3TOA OrpaHWYeHHON
rapaHTuei, feeKTHbIA NPOAYKT AO/XEH 6biTb BO3BpalieH B KomnaHuio KerrHawe. Mpu 3TOM caMa KOMNaHUA HWU B KOeM
CNyyae He HeceT OTBETCTBEHHOCTM 3a Nt060N KOCBEHHbIN, CNyYaiHblii UnKn KocBeHHbIN yuwep6. 3A MCK/IKOYEHVEM CNYYAEB,
ABHbIM OBPA30OM MPEAYCMOTPEHHbIX BbILIE, KOMMAHUA KERRHAWE HE AAET HUKAKUX FAPAHTUW, SIBHbIX WU
NMOAPA3YMEBAEMBIX, BKMOYAA FAPAHTW B OTHOLUEHUW OMUCAHWUA, KAYECTBA WUV MPUTOAHOCTU NMPOAYKTA

[N ONPEJENEHHON LIENN.
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Ne 7670. NyraHo, 13 nona 2020 r.
A, HwkenognucaeBwunca HoTapuyc, AHapea [Mouyuwn, B cuay 3akKoHa
YNONHOMOYEHHAas Ha COBeplUeHne HoTapuanbHbIX AelCTBUIA, HACTOALWUM
NnoATBEpXAak, 4TO faHHasa Konva TexHUYeckKorW [AOKyMmeHTauunm Ha
n3genna ctomartosnornyeckve Ans GUHULWHONW 06paboTKM M MOMNPOBKM B
BapuvaHTax WCMNOJIHEHUS, BbINyWeEHHOMW KomnaHuen KerrHawe SA,

Buogpkno - LBenuapusa, coctosiufasds wu3 35 cTpaHUL, COOTBETCTBYeT
opurunHany.

B noptBepXpaeHue 4Yero yAaoOCTOBEPSHO [AOKYMEHT CBOEN MoAnucbio W
neyatblo.

/Kpyrnasi neuats: AHAPEA MOULIN*HOTAPWYC/ /Moanucs/

~KoHel, nepeBoa foKymenTa-

MepeBofd, C aHIIMINCKOIO N UTaIbSHCKOIO $3bIKOB Ha PYCCKUIA A3blK BbINOSHEH MEPEBOLYNKOM
MupowHnyeHKo EneHoi AnekcaHapoBHOW. [MoaTBep)Kaak, 4YTO BbIMOSIHEHHbLIM MHOW NepeBof
SBNSIETCA NPaBU/IbHbLIM, TOUHbIM U NOJTHbIM.

¢ K
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CaHkT-leTepbypr -,

Poccuiickasa depepaums.

CeMHajuaToro aBrycra fjBe TbiC4Mn ABaALATOro roga.

A, [3eHc AnekcaHgp [eoprveBnY, BPEMEHHO WCMOJIHAKOWMWA 0693aHHOCTU
HOTapuyca HoTapuanbHOro okpyra CaHkT-MeTepbypr A3eHC HaTanbu AHATO/MbEBHbI
CBNAETeNbCTBYIO MNOA/IMHHOCTL  MNOAMUCUA  nepeBofuvkKa MupolHMYeHKo Ene
AnekcaHApOBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

InyHoCTb NognucasBLIero AOKYMEHT yCTaHOB/eHa.

3aperncTpupoBaHo B peecTpe: X q 78/80-1/78-2020-

B3bickaHO rocygapcTBeHHOM nowwnuvHbl (no Tapudy): 100 py6. 00 kon.
YnnayeH<ar?~LBa”ne ycnyr npaBoBOro v te”MHuyeckoro xapakrepa: 400 py6. 00 kon

A.lN. O3eHc

NToro B HacTosAILeM OOKYMEHTE:
73 ceMbfecAT TpW) incrta

Bp.n.o. HOTapnyo MM A.T". [3eHc
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Finishing and Polishing
systems

Instruction for Use

Legal Manufaturer:
KerrHawe SA, Via Strecce 4, Bioggio, 6934 Switzerland
Manufaturing site;

KerrHawe SA, Via Strecce 4, Bioggio, 6934 Switzerland

KerrHawe SA Phone +4191 610 05 05
P.0, Sox 272 Telefax +4191 610 05 14
6934 Bioggio www.kerrdental.eu
Switzerland info@kerrdental.eu
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Description

~V

Finishing and polishing system consists of medical devices intended to be used for dental finishing and yjSolishing

procedures. This professional system includes (Table 1) a three-grit system consisting of plastic discs coated with

abrasive, two mandrels, polishers and brushes.

Table 1: Finishing and polishing system overview

Finishing and polishing system
Representation

Component Name
Figure 1: Extra Fine, Fine, Corase/Medium and Extra Coarse Discs
Disc OptiDisc disc
c )
Figure 2: standard and short OptiDisc mandrel
1.
Mandrel OptiDisc mandrel
Ken-
Figure 3: Hiluster Plus Dia Polishers and Gloss Plus Polishers
N ~ i
o
. HiLuster™"“/"Dia;
Polishers
GlossP™" gL
A r 9 10T !
0]
is
w7 -
T lift
» » | » i
KerrHawe SA Phone *4191 610 05 05
P.0 Box 272 Telefax *4191 610 05 14
6934 Bioggio www.kerrdentai.eu
SwiUerland info@kerrdental.eu
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Brush

Optishine

autentica no .-

Finishing and polishing system

Figure 4: Optishine

1/ESg(Part No.) 2S14
OptiShine

OptiDisc disc is available in 4 grit sizes, each those is available in three different diameters (Table 2). This device must

be used in combination with OptiDisc mandrel by connecting this latter to the ring of the disc (Figure 5).

OptiDisc disc and mandrel can be provided in the form of refill or along with HiLuster*"* Dia Polishers, Gloss/™**

Polishers or Optishine in the form of professional assortments (table 2).

For purpose registration in Russia provided following versions:

Table 2: Finishing and Polishing system: different versions:

REF

4200

4190

4188

5100

KerrHswe SA
P.O. Box 272
6934 Bloggio
Switzerland

Description

OptiDisc General Assorted Kit

OptiDisc Assorted Kit

OptiDisc Mini Kit

KerrHawe Polishing Kit

Phone 4191 610 05 05
Telefax +41 91 610 05 14
www kerrdental.eu
infogDkerrdental.eu
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Refill/
Assortment

Assortment

Refill

Assortment

Assortment

Content

30 pcs OptiDisc disc extra coarse 0 9.6mm;

30 pcs OptiDisc disc coarse /medium 0 9.6mm;
30 pcs OptiDisc disc fine 0 9.6mm;

30 pcs OptiDisc disc extra fine 0 9.6mm;

30 pcs OptiDisc disc extra coarse 0 12.6mm;
30 pcs OptiDisc disc coarse /medium 0 12.6mm;
30 pcs OptiDisc disc fine 0 12.6mm;

30 pcs OptiDisc disc extra fine 0 12.6mm,;

2 pcs OptiDisc mandrel short;

3 pcs OptiDisc mandrel standard;

1 pcs Optishine polishing brush;

3IFU

20 pcs OptiDisc disc coarse 0 15.9mm;

20 pcs OptiDisc disc coarse/medium 0 15.9mm;
20 pcs OptiDisc disc fine 0 15.9mm;

20 pcs OptiDisc disc extra fine 0 15.9mm;

IFU

30 pcs OptiDisc disc extra fine 0 12.6mm;

30 pcs OptiDisc disc fine 0 12.6mm;

30 pcs OptiDisc disc coarse /medium 0 12.6mm;
30 pcs OptiDisc disc extra coarse 0 12.6mm;

1 pcs OptiDisc mandrel Standard;

1 pcs OptiDisc mandrel Short;

1 pcs Optishine polishing brush;

3IFU

2 pcs OptiDisc mandrel Standard;

1 pcs OptiDisc mandrel Short;

5 pcs OptiDisc disc extrafine 0 12.6mm;

5 pcs OptiDisc disc fine 0 12.6mm;

5 pcs OptiDisc disc coarse/medium 0 12.6mm;
2 pcs Gloss™M¥*Polisher Flame;

2 pcs Ao Polisher Cup;



AUTtN IICA NO

| &IX |

. Refill/
Description Content / 4V
Assortment
- 2 pcs HiLuster”/"Flame; /
- 2 pcs HiLuster"'s#™Cup;
- 3IFU

- 3 pcs Gloss™#Polisher Point;

- 3 pcs Gloss™ Polisher MiniPoint;

- 3 pcs Gloss"®™Polisher Cup;

HiLusterPLUS Polishing - 3pcs Gl.oss"”“'\PoIisP‘l.er Wheel,

2600 System Assortment - 2 pcs HiLuster"”»%Point;

- 2 pcs Huster™~Y"™ Mini Point;

- 2 pcs HiLuster™-“¥Cup;

- 2 pcs HiLuster™-~NWheel

- lIFU

Information about manufacturer and authorized representative of medical device manufacturer
Manufacturer:
KerrHawe SA,

Via Strecce 4, 6934 Bioggio, Switzerland.

Authorized representative of manufacturer on the territory of Russian Federation:
Limited Liability Company «KaVo Dental Russland»

«KaVo Dental Russland» LLC

195112, Saint-Petersburg, Malookhtinsky ave. 64, building B, premises 26H.

Tel.: +7 (812) 324-4212 Fax: +7 (812) 324-2053

E-mail: info.russia(g)kavokerr.com

Intended Use

Finishing and Polishing systems designed for finishing and polishing dental restorations and hard tooth tissues.

Indications for Use

The OptiDisc disc is intended to be used in connection with the OptiDisc mandrel. Optitidisc disc is indicated for gross

reduction, contouring, finishing and polishing of dental restorations.

The OptiShine is a pastless brush system used for the pre and highgloss polishing of composites, compomers,

resinmodified glass ionomers, ceramics and natural tooth structure.

The HiLuster~'s#™Dia Polishers and Gloss"”Polishers are designed for the finishing and high gloss polishing of dental

restorations and natural tooth structure.

Contraindications

OptiDisc disc, OptiDisc mandrel, OptiShine, HiLuster*”*Dia Polishers and Gloss"“**Polishers shall not be used on
patients who are allergic to any of the components or materials present in these devices (see section 6 Warnings

and 8 Adverse Reactions).

KerrHawe SA Phone «41 91 610 05 05
P.O. Box 272 Telefax +419161005 14
6934 Bioggio www.kerrdental.eu
Switzerland infoQSkerrdental.eu
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Warnings

OptiDisc disc, HiLuster™®Dia Polishers and Gloss"# Polishers are for single use only. OptiDisc trfandrel and
Optishine are suitable for reuse. It is therefore essential that the OptiDisc mandrel and Optishine are handled with
special care during use and reprocessing, and that the steriliser used is subject to a preventive maintenance plan
according to the indications given by the manufacturer of the steam steriliser. The use of equipment complying with
EN 285 or EN 13060 is highly recommended. Sterilisation with alternative methods such as radiation, hot air,
formaldehyde and ethylene oxide, and plasma has not been tested for this compatibility, (please, refer to section 15

«Cleaning and Sterilization»)

Compatibilities

To ensure the correct operation of the product and to avoid undesirable detaching of parts during use, OptiDisc disc

shall be used only with Kerr OptiDisc mandrel.

Adverse reactions

Allergic contact dermatitis and other allergic reactions may occur on susceptible individuals (see sections 5.

Contraindication and 6. Warnings).

OptiDisc disc is composed of: Polyethylene; Synthetic polymers; Aluminum oxide; Epoxy resin glue. Optidisc mandrel

that is used in conjunction with OptiDisc disc is composed of: Stainless steel; Copperzinc brass; Nickel plating.

HiLuster"~Dia Polishers and Goss™"Polishers are composed of: Silicone rubber; Silicone carbide; Aluminum oxide;
Silicone oxide; Polyamide; Natural and synthetic diamonds particles; Copperzinc brass (shank); Gold or nickel plating

(shank).

Optishine is composed of: Synthetic polymer (bristles); Silicon carbide (bristles); Copperzinc brass with nickel or gold

plating.

OptiDisc disc, OptiDisc mandrel, HiLuster"*®Dia Polishers and Gloss”#*Polishers and OptiShine should not be used
on patients who have a history of severe allergic reactions to any of their components or materials. If skin rash,

irritation, sensitisation or allergic reactions occur, seek immediate medical attention.

Instruction For Use

OptiDisc disc is single use only.
1 Select the appropriate grit size according to the polishing sequence (dark brown for contouring, light brown for

finishing, orange for polishing and yellow for high gloss polishing (Table 3).

Table 3; OptiDisc disc color Coding

OptiDisc disc roughness Extra Coarse Coarse Medium Fine .
. Extra Fine (Yellow)
(color code) (Dark Brown) (Light Brown) (Orange)
. Gross Reduction/ . o High gloss
Function . Finishing Polishing g. g'
Contouring polishing
KeitHawe SA Phone *41 91 610 05 05
P.O. Box 272 Telefax +41 91 610 05 14
6934 Bioggio www.kerrdental.eu
Switzerland Info@keirdental cu
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Kerr

Connect OptiDisc mandrel to the latch type dental contra angle. Owing to the patented technoloj™
identifies the correct side, the active side (Figure 5) is easily recognized by a solid all the way arojind ring.
OptiDisc disc should be pushed on the OptidDisc mandrel so that the disc is set flat and secure on the mandrel

(Figure 6).

Figure 5: active/inanctive side of OptiDisc disc

Active side | /

Inactive side

Figure 6: Assembly of OptiDisc mandrel and Disc

Set the rpm as indicated on the label (10,000 RPMs for all discs). Polishing time is left at the discretion of the

clinician.

Skipping a grit size during the polishing procedure might reduce the quality finish of the restoration.

Use light pressure when polishing to allow the disc to do its work.

Use only for the contouring, finishing and / or polishing of dental restorations and natural tooth structure.

After each grit use, it is recommended that you rinse the powder debris away from the restoration and tooth

structure. For proper disposal always follow national laws.

OptiShine is reusable.
1 Connect OptiShine to a latchtype dental contra angle.
2 Setthe rpm as indicated on the label (max.5'000 rpm).

3 Use dry to polish dental restorations and natural tooth structure.

Kerr Polishers are single use only
1 Connect the Polishers to the latch type dental contra angle.
2 Set the rpm as indicated on the label.

3 Use dry or with spray cooling to polish dental restorations and natural tooth structure, as per instructions on

the label. Symbols and meanings are reported in paragraph 15.

KerrHawe SA Phone +41 91 610 05 05
P.O Box 272 Telefax 441 91 610 05 14
6934 Bioggio www.kerrdental eu
Switzerland Info”kerrdental eu
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Storage and transportation conditions

Device can be stored and transported at ambient temperature in their original packaging and away from sunlight
until use. Use the device prior to expiration date printed on the label. Before use, allow the device to reach a
temperature that is suitable for human occupancy and at which professional dental finishing and polishing

treatments are usually performed.

Transport conditions Value
Temperature from -40 "Cto 70’ C
Relative humidity from 10 to 95%
Pressure From 500 hPa to 1060 hPa
Usage conditions from 10“Cto 35“C
Environmental In the medical clinics under the temperature from I0'C to 35°C and
conditions at the relative humidity not more 85% under the 25°C
Storage conditions from 4“Cto 35*C
KeirHawe SA Phone +41 91 610 05 05
P.O Box 272 Telefax +4191 610 05 14
6934 Bioegio www.kerrdental.eu
Switierland info@kerrdental,eu
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Finishing and Polishing
systems

Supplement to Instruction for Use

Available on the territory of the Russian Federation on demand

KerrHawe SA Phone i41 91 610 05 05
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Finishing and Poiishing system representative drawings

OptiDisc disc
Figure 7: Top view of the disc
KerrHawe SA Phone +41 91 610 05 05
P.0.Box 272 Telefax +4191610 05 14
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Table 4: Dimensions referred to figure 1,2 and 3

Roughness of the Abrasive Side

0 C(mm) Yellow Orange Light Brown
15.9 ExtraFine Fine Coarse/Medium
12.6 ExtraFine Fine Coarse/Medium
9.6 ExtraFine Fine Coarse/Medium
KeriHewe SA Phone +41 91 610 05 05

P.O. Box 272 Telefax +4191 610 05 14

6934 Blogglo www.kerrdental.eu

Switzerland info@kerrdental.eu
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Dark Brown
ExtraCoarse
ExtraCoarse
ExtraCoarse
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Kerr

OptiDisc mandrel

Figure 9: Dimensions (mm) of OptiDisc mandrel Standard, general tolerance +5%

03
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OptiShine
Figure 11: Dimensions (mm) of OptiShine, general tolerance +5%
KerrHawe SA Phone +41 91 610 0505
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HiLuster”*Dia Polishers

Figure 12: Dimensions (mm) of HiLuster”**Dia Polishers (Cup), general tolerances + 5%
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Figure 17: Dimensions (mm) of Gloss'"#*Polishers (Flame), general to

KerrHawe SA Phone +41 91 610 05 05
P.O. Box 272 Telefax 441 91 610 05 14
6934 Blogglo www.kerrdental.eu
Switzerland infoe>kerrdental eu

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



KerrHawe SA Phone +41 91 610 05 05

P.O. Box 272 Telefax +4191 610 05 14
6934 Bioggio www.kerrdental.eu
Switiarland infDicker rdentai.eu

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



Technical characteristics

Degree of abrasiveness and Number of Revolution per Minute

Table 5: Degree of abrasiveness and Number of Revolution per Minute (OptiDisc disc)

KerrHawe SA Phone +41 91 610 05 05
P.O. Box 272 Telefax +4191 610 05 14
6934 Bioggio www.kerrdental.eu
Switzerland info@kerrdental.eu

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



Kerr

Degree of
abrasiveness (4 T)
Extra coarse - Coarse
- Fine - Extra fine

Medical Device

OptiDisc disc 0
80/40/20/ 10

9.6 mm
OptiDisc disc 0

80/40/20/ 10
12.6 mm
OptiDisc disc 0

80/40/20/ 10
15.9 mm

Tolerance

+5%

+5%

+5%

Table 6: Abrasiveness degree and Number of Revolution per Minute (OptiDisc

Degree of
Medical Device abrasiveness
(urn)
OptiDisc mandrel
N/A
standard
OptiDisc mandrel short N/A
OptiShine regular cup 4
Gloss™*"* Polisher Flame 17
Gloss™*"""* Polisher
L 17
Minipoint
Gloss™*"* Polisher Cup 17
Gloss”"* Polisher Disc 17
HiLuster™* Dia Polisher 4
Flame
HiLuster*""*Dia Polisher 4
Minipoint
HiLuster”"* Dia Polisher 4
Cup
HiLuster**""* Dia Polisher 4
Disc
KerrH»we SA Phone +41 91 610 05 05
P.O. Box 272 Telefax +4191 610 05 14
6934 Bioggio www.kerrdentel.eu
Switzerland info$>kerrdental eu
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Tolerance

+5%
+5%
+5%
+5%
+5%
+5%
+5%
+5%
+5%

+5%

+5%

-16 LW
Clockwise rotation "N
Recommended Maximum
number number /

revolution per
minute (RMP)

10'000

10'000

10'000

revolution pert
minute (RM~™

20'000

20'000

20'000

mandrel, Optishine, Gloss'"*Polishers, HiLuster*“ Dia Polishers)

Clockwise rotation

Recommended
number
revolution per
minute (RMP)

10'000

10'000
3000
S'000

S'000

S'000
S'000

S'000

S'000

S'000

S'000

Maximum
number
revolution per
minute (RMP)

20'000

10000
S'000
20'000

20'000

20'000
20'000

20'000

10000

10000

10000



Weight

W ilBhls
Medical Device Value (fl) 1Tolerance (= mml
OptiDisc disc 0 9.6 mm extra coarse 0.02 0.01
OptiDisc disc 0 9.6 mm coarse 0.02 0.01
OptiDisc disc 0 9.6 mm fine 0.03 0.01
OptiDisc disc 0 9.6 mm extra fine 0.04 0.01
OptiDisc disc 0 12.6 mm extra coarse 0.03 0.01
OptiDisc disc 0 12.6 mm coarse 0.03 0.01
OptiDisc disc 0 12.6 mm fine 0.04 0.01
OptiDisc disc 0 12.6 mm extra fine 0.06 0.01
OptiDisc disc 0 15.9 mm extra coarse 0.05 0.02
OptiDisc disc 0 15.9 mm coarse 0.05 0.02
OptiDisc disc 0 15.9 mm fine 0.05 0.02
OptiDisc disc 0 15.9 mm extra fine 0.09 0.02
OptiDisc mandrel standard 0.60 0.03
OptiDisc mandrel short 0.89 0.03
OptiShine regular cup 132 0.03
GlossP™* Polisher Flame 0.88 0.03
GlossP"“*Polisher Minipoint 0.69 0.03
GlossP™*Polisher Cup 0.99 0.03
Gloss”"*Polisher Disc 0.90 0.03
HiLuster”"* Dia Polisher Flame 0.85 0.03
HiLuster”"*Dia Polisher Minipoint 0.67 0.03
HiLuster”™*Dia Polisher Cup 1.00 0.03
HiLuster”"* Dia Polisher Disc 0.96 0.03

Dimensions

Table 8:Dimensions of Finishing and Polishing system's medical devices

Dimensions
Medical Device Valueimm) Tolerance (= mm]|
OptiDisc disc 0 9.6 mm 0 9.65 0.20
OptiDisc disc 0 12.6 mm 0 12.65 0.20
OptiDisc disc 0 15.9 mm 0 15.90 0.20
Mandrel for OptiDisc (new) 03 0 0.05
Length: 17.1 :0.10
Mandrel for OptiDisc 03 0 0.05
Length: 25.1 Length: 0.10
Hawe Opti-Shine regular cup 075 00.5
Length: 27 Length: 0.5
Gloss""* 2651 05 002
Length: 27 Length: 0.4
Gloss”"*2652 035 004
Length: 25.9 Length: 0.4
Gloss™™*2653 07 004
Length:26 Length: 0.4
Gloss""*2654 096 00.2
Length: 23 Length: 0.4
HiLuster””*2661 04.6 00.2
Length: 26.3 Length: 0.4
HiLuster”"*2662 035 004
Length: 25.9 Length: 0.4
KerrHewe SA Phone 141 91 610 05 05
P.O. Box 272 Telefax +4191 610 05 14
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Medical Device Mandrel for
OBtiDisc

High (mm) 17.01

Hardness (HV 5) >250

Roughness (RA) 0.8

di- shank diameter (mm) 2.35

d2 -diameter at the level of the 1.35

groove (mm)

li-shank length <135

S - size of a flat spot on diameter 18

Technical characteristics of mandrels

Distance between the edge of the 27
flat spot and non-working end of

shank

Distance between the edge of the 1.8

flat spot and the groove
The width of the groove

Material Composition

0.9

Table 9: Material composition of Finishing and Polishing system

REF Components Materials
PET
PUR, PR, EP
OptiDisc disc Al203
Colored TPE: Dark Brown,
Light Brown, Orange,
Yellow
OptiDisc mandrel Brass - Nickel Plated -
4200 P Delfinor IM
Brass - Nickel plated /
Gold plated
OptiShine
PMIA
SiC
r PET
4190 OptiDisc disc PUR, PR, EP
Al203
KerrHawe SA Phone +41 91 610 05 05
P.O Bo* 272 Telefa* +4191610 05 14
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Mandrel forOptiDisc

25.1
2250
0.8
2.35
135

<135
18
2.7

18

0.9

Descriptton

Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel) - transparent
protection layer

Brass - Nickel plated (pure
nickel)/ Gold plated (pure
Gold)

Poly (isophthaloyl
chloride/mphenylenediamine)
(metaaramid polymer)

Silicon Carbide

Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

Tolerance (=
mm|

+5%

+5%

+5%

+5%

+5%

+5%

+5%

+5%

+5%

CAS#/EHC/C.L.
25038-59-9

25085-99-8
1344-28-1
77402-38-1
7440-02-0/69011-
36-5/68213-23-0/

5949-29-1

7440-57-5

25765-47-3

409-21-2
25038-59-9

25085-99-8

1344-28-1



rr
el ™ | Components

1Materials

Colored TPE: Dark Brown,
Light Brown, Orange,
Yellow

PET
PUR, PR, EP
OptiDiscs Al203
Colored TPE: Dark Brown,
Light Brown, Orange,
Yellow
4188  Mandrels Bras§ - Nickel Plated -
Delfinor IM
Brass - Nickel plated /
Gold plated
OptiShine
PMIA
SiC
RTV Silicone
_ Primer
Gloss Polishers
Al203
Blue Color
Brass - Gold Plated
RTV Silicone
Ti02
HiLuster Plus .
. Primer
Polishers
5100 Dia
Brass - Gold Plated
SiC
PET
PUR, PR, EP
OptiDiscs Al203
Colored TPE: Dark Brown,
Light Brown, Orange,
Yellow
Brass - Nickel B Nickel Plated
Plated - Delfinor ras§— ickel Flated -
Delfinor IM
IM
RTV Silicone
2600  Gloss Polishers Primer
Al203
Blue Color
KerrHawe SA Phone +41 91 610 05 05
P.O Box272 Telefax +4191610 05 14
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Description

Polyester block amides

Polyester

Polyurethane, Polyester,
Epoxy Resin

Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

Brass - Nickel plated (pure
nickel)/ Gold plated (pure
Gold)

Poly (isophthaloyl

chloride/mphenylenediamine)

(metaaramid polymer)
Silicon Carbide

RTV Silicone

Primer

Aluminum Oxide
Blue Color

Brass - Gold plated (pure Gold)

RTV Silicone
Titanium Dioxide
Primer

Diamond
Brass - Gold Plated
Silicium Carbide

Polyester

Polyurethane, Polyester,
Epoxy Resin
Aluminum Oxide

Polyester block amides

Brass - Nickel Plated (pure
Nickel)-transparent
protection layer

RTV Silicone

DOW CORNING(R) 1200 0S
PRIMER CLEAR
Aluminum Oxide

Blue Color

cas#/|HC/tit~ 1

77402-38-1

25038-59-9
25085-99-8

1344-28-1
77402-38-1

7440-02-0/69011-
36-5/ 68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4 / 14808-
60-7
107-51-7/18765-
38-3/ 5593-70-4
1344-28-1

C.I. Pigment blue
7440-57-5
100-41-4/14808-
60-7

13463-67-7
107-51-7/18765-
38-3 / 5593-70-4
7782-40-3
7440-57-5
409-21-2
25038-59-9

25085-99-8

1344-28-1
77402-38-1

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1
100-41-4 / 14808-
60-7
107-51-7/18765-
38-3/ 5593-70-4
1344-28-1

C.I. Pigment blue



« b N

AU ICN UCA no,

REF ComfKMtents Materials CtaSCriDtion CAS#/1WNC/0.#T|
B -Gold Plated Gold plated
Brass-Gold Plated rass-so P 7440-57-5 1
(pure Gold) 1
- - 100-41-4/14808-
RTV Silicone RTV Silicone
60-7
Tio2 Titanium Dioxide 13463-67-7
HiLuster Plus Primer Primer 107-51-7/18765-
Polishers 38-3/ 5593-70-4
Dia Diamond 7782-40-3
Brass - Gold Plated Brass-Gold Plated 7440-57-5
SiC Silicium Carbide 409-21-2
Table 10: Base Pigments %
(Nbment CAS# Wt. %
Optidisc (Dark Brown) See SDS FK 42119 / ROTBRAUN 35
Optidisc (Light Brown) See SDS FK 42116 / ROTBRAUN 2.9
Optidisc (Orange) See SDS FK 42117 / ORANGE 29
Optidisc (Yellow) See SDS FK 42797 / GELB 2.9
GlossP™" C.l. Pigment blue 0.01
HiLusterP'/\'* 13463-67-7 3

Symbols on the packaging

Table 11: Symbol used for Finising and Polishing system in accordance to Standards in paragraph 17
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Symbol O«scriDtton /  /viS'
/ .
I Use dry /
I_O Use dry till the indicated rpm (clockwise rotation).

S/\@ Spray cooling when exceeding the indicated rpm (clockwise rotation).
LOT Lot or Batch number

C € Compliance with EU directive
I I | See Instruction For Use

Cleaning and Sterilization
OptiDisc disc, HiLuster«*and Gloss"**\polishers are single use medical device and not provided sterile.

Instructions below refer to OptiDisc mandrel and Optishine only. To guarantee successful reprocessing of OptiDisc's
mandrels, work thoroughly and with great care. Thorough cleaning and disinfection are essential prerequisites for

effective sterilization.

Cleaning

1 Remove OptiDisc mandrel from the contra angle and remove OptiDisc disc from OptiDisc mandrel.
2 Dispose of OptiDisc disc following local or national laws.

3 Remove from the mandrel and its surfaces any visible debris or organic matter with a disposable wipe or surface

brush. Scrub with warm tap water and soap or detergent. Never use metal brushes or wire wool.
4 Inspect instruments for debris. Repeat cleaning step 3 if there is still debris.

5 Inspect the product prior or after reprocessing. Defective devices should be immediately discarded. These

defects include:

« Deformations (in particular of the connections either to the OptiDisc disc or to the dental handpiece);
e Appearances of oxidation;

+ Discolorations;

e Material embrittlement.

6 Immediately soak in a disinfectant solution following the manufacturer's instructions. Do not use detergents or

disinfectants containing strong alkalines, strong acids, hydrogen peroxide or organic solvents.

7 Alternatively, to point 6, an ultrasonic cleaner with a cleaning and disinfecting agent can be used in accordance

with the manufacturer's instructions.

KerrHawe SA Phone +41 91 610 05 05
P.O Box 272 Telefax +4191 610 05 14
6934 Bioggio www.kerrdental.eu
Switzerland Info@kerrdental.eu
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8 Rinse all parts with warm tap water.

9 Alternatively to points 6 to 8, thermo disinfection at 93*C with a cleaning agent can be used in accordaiji‘ce witl

the manufacturer's instructions. n

10 Dry instruments and place in a sterilisation pouch for steam sterilisation following the instructions of the pouch
manufacturer. Properly packaged and sterilised instruent protects the sterilised goods from microbacterial

recontamination during handling and storage.
11 Place them in autoclave tray as per steriliser's instructions for use.
12 Sterilisation;

* Place parts separately in either the steriliser tray or in a pouch. Sterilise in a steam autoclave using distilled

water at 134“C (273°F) for 3 minutes. Drying time 14 minutes;
. Do not use chemical autoclave or cold sterilisation solutions;

* Avoid direct contact with the metallic part of the autoclave, as the temperature there can exceed the preset

temperature, which can lead to material deformation;

< When the product is taken out of the autoclave, check the package for damage. In case of perforated
packaging, do not use the product, as the sterilisation could be compromised. The sterilisation procedure

must be repeated.

13 Store the product in a dry and dust free area. The devices can be reused if maintained with proper care and if
they are not damaged. Over time and after several uses / treatments the OptiDisc mandrel may show
appearances such as scratches, deformations, appearances of oxidation, discolorations or material
embrittlement; at that point the device MUST be discarded. The examination can be made with the naked eye

or with the aid of a magnifier under normal lighting conditions.
14 There are no limits for reprocessing cycle have been defined for mandrels or Optishine.

15 There are no Restrictions on the number of repeated treatments. After each treatment, the product should be

checked for the defects specified in paragraph 13 of this section.

Disposal

Medical devices must be disposed in the local public entities, in accordance with SanPiN 2.1.7.279010 Sasanitary
and epidemiological requirements for the handling of medical waste and other national and regional normative legal

documents.

OptiDisc disc, OptiDisc mandrel, Optishine, Gloss™** Polishers and HiLuster"**Dia polishers are not a hazardous

material (A class) and can be disposed in general waste.

KertHawe SA Phone +41 91 610 05 05
P.O Box 272 Telefax +4191 610 05 14
6934 Bioggio www.kerrdental.eu
Switzerland info~kerrdental eu
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Shelf life

Shelf life of Finishing and Polishing system is 5 years. The expiration date is stated on the packaging of th”~evice.

KerrHawe SA Phone +41 91 610 05 05

P.O. Box 272 Telefax +41 91 610 05 14
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Nr. 7669. Lugano, July 13, 2020

| the undersigned notary public Andrea Pozzi, duly commissioned and
qualified, herewith confirm that this photocopy of the Finishing and
Polishing Systems - Instruction for use, issued from the Company
KerrHawe SA, Bioggio - Switzerland, consisting in 29 pages, which | duly
collated with the original document and found to be in good condition, is
the true copy of the original.

In witness whereof | have hereunto signed my name and affixed my
official seal.

A

o 4
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NOANUHHUK Ne7669

- /Kpyrnas nevare: AHOAPEA NOUUWN HOTAPWUYC/
err /Nodnucs/

ITepe6od ¢ aneauicko20 u UMATLAHCKO20 A3LIKOE HA PYCCKUU A3bIK

U3pnenua ctomatonoruyeckue Ans oMHULWHOMN

06paboTKu U NONUPOBKU B BapMaHTaX UCNONTHEHUSA

UHCTPYKLUMA NO 3KCNAYyaTaL UK

IOpuanuveckuit npoussoanTeNb:
KerrHawe SA, Via Strecce 4, buoamwvo, 6934 Wsenyapmn

Npou3soacTBEHHaN NAOWAAKA:
KerrHawe SA, Via Strecce 4, buopuo, 6934 Lsehuapua

‘, hara v‘reépmnenua: 30 anpena 2020 .
YTeep»AeHo:

| /nodnuce/ /Neuvate: KerrHawe SA
| 6934 buopuno
Wsenuapua/

Galileo Bertolasi (Tanuneo bepTonacu)
| AvipexTop no sBonpocam obecnevennn Ka4yecTsa/HOPMaTUBHO-NPABOBOro ynpasneHuna, otaeneHune Kerr Europe
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OnuncaHuve

N3genvua cTtomaTofnoruyeckue pAns (UHWWHONW 06paboTKM M NONMPOBKM B BapuaHTax WCMOJIHEHUSA COCTOAT U3
MeAULMHCKUX W3genuii, npefHasHayeHHbIX A4S MCMNONb30BaHWA MPU CTOMATONOTMYECKUX Npouepypax, TpebylLwnx
BbIMOMIHEHUS WAN(POBKA M MONMPOBKK. ITa NpodeccuoHanbHas cuctemMa BKoYaeT (Ta6nuua 1) cuctemy TpoWHOTO

mﬂMq)OBaHMﬂ, COCTOAWYH M3 NNaCcTUKOBbLIX ANCKOB, MOKPbITbIX a6paSMBOM, 2 Anckopgepxarensda, nonNnpoB N WETOK.

Ta6nmua 1 O630p WMOBabHO-NONNPOBOYHOW CUCTEMbI

*My»HEHT' d
PucyHok 1; Anckn aKcTpaTOHKO abpasuBHocTh (Extra Fine), TOHKOI
abpasmsHocTu (Fine), cpeaHeii abpasmeHocTy (Coarse/Medium) u
noBbILWEeHHON abpa3nsHocTu (Extra Coarse)
Auck AOunck OptiDisc

PUCYHOK 2: cTaHAapTHbIA 1 KOPOTKWIA guckogepxatens OptiDisc

Ouckopepxatens  Auckogepxartens OptiDisc

Worrdawnnms QA Tanarthnu +41 01 R1N N5 Q05
& 000 LMPMM (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 5 14
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Weeiyapua info@ kerrdental.eu Pepakuus :00 CtpaHuya 2/31



LLinnchoBaribHO«ONpOBOIMas cucTeMa

PucyHok 3: Monwvpel Hiluster Plus Dia un Gloss Plus

Monunpsbl HiLuster ™' Dia;
Monunpbl GlossP'/N™

Monupsbl

PucyHok 4: Optishine

LleTka Optishine

I/0BKPaitlto428l14

Ownck OptiDisc goctyneH B 4 pa3mepax 3epHUCTOCTM, KakAas W3 KOTOPbIX BbiNyckaeTcsd B 3 pasfIMUHbIX fuameTpax

(tabnuua 2). 310 u3genve Heo6GXOAMMO WUCMONb30BaTb B KOMOGUHauumum ¢ guckogepxatenem OptiDisc nytem

npucoeAnHEHNs NOCNEeAHEro K KOMbLY AUCKA (PUCYHOK 5).

Ounck OptiDisc n guckogepyxatenb MOryT NOCTaBAATbLCA B KA4YeCTBE 3anacHbIX yacTteih uam Bmecte ¢ nonnpamum HilLuster”*

Dia, Gloss"*wm Optishine B cocTtaBe npoeccnoHanbHbiXx HabopoB (Tabnuua 2).

B uensax perucrpauuun B Poccum npefycMOTpeHbl cliefytolne BapuaHThl:

Tabnvua 2: LLUnndoBanbHO-NOIMPOBOYHAsA CUCTEMA: PA3/IMUHbIE BAPUAHTbI:

Kara-
. Ynakoska/
NOXHbIN -*nncaHune ?CopepxaHue
AccoptumeHt™
HoMep
- 30 wrT., guck OptiDisc, NOBbIWEHHON abpasnBHOCTH,
0 9,6 Mmm;

Ha6op OptiDisc General - 30 wT., guck OptiDisc, cpegHenn abpasuBHocTn, 0 9,6
4200 P p_ ACCOPTUMEHT A P pea P

Assorted Kit MM;

- 30 wT., agnuck OptiDisc, TOHKON abpa3uBHOCTKU, O 9,6
MM;

Vavelinnn ca Tanakan 14101 210 05 Q5
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YnakoBka/
OnuncaHne

AccopTmeHT?
4190 Ha6op OptiDisc Assorted Kit YnakoBka
4188 Ha6op OptiDisc Mini Kit AcCCOPTUMEHT
MoNMpOBOYHBLIN Habop
5100 AcCCOPTUMEHT

KerrHawe

MonnpoBoYHasa cucrtema
2600 . AccopTuMeHT
HiLusterPLUS

@ 000 LUPMH (2] INFO@CIRMIRU & WWW.GOSZDRAVNADZORRU *
6934 Buopgxuno www.kerrdental.eu
WBeipaoni info@ >kerrdental.eu

30 wr., guck OptiDisc, aKcTpaTOHKOI abpa3mMBHOCTH,

0 9,6 mm;

30 wr., gnuck OptiDisc, NOBbLILEHHOW abpa3nBHOCTH,

0 12,6 mwm;

30 wr., anck OptiDisc, cpegHen abpasnsHoctn, 0 12,6
MM;

30 wrT., guck OptiDisc, ToHKOI abpa3mBHoCcTK, 0 12,6
MM;

30 wr., gnuck OptiDisc, aKcTpaTOHKOI abpa3nBHOCTH,

0 12,6 mwm;

2 WT., KOPOTKWUii gnckogepxartens OptiDisc;

3 WT., cTaHAapTHLIA guckogepxxartens OptiDisc;

1 wT., nonMpoBoYHas weTtka OptiShine;

3 VIHCTPYKLUMK MO UCNONb30BaHUIO
20 wrT., anck OptiDisc, NoBbILWEHHOW abpasMBHOCTH,

0 15,9 mm;

20 wr., auck OptiDisc, cpegHen abpasnsHocTn, 0 15,9
MM;

20 wr., anuck OptiDisc, TOHKoOW abpasnBHocTK, 0 15,9
MM;

20 wrT., guck OptiDisc, NoBbILWEHHOW abpa3nMBHOCTH,

0 15,9 mm;

1 MHCTPYKLMS NO UCNOJIb30BaHUIO

30 wrT., guck OptiDisc, aKCTpaTOHKOW abpa3nBHOCTY,
0 12,6 mm;

30 wr., guck OptiDisc, TOHKOW abpasuBHoCcTN, 0 12,6
MM;

30 wr., gnuck OptiDisc, cpegHen abpasnsHoctn, 0 12,6
MM;

30 wr., amMck OptiDisc, NOBbILEHHOW abpa3nMBHOCTH,

0 12,6 mm;

1w, cTaHAapTHbIN guckogepxartens OptiDisc;

1 wT., KOPOTKNI gnuckoaepxkaten OptiDisc;

1 wT., nonMpoBoYHasa weTtka OptiShine;

3 MHCTPYKLMM MO MCMO/Nb30BaHUIO
2 WT., CTaHAAPTHbIA anckogepxxatenb OptiDisc;

1 wT., KOPOTKMI guckogepxartens OptiDisc;

5 wr., guck OptiDisc, akcTpaToHKOl abpasnBHOCTH,

0 12,6 mm;

5 wr., gnuck OptiDisc, TOHKOW abpa3snBHoctn, 0 12,6
MM;

5 wr., guck OptiDisc, cpegHeli abpasnBHocT, 0 12,6
MM;

2 wt., Gloss"*™\nonup - nnamsa (Flame);

2 wt., Gloss" '®*nonup - vawka (Cup);

2 wrt., HiLuster"wnonup - nnams (Flame);

2 wrt., HiLuster"”nonunp - vawka (Cup);

3 MHCTPYKLUM MO UCMONb30BaHUIO
3 wrt., Gloss"'®*nonmp - koH4ukK (Point);

3 wr., Gloss" > nonup - ocTpblit KOHYMK (MiniPoint);
3 wT., Gloss"'®*nonup - yawka (Cup);

2 wrt., Gess™"m™ nonump - koneco (Wheel);

2 wrt., Huste™ ™™ nonup - KOHUKK (Point);

Pepakumnsa:00 CtpaHuua 4/31



Kara-

. YnakoBka/  «
IGEHEM ACCOPTUMEHT >
« L >
i&ep WIKP!

- 2 wrT., HuusterNm™ 0P - OCTPbLIA KOHYMK
(MiniPoint);
- 2 wrt., HiLuster”" s nonup -yvawka (Cup);
- 2 wrt., HiLuster""*nonup - koneco (Wheel);
. - 1 MHCTPYKLMA MO UCMONb30BaHUIO

MH(*)OpMaLI,I/IFI Onpomaso,qmene n ynosIHOMO4YeHHOM npeaAactaBuTesie npomssogntena megnymnMHCKoOro

nsaenus

Mpounssogutens:
KerrHawe 5A,

Via Strecce 4, 6934 buogxuo, Leenuapus.

YNONHOMOUEHHbIN NpefcTaBuTeNlb NPON3BOAUTENS Ha TeppuTopun Poccuiickon ®egepauum:
O6LLecTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbIO «KaBo [leHTan PyccnaHg» («KaVo Dental Russland»)
00O «Kaso feHTan PyccnaHpg»

195112, CaHkTt-lMeTepbypr, ManooxTMHCKKiA np. 64, kopnyc B, nomeuwieHne 26H.

TeneoH: +7 (812) 324-4212 dakc: +7 (812) 324-2053

E-mail: info.russia@ kavokerr.com

HasHa4veHune

M3genns ctomatonornyeckme Ans UHUWHOK 06paboTKM U NOIMPOBKMA B BapuaHTax UCMOMHEHUS NpeAHas3Ha4YeHbl ans

LWANGOBKN 1 MONMPOBKM pecTaBpaumnii 3y6oB 1 TBep/biX TKaHel 3y60B.

MNokasaHuA K MPUMEHEHUIO

[uck OptiDisc npegHasHayvyeH Ana UCNOMb30BaHWA BMeCTe € guckogepkartenem OptiDisc. Auck Optitidisc npumeHseTcs

Ana OCHOBHOIO npenapmnpoBaHuda, KOHTYpUpoBaHUA, LUI'IVI(*)OBaHI/IFI M nNonnpoBaHNAa CToMaTonormyeckmnx peCTaBpau,MVl.

OptiShine - 310 He TpebylLwad NPMMEHEHUA MNacT cucTemMa KUCTeW, KOTopas UCMofb3yeTcs ANS NpeABapuTenbHOW U
(OVHWLIHON MONMMPOBKU KOMMO3WUTOB, KOMMNOMEPOB, MOAU(ULMPOBAHHLIX CMOMaMU CTEK/IOMOHOMEPOB, KEPAMUKM W

CTPYKTYp eCTecTBEHHOro 3yb6a.

Monupbl HiLuster"® Dia n Gloss"®™npegHa3HayeHbl 18 WCNOMb30BaHMUA B LLEeNAX WANMOBKM N MOMNPOBKM 3YOHbIX

pecTaBpaumit 1 CTPYKTYp ecTecTBEHHOro 3y6a.

6934 buopgxuo www.kerrdental.eu
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Kerr

MpoTnBonoKasaHuA

Auck OptiDisc, Anckogepxartenb OptiDisc, nonnpbl OptiShine, HiLuster™*Dia 1 Gloss"“*He [0/HKHbI UCNOb30BaTLCH Y
nayneHToB, MMerwnx anneprmn K NtO6bIM KOMMOHEHTAM WK mMatepunanam, NPUCyTCTBYHOLWNM B 3TUX U3AENNAX (CM.

pasgen 6 «Mepbl NPegoCTOPOXHOCTU» M pa3fen 8 «HexenaTteNnbHble peakunum»).

Mepbl NpefoCcTOPOXKHOCTU

Ounckn OptiDisc, nonmpbl HiLuster”” DIA n Gloss™#* npegHa3HayeHbl TOMbKO A7 OAHOPA30BOr0 MCMNO/Mb30BaHMA.
Onckopepxartens OptiDisc n nonupbl Optishine nogxogAatT Ans NOBTOPHOrO MOJIb30BaHUA. YuuTbiBasd 3TO, BaXHO
cobnofatb 0coby0 OCTOPOXHOCTL NMpu 06paboTke guckogepxkateneli OptiDisc n nonvpos Optishine. Vicnonb3yemelit
cTepunn3aTop [LO/MKEH MNPOXOAUTL [MJlaHOBble Mnpoueaypbl MPOPUIaKTMUECKOro 06CNy>XUBaHUA B COOTBETCTBUM C
yKasaHuaMu, JaHHbIMW MPOU3BOAMUTENIEM MapoOBOro CcTepunnsaropa. HacTosTeNbHO peKOMeHAyeTCcs WCNoJb30BaTb
ob6opypoBaHue, cooTeetcTBytowee EN 285 nnnm EN 13060. Ctepunmsauma anbTepHaTUBHbBIMWU MeTOAaMW, TaKUMU Kak
pagnaunoHHbIi, ropsaYMM BO34yXoM, (hopManbAernaoM Y OKCUAOM 3TUEHA, a TakKe MIa3mMoid, He 6bina BanmgmpoBaHa

Ha NpefMeT COBMECTUMOCTU (CM. pasfen 12 «OuucTKa 1 CTepUn3aLns»)

CoBMEeCTUMOCTb

Ana o6ecneyeHuns nNpaBubHOM PaboTbl U3AENUA 1 BO N36eXaHue HexenaTenbHoro oTcoeanmHeHns aetaneii B npolecce

akcnayatauum guck OptiDisc LoMkKeH MCNonb3oBaTbCA TONMBKO € guckogepxkatenem Kerr OptiDisc.

He>kenatenbHble peakuuu

y NpeapacnonoXeHHbIX UL, BO3MOXHO Pa3BUTUE aNfIeprMyeckoro KOHTaKTHOrO gepmatuTa U Apyrux annepruyeckmx

peakuuii (cM. «MpOTMBOMNOKa3aHUa» U «Mepbl NPeaoCTOPOXNKHOCTU).

[Ovck OptiDisc cocTouT 13 crnefyoLWmnx KOMMNOHEHTOB: NOMMITU/IEH; CUHTETUYECKME MOMMEPSLI; OKCUJ antoMUHNS; Kel
U3 aMOKCUAHOW cmonbl. AncKkogepkatens Optidisc, KOTOpbI Ucnonb3yeTcs B coveTaHuu ¢ guckom OptiDisc, cocTonT u3

CneayroLMx KOMMOHEHTOB: HepXaBetoLas cTasb; NaTyHb MeAU W LMHKA; HUKEeNeBOe MOKPbITUE.

Monupbl HiLuster™#Dia n Gloss"”* cocToAT N3 CNeayrumnx KOMMNOHEHTOB: CUIMKOHOBLIN Kayuyk; Kapbuia KpeMHus;
antoMNHNEBAsA OKUCb; OKCUA KPEMHUSA; NOIMaMUL; YacTULbl eCTECTBEHHOIO M CUHTETUYECKOTO anmMasoB; aTyHb Meaun u

LMHKa (XBOCTOBWK); 30/10TOE WM HUKENEBOE NMOKPbITUE (XBOCTOBMK).

Monup Optishine cocTouT u3 cnegyrOWMX KOMMOHEHTOB: CUMHTETUYECKUI NOnMMep (W eTUHKK), Kapbug KpemHus

(U.lETI/IHKI/I); natyHb Mmeanm v UMHKa C 30/10TbIM NN HUKENEBbIM NMOKPbITUEM.

[unck OptiDisc, guckogepxatens OptiDisc, nonvpsbl Dia HiLuster”«*Gloss" s OptiShine He JOMKHbI UCMONb30BATLCA Y
nauueHTOB, NMEIOLWMX B aHaMHe3e TsXenble annepruyeckne peakumm Ha nobble M3 KOMMOHEHTOB WM MaTepuanos,
BXOAALIMX B COCTaB 3TUX u3genuin. Mpu BO3HUKHOBEHMWU KOXHOM CbIMKU, pasfgpakeHus, CceHcubuausaumm wuam

annepruyecknx peakuuii He06XoANMO HEMeaeHHO 06pPaTUTbLCA 3a MeAULUUHCKOW NMOMOLLbHO.

AnatkAn %4101 1005 Q5
514
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NOAJ/IMHHWK N87669

/Kpyrnas nevatb: AHOPEA NMOULWN'HOTAPUYC/
e r r /Mopnuck/

WMHCTPYKLMA NO MCMOJSIb30BaHUNIO

[vck OptiDisc npegHa3HayeH TONbKO A8 O4HOKPATHOIo UCMOJ/Ib30BaHUA.
1 Bbibepnte nopxoasiwimii pasmep abpasvBHOCTM B COOTBETCTBMM C NOCNeAOBaTeNlbHOCTbIO MOMMPOBKN (TEMHO-
KOPWYHEBBIN ANA KOHTYPUPOBAHWS, CBET/I0-KOPUYHEBLIN ANA LWANPOBKN, OpPaHXEeBbIA ANA NOMNPOBKA W XENTbll

Ana uHMWHOK nonnposku (Tabnuua 3).

Ta6bnuua 3: LiBeToBOe kogupoBaHue ancka OptiDisc

. CpepaHeli . .
A6pasnBHOCTL fucka MMoBbIWeHHON ToHkon JKCTpaToHKOW
L abpasnmBHOCTU
OptiDisc abpasnBHOCTU ( abpasueHoOCTU abpasmBHOCTU
o o CBeT/IO- o o
(uBETOBOI KOfA) (TEMHO-KOPUYHEBLI) . (opaHxxeBbli) (>xenTbliA)
KOPUYHEBBIIA)
YMeHbLleHne duHMWHaA
Ha3Ha4yeHune Lnndposka Monuposka
o6bema/KOHTypupoBaHue nonnpoBKa

2 MpucoeanHnte guckogepxxatenb OptiDisc K KpernjieHnto no TUNny 3aliefiku Ha CTOMaToN0rM4yecKOM KOHTPYI/10BOM
HaKOHeYHuKe. bnarogaps 3anaTeHTOBaHHOM TEXHONOMMKU, KOTOpas onpegensieT MPaBUbHYO CTOPOHY, pabouyto
CTOPOHY (PUCYHOK 5) nerko ysHaTb MO NJOTHOMY KOJbLy, PacnosioXeHHOMY Mo Bceil OKpYy>HocTU. Aunck OptiDisc
[O/MKeH ObITb NpuXaT K guckogeprkarento OptiDisc Tak, 4ToObl AUCK CTan MAOCKMM U 6bi1 MPOYHO 3aMKCUpPOBaH

Ha guckogepxarene (PUCYHOK 6).

PucyHok 5: paboyas/Hepaboyasn cTopoHbl gncka OptiDisc

A Pa6loqaﬂ CTOpPOHa I

I Hepabouas
CTOpOHa

PucyHok 6: C6opka auckogepxxatens n gucka OptiDisc

3 YcTaHOBMTE CKOPOCTb BpaweHuss (06/MUH) Ha 3HavyeHuu, ykasaHHOM B MapkupoBke (10 000 o6/MuH gna Bcex

[MCKOB). Bpems MONMpPOBKM yCTaHaB/MBAETCA HA YCMOTPEHME Bpaya.

4 MMpu nponycke pasmepa abpasMBHOCTU KOHEYHbli pe3ynbTaT (PUHMIIHOK MONMPOBKU pecTaBpauunm MOXeT

CHU3UTLCH.
5 Mpn NonMpoBKe crerka HagaBnuBalite Ha AMCK, YTOGbI 4OOGUTLCS HaWIy4dLEero pesynbrara.

6  Wcnonb3yiiTe gaHHOe M3aenne TONbKO AN KOHTYPUPOBaHUSA, WANGOBKM 1 (MKU) NONMPOBKM CTOMATONOMMYECKO

pecTaBpaumii n CTPYKTYyp eCTECTBEHHOrO 3y6a.

6954 buopgxuo www.kerrdental.eu

WHeliyapus info(®kerrdental.eu Pepakunato O CtpaHuya 7/31



7  Tocne UCNONb30BaHMS KaXAOro pasmepa abpasvBHOCTM PEKOMEHAYETCA CMbiTb OCTATKM MOpPOLLKa C pectaBpaunm

vnu 3y6a. Mpu yTuamnsaumm Bcerga co6nofanTe MecTHbie 3aKOHOAaTelbHbIe HOPMbI.

Monnpsel OptiShine MoryT ncnosnb3oBaTbCs MOBTOPHO.

1 MpucoeanHute nonavp OptiShine K KpenneHunw no Ttuny 3aullenkKn Ha CToOMaTto/lIorM4eCKOM KOHTPYrnoBsom

HaKOHEeUYHWKe.
2 YcTaHOBWUTE CKOPOCTb BpauieHusi (06/MMH) Ha 3HAYEeHUKN, yKadaHHOM B MapKuMpoBKe (MakcumanbHO 5 000 06/MuH).

3 [nd nonvMpoBKM 3yGHbIX pectaBpaluii 1 CTPYKTYp eCTeCTBEHHOrO 3y6a UCMO/b3yiiTe B CYXOM BUJE.

Monupsl Kerr npefHasHaveHbl TONbLKO A1 OfHOKPATHOIO WUCMONb30BaHNA
1 TlpucoegnHnTe NOAUP K KPENNEHWIO MO TUNY 3alefiKn Ha CTOMATONI0TMYECKOM KOHTPYI/IOBOM HAKOHEUYHUKE.
2 YcTaHOBWTe CKOPOCTb BpalieHus (06/MUH) Ha 3HaYeHWM, yKazaHHOM B MapK/UpPOBKe.

3 Mpy NONMPOBKE CTOMATONOTMYECKMX pecTaBpauuii M CTPYKTYp ecTeCTBEHHOro 3y6a WCMONb3yihTe Cyxoe Wim
pacnbiNUTeNbHOE OXNaXKAeHUe, COrNacHO WHCTPYKUMAM, NPUBEAEHHbLIM B MapKuMpoBke. CUMBOMbI U WX

pacLiMppoBKa NPUBOAATCS B NyHKTe 15,

YCcNoBuUsa XpaHeHUsl U TPaHCNOPTUPOBKY

[0 MCronb3oBaHWs M34eNns MOXHO XPaHWUTb W TPaHCMOPTWPOBaTb MpWU TeMnepatype OKpyXatouwel cpefbl B WX
OpUrMHaNbLHOW yMnakoBKe, BAafM OT COMHEYHOrO cBeTa. Mcnonb3yiiTe MefuLMHCKWE WU34enus O WUCTEYEHWs Cpoka
rofHOCTW, yKa3aHHOTo Ha 3aTukeTke. [epef UCMoONb3oBaHVWEM AaliTe U3aenvto JOCTMUL KOMAGOPTHOM Ans 4enoBeka
Temnepatypbl, B KOTOPO/i MOFYT MNPOBOAWUTLCS MNpOGeccroHanbHble npouesypbl LWANGOBKA U MOMMPOBKM B

ctomaronormn.

YcnoBua TpaHCNOPTUPOBKU 3HayeHne

Temnepartypa ot -40 go 70 “C

OTHOCUTENBbHASA BNaXHOCTb oT 10 go 95 %

LasneHue: Ot 500 go 1060 rMa

oT 10 go 35 °C
MHBa3neHO ot 32 go 42 “C

Ycnosua Ucnosib30BaHuA

YcnoBus okpy>karouleii B MeAVLUMHCKUX KNNHMKaxX npu Temnepartype 10-35 °C v npu
cpeapl OTHOCUTENbHOW BNaXHOCTM BO3Ayxa He 6onee 85 % npu 25 °C
Ycnosusa XpaHeHus ot 4 pgo 35 “C

Vet o Taadan a4 na ran Ag 05
& 000 LMPMY &) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU ;
6934 buoaxuo WWW kerrdentai.eu
Wnedyapus info@ kerrdental.eu Pepakumnsa ;00 CtpaHuuya 8/31



NOLMHHNK NaT869

Kerr A s

U3penus ctomaTonoruyeckue ana GUHULLHON
o6paboTku n NONUPOBKU B BapuaHtax
UCNONHeHUN

loNnoNHEeHUEe K UHCTRPYKUMU NO 3KCNAyaTauunm

e flpeAOCTIBARETCA HA TEPPUTOPUM PO NO 33NpocY

Mmssdlaiin €& l T mmdistns a4t AS £4AN
@ 000 LHPMH 51 INFO@CIRMIRU @ WWWGOSZORAVNADIORRU 3 3¢
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NOANUHHWUK N27669

- /Kpyrnan nevats: AHAPEA NOUUN"HOTAPWYC/
err /Modnuce/

Penpe3eHTaTUBHbIE YepTeXH U3AENHA CTOMATONOrMYecKuX ANA GuHUWHOK 06paboTku u

NONUPOBKU B BAPHAHTAX UCNONHEHUA

Awck OptiDisc

PucyHok 7: lnck, ena ceepxy

2C

.......... I Touakn.. .AY A1 EI0NG Q5

(&Y S o
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 5 14
6934 buogmmro www kerrdental.eu
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PucyHok 8: inck, Bupg c60Kky

Ta6bnuua 4: Paamepbl NpuBefeHbl Ha pucyHkax 1, 2un 3

'0C(MM)? " ®
15,9

12,6

9,6

6934 buogxwuno

OuyeHb TOHKOIA
abpasnBHOCTU
OueHb TOHKOIA
abpasnMBHOCTU
OuyeHb TOHKOM
abpasnBHOCTM

........

www.kerrdental.eu
info(S>kerrdental.eu

KX ekl X

TOHKOW abpa3nBHOCTU
ToHKOIi abpasnBHOCTU

TOHKOIH abpasnBHOCTM

1
Ipy6oii/cpegHeii
abpasnMBHOCTU
Ipy6oii/cpeaHei
abpasnBHOCTU
rpy6oii/cpegHeli
abpasmBHOCTU

Pepgakuywnsa ;00

i bl ANKppUUHEBX ;.
Ipy6oii abpasmBHOCTHU

Ipy6oit abpasmBHOCTH

py6oi abpa3mBHOCTHU

CTtpaHuuya 11/31



NOANUHHWUK N27669

- IKpyrnas nevate: AHOAPEA NOUUN*HOTAPUYC/
err /Modnucy/

Rnckoaepxarenn OptiDisc

PucyHok 9: Pazmeper (Mm) cTanaapTHoro anckonepmwarenn OptiDisc, obwwme gonyckm £ 5 %
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NOANUHHUK N27669

- IKpyrnan nevate: AHOQPEA NOUUW*HOTAPUYC/
e r r /Modnuce/

Pucyrnox 10- Pasmepul (Mm) XOpOTkUK auckoaepwatens OptiDisc, obuwe gonyckmn £ 5 %
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Optishine

PucyHok 11: Pasmepbl (Mm) OptiShine, o6wme gonyckn =5

KerrHawe 5A Tenethau +4191 A10 05 05
& 000 UNUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 5 14
6934 BUOAXMO www . kerrdental.eu

Weeiyapus info@ kerrdental.eu Pegakuywns 00 CtpaHuya 14 / 31



NOANUHHUK Ne7669

N /Kpyrnas neuate: AHAPEA NOLUUW*HOTAPUYC/
err /Modnuce/

Nonupes HiLuster™Vs Dia;

Pucymok 12: Pazmeps {mm) nonupos Dia Hiluster™ ' {(vawka), obwwe aonyckn ¢ S %

289

285

KerrHaws SA | tonmmon oa1a1 610 0s 05
& 000 LIPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU s 14
6934 buogmmo www kerrdental.eu
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NOANUHHWUK N27669

. IKpyrnan nevate: AHOAPEA NOUUW*HOTAPUYC/
e r r /Nodnuce/

Pucynok 13: Pameps (Mm) nonmpos Dia HiLuster™* {(nnamn), o6wiue donycku ¢ 5 %

T ,
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NOANUHHWUK Ne7669
/Xpyrnan nevats: AHAPEA NOUUUHOTAPUYC/
/Modnuce/

PucyHox 14: Paamepul (Mm) nonupos Dia Hiluster™ Vs {ocTpuit konuuk), obwue donycwu ¢ 5 %

1.6

0.15

mealdeam €A

& 000 I.I,VIPMI/Iv@ INFO@CIRMI.RU &

6934 buoagmuo
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NOANUHHWK Ne7669

N /Kpyrnana neuarn: AHAPEA NOUUW*HOTAPWUYC/
er r /Modnuce/

PucyHox 15: Paimepst (mm) nonnpos Dia HiLuster™Y* (auck), obujue donycku ¢ 5 %
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NOANUHHWUK Ne7669

- Kpyrnas nevath: AHOAPEA NOUUW"HOTAPUYC/
e r r /Modnuce/

Nonupbi Glosseus

PucyHox 16: Pazmepnt (mm) nonupos Gloss™ ' (vawxa), obume aonyckmn £ 5 %

R )
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NOANUHHWUK Ne7669

- /Kpyrnasr neuars: AHAPEA NOUUW"HOTAPWUYC/
err Modnucs/

Pucymox 17: Paamepsl (mm) nosupos Gloss™Ys (nnamn), obume gonyckmn £ 5 %

0,15 (A

10

orebiawn | tonmhau <10 RINDOS
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NOQANUHHWUK Ne7669

- /Kpyrnas nevare: AHAPEA NOUUW*HOTAPWYC/
err oo

Pucymox 18: Paimepnt (mm) nonnpos Gloss®™v® (muHunnama), obuiwe aonyckn £ 5 %

0,15 A

26,9
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NOANUHHUK Ne7669

- Kpyrnan nevate: AHAPEA NOUUW'HOTAPUYC/
err /Modnuce/

PucyHox 19: Pazmepbl {mm) noaunpos Gloss™ v (auck), obujue donycku ¢ 5 %
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TexHu4yecKmnme xapakTepucTuku

CreneHb abpasviBHOCTU U KOIMYECTBO 060POTOB B MUHYTY

Tabnuua 5; CteneHb abpa3MBHOCTU M KOIMYECTBO 060pOTOB B MUHYTY (gunck OptiDisc)

| Anck OptiDisc,
I 096 mMm
pAvck OptiDisc,
MM___
| Anck OptiDisc,
0 159 mm

Tabnuua 6: CteneHb abpa3MBHOCTN U KOnM4ecTBO 060poToB B MUHYTY (Anckogepxxatenbs OptiDisc, nonmpsl Optishine, Gloss"", HiLuster""" Dia)

- donyck BpaLLI,7eHI/Ie rnoyacoBb i
CreneHb Koo "
.PekomeHayemoe
abpasnBHOCTU _ 3 KO/INYECTBO
KOMIMYEeCTBO 060POTOB B ;iil"}up
(M) MUHYTY (06/MWH)
LU INe r!l(p6/mmnHl"
CTaHfapTHbIi H/4,
aouckogepxxaresnb H/L4 10000 20000
OptiDisc
KopoTkuii H/A
anckogepixkartesnb H/p 10000 20000
OptiDisc
O6blyHan valka +5 %
o 4 ’ 3000 5000
OptiShine
(P +50
Monmp Gloss 17 £5% 5000 20000
nnams
Tk Ikt + 50
I'IonmpuGIoss 17 +5% 5000 20000
OCTPbIA KOHUNK
Tkt ok! + 50
Monmp Gloss 17 £5% 5000 20000
yallka
. Monnp Gloss™** +5%
‘ P 17 ° 5000 20000
. Amck
Monnp Hiluster*** +5%
onmp 4 0 5000 20000
Dia nnamsa
- Tk tkkt + 50
HF)nMp HIL‘l:ISter 4 +5% 5000 20000
Dia ocTpbIlii KOHUMK
n H Ttk +50
F)nmp HiLuster’ 4 5% 5000 20000
Dia yvaluka
Monup HiLuster*=* +5%
. 4 5000 20000
Dia guck
Macca

Ta6numua 7. Macca MeAUUUHCKUX U3AeNUnii WAN(oBaibHO-MOMPOBOYHON CUCTEMbI

6934 6uopxuno www.kerrdental.eu



[unck OptiDisc oyeHb rpy6bii 0 9.6 MM 0,04 0,01

[unck OptiDisc rpy6bliii/cpegHuii 0 9.6 Mm 0,03 0,01
[unck OptiDisc ToHknin 0 9,6 MM 0,02 0,01
JAunck OptiDisc oyeHb TOHKKUIA 0 9,6 MM 0,02 0,01
[uck OptiDisc o4eHb rpy6biii 0 12,6 mm 0,06 0,01
[Awnck OptiDisc rpy6biii/cpeannin 0 12,6 Mm 0,04 0,01
[unck OptiDisc ToHkniA 0 12,6 MM 0,03 0,01
[unck OptiDisc o4yeHb TOHKMI 0 12,6 MM 0,03 0,01
[wnck OptiDisc o4eHb rpy6biii 0 15,9 mm 0,09 0,02
[unck OptiDisc rpy6blit/cpegHuii 0 0 15,9 mm 0,06 0,02
[unck OptiDisc ToHknin 0 15,9 MM 0,05 0,02
[unck OptiDisc o4eHb TOHKKI 0 15,9 Mm 0,05 0,02
Ounckopepxatenb OptiDisc cTaHg4apTHbIN 0,89 0,03
Ounckopepxatenb OptiDisc KOpoTKuii 0,60 0,03
MonnpoBoyHas weTtouka OptiShine 1,32 0,03
Monup 6loss"™™ nnams 0,88 0,03
Monnp Gloss"/* ocTpbIli KOHYMK 0,69 0,03
Monup Gloss™awka 0,99 0,03
Monnp Goss™Y" gruck 0,90 0,03
Monunp HlLuster*™ Dia nnamsa 0,85 0,03
Monup HiLusterP'N* Dia ocTpbIi KOHUNK 0,67 0,03
Monup HLuster*™ Dia yalluka 1,00 0,03
Monnp HiLuster’N”*Dia guck 0,96 0,03
Pasmepbl

Ta6bnuua 8: paamepbl MeAULMHCKAX M3AENNii WANGHOBaNIbHO-NMONNPOBOYHON CUCTEMBI

PLLIKOLLI
13HaueHne
[Ouck OptiDisc, 0 9,6 Mm 0 9,65 0,20
[unck OptiDisc, 0 12,6 mm 0 12,65 0,20
[Ouck OptiDisc, 0 15,9 mm 0 15,90 0,20
Ouckopepxatens gna OptiDisc (KOPOTKWMiA) 03 0 0,05-H:0,10
Onvna 17,1
, Anckopgepxxatens ans OptiDisc 03 0 0,05-H:0,10
AnnHa 25,1
O6blyHasn vawka Hawe OptiShine 075 005-H:05
AnnHa: 27
~Nossf'"" 2651 05 00,2-H: 04
1 Onuna: 27
Jj GlossP*'2652 035 004-H:04
AnuHa: 259
Gloss"'N""2653 07 00,4-H: 04
OnvHa: 26
GlossP'M2654 096 00,2-H: 04
Onnna: 23
HiLusterP"" 2661 046 00,2-H: 04
OnnHa 26,3
HiLusterP'"M2662 035 00,4-H:04
OnvnHa 25,9
HiLusterP'~2663 069 00,4- HO04
i [nnHa 26,5
1 HiLusterP™ 2664 09,6 00,2-H:04

@ 000 LHPMH &) INFO@CIRMLRU € WWW.GOSZORAVNADZORRU * -,
6934 Buopaxuno www.kerrdental.eu
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AnnHa 23

TexHUUYECKME XapaKTEPUCTUKM AVNCKOLEPXKaTE e

MegauumHcKoe n3genne Ovckogepxkatens  Auckogepxarenb gna OptiDisc  [ornyck (= mm)
ans OptlIDisc
OnnHa (Mm) 17,01 251 0,1
TeepgocTb (HY 5) >250 >250
LLlepoxoBaTocTb (RA), MKM 0,8 08
di - fuameTp xBocToBMKa (MM) 235 2,35 "OBepKHuy
-0,016™-
d?-gnameTp Ha ypoBHe nasza (Mm) 5 1,35 +0
o O~NHUXHURA
h-gnnHa xsoctoBuka (MM)___ <135 <135
S - pasmep MNIOCKOro MATHa Mo 1,8 18
avametpy (Mm) -0,06™" >
PaccTosiHME MEXAY Kpaem 27 2,7 "0sepxumi
NNOCKOrO MATHA U Hepa6ounm o Muwkrni
L, KOHLLOM XBOCTOBMKA (M M)
PaccTosiHue mexay Kpaem 18 18 +0,05"'®"*"™"
NAOCKOro MSTHA M NasoM (MM) oRIKHIA
LLupnHa nasa (MM) 09 09 +)
_0 O~AHUXHWIA
CoctaB marepuana
Ta6nuua 9: CocTaB MaTtepuanoB OTAE/IOMHO-MOMIMPOBOYHOI CUCTEMBI
KaTanoxkHblii . -N9CAS/EHC/-
KomnoHeHT Marepuasbl W nucaHwue. ,
HOMeEp cn,
nart Monnacup 25038-59-9
MonnypetaH,
PUR, PR, EP nonunacup, 25085-99-8
3nokcmaHas cmona
Ownck OptiDisc Al203 Okcua antoMuHua 1344-28-1
OkKpawleHHbI TMI:;
TEeMHO-KOPUYHEBHIIA, Monnagup-6n0kK-
P 1 (bup 77402-38-1
CBET/I0-KOPUYHEBBLIN, amufbl
OpaH>XeBblii, XXeNnTblii
HvikenupoBaHHas
N 7440-02-0/
natyHb (YNCTbIA
4200 Ounckopepxarenb HvkenuposaHHaa natyHb HUKeND) 69011-36-5/
OptiDisc - Delfinor IM " 68213-23-0/
npo3payHbIii
o o 5949-29-1
3aLMTHBIV CNoW
HukennpoBaHHas
Hwuke oBaHHas/no (uncreii
NKenMpoBaHHas/nokpsl
P P HUKeNb)/NoKpbITas 7440-57-5
Tas 30/10TOM NlaTyHb
_— 30/10TOM (4nctoe
Optishine
30/10TO)NaTyHb
Monn
PM1A (n3oTanonnxnopung/  25765-47-3

T-(heHnneHgnammnH)

Voettieie ra - R sans nanng (5
& 000 LMPMY [&7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU ; .,
6934 Buoaxuno WWW kerrdental.eu
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KaTanioXKHblIi
KOMMOHEHT

4190 Ownck OptiDisc
OptiDisc
Ounckopeprkarenu
4188
Optishine
1
1
1
Monupel Gloss
5100

Monupsbl HiLuster Plus

@ 000 LUPMH 5] INFO@CIRMLRU @ WWW.G0SIDRAVNADZOR.RU -,

6934 Buopgxuno www.kerrdenial.eu

Martepunasbl

SiC
nat

PUR, PR, EP

Al203

OkpalleHHbI TM3:

TeMHO-KOPUYHEBLIN,
CBET/10-KOPUYHEBbIN,
OpaHXeBbIN, XeNTbli

nart

PUR, PR, EP

Al203

OKpalleHHbI TMI:;
TeMHO-KOPUYHEBBI,

CBET/I0-KOPUYHEBBLIN,
OpaH>XeBbli, XXeNTblii

HukennpoBaHHasa naTtyHb
- Delfinor IM

HukenmpoBaHHas/nokpsl
Tas 30/10TOM NaTyHb

PMIA

SiC
CunnnkoH RTV
Mpalimep

Al203

CuHu uet

lMokpbiTas 30/710TOM
natyHb

CnnukoH RTV

THO2

OnucaHmne . "N

(MmeTaapamungHblii
nonnumep)

Kapbug kpemHusa
Monnagup
MonuypetaH,
nonunacup,
3anoKcugHas cmona
Okeng antoMmnHuA

Monnagup-610K-
amuabl

Monnagmp
MonnypeTaH,
nonunaup,
3NoKcugHasa cmona
OKkcung antoMmnHmnA

Monunatunp-610K-
amuabl

HwkennposaHHas
naTyHb (YUCTbIN
HUKenNb) -
nNpo3payHbIii
3aLl,UTHbIW CNoiA
HwukenupoBaHHas
(4mcTbiin
HUKesNb)/NoKpbITas
3010TOM (4nctoe
3010T0)NaTyHb
Monun

(n3ogpTanonnxnopng/

T-heHnneHgnammnH)
(meTaapaMupgHblii
nonnmep)

Kapbug kpemHus

CunnkoH RTV

Mpalimep

Ookcupg antoMUHNA
CuHWn uBet

MoKpsbiTasi 30/10TOM
natyHb (4ncroe
30/10T0)

CUnnkKoH RTV

Avokcng TutaHa

PcpakuyunH:00

N9CAS/EHC/ -

*l ;T
409-21-2
25038-59-9
25085-99-8

1344-28-1

77402-38-1

25038-59-9
25085-99-8

1344-28-1

77402-38-1

7440-02-0 /
69011-36-5 /
68213-23-0/
5949-29-1

7440-57-5

25765-47-3

409-21-2
100-41-4 /
14808-60-7
107-51-7/
18765-38-3 /
5593-70-4
1344-28-1
CWHWIA NUTMEHT
C.l.

7440-57-5
100-41-4 /

14808-60-7
13463-67-7

CrtosHumna 26 / 31



KatanoxHb1M

IOHO

2600

.KomnoHeHT

OptiDisc

HukennpoBaHHas
natyHb - Delfinor 1M

Monupsl Gloss

Monnpsl HiLuster Plus

Ta6bnuuya 10: OCHOBHbIE NUTMEHTbI %

[[bVIFMEHT

1Optidisc (TEMHO-KOPUYHEBDI)
10ptidisc (cBETNIO-KOPUYHEBBIN)

[ Optidisc (opaH>xeBbliA)

N9 CAS

Cm. nacnopT 6e3onacHOCTU
BellectBa FK 42119 / ROTBRAUN
CM. nacnopt 6e3onacHocTu
BewecTtBa FK 42116 / ROTBRAUN
Cm. nacnopt 6e3onacHOCTK
Bewlectsa FK 42117 / ORANGE

www kerrdental.eu
info@kerrdentaley"n"2~AN

.Marepuansl.

Mpaiimep

Dia

MokpbiTasi 30/10TOM
naTyHb

SIC

naT

PUR, PR, EP

Al203

OkpalleHHbIA TM3:
TeMHO-KOPUYHEeBbI,
CBET/10-KOPUYHEBbI,
OpaH>XeBblid, XENTbIi

HukennpoBaHHas natyHb

(4MCTBIA HUKeNb) -

Npo3payHbIi 3aLUTHbIN

cnoi

CunukoH RTV

Mpaiimep

Al203

CuHnii uset

MoKpbITas 30/10TOM
naTyHb

CnnukoH RTV

THO2

Mpaiimep

Dia

MoKpbiTas 3010TOM
naTyHb

SiC

OnucaHne

Mparimep

Anwmas

[MokpbiTas 3010TOM
naTyHb

Kap6ung KpemHus
Monunagmp

MonnypeTaH,
nonunadup,
anokcugHas cMmona
Ookcug antoMmnHuna

Monnagmp-610K-
amujbl

7440-02-0/69011-
36-5/68213-23-0/
5949-29-1

CnnukoH RTV

DOW CORNING(R)
1200 OS PRIMER
CLEAR

Ookeng antoMuHmnA

CuHWIA uBeT

lMokpbiTaa 30/10TOM
naTyHb (4nctoe
30/10T0)

CunukoH RTV

Ovokcnpa tntaHa

Mpanmep

Anmas

lMokpbiTas 30/10TOM
naTyHb

Kapbuna kpemHua

'‘Macca''%

35

29

29

107-51-7/
18765-38-3 /
5593-70-4
7782-40-3

7440-57-5

409-21-2
25038-59-9

25085-99-8

1344-28-1

77402-38-1

HukennposaHH
aa natyHb -
Delfinor M

100-41-4/
14808-60-7
107-51-7 /
18765-38-3 /
5593-70-4
1344-28-1
CUHWIA NUTMEHT
C.l.

7440-57-5

100-41-4 /
14808-60-7
13463-67-7
107-51-7/
18765-38-3 /
5593-70-4

7782-40-3
7440-57-5

409-21-2



Cwm. nacnopT 6e30MacHOCTHM
Optidisc (xenTblii) 2,9
BelwectBa FK42797 / GELB

Gloss'™ CuHunih nurmeHt C.l. 0,01

HiLusterP'» 13463-67-7 3

Ta6nuuya 11: CUMBONbI, UCMONb3YEMbIA ANA U3AENUIA CTOMATONOTNYECKNX ANA DUHUILHON 06paboTKM U NONNPOBKN B BapuaHTax UCMNOMIHEHNA B
COOTBETCTBUM CO CTaHAapTamu, ykasaHHbIMUW B NyHKTe 17

~OnucaHve Biy Al

He noanexxvT NOBTOPHOMY MCMO/b30BaHMIO.

MoaNexuT cepranmsaumn B NapoBOM CTEPUIN3ATOPE (aBTOK/IABE) NyTeM MCMOMb30BaHUS
AVCTUITIMPOBAHHOM BOAbI MW yKazaHHOI TeMnepatype

BpalLeHune BNpaBo (MO 4acoBOI CTPeske) Mpu 06opoTax (06/MVH), yKasaHHbIX B MapK1poBKe

BpalLieHre BNpaBo (MO YacoBOW CTPESKE): MakcMMaslbHasi CKOPOCTh BpalleHust (06/M1H) ykasaHa B
MapK1pOBKe

XpaHuTb BAAIM OT CO/THEYHOrO CBeTa

@ TpebyeTcs UCNonb30BaHKe CPEACTB 3aluThI a3

B cooTBeTCTBUM C dPeepanbHbIM 3akoHOM CLLA, AaHHOE M3fenve MOXeT Npuo6GpeTaTb 1 3aKasblBaTb
TO/LKO CTOMATOJIOr.

US; Rx only

Mpowussogutens
Vicnonb3oBsarsk A0

CvMmBON, 06s13aTeNbHON perncTpaumm B Poccun

B COOTBETCTBUM C MHCTPYKLMSIMU MPOU3BOAUTENS, MOXET ObITb CMO/b30BaH Y/bTPA3BYKOBOWM OUNCTUTENb
C AE3VHMLMPYIOLLMM CPEACTBOM

[N15 TEPMUYECKOI 1€3MHIEKLIMN MOXKET MCMO/ML30BATLCS MOEUHbI [e3UHMEKTOP.
Mcnonb3oBaTb B CyXOM Buae
Mcrnonb3oBaTh B CyXOM BUAe [0 YKa3aHHOM YacToTbl BpalleHus (BpaLleHre No YacoBOl CTPESKE).

IMpy NPEBbILLEHNI YKa3aHHOV YacToTbl BpaleHys (BpalLeHue Mo YacoBoii CTpenke) TpebyeTcs
pacnblMTENLHOE OXNaXKAeHMe.

LOT Homep cepun nnn naptmm

CoorBeTcTBME C ANpeKTnBoli EC

CM. MHCTPYKLIMIO MO UCMO/b30BaHMIO

141 a4 eanoAg (5
14
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Ouunctka n ctepunusaymns

Ovck OptiDisc, nonmpel HiLuster”-n Gloss™N¥*\Bnsa0Tcs MegULUHCKUMU N3LeNUaMU AN OAHOKPATHOTo NPUMEHEHNA 1

NOCTaBNAKTCA B HECTEPU/IBHOM BuUAeE.

VIHCTpYKUnK, NpuBefeHHble HMXKe, OTHOCATCA TONbKO K Auckogepyxatenam OptiDisc u nonupam Optishine. YTto6bl
rapaHtTupoBatb 3(PeKTMBHOCTL MOBTOPHON 06paboTkm Auckogeprkateneid OptiDisc, BbIMOAHANTE BCe MaHUNynsuumn
TWaTtenbHO M C 6OMbLWONA OCTOPOXHOCTbIO. TwaTeNbHadg YMCTKA W Ae3MH(eKUns ABAATCA Heob6XoAMMbIMU

npegnocbinkamu Ana ahheKTUBHOW cTepunansaynu.
OuyncTHO

1 CHumute guckogeprkatenb OptiDisc ¢ KOHTPYr/I0BOro HakoOHeYHuKa U cHumuTe amck OptiDisc ¢ guckogepxxarens

OptiDisc.
Ytnnusupyiite anck OptiDisc B COOTBETCTBMM C MECTHBIMW WAM HaLWOHaNbHbIMM TPe6OBaHUAMM.

C NoMOLLbI0 OHOPA30BbIX Can(eToK UK LWeTKN yaannTe ¢ AMCKOLepXKaTens 1 BCex ero MOBEPXHOCTeN BCe BUAMMbIE
TBEpPAble YacTuubl AN OpraHnyeckne octatku. Mpomoiite Tennoli BOONPOBOAHOW BOAON C MbIIOM WM MOKOLUM

cpeactsoM. Hukorga He I/ICI'IO!'Ib3yI7ITe MeTannnyeckme WeTkn nan npoBO/I0OYHbIE MOYaiku.

OCMOTPUTE MHCTPYMEHTbI Ha MPEeAMET Hafnuust 3arps3HeHunin. Mpu HaMuMM OCTATOUHBIX 3arps3HeHuii NoBTOpUTE

OYMCTKY, ONUCAHHYIO Ha 3aTtane 3.

OcmoTpuTe wu3genve A0 WM MNocne NOBTOPHOU 06paboTku. HeucnpaBHble ycTpoiicTBa crefyeT HemMea/ieHHO

yTUAM3nposatb. K BO3MOXHbIM feeKTaM OTHOCATCA cnepytoLine:
Jedopmauum (B 4acTHOCTU, cOefMHEHMI ¢ auckom OptiDisc nam co cToMaToNornyeckum HaKOHEeYHUKOM);
MoaBneHne NPU3HaAKOB OKUC/IEHUS;
M3meHeHne okpacku;
MosiBNneHne NpM3HaKoOB XPYNKOCTM MaTepuana.

HemeaneHHO 3amounTe B [e3VHHULMPYIOLLEM pPacTBOpe, Cledys MHCTPYKUUAM MpousBoguTens. He ucrnonbayiite
MotoLMe ¥ Ae3VH(pULUPYIoLe CPeACTBa, COAEpXKaLLNe CU/bHbIE LLeNoUn, CUIbHbIE KACNOThI, Nepeknucb Bogopoaa

NN opraHn4yeckme pactsBoputTenin.

B KauecTBe a/fibTepHaTMBbI MYHKTY 6 MOXHO WCMO/b30BaTh Y/bTPa3BYKOBOE YCTPOWCTBO OUYMUCTKM BMECTE C

Ae3VH(pULMPYOWMM CPeiCTBOM B COOTBETCTBUM C UHCTPYKLUMAMUN U3rOTOBUTENS.
8 TlpomoWTe Bce YacTu M3genns Tenno BOAONPOBOAHONM BOAOA.

9 B KayecTBe a/ibTEpHaTMBbI MyHKTam 6-8 MOXXHO MCMO/b30BaTb TEPMUYECKYIO Ae3nHpekuunto npu 93 “C yuctawmm

CpeAcTBOM B COOTBETCTBMM C UHCTPYKLMAMU NPOU3BOAMUTENS.

Tamad~n a1 a1 2100505
& 000 LIUPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU | .,
www.kerrdental eii
JnfQ @ kerfdental.eu



10 BbICYWIMTE WHCTPYMEHTbI W MNOMECTUTe WX B MeWOoK AN CTepuausaumMum  napom, cnegys MHCTPYKUUAM
npousBoanTens. Cob6ntogeHne NpaBua YNakoBKW W CTEpUAM3aLMM  3alivil,aeT WHCTPYMEHTbl OT MOBTOPHOrO

MUKPOBHOTO 3arps3HeHns BO Bpems 06paboTKN 1 XPaHEeHUS.
11 YcraHOBMWTE MX B MOAHOC aBTOK/MaBa COrMacHO MHCTPYKLUMAM MO UCMNO/Mb30BaHUIO CTepuansaropa.
12 Crepununsauyms:

e YcTaHOBMWTE 4acTu B MOLHOC CTepunusatopa OTAe/IbHO WA B MelwkKe. CTepuansauma go/KHa NpoBOAUTLCA B
napoBOM aBTOKNaBe AUCTUNNNPOBaAHHO BoAgon npwu Temnepatype 134 °C (273 “F) B TeueHne 3 MUHYT. Bpems

BbICbIXaHWS COCTaB/IAET 14 MUHYT,
. He ncnonb3ayiite XMMmM4eCckuii aBTOKNaB UM XONOA4HbIE CTEPUNN3ALMOHHbIE PacTBOPbI;

»  3GeraiiTe HeMnocpeacTBEHHOrO KOHTaKTa WHCTPYMEHTOB C MeTal/IMYyeckoli u4acTbio aBTOKNaBa, TakK Kak
Temnepatypa B HeM MOXET TpeBbICUTL YCTAaHOBMEHHYID TemnepaTypy, 4To NpuBeaeT K Aedopmauuun

Matepunanos;

i Mpy BbIHUMAaHNM MeLLKa M3 aBTOK/aBa NPOBEpPbTE ero Ha npegmeTt BUAUMbIX ﬂOBpe)K,CI'eHVII‘/‘l. B cnyyae Hannuusa
CKBO3HbIX AGCDEKTOB B ynakoOBKe He I/ICI'IO.I'Ib3yI7ITe NPOoAYyKT, TaK KaK npouecc crtepunnsaymnn mMor okasatbCA

Heah(heKTMBHbIM. MNpouefypy cTepuansaunumn Heo6xoagumMo NOBTOPUTH.

13 XpaHuTb NPOAYKT C/iefyeT B CYXOM U HeMblIbHOM MoMeweHnn. M3genns moryT 6biTb MCMOb30BaHbl NMOBTOPHO, NpKU
YCNOBMM MPaBWUILHOTO XPaHeHWs W OTCYTCTBUS MOBpexaeHui. C TeyeHMeM BpPEMEHM U MOCAe HEeCKO/bKUX
ncnonb3oBaHnii/o6paboTok Ha gnckogepkatensax OptiDisc MoryT BO3HUKaTb MOTEPTOCTM, MPU3HaKK gedopmamn,
OKWUCNEHUS,, N3MEHEHUSA OKPAacKM WAN MPU3HaKW MOBbILEHHOW XPYNKOCTU Martepuana. 310 TpebyeT yTunusauyuu
MHCTpyMeHTa. OCMOTP M34eNnit MOXHO NPOBECTU HEBOOPY>KEHHbIM [1a30M UM C MOMOLLbIO fTYMbl NP HOPMasbHbIX

YCNnoBuAx oceBeleHns.

14 OrpaHU4YeHus No BPEMEeHW W YCNOBUAM XpaHeHWs A0 WCNOMb30BaHWS MOBTOPHO 06PaGOTAHHOTO MEAULMHCKOTo

n3nennsa He yCTaHOB/EHbI.

15 OrpaHMyeHnin No KOANMYecTBy NOBTOPHON 06paboky He BbiSiBAEHO. lNocne Kaxaoin o6paboTku cnepyeT NpoBepsTb

nsgenvie Ha HanMuune AeekToB, yKasaHHbIX B NyHKTe 13 HacTosuwero pasgena.

Ytnnusauyusa

MeauunHCKNne n3genma LOMKHblI 6biTb YTUAN3NPOBAHLI B MECTHbIX FOCYAApPCTBEHHbLIX YUPEXAEHUNSAX B COOTBETCTBUM C
CaHlnH 2.1.7.279010, B KOTOPOM MNpPUBEAEHbl CaHUTAPHO-3NUAEMUNONOrNYEcKMe TpeboBaHMA K oOb6paweHuto ¢

MeaANUNHCKUMW OoTXO04aMW, N APYTMMN HauMOHaNbHbIMU N permMmoHa/ibHbIMY HOPMaTUBHbLIMU NPaBOBbIMUN AOKYMEHTaAMMW.

Aunck OptiDisc, Auckogepxatens OptiDisc, nonupbl Optishine, Gloss™ /™ n Hiluster”¥™ Dia He ABAAIOTCA OMNACHbIM

maTepuanom (knacc A) U MOryT 6biTb YTUNN3UPOBaHbI BMECTe C 06LMMMN OTXO4aMU.

Vaelinma on Tanahan  a4101210 05 05
& 000 LMPMU (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU ; .,
6934 buopgxuno www.kerrdental.eu
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NORMHHHWK Ne7889

Kerr RO T

Cpox rognocTi

Cpox roaHoCTH WANDOSANBHO-NOANPOBONHON CUCTEMBI NPK XPAHEHHK COCTABARET S AeT. CPOK FOAHOCTH YHASLIBALTCA

HA YNIKOBKE WIRLAUA,

Marridtecea €4 | Passdn. 4410140 “
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Nqg 7669. JlyraHo, 13 utona 2020 .

A, HwmKenognucasBwwuica HoTapuyc, AHApea [Mouyun, B CuUy 3akKOHa
yNO/IHOMOY€EHHasA Ha COBEepLUEeHNEe HOTapuasibHbIX OENCTBUI, HaCTOALMNM
NoATBEP>XKAako, UTO AaHHas Konus MHCTpPYKUMKW MO aKcnslyaTaunum nsgenui
CTOMAaTOo0rM4Yecknx ans PUHULLIHOKM 06pPaboTKN M MOMMPOBKM B BapmaHTax
WUCNOJIHEHUSA, BbINYLWEHHOW KomMnaHnen KerrHawe SA, Buomkuno -
LLBeruapus, coctoawan 13 29 cTpaHuL, COOTBETCTBYET OpPUTMHany.

B noaTteBep)aeHMe 4Yero yAoCTOBEPSHD [OOKYMEHT CBOEM NoAMnuUCbio 1
neyartbto.

/Kpyrnas neyats: AHAPEA MNOUUN*HOTAPWNYC/ /Moanuck/

«KoHel, nepeBofa OKyMenUTa-

MepeBOf C aHIUIACKOrO U UTaNbSHCKOTO $3bIKOB Ha PYCCKMIA $3blK BbIMOMIHEH MNepeBOAUYNKOM
MupoLwHNYeHKo EneHolt AnekcaHApoBHON. [MOATBEPXAat, UTO BbIMOMHEHHbIA MHOW MepeBof
SIBNAETCA MPaBU/bHLIM, TOYHLIM W MOMHbIM.

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



Poccuiickas degepauns.
CaHkT-lMeTepbypr

CemHaaLaToro aBrycTa [Be ThbiCSuM BaALATOro roga.

A, OzeHc AnekcaHap [eoprvieBnd, BPEMEHHO WCTONHSIOWMA 06s13aHHOCTU
HOTapuyca HoTapuiasibHoro okpyra CaHkT-INetepbypr [3eHc Hatasibki AHATOMBLEBHBI,
CBUAOETENBbCTBYHO  MOA/IMHHOCTL  MOANMCK  MepeBofyrKa  MUPOLLHMYEHKO  EneHbl
ANeKcaHOPOBHbI.

Moarvck caenaHa B MOEM MPUCYTCTBUM.
JIMYHOCTL MOAMNMCABLLErO AOKYMEHT YCTaHOB/IEHA.
3apervcTprpPOBaHO B PEECTPE: Ne 78/80-H/78-2020- 9 -3 '

B3bIickaHO rocyaapcTBeHHOM MOLLWMHBI (Mo Tapudoy): 100 py6. 00 Kor.
YriadeHo 3a okasaHvie YCnyr npaBoBOro M TexHM4Yeckoro xapakrepa: 400 py6. 00 ko

A.l'. [3eHc

Toro B HacToALLEM [JOKYMEHTE:
61 (MNecTbeCAT OAWH) INCT

Bp.n.o. HoTapuyc A.l'. [zeHc
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