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2724 South Peck Road
Product* Monrovia. CA 91016*6097

A

Truthful and Accurate Statement

This is to certify that the attached document is the Instructions for Use for:
- 3M™ Clarity™ Ultra Self-Ligating Brackets
- 3M™ Clarity™ Ultra Self-Ligating Brackets, with ARC™ Flash-Free pre-
coated adhesive
- 3M™ Unitek™ Open-Close Instrument for the Ultra SL System
e 3M™ Unitek™ Debonding Instrument for the Ultra SL System

A/0/ W O

Kristin Totushek, Regulatory Affairs Manager (Date)
3M Unitek Corporation

State of Minnesota)
County of Ramsey)
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Instructions For Use

Clarity™ Ultra Self-Ligating brackets in variants:
1 ClarityUltra Self-Ligating brackets

2. 3AM™ Clarity™ Ultra Self-Ligating brackets, with APC™ Flash-
Free pre-coated adhesive

Clamping Instrumentsfor Clarity™ Ultra Self-Ligating Bracket
System:

1. 3NF“ Unitek™ Open - Close Instrument for the Ultra SL System
(804-155)

2. 3M™ Unitek™ Debonding Instrument for Ultra SL System (804-
175)
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Closing Sequence Opening Sequence Debonding Sequence

V
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Name of product and package contents

Clarity"™*" Ultra Self-Ligating brackets in variants:

. SMIMCClarity™ Ultra Self-Ligating brackets:

1.1. 3M™ Clarity™ Ultra (Clarity™ Ultra SL Bkt MBT” Self-Ligating brackets in kits of 5 pcs.,
identical: 003-301 (Upper Left Central), 003-302 (Upper Right Central), 003-303 (Upper Left

Lateral), 003-304 (Upper Right Lateral), 003-307 (Upper Left Cuspid, with Hook), 003-308

(Upper Right Cuspid, with Hook), 003-310 (Upper Left Bicuspid, with Hook), 003-311 (Upper

Right Bicuspid, with Hook), 003-350 (Lower Anterior), 003-353 (Lower Left Cuspid, with Hook),

003-354 (Lower Right Cuspid, with Hook), 003-357 (Lower Left 1st Bicuspid, with Hook), 003-

358 (Lower Right 1st Bicuspid, with Hook), 003-36! (Lower Left 2nd Bicuspid, with Hook), 003-

362 (Lower Right 2nd Bicuspid, with Hook).

1.2.3M* Clarity™ Ultra (Clarity™ Ultra SL MBT) Self-Ligating brackets in kits 0f20 pcs. (UA;;
5x5):

- bracket set 003-111 consist of: 003-301 (Upper Left Central) - 1 pc., 003-302 (Upper Right
Central) - 1pc., 003-303 (Upper Left Lateral) -1 pc., 003-304 (Upper Right Lateral) -1 pc., 003-
307 (Upper Left Cuspid, with Hook) - | pc., 003-308 (Upper Right Cuspid, with Hook) - 1 pc.,
003-310 (Upper Left Bicuspid, with Hook) - 2 pcs., 003-311 (Upper Right Bicuspid, with Hook)
- 2 pcs., 003-350 (Lower Anterior) - 4 pcs., 003-353 (Lower Left Cuspid, with Hook) -1 pc., 003-
354 (Lower Right Cuspid, with Hook) - 1 pc., 003-357 (Lower Left 1st Bicuspid, with Hook) - |
pc., 003-358 (Lower Right 1st Bicuspid, with Hook) - 1 pc., 003-361 (Lower Left 2nd Bicuspid,
with Hook) -1 pc., 003-362 (Lower Right 2nd Bicuspid, with Hook) - 1 pc.;

1.3. 3M™ Clarity™ Ultra (Clarity™ Ultra SL MBT) Self-Ligating brackets in kits of 10 pcs. (U;
5x5):

- bracket set 003-116 consist of: 003-301 (Upper Left Central) - 1 pc., 003-302 (Upper Right
Central) ~ | pc., 003-303 (Upper Left Lateral) -1 pc., 003-304 (Upper Right Lateral) -1 pc., 003-
307 (Upper Left Cuspid, with Hook) - 1 pc., 003-308 (Upper Right Cuspid, with Hook) - 1 pc.,
003-310 (Upper Left Bicuspid, with Hook) - 2 pcs., 003-311 (Upper Right Bicuspid, with Hook)
- 2 pcs.

2. 3M™ Clarity™ Ultra Self-Ligating brackets, with APC” FF adhesive:

2.1. 3M™ Clarity™ Ultra (APC™ FF Clarity™ Ultra SL MBT) Self-Ligating brackets, with
APC™ FF adhesive, in kits of 5 pcs., identical: 4003-301 (Upper Left Central), 4003-302 (Upper
Right Central), 4003-303 (Upper Left Lateral), 4003-304 (Upper Right Lateral), 4003-307 (Upper
Left Cuspid, with Hook), 4003-308 (Upper Right Cuspid, with Hook), 4003-310 (Upper Left
Bicuspid, with Hook), 4003-311 (Upper Right Bicuspid, with Hook), 4003-350 (Lower Anterior),
4003-353 (Lower Left Cuspid, with Hook), 4003-354 (Lower Right Cuspid, with Hook), 4003-
357 (Lower Left 1st Bicuspid, with Hook), 4003-358 (Lower Right 1st Bicuspid, with Hook),
4003-361 (Lower Left 2nd Bicuspid, with Hook), 4003-362 (Lower Right 2nd Bicuspid, with
Hook).

2.2. 3M™ Clarity™ Ultra (APC™ FF Clarity™ Ultra SL MBT) Self-Ligating brackets, with

APC™ FF adhesive, in kits of 20 pcs. (U/L; 5x5):

- bracket set 4003-111 consist of: 4003-301 (Upper Left Central) - 1 pc., 4003-302 (Upper Right

Central) - 1 pc., 4003-303 (Upper Left Lateral) - 1 pc., 4003-304 (Upper Right Lateral) - 1pc.,

4003-307 (Upper Left Cuspid, with Hook) -1 pc., 4003-308 (Upper Right Cuspid, with Hook) -1
3
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pc.. 4003-310 (Upper Left Bicuspid, with Hook) - 2 pcs., 4003-311 (Upper Right Bicuspid, with
Hook) - 2 pcs., 4003-350 (Lower Anterior) - 4 pcs., 4003-353 (Lower Left Cuspid, with Hook) -
1pc., 4003-354 (Lower Right Cuspid, with Hook) - 1| px., 4003-357 (Lower Left 1st Bicuspid,
with Hook) - 1 pc., 4003-358 (Lower Right 1st Bicuspid, with Hook) - 1 pc.. 4003-361 (Lower
Left 2nd Bicuspid, with Hook) -1 pc., 4003-362 (Lower Right 2nd Bicuspid, with Hook) -1 pc.;

2.3. 3M™ Clarity™ Ultra (APC™ FF Clarity™ Ultra SL MBT) Self-Ligating brackets, with
APC™ FF adhesive, in kits of 10 pcs. (U; 5x5):

- bracket set 4003-116 consist of: 4003-301 (Upper Left Central) - 1 pc., 4003-302 (Upper Right
Central) - ! pc., 4003-303 (Upper Left Lateral) - 1 pc., 4003-304 (Upper Right Lateral) - 1 pc.,
4003-307 (Upper Left Cuspid, with Hook) -1 pc., 4003-308 (Upper Right Cuspid, with Hook) - 1
pc., 4003-310 (Upper Left Bicuspid, with Hook) - 2 pcs., 4003-311 (Upper Right Bicuspid, with
Hook) - 2 pcs.

(hereinafter “brackets”)

Clamping Instrumentsfor Clarity™ Ultra Self-Ligating Bracket System:
1. 3M™ Unitek™ Open - Close Instrument for the Ultra SL System (804-155)
2. 3M™ Unitek™ Debonding Instrument for the Ultra SL System (804-175)

(hereinafter “Open - Close Instrument”, “Debonding Instrument”, “instrument”)

Indications for Use
Clarity™*" Ultra Self-Ligating brackets

This product is intended for use in orthodontic treatment. Brackets are intended to treat
malocclusions or imperfect positioning of the teeth.

Clamping Instrumentsfor Clarity™ Ultra Self-Ligating Bracket System
The instruments are intended for use in orthodontic treatment.

Purpose of the medical device
Clarity"™ Ultra Self-Ligating brackets

Devices are intended for use during orthodontic treatment to correct abnormal occlusion (imperfect
positioning of the teeth when the jaws are closed).

Clamping Instrumentsfor Clarity“** Ultra Self-Ligating Bracket System

Orthodontic Hand instrument are designed for use by an orthodontist to open / close and debond
the Clarity Ultra self-ligating orthodontic brackets, which are intended for use during orthodontic
treatment to correct abnormal occlusion (imperfect positioning of the teeth when the jaws are
closed).

Adverse Event
519” Clarity™ Ultra Self-Ligating brackets
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Clarity”™” Ultra Brackets are new to the market. No adverse events/incidents reported to date.

Warnings

« Clarity™ Ultra brackets contain nickel. A small percentage of the population is known to be
allergic to nickel. I1fan allergic reaction occurs, direct patient to consult a physician.

« This product contains acrylates. Acrylates are known to produce allergic skin reactions in certain
sensitive individuals. Ifallergic reaction occurs, direct patient to consult a physician.

Clamping Instrumentsfor darity”" Ultra Self-Ligating Bracket System

Instruments contain nickel.

A small percentage of the population is known to be allergic to nickel. If an allergic reaction
occurs, direct patient to consult a physician.

Usage conditions

Tliese devices are intended for use in orthodontic treatment. The general use environment for the
devices will be within an orthodontic office.

Potential consumer

The primary intended users of devices are orthodontists and their clinical assistants.

Warnings

* Brackets are for single use only. Use of recycled brackets may compromise material integrity,
bond strength, patient safety and overall product performance.

* Due to the hardness of ceramic brackets, bonding brackets in occlusion should be avoided to
prevent wearing of enamel surfaces during all phases of treatment.

* Deep bite cases should be opened prior to bonding with Clarity™ Ultra brackets to prevent
wearing of enamel surfaces. 3M Unitek™ Elastomeric Ligatures with Guard are designed to help
protect opposing tooth surfaces from occlusal interference and from potential enamel wear. Bite
plates and other intrusion mechanics may also be necessary to prevent bracket to tooth contact.
Indications for using Unitek™ Elastomeric Ligature with Guard modules include deep bite cases,
protection ofcusp tips during retraction and situations in which tooth to bracket contact is possible
during finishing.

* Instruct patients not to chew or bite on hard substances such as hard candy, ice, carrots, etc.
Careful and thorough patient instruction is a key to avoiding appliance or enamel damage.

* Bonding of ceramic brackets to compromised teeth (i.e., with large restorations, peg laterals or
preexisting conditions) can increase the risk of tooth damage.

* Bonding to porcelain crowns or facings may cause chipping or breakage of the crown or facing
during treatment or debonding.

* Debond Clarity™ Ultra brackets using the 3M Unitek™ Debonding Instrument for the Ultra SL
System. Using other debonding instruments may result in fractured tie-wings, losing fractured
portions of bracket in patient’s mouth, or tooth damage.
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» Debond Clarity”™” Ultra brackets with the archwire and ligation removed and the door open.
Extra caution should be taken to maintain the hold on the bracket to keep the debonded bracket
parts in the instrument tips. Suction during debonding can be utilized as an extra precaution.

 Ifa bracket fractures during treatment or debonding and portions of the bracket remain on the
tooth, use a diamond bur to carefully remove the ceramic parts. Failure to follow the correct
debonding procedure may lead to tooth damage.

» Safety Glasses recommended when using the Unitek’” Debonding Instrument.

e Clarity™ Ultra brackets and instruments contain nickel and/or chromium. A small percentage
ofthe population is known to be allergic to nickel and/or chromium. Ifan allergic reaction occurs,
direct patient to consult a physician.

 rhis product contains acrylates. Acrylates arc known to produce allergic skin reactions in certain
sensitive individuals. Ifallergic reaction occurs, direct patient to consult a physician.

Caution: Clarity™ Ultra brackets have not been evaluated for safety and compatibility in the MR
environment. They have not been tested for heating, migration, or image artifact in the MR
environment. The safety of Clarity™ Ultra brackets in the MR environment is unknown. Scanning
a patient who has this device may result in patient injury.

Cautions

» The doors of the Clarity™ Ultra brackets should be opened and closed using the 3M Unitek™
Open-Close Instrument for the Ultra SL System.

» For non-flash-free products, ensure that an excessive amount of adhesive is not used and that
any remaining flash is removed at the time of bonding, including under the door.

Notes

» Avoid lodging dental Instruments under or around the doors on the Clarity™" Ultra brackets.
Excessive force on this feature may result in bracket failure and should be avoided.

< Use ofan instrument other than the Unitek™ Open-Close Instrument to open the door may place
unusually high pressure on the door and should be avoided.

* Use care when flossing. Floss can become lodged between the bracket and the door. Use of
excessive force to remove the fl oss can lead to damage of the bracket.

Bracket Identification and Bracket Positioning

e Clarity™ Ultra brackets are identifiable by a color coded recessed distal gingival dot. Colored
reference markers also provide vertical and horizontal visual guidance for bracket positioning. The
ID dots and reference markers are water soluble.

« Itis recommended that the patient brush after bonding, but before the placement o fthe archwirc,
in order to remove the reference markers and the ID dots. Warmer water speeds the removal
process.

 Clarity™ Ultra brackets are provided with doors open. Grasp with a mesial/ distal grip in order
to avoid inadvertently closing the door.

Bracket Bonding

Clarity™ Ultra brackets feature mechanical retention on the bonding base. No special primers or
pretreatments on the bracket are necessary.

For bonding procedures, use your preferred bonding method and follow the corresponding
manufacturer’s instructions for use.

For non-fla.sh-free products, ensure all adhesive flash is removed at bonding, including under the

6
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door. This will prevent door function from being inhibited, minimize the staining o f the adhesive,
and reduce the risk of bracket breakage during the debonding procedure. Care must be taken when
cleaning up adhesive flash so as not to disturb the final positioning before adhesive curing.

Note: Clarity™ Ultra brackets are capable of withstanding all normal torque requirements.
However, care should be taken when making large torqueing activations since large corrections
with frill size stainless steel wires may result in bracket failure.

Bracket Closing
Once the archwire has been inserted, use one of the following options to close the bracket door.
Option A: Use the Unilek™ Open-Close Instrument for the Ultra SL System to close the door.

1. Position the tool’s notches onto the archwire on both sides of the bracket with the pointer
aligned below the bracket’s open door. (Figure 1).

2. Ensure the wire is fully seated deep into the slot by lightly pressing and/or torqueing the wire
with the tool (Figure 2).

3. Squeeze the tool, pushing the pointer against the open door (Figure 3). Continue squeezing
until the door is closed.

Option B: Ensure the wire is fully seated into the slot. Then push the door closed with your finger.
Bracket Opening
Use the following steps to open the bracket door.

1 To open the bracket door, insert the tip of the Unitek™ Open-Close Instrument into the
horizontal groove just above the door (Figure 4)

2. Twist the tool 90 degrees (1/4 turn) in either direction (Figure 5). This action opens the door
(Figure 6). The door opens towards the patient’s feet for both arches.

NOTE: Using a different method or instrument may pull the door too hard or too far.
Bracket Debonding Procedure

Use the Unitek™ Unitek™™ Debonding Instrument for the Ultra SL System to debond the
brackets.

Important: Clean the jaws of the Unitek™ Debonding Instrument before use to ensure even
contact and force distribution.

Note: Debond brackets with the archwire and ligation removed and the door open.

1 Grasp the Unitek™ Debonding Instrument so that the notch of the centering guide and the 3M
logo are facing up (Figure 7).

2. Place the centering guide of the Unitek™ Debonding Instrument vertically into the center of
the bracket, perpendicular to the archwire slot. Ensure that the centering guide is symmetrically
positioned, flush against the bracket (Figure 8).

3. Gently squeeze instrument handles until the bracket collapses (Figure 9).

4. Gently rock the bracket in the mesial or distal direction to completely separate the bracket from
the enamel (Figure 10).

5. Carefully lift the bracket offthe enamel and out o fthe patient’s mouth, maintaining the hold on
the bracket with the instrument (Figure 11).

Important: Extra caution should be taken to maintain the hold on the bracket to keep the debonded
bracket parts in the instrument tips. Suction during debonding can be utilized as an extra
precaution.
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Additional Note: Consult the Reprocessing Instructions for Use for information regarding
reprocessing of the Unitek ™" Open-Close Instrument and the Unitek’*~ Debonding Instrument.

Symbob on the instruments labels

Reference
Number &
Symbol* Title
511
Manufacturer

5.1.2
Authorized
Representative
in the European
Community

513

Date of Manufacture

5.15
Batch Code

5.1.6
Catalogue
Number

5.4.4
Caution

Symbol

mi

EC REP

LOT

Description of Symbol

Indicates the medical device
manufacturer, as defined in
EU Directives 90/385/EEC,
93/42/EEC and 98/79/EC.
Indicates the  authorized
representative

in the European Community.

Indicates the date when the
medical device was
manufactured.

Indicates the manufacturer’s
batch code

so that the batch or lot can be
identified.

Indicates the manufacturer’s
catalogue

number so that the medical
device can

be identified.

Indicates the need for the user
to consult

the instructions for use for
important

cautionary information such as
warnings

and precautions that cannot,
for a variety

ofreasons, be presented on the
medical

device itself.

«Symbols from ISO 15223-1 Medical devices - Symbols to be used with medical device labels,
labelling and information supplied - Part 1. General Requirements
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Symbols on the brackets labels

Symbol
LOT

REF 1

X
1
A

«1

M "I

Mi
“ht_

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

Description

Batch code. Indicates the manufacturer’s batch code so that
the batch or lot can be identified.

Catalog Number. Indicates the manufacturer’s catalogue
number so that the medical device can be identified.

Keep away from sunlight. Indicates that the device should be
protected from light sources.

Temperature limitation. Indicates the temperature limits to
which the medical device can be safely exposed.

Use by date. Indicates the date after which the medical device
is not to be used.

Caution, consult accompanying documents or Attention; see
instructions for use. Indicates the need for the user to consult
the instructions for use for important cautionary information
such as warnings and precautions that cannot, for a variety of
reasons, be presented on the medical device itself.

Do not re-use, single use or use only once. Indicates a medical
device that is intended for one use, or for use on a single
patient during a single procedure.

CE Mark, conformity to European Directives with Notified
Body Number

Authorized representative in the European Community.
Indicates the authorized representative in the European
Community.

Manufacturer. Indicates the medical device manufacturer, as
defined in EU Directives 90/385/EEC, 93/42/EEC and
98/79/EC.

Palmer notation - teeth numbering system.



Main technical and functional characteristics

~rit no.
(add prefix
7 for
APC™
Flash Free)

003-301
003-302
003-303
003-304
003-307

003-308

003-310

003-311
003-350
003-353

003-354

003-357

003-358

003-361

003-362

Clarity™ Ultra Self-Ligating brackets

Description

ULt Central 17T/4A 022
URt Central 17T/4A 022
U Lt Lateral 10T/8A 022
URtUtcral 10T/8A 022
U LI Cuspid 0T/8A DHk 022
U Rt Cuspid 0T/8A DHk 022

U Lt Bicuspid -7T/0A DHk
022

U Rt Bicuspid -7T/0A DHk
022

L Lt/Rt Anterior -6 T/0A 022
L Lt Cuspid 0T/3A DHk 022
L Rt Cuspid 0T/3A DHk 022

LLt 1st Bicusp-12T/2A DHk
022

L Rt 1st Bicusp -12T/2A DHk
022

L Lt 2nd Bicusp -17T/2A DHk
022

L Rt2nd Bicusp -17T/2A DHk
022
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Torque

+1®

17

10

10

1
(o]

-12

-17

Angulation Distal
Offset Depth

Slot

(mm)

+0.15
mm

0,71
0,71
0,71
0,71
0,71

0,71

0,71

0,71
0,71
0,71

0,71

0,71

0,71

0,71

0,71

Slot Height Slot

(mm)

0,55-0,59
0,55-0,59
0,55-0,59
0,55-0,59
0,55-0,59
0,55-0,59

0,55-0,59

0,55-0,59

0,55-0,59
0,55-0,59
0,55-0,59

0,55-0,59

0,55-0,59

0,55-0,59

0,55-0,59

Length
(mm)

+0.10 mm

3,51
3,51
3,15
3,15
3,51

3,51

3,30

3,30
3,05
3,51

3,51

3,30

3,30

3,30

3,30

10



wn no.
fiadd prefix
‘4 for D it
AHCTM escription
Flash
Free)
003-301 U U Central 17T/4A022
003-302 U Rt Central 17T/4A 022
003-303 U U Lateral 10T/8A 022
003-304 URt Lateral 10T/8A 022
003-307 U Lt Cuspid 0T/8A DIlk 022
003-308 U Rt Cuspid 0T/8A DHk 022
003-310 U Lt Bicuspid -7T/0A DHk 022
003-311 U Rt Bicuspid -7T/0A DHk 022
003-350 L Lt/Rt Anterior -6 T/0A 022
003-353 L Lt Cuspid 0T/3A DHk 022
003-354 L Rt Cuspid 0T/3A DHk 022
L Lt 1st Bicusp -12T/2A DHk
003-357 022
L Rt 1st Bicusp -12T/2A DHk
003-358 022
L Lt 2nd Bicusp -17T/2A DHk
003-361 022
L Rt 2nd Bicusp -17T/2A DHk
003-362 022
Weight, ¢ -

Brackets without adhesive (1 pc.)

0,08+10%
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Bracket
In-out
(mm)

+0.15
mm

0,66
0,66
0,89
0,89
0,53
0,53
0,74
0,74
1,14
0,51

0,51

0,76

0,76

0,86

0,86

Bracket Bracket

Depth

+0.15
mm

2,31
2,31
2,31
2,31
2,24
2,24
2,24
2,24
2,54
2,29

2,29

2,21

2,21

2,16

2,16

Brackets with adhesive N pc.)

0,1+10%

height

+0.15
mm

4,06
4,06
4,06
4,06
4,06
4,06
4,06
4,06
4,32
4,06

4,06

4,06

4,06

4,06

4,06

Bracket
Length

+0.10
mm

4,01
4,01
3,66
3,66
4,01
4,01
3,81
3,81
3,56
4,01

4,01

381

3,81

381

3,81

Hook
Length

+0.05
mm

N/A
N/A
N/A
N/A
1,37
1,37
L55
1,55
N/A
1,35

1,35

0,97

0,97

0,97

0,97

I.D
Color

Blue
Blue
Red
Red
Green
Green
Yellow
Yellow
No color
Purple
Purple

Light
Blue

Light
Blue

Light
Grey

Light
Grey



Unitek™ Debonding Instrument for the Ultra SL System (804-175). Dimensions in mm (inch).

1

7,0(0,274) +10S

|\Z 4,6(0,181)"104

T

114(4.50)+10S

Unitek**Open - Close Instrument for the Ultra SL System (804-155). Dimensions in mm (inch).

Clamping Instrumentsfor Car’'y**"* Ultra Self-Ligating Bracket System

REF 804-175 REF 804-155
Debonding Instrument Open-Close Instrument
Length, mm (inches) 118(4.66)+10% 114 (4,50) +10%
Width, mm (inches) Working part 12 (0,48) + 10% 7,0 (0,274) £10%
Height, mm (inches) 10 (0,40) £10% 4,6 (0,181)+10%
Weight, g 68,3 +10% 20,7 £10%
Hardness (Rockwell C hardness), handle 50-58 handle 45-54
HRC
Roughness Ra, 1T no more 0,05 0,8
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rAccessories, Medical Devices or Non>Medical Devices, to Be Used in Combination With
Medical Device Submitted For Registration
Instruments

The following Class | (per US FDA and EU MDD/MDR) Hand Instruments are
recommended to be used with the ClarityU Itra Brackets:

3M Unilek Open - Close Instrument for the Ultra SL System - 804-155

3M Unitek Debonding Instrument for the Ultra SL System - 804-175

It is also possible to use other instruments manufactured by 3M Unitek Corporation.
These items arc sold separately.

Adhesives

For Brackets without APC™ FF adhesive, it is recommended to use orthodontic adhesives
manufactured by 3M Unitek Corporation.

Archwires

Itis recommended to use 3M Unitek Corporation archwircs of the following cross-section
(size) with Clarity ™ Ultra Brackets:

Wire archwircs:

Round - up to 0.59 mm in diameter.

Square - up to 0.59 mm.

Rectangular - sides up to 0.59 and 0.71 mm, respectively.

Curing lamps
For Clarity ™ Ultra Brackets with APC ™ FF adhesive, it is recommended to use the
Ortholux Luminous Curing Light (RC No, FSZ 2012/13215).

Other Orthodontic Products

For Clarity ™ Ultra Brackets, It is recommended to use ligatures, elastic bands, intraoral
and extraoral ligatures manufactured by 3M Unitek Corporation.

Compatibility with products from other companies

3M Unitek Corporation has not conducted such research.

Pharmaceutical substances

Medical devices do not contain or deliver medicinal substances.

Information about materials of animal/human origin
Human Blood Derivatives: Medical devices do not contain or deliver human blood derivatives.

Animal-Derived Substances: No materials of animal origin are intentionally being added to the
products.

Operating, storage and transportation conditions
This devices are designed to be used at room temperature 20-25®C, the humidity and pressure are
not regulated.
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Do not store APC™ Coated Appliance System in direct sunlight. Store at room temperature 2 ®C
lo 27 ®C, elevated conditions may reduce the shelf-life.

No special storage requirement for uncoated brackets and instruments. Product is designed to be
stored at room temperature 2-40®C, the humidity and pressure are not regulated

The products are designed to be transported at storage conditions. During transportation the
products may be affected short term temperature variations with no impact to product safety and
performance.

Shelf life
51/™ Clar/lyi” Ultra Self-Ligating brackets

The materials of Clarity™ Ultra Brackets do not change over time, therefore uncoated Clarity™
Ultra Brackets do not have expiration date.

APC™ Flash Free Adhesive shelf life at room temperature is 36 months from the date of
manufacture when packaged in a polypropylene blister with laminated polypropylene/ aluminum
heat seal foil. Do not store near direct sunlight. Store at room temperature 2-27°C, elevated
temperature may reduce the shelf-life.

Clamping Instrumentsfor Clarity'* Uitra Self-Ligating Bracket System

The instruments are sold non-sterile and are intended to be re-usable after sterilization by the user.
There is no defined shelf life.

Rec7cling
Disposal methods: Dispose  of content/container in  accordance  with  the
local/regional/nationai/intemational/regulations.

Products coming into contact with blood and/or biological fluids are class B medical devices under
medical wastes classification and may be recycled and/ or disposed in accordance with applicable
national regulations.

Unused products (not having contact with blood and/or biological fluids), including those with
expired shelf life, belong to class A medical devices under medical waste classification and may
be recycled and/or disposed in accordance with applicable national regulations.

List of international regulatory documents/standards which the medical device complies
with
3]\P~ Clarity™ Ultra Self-Ligating brackets

1S010993-1: 2009 Biological Evaluation of Medical Devices, Part 1. Evaluation and Testing
within a Risk Management Process

1SO10993-3: 2014 Biological Evaluation of Medical Devices-Pat 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity

1SO10993-5: 2009 Biological evaluation of medical devices - Part 5. Tests for in vitro
cytotoxicity

1S010993-6: 2016 Biological evaluation of medical devices - Part 6: Tests for local effects after
implantation
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1S010993-10: 2010 Biological evaluation of medical devices - Part 10: Tests for irritation and
skin sensitization

1S010993-11: 2017 Biological evaluation of medical devices  Part 11: Tests for systemic
toxicity

1S010993-12: 2012 Biological evaluation of medical devices - Part 12: Sample preparation and
referenced materials

1SO 7405:2008/Amd 1:2013 Dentistry-Evaluation o f biocompatibility of medical devices used
in dentistry

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices

ISO 13485:2016 Medical Devices - Quality Management Systems —Requirements for
regulatory purposes

EN 1641:2009 —Dentistry - Medical devices for dentistry - Materials
1SO 27020: 2010 Dentistry-Brackets and tubes for use in orthodontic
EN 1041:2008+A 1:2013 Information supplied by the manufacturer with medical devices

ISO15223-1:2016 Medical devices - Symbols to be used with medical device labels, labeling
and information to be supplied - Part 1: General Requirements

IEC 62366:2015/Cor 1:2016 - Medical Devices - Application of usability engineering to
medical devices

ASTM F603-12 Standard Specification for High-Purity Dense Aluminum Oxide for Medical
Application

ASTM F2063-12 Standard Specification for Wrought Nickel Titanium Shape Memory Alloys
for Medical Devices and Surgical Implants

ASTM D4169:2016 - Practice for performance testing of shipping containers and systems

EN ISO 14155:2011 - Clinical investigation of medical devices for human subjects - Good
clinical practice

Clamping Instrumentsfor Clarity™ Ultra Self-Ligating Bracket System
ISO 10993 Biological evaluation of medical devices
ISO 14971 Medical devices. Application of risk management to medical devices

ISO 13485 Medical devices. Quality management systems. System requirements for regulatory
purposes

ISO 15223 Medical devices - Symbols to be used with medical device labels, labelling, and
information to be supplied
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airanty
Clarity™ Ultra Self-Ligating brackets

Warranty and Limited Remedy

3M Unitek™ warrants that all products are free from defects in materials and manufacture. 3M
Unitek”™N's sole obligation and buyer’s sole remedy in the event o f any claimed defect shall be, at
3M Unitek™’s option, repair of the product, replacement ofthe product, or refund ofthe purchase
price. Written notice of claimed defect must ~ received by 3M Unitek™ at the address below
within reasonable time after discovery not to exceed one year from the date of delivery.

Waiver ofImplied Warranties

ALL IMPLIED WARRANTIES, INCLUDING [IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR ANY PARTICULAR PURPOSE OR USE ARE
DISCLAIMED.

Limitation of Liability

Except where prohibited by law, 3M Unitek™ will not be liable for any loss or damages arising
from any product, whether direct, indirect, special, incidental or consequential, regardless of the
theory asserted, including warranty, contract, negligence or strict liability.

I Clamping Instrumentsfor Clarity™ Ultra Self-Ligating Bracket System

3M Unitek™ warrants that these instruments will be free from defects inmaterials, workmanship
or separation of brazed cutting edges for a period of 1 year from the date of purchase. 3M Unitek""
further warrants that this instrument will be resistant to corrosion for 5 years from the date of
purchase.

Information about manufacturer

3M Unitek™ Corporation
2724 South Peck Road, Monrovia, California, 91016, USA

Reclamation
Autorised representative of the manufacturer in Russian Federation

AO “3M Russia”, 108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bid.],
Russia.

phone +7 (495)578-74-74
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sing Instructions for Use for Open-Close Instrument and the Debonding
Ustrumeot

Cleaning, disinfection and sterilization are required for the instrument’s first use after removal of
the protective packaging and prior to each use. Effective cleaning and disinfection is an
indispensable requirement for proper instrument sterilization. Three cleaning and disinfection
procedures are provided: an automatic procedure using a thermal disinfector unit (washer-
disinfector) and two manual procedures (ultrasonic cleaning/disinfection and manual cleaning/
disinfection).

The user is responsible for the sterility of the instruments. Ensure that only validated procedures
are used for cleaning, disinfection and sterilization. Sterilization equipment must also be
maintained and checked regularly, aswell as the validated parameters for the cleaning, disinfection
and sterilization cycles.

1. Cautions

* Do not use a metal brush or steel wool to clean instruments, as this will damage the finish
of the instrument.

Do not apply mineral oil or silicone lubricants to instrument hinges because they introduce
microorganisms, prevent penetration of the steam to the instrument’s surface, and are
difficult to remove.

Do not expose instruments, cassettes, trays or sterilization containers to temperatures
higher than 141®C / 284°F. Exposure to higher temperatures is the responsibility of the
user.

Do not use detergents or disinfectants containing the following substances:
(@) Strong alkalines (>pH 9)
(b) Strong acids (<pH4)
(c) Phenols or iodophors
(d) Hydrogen peroxide (H202)
(e) Interhalogenic agents / halogenic hydrocarbons / iodophors
(f)  Strong oxidizing agents / peroxides
(g) Organic solvents

"Water quality may influence the result of the cleaning and disinfection of the instruments.
- Therefore, use only sterile or purified water, such as purified water/ highly-purified water
I (PW/HPW according to the pharmacopoeias) for cleaning and disinfection processing steps
that require water. Corrosion of Instruments may be caused by high contents of chloride or
other minerals in tap water. If stains and corrosion occur, and other reasons can be
excluded, it may be necessary to test the quality of the tap water in your area. Most water
quality problems can be avoided with the use of deionized or distilled water.

Sterilization is required for all instruments.

Please refer to subsection 11 for additional instructions.

2. Limitations on Reprocessing

3M Uniiek*w warrants that these instruments will be free from defects in materials, workmanship
or separation of brazed cutting edges for a period of 1year from the date of purchase. 3M Unitek™
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«narrants that this instrument will be resistant to corrosion for 5 years from the date of
pczchase. Failure to follow recommended use, maintenance and sterilization procedures will void
ail warranty claims. Recommended maintenance includes cutter tip blade re-sharpening and
reconditioning (cleaning, polishing, adjusting screw as necessary) every 6 months.

The user is responsible for inspecting instruments prior to each use.

3. Preparation at Point of Use

eHandle used and contaminated instruments with protective gloves that fulfill the
requirements of Directive 89/686/EEC.

» Remove excess soil with disposable cioth/paper wipes.

» Avoid drying and fixation oftissue debris onto the surface of instruments.

4. Containment & Transportation

«Contain contaminated instruments in an approved sealed container during transport from
the point of use to the decontamination area;

* Reprocess instruments as soon as is reasonably practical following use.

5. Preparation
Selection of enzymatic cleaning detergents- Consider the following in the selection of detergents:
« Suitability of the detergent for cleaning instruments.
*Compatibility of the detergent with instruments (see section 1, Cautions).

*Compatibility of the detergent with the thermal disinfector unit (washer-disinfector) or with
ultrasonic treatment.

« Instructions of the detergent manufacturer regarding concentration and soaking time.
Selection of disinfectant - Consider the following in the selection of disinfectants:

*Compatibility of the disinfectant with the enzymatic detergent and instruments (see section 1,
Cautions).

» Approved efficiency of disinfectant, i.e., DGHNWAH, RKI approval or CE marking.
« Instructions o f the disinfectant manufacturer regarding concentration and soaking time.
Pre-treatment (required for all three cleaning and disinfection procedures listed in section 6)

* Remove coarse impurities on the instruments immediately after application (within a
maximum of 2 hours).

» Immerse the instruments in enzymatic detergent and remove debris with a soft brush-do
not use metal brushes or steel wool.

« For hinged instruments, open and close the hinge at least 5 times with the instrument
submerged in an enzymatic detergent.

« For instruments with blind holes (i.e., a hole that does not go through the material), rinse
the blind hole intensively with a syringe (use a syringe with a needle if the size ofthe hole
is too small to adequately rinse with Just the syringe).
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» Follow the concentration, time and temperature instructions ofthe manufacturer(s) for the
detergents and disinfectants.

Cleaning and Disinfection

Ifpossible, an automatic procedure in a Washer / Disinfector unit should be used for cleaning and
disinfection ofthe instruments. A manual procedure should only be used ifan automatic procedure
is not available or if such a method is not compatible with specific materials; in this case, the
significantly lower efficiency ofa manual procedure must be considered.

Method 1- Automated Cleaning & Disinfection
Equipment: Thermal Disinfector Unit (Washer-Disinfector) that meets 1ISO 15883 requirements.
» Use high quality water, e.g., PW/HPW (see section 1, Cautions).
Washer-Disinfector Procedure
1. Ifapplicable, disassemble instruments and/or open hinged instruments completely.

2. Place the instruments in the thermal disinfector unit (washer-disinfector), assuring no
contact between the instruments.

3. Initiate the cycle.

4. Remove the instruments from the thermal disinfector unit (washer-disinfector) after the
end of cycle.

5. Carefully Inspect the instrument to ensure no visible soil remains. Repeat the cleaning
procedure if any soil remains.

6. Ifadry cycle was not used, dry the instrument with a clean, soft, lint free cloth.

Validation ofautomated cleaning and thermal disinfection was conducted by an independent
accredited test laboratory using a Miele thermal disinfector unit and the enzymatic detergent
Neodisher medizym.

Method 2 - Ultrasonic Cleaning & Disinfection Equipment; Ultrasonic Cleaning Unit. Cleaning
Procedure:

1 Ifapplicable, disassemble instruments and/or open hinged instruments completely.

2. Completely submerge instruments in the enzymatic detergent for the time recommended
by the detergent manufacturer, or for a minimum of

5 minutes. Note; There should be no contact between the instruments; do not overload the
ultrasonic cleaning unit.

3. Use the processing time recommended by the manufacturer of the ultrasonic unit. If using
a cassette, use the time recommended by the cassette instructions.

4. Remove instruments from the enzymatic detergent. Rinse thoroughly according to the
detergent manufacturer instructions, or at least three times for thirty seconds each time with
high quality water (see section |, Cautions).

5. Inspect instruments for visible soil and repeat procedure if any soil remains.

Chemical Disinfection Procedure:
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1 Completely submerge instruments in the disinfectant solution for the recommended

soaking lime of the disinfectant manufacturer. There should be no contact between the
instruments.

2. Remove instruments from the enzymatic detergent. Rinse thoroughly according to the
detergent manufacturer instructions, or at least three times for thirty seconds each time with
high quality water (see section I, Cautions).

Validation of cleaning pnd disinfection was completed by an independent accredited lest
laboratory wusing ultrasonic SONOREX SUPER RK 514 H, the enzymatic detergent
Cidezyme/Enzol and the disinfectant Cidex OPA following the label instructions.

Method 3 - Manual Cleaning and Disinfection
Equipment: Not applicable.
Cleaning procedure:
1. Ifapplicable, disassemble instruments and/or open hinged instruments completely.

2. Completely submerge instruments in the enzymatic solution and soak for the recommended
soaking time of the detergent manufacturer. If necessary, use a soft brush to carefully brush
instrument.

3. Remove instruments from the enzymatic detergent. Rinse thoroughly according to the
detergent manufacturer instructions, or at least three times for thirty seconds each time with
high quality water (see section I, Cautions).

4. Inspect instruments for visible soil and repeat procedure if any soil remains.
Chemical Disinfection procedure:

1 Completely submerge the instruments in the disinfectant solution and soak for the
recommended soaking time of the disinfectant manufacturer. 1bere should be no contact
between the instruments.

2. Remove instruments from the disinfectant solution and rinse them thoroughly according to
the disinfectant instructions, or at least 3 times for one minute each time with high quality
water, e.g., PW/HPW (sec section 1, Cautions).

Validation of cleaning and disinfection was demonstrated by an independent accredit test
laboratory using the enzymatic detergent Cidezyme/Enzol and the disinfectant Cidex OPA
following the label instructions.

7. Drying

*Dry with a clean, soft, lint-free cloth in a clean place, or use filtered air for drying to prevent
recontamination.

Ifdrying is achieved as part of a washer-disinfector cycle, do not exceed 120®C /248°F.

*Completely dry instruments before packaging.

8. Inspection. Maintenance. Testing

Inspect instruments for impurities, damage and wear. Instrument cutting edges should be free
of nicks. Ifinstruments are still dirty, repeat cleaning and disinfection procedures.
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mReassemble disassembled instruments. Check for smooth movement of hinge without excessive
*play” Locking (ratchet) mechanisms should be checked for action.

L ubricate hinges with a vapor-permeable lubricant (e.g., a paraffinic white oil) suitable for
steam sterilization. Ensure the lubricant manufacturer certifies that the lubricant will not affect
the sterilization efficiency ofthe oiled instruments, and that the biocompatibility ofthe lubricant
will be maintained during the sterilization cycle.

Hinge. Apply
lubricant to the joints
of the hinge elements.

Packaging

Consider the following in the selection of suitable sterilization containers:
*Conformity with ANSI AAMI (EN) ISO 11607 (EN 868-8)

» Suitable for steam sterilization (temperature resistance up to 140°C (284°F)

Sufficient protection of the instruments and the sterilization packaging against mechanical
damage

Sterilization container or cassette - conduct regular maintenance according to the
4 manufacturer’s instructions

Alternatively, standard sterilization packaging (e.g., paper/foil, single or double packaging) can be
used. Consider the following during the selection of suitable sterilization packaging:

«Conformity with ANSI AAMI (EN) ISO 11607 (EN 868-2)
* Suitable for steam sterilization (temperature resistance up to 14T C (286°F)

«Sufficient protection of the instruments and the sterilization packaging against mechanical
damage

9. Sterilization

Use only the procedure recommended below. Other sterilization procedures arc the responsibility
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ofthe user.

*Use a dynamic air>remiM3” (firactxmated vacuum) autjada”e or a gravity displacement autoclave. If
possible, a fractionattsd »acg nto procedure $<tovkl be used for sterilization.

*The sterilizer should be valifeed according to ANSI AJ/IM1 (EN) ISO 17665 (and HTM 2010 if
required by local regulatiofts ~kkfmes).

« Do not use the flash sieriloasion pnxegure.
* Do not exceed a sterilizaiioti icmperaiure of 138®C/ 280®F.

*Do not exceed sterilizer's maximum load s™hen sterilizing multiple instruments in one autoclave
cycle

*Hinged instruments should be sterilized with the hinge open

*Use one of the following sterilization exposure times at the sterilization temperature: See section
11. Special Procedures, for additional sierilizaiion exposure time and temperature for selected

instruments.
Autoclave
B Sterilization procedure Gravity Dynamic air- removal
' 1 (fractionated vacuum)
Exposure time at 132®C 15 minutes j3 minutes
Dry Time 30 minutes 230 minutes

Validation o fsteam sterilization was demonstrated by an independent accredited test laboratory using
dynamic air-removal (fractionated vacuum) and gravity autoclaves.

10. Storage

Store instruments after sterilization in a dry and dust-free place. Sterilization can only be maintained
if the instruments remain packaged or wrapped, impermeable to microorganisms, following a
validated sterilization. The status of the sterilization must be clearly indicated on the wrapped
packages or the containers. For safety reasons, keep sterile and non-sterile instruments separated, .

11. Special Procedures
Hinged Instruments

Open and close instrument several times during cleaning process and disinfection processes. Lubricate
hinge before sterilization and process in an open position during sterilization.

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



MepeBoj C aHFNNIACKOTO S3blKa HA PYCCKMIA S3bIK

LLITaT MnHHecoTa - CekpeTapuat witata
He gng ncnonb3oBaHUs Ha Tepputopumn n BO BnageHusax CoegnHeHHbIX LU TaTtoB AMepukn.

ATIOCTUNb
(B cooTBeTcTBUM C [aarckoil KoHBeHuueld oT 5 okTa6pa 1961 r.)

1. CrtpaHa: CoepunHeHHble WTaTbl AMepuKun

HacToawunin opuumanbHblii JOKYMEHT: VIHCTPYKUUSA MO MPUMEHEHUIO

N

nognucaH PanaHom K. BapTuem

w

. pencrteyrowmm(-eil) B KadecTBe HoTapuyca wtata MuHHecoTa

. CKpenneH nevaTbto/wTamnom PaiaHa [yk. BapTua, HoTapuyca wtata MuHHecoTa

—
ESN

YJOCTOBEPEHO

5. BT. CeHT-lon, WTt. MnHHecota 6. [Aata: 25 HoA6ps 2020 r.

7. cekpeTtapem wTtata MuHHecota 8. 3a Homepom 1195334000088
9. Mevatb/WwWTamn: 10. Mognuce:
(Meyatb) (Mogrmce)
BonbLLas Mevarb Crvig CaliMoH
LTata M HHEcoTa CekpeTapb LUTara
LLitaT MHHecoTa
(Meyartb)

Odwic CekpeTaps LTata MuHHecoTa. borbLuas neyars Lwrara MyHHecoTa

HacToalunii anocTmnb ygocToaepaeT TOMbKO MOAMMHHOCTb MOAMNMCY 1 MOIHOMOYMS NIULA, MOAMMCABLLEro O(uMLManbHbIA JOKYMEET, a TAKXKE, a Haf/exallnx crydasx,
NOAMNHHHOCTb MeyvaTh UK LWTamna, KOTOpPbIMU OH CKPEneH.

HacTosLnii anocTunb He y0CTOBEPAET CoAepXKaHWe JOKYMEHTa, Ha KOTOPOM OH MPOCTaB/IeH.

[ns Toro 4to6bl yA0CTOBEPUTLCS B (haKTe Bblgayn HacTosLlero anoctuns, cMm. hKui;//apostiUe.sog.gtate.mn.us.

HacTosLee CBUAETENbCTBO HE UMEET CUbl aNOCTUAA, COCTaBNEHHOTO B COOTBETCTBUM € Maarckoii KoHBeHumeli 0T 05 okTA6ps 1961 roga, npu npecTaBneHnn
B rocyAapcTBax, He ABNAILWNXCA yyacTHUKaMW KOHBEHLUN. B Takux cnyyasx CBMAETENbCTBO HEOGXOAMMO MPeAcTaBnfTb B KOHCYNbCKUI OTAEN Muccuu,
NpeACTaBnstoLLeil Takoe rocyfapcTBo.
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M3M HO HKTCK 2724 Cayt Nek Poyg,
OpTofoHTMK MPOAOLITC» r. MoHpoBus, wtaT KanugopHus, 91016-5097

YpocToBepeHue

HacToAwwum yaocToBepseTcs, YTO npunaraemblii JOKYMeHT ABnseTca VHCTpyKUneld No NPUMEHEHHUIO:

BpekeToB CaMONUTUPYOLWMNXCS OPTOLOHTUYECKMX Kepammuyecknx Clarity'M” Ultra

BpekeToB CaMOUTMPYHOLWMUXCA OPTOAOHTMYECKUX Kepammuyeckux Clarity™™ Ultra, nOKpbITbIX
agresusom APCA™ FF

WNHcTpymeHTa 3aXuUMHOro Unitek”M ans OTKPbITUA WM 3aKPbITUA CAMONUTUPYHOLWUXCA 6peKeToB
Clarity™ Ultra

NHcTpyMeHTa 3aXXKmMMHOro Unitek™ nnsa cHATMA camonurupyouimxca 6peketos Clarity™ Ultra

(Moanwucek) 18.11.2020
KpucTtuH ToTywek, [arta
[vpekTop no Bonpocam HOPMaTUBHO-

NpaBOBOro perynnpoBaHus

«3M KO HuTek KopnopaliwH»

L taT MuHHecoTa )
Okpyr Pamcu ) MecTO COBepLLEeHNA HOTapUanbHOro 4eicTBmna

MognucaHo nofj NPUCATOn B MOeM NPUCYTCTBUM ceroaHsa, 18 Hoabpsa 2020 r.

(Moanuce)
PaiiaH [)x. bapTu, HoTapuyc.

(WTamn)
PAMAH O)XX. BAPTL,
HoTtapuyc wtata MmnHHecora
CpoK MOMX NONHOMOYNIA nctekaeT 31 aHBapsa 2024 r.

(Meyatb)
Oguc CekpeTapa wtata MuHHecoTa. bonbwas neyats WwWrtaTta MUHHECOTA

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



NHCTPYKUMSA N0 NPUMEHEHNIO

BpekeTbl CamMOIUTNPYOLLMECA OPTOAOH TUYECKNE KepaMNYecKue
4 Clarity™ Ultra B BapMaHTax UCMNONIHEHUSA:

1. BpekeTbl camoNIMrnpyroLLmnecs OpTOAOHTHUYECKME KEPAMUYECKIME
ClarityUltra

2. bpekeTbl caMoNUrmpyoLLmMecs OpTOAOHTUYECKNE KepaMUyecKue
ClarityUltra, nokpbiTble agreamsom APCM FF

MHCTpPYMeHTbI 3a0KUMHbIE OPTOAOHTNYECKME A5
camonmrupyromxcs bpekeTos Clarity™ Ultra:

1 VIHCTPYMEHT 3aXUMHOM Unitek”M 1nst OTKPbITUS 1 3aKPbITUS -
camonurupyrowmxcs épeketos Clarity™ Ultra (804-155);

2, IHCTpYMEHT 3aXmnMHOIN Unitek™ ans CHATUA caMONUrupyroLLMXCS
bpeketoB Clarity™ Ultra (804-175).
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NocnepoBatesibHOCTbL MocnepoBaTesibHOCTb NocnepoBaTesibHOCTb
3aKpbIlTUA OTKPbITUA CHATUA
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HavmeHoBaHWe M3genus N CoAePXXMMOro ynakoBKuM

BpekeTbl camonuUrupytoLLMecs OpPTOAOHTMYecKue Kepamuueckue Clarity™ Ultra B BapuaHTax
NCTIONHEHNS:

1 BpekeTbl camonurmpyroLmecs opToLoHTUYecKme Kepammueckue ClarityUltra:
11 bBpekeTbl camonurupyrowmecs OpToAOHTMYeCKMe Kepamuyeckume  Clarity™  Ultra
(Clarity™ Ultra SL Bkt MBT) B Habopax no 5 wr. ogHoro Buga: 003-301 (BepXHWi1 NeBbliA
LieHTpanbHbI pe3ely), 003-302 (BepXHUiA NpaBblIli LieHTpanbHbI peselt), 003-303 (BepXHWIA NEBbI
natepasbHbI peselt), 003-304 (BepxHWiA NpaBblil natepanbHblii pesel), 003-307 (BepXHWIA NeBbIi
KnblK, C KproukoMm), 003-308 (BepXxHWUin NpaBblil KiblK, C KProukom), 003-310 (BepxHWiA NeBbIi
npemonsp, ¢ Kproukom), 003-311 (BepxHWIA Npasblil NpeMonsp, ¢ Kproukom), 003-350 (HUXKHWMI
yHuBepcasibHbIi pe3el), 003-353 (HMXXHWUIA NEBbIN KIbIK, C KPrOUKoM), 003-354 (HVMXKHWIA Npasblid
K/bIK, C KpHoUKoMm), 003-357 (HVXKHWIA NIeBbI NepBbIil Npemonap, ¢ Kptoukom), 003-358 (HUXHWUIA
MpaBblii MepBbIA MpemMonsap, € Kproukom), 003-361 (HWXKHWIA NeBbll BTOPOW MNpemMonsp, ¢
Kptoukom), 003-362 (HVXXHUIA NpaBblii BTOPOI NPEMONSP, C KPHOUKOM);
12.  bpekeTbl CamMoOMMrupylowmecd OpTOLOHTUYEeCKMe Kepamuyeckme Clarity™  Ultra
(Clarity™ Ultra SL MBT) B Ha6opax no 20 wt.(BY/HY; 5x5):
- Habop 6pekeToB 003-111 B coctaBe: 003-301 (BepXHWi1 NeBbIN LEHTpaNnbHbIA pesel) - 1 wr.,
003-302 (BepxHWIA NpaBblil LeHTpabHbIN peselt) - 1wT., 003-303 (BepXHWi1 NeBbIA naTepaibHbIN
pesew) -1 wT., 003-304 (BepxHWi1 NpaBblil naTepasibHbIi pesel) -1 wt., 003-307 (BEPXHWIA NeBbIiA
KNbIK, C Kptoukom) - 1 wr., 003-308 (BepxHWii NpaBblii KMbIK, C KpoYKom) - 1 wrt., 003-310
(BepxHWiIn NeBbI NpemMonsap, € Kproyukom) - 2 wt., 003-311 (BepxHWIA MpaBbli NpemMonsp, C
Kproukom) - 2 wt., 003-350 (HWKHWIA YHMBepCabHbIN pe3eL) - 4 wT., 003-353 (HUMXKHWIA NEBbIN
KNbIK, C KpOUKOM) - 1 wT., 003-354 (HVXHWUIA NpaBblil KNbIK, C Kproukom) - 1 wr., 003-357
(HWKHWIA NeBbI NepBblii MPeMOonsAP, C Kptoukom) - 1 wT., 003-358 (HWXHWIA Npasblii NepBbIi
npemonsp, € Kproukom) -1 wr., 003-361 (HWXKHWIA NEBbI BTOPOI NPEMONSAP, C KPHOUKOM) -1 LWT.,
003-362 (HWKHWIA NpaBbIil BTOPOW NPemMonsp, C KPHOUKOM) -1 WwT.;
13. bpekeTbl camonurupyrowmecs  opTofdoHTu4Yeckme  Kepammdeckue Clarity™  Ultra
(Clarity*"~ Ultra SL MBT) B Ha6opax no 10 wr. (BY; 5x5):
- Habop 6pekeToB 003-116 B cocTtaBe: 003-301 (BepXHWiA NeEBbIN LEHTPanbHbIA pesew) - 1 .,
003-302 (BepxHWiA NpaBblIii LEHTPasIbHbINA pesel) - 1., 003-303 (BEpXHWUIA N1EBLIN NaTepabHbIN
4 peseu) -1 wT., 003-304 (BepxHWIA NpaBbIil naTepasbHbIv pesew) -1 wt., 003-307 (BepXHWiA NeBbI
KNbIK, C KpOYKoM) - 1 wT., 003-308 (BepxHWIA MpaBblii KiblK, C Kptoukom) - 1 wr., 003-310
(BEpXHWIA NEBbIA MPEMONAP, C KPoUKoM) - 2 wT., 003-311 (BepXHWiA MpaBbliA Npemonsp, C
KPHOUKOM) - 2 LUT.
2. BpekeTbl camMonUrupyrowmMecs  OpTOLOHTUYeckMe — Kepamuyeckme Clarity™  Ultra,
NoOKpbITble agresmsom APC™ FF:
2.1. bpekeTbl camonurupyowmecs  OpToAOHTUYecKMe — Kepamuueckue Clarity™  Ultra,
NoKpbITble agreavsoM APC™ FF (APC'™ FF Clarity*~ Ultra SL MBT) B Habopax no 5 wr.
oaHoro Buaa: 4003-301 (BepxHWil NeBbI LEHTPasbHbIA pesel), 4003-302 (BepxHWiA NpaBblil
LieHTpa/ibHbIA pesel), 4003-303 (BepxHWIA NeBbld natepanbHblil pesel), 4003-304 (BepXHWUiA
npaBblil naTepasnbHbIi pesel), 4003-307 (BepXHWIA NEBbLIN KNbIK, C KpoukoM), 4003-308 (BepxHwit
npaBblin KnblK, C KptoukoM), 4003-310 (BepxHWiA NeBblii Npemonsip, ¢ Kproukom), 4003-311
(BepXxHwWIA NpaBbIi NPemMonsip, ¢ Kptoukom), 4003-350 (HMXKHWIA yHMBepCanbHbIiA peselt), 4003-353
(HWKHWIA NeBbIV KNbIK, C KPrOUKoM), 4003-354 (HMKHWIA NpaBblii KNbIK, C Kptoukom), 4003-357

(HVXHWIA NeBbIA NepBbIA NPeMonsAp, ¢ Kproukom), 4003-358 (HVXXHWUIA NpaBbIi NepBbIv NpemMonsp.
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C Kptoukom), 4003-361 (HWXKHWIA NeBbIA BTOPOI npemonsp, ¢ Kptoukom), 4003-362 (HVKHWUIA
Mpasblil BTOPOW NPeMonsp, C KPHOUKOM);

2.2. bpekeTbl camonMrupylolmecs opTofdoHTUYeckne Kepammyeckue Clarity™  Ultra,
MoKpbITble aareansom APC*™ FF (APCMN* FF Clarity™ Ultra SL MBT) B Habopax no 20 L.
(BUTUY; 5x5):

- Habop bpekeTtoB 4003-111 B cocTaBe: 4003-301 (BepXHWiA NEBbIA LEHTPaNbHbIN pesel) -1 wr.,
4003-302 (BepxXHWn npaBblii LEHTPanbHbIA pesed) - 1wT., 4003-303 (BepXHWUiA neBbli
natepanbHbIin pesew) -1 wrt., 4003-304 (BepXHWi1 NpaBbIii natepanbHbIli pesey) -1 wT., 4003-307
(BEPXHWIA NEBbIV KNbIK, C KPHOUKOM) - 1 wwT., 4003-308 (BepXHMWI1 NpaBblii K/bIK, C KPHOUYKOM) - 1
wt., 4003-310 (BepXHWUiA NeBbIA NPeMonsp, ¢ Kpoukom) - 2 wr., 4003-311 (BepXHWUIA Npasblii
npemonsp, ¢ Kproukom) - 2 wrt., 4003-350 (HvKHUIA yHMBEpCa/lbHbIN pe3elt) - 4 wr., 4003-353
(HVDKHWIA NeBbI KNbIK, C KPoUKoM) - 1 wT., 4003-354 (HYKHWIA NpaBblil KNbIK, C KPHOYKOM) - 1
wr., 4003-357 (HVKHWIA NeBbIN MepBblid NPeMonsap, ¢ Kpoukom) - 1 wt., 4003-358 (HUKHWi
MpaBblil NepBbIA NPEMOSIAP, C KproukoMm) -1 wT., 4003-361 (HWXKHWIA NIEBLIA BTOPOI NpemMonsp, ¢
Kproukom) - 1 wT., 4003-362 (HVXXHWI1 NpaBbliA BTOPOW MPeMonsp, C KPOYKOM) -1 WT.;

2.3. bpeketbl camonurupyrowmecs OpTofoHTMYeckne kepamuyeckue  Clarity™  Ultra,
MoKpbITble agreausom APC™ FF (APCA FF Clarity™ Ultra SL MBT) B Habopax no 10 wr. (BY;
5x5):

- Habop 6pekeToB 4003-116 B cocTase: 4003-301 (BepXHWIA NEBbINA LEHTPa/bHbIN pesel) -1 LWrT.,
4003-302 (BepxHWin npaBblil LEeHTpa/IbHbIA pe3ey) - 1wrt., 4003-303 (BepXHWIA NeBbIN
natepanbHbIi pesel) -1 wr., 4003-304 (BepxHWiA NpaBblil naTepanbHbIin pesel) -1 wT., 4003-307
(BepXHWUIA NeBbINA KbIK, C KPoukoM) - 1 wT., 003-308 (BepXHWiA NpaBblli KMbIK, C KPHOUYKOM) - 1
wT., 4003-310 (BepXHWiA NeBbIA NPEMONSAP, C KPHOYKOM) - 2 WT., 4003-311 (BepXHWn npaBblii
MPeMosiAp, C KPHOUKOM) - 2 LUIT.

B [aHHOM MHCTPYKLMX NO 3KCcnayaTauuyv MOryT UCMONb30BaThCA Cnefytoline HauMeHOBaHUA
mMeamumHcKoro n3genus: bpeketol Clarity*™ Ultra; Clarity  Ultra; bpekeTtbl 3M Clarity™ Ultra;
bpeketbl Clarity™ Ultra, nokpbITble aaresvsom APCN™, GpekeTbl; MeAWULMHCKOE W3AeNue;
n3genve.

MHCTpPYMEHT bl 3a>KMMHbIE OPTOAOHTMYECKNE Ana caMmonurmpyrowunxcsa épekeTos Clarity'™
Ultra:

1 VIHCTpYMeHT 3akMMHOM Unitek™™ n1s OTKPbITUA U 3aKPbITUS CAMOMITUPYHOLLMXCA GPEeKeToB
Clarity™ Ultra (804-155);

2. VIHCTpYMeHT 3akmMMHoI Unitek™* ™ ona cHATUA camonurupytowmxcs épeketos Clarity™ Ultra
(804-175)

(panee «HCTpYMEHT Ans OTKPbITUS U 3aKPbITUS», «VIHCTPYMEHT ANs CHATUS», «/IHCTPYMEHT»,
«HCTpYMeHT Unitek ™)

[MoKa3aHMA K NPUMEHEHUIO
BpekeThbl camonurupyoLwmnecs opToLoHTYeckne kepamudeckne Clarity™ Ultra

[laHHOe M3aenve npegHa3HauYeHo 1 MCMO/b30BaHWS B OPTOAOHTUYECKOM fIEYEHUN. BPEKeTbI
npeaHasHaueHbl AN1s IeYeHNst HeNPaBUILHOMO NPUKYCA UM HEMPaBW/IHOTO MOMOXKEHWS 3y60B.
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MHCTpyMeHT bl 3a>KUMHble OPTOAOHTMYECKME AN camonurupyowmxca 6pekeTos Clarity™
Ultra
[JaHHble n3genua npegHasHayeHbl A1a UCNo/ib30BaHWUA B OPTOAOHTUYECKOM NIeYEHUN.

Ha3HayeHne MeauLMHCKOro nsgenvs
BpekeTbl camonurupyruimecsd opToLOHTMYeCKne kepammyeckue Clarity'* Ultra

WN3nenus npegHasHadeHbl 411 OPTOAOHTUYECKOTO IEYEHNS C LIEMbI0 UCTIPABNEHNSt aHOMa/IbHO
OKK/IH03UK (HEenpaBU/bHOTO MPUKYCA MPY CMbIKAHUW YentocTeld).

MHCTpYMEHT bl 3a>KMHble OPTOLOHTMYECKME Ans camonurupytoumxca 6pekeTos Clarity" M
Ultra

PYUYHOI OPTOAOHTNYECKUIA UHCTPYMEHT, NpeAHa3HaueHHbI 4151 UCMONb30BaHMS OPTOAOHTOM /1S
PACKPbITUSA/3aKPbITAS U CHATUS CAaMONUTUPYIOLLIX OPTOAOHTUYECKMX GPEKETOB.

BO3MOXHble HexenaTesibHble ABEHUS N NOGOYHbIe 3(hdheKTbI
BpekeTbl caMoAurupyowmnecs opToaoHT nYeckne kepammyeckne Clarity'* Ultra

BpekeTbl Clarity™ Ultra SBNAOTCA HOBbIMW Ha pbiHKE. HUKaKMX HeXenaTesibHbIX SBAEHWUIA UK
COObITUIA Ha CErofHALLHMIA JeHb He 3aperncTprpoBaHo.

MpepocTepexeHuns

» bpeketbl Clarity™ Ultra cogepxat HuMKeNb. V3BECTHO, UTO alfieprui0 Ha HUKeb UMeeT
He6O0/bLLIONV NPOLEHT HaceneHus. B cnyyae BO3HMKHOBEHWS anfeprnyeckoii peakummn HanpaebTe
nawumeHTa K Bpauy.

o [laHHOE W3AeNMe COMEPXMT aKpunaTbl. VI3BECTHO, YTO Yy HEKOTOpbIX ftofei ¢
rMNepUyBCTBUTENHOCTBIO aKpWIaTbl BbI3blBAlOT anfepruyeckme KoxHble peakuun. B cnydae
BO3HVKHOBEHWS a/l/Iepriyeckoli peakumi HanpaebTe NaLyeHTa K Bpauy.

MHCTpYMeHT bl 3a>KWMHbIe OPTOAOHTNYECKMe ANa camonurupyromxcsa épekeTos Clarity'
Ultra
MHcTpyMeHTbl Unitek™ cogepikaT HUKeNb.

M3BECTHO, 4YTO aNnepruio Ha HUKeNb WUMeeT He60bLLIOV NPOLEHT HaceneHua. B cnydae
BO3HMKHOBEHUSA anneprmquKoﬁ peakunn HarnpaebTE NaLneHTa K Bpayy.

YcnoBua akcnnyartauuu

[laHHble M3[enns npefHa3HauyeHbl A1 UCMOMb30BaHUS B OPTOAOHTUYECKOM SleUeHUN. YCoBus
OKpY)Katolleid  cpedbl MNP OCHOBHOM  WCMONb30OBaHWW  W3fenniA  GyayT  OrpaHnYeHbl
OPTOZIOHTVYECKUM KaBGUHETOM.

MNMoTeHUManbHbIN NOTPEGUTENDb

OCHOBHbIMM MO/Ib30BATENAMM I/I3,EI|eI'II/IVI ABNAKOTCA OPTOAOHTHLI N X KNMNMHNYECKNE aCCUCTEHTDI .
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MNpegocTepexeHuns

 BpekeTbl npeaHasHayeHbl WCKIOYUTENBHO A1 OJHOPA30BOr0 NpUMeHeHus. [loBTOpPHOE
CMONb30BaHNE GPEKETOB MOXET HapYLUMTb LIENOCTHOCTb MaTepuana, MPOYHOCTb CLEM/IEHNS,
6e30MacHOCTb NaLeHTa 1 06LLIMe 3KCMIyaTalLMOHHbIE XapaKTEPUCTUKM NPOAYKTa.

e B cBA3M C TBEPJOCTLIO KEPaMUUECKMX OPEKETOB crieflyeT M36eraTb KpennieHus 6pekeToB B
OKK/IH03UK 15 TOr0, YTOObI NPeA0TBPATUTL U3HOC MOBEPXHOCTM 3Ma/IN Ha BCEX aTanax /eyeHus.

 [InA npenoTBpaLLleHnst 3HOca NOBEPXHOCTENR amMain cilydan riy6oKoro npukyca Heo6xo4nmmo
BbUIEUATb [0 MPOBELEHVS KperjieHns C  1crnosb3oBaHueM 6peketoB  Clarity*™  Ultra.
AnacTomepHble nuratypbl 3M Unitek™*"” ¢ 3alLUMTOn NpegHasHayveHbl AN 3aWmThbl MOBEPXHOCTEN
3y60B, HAXOAALLMXCS APYr HaNpPOTMB Apyra, OT BO3AENCTBUS NPUKYCa Y NOTEHLMILHOTO U3HOCa
avasn. [ns npegoTspalleHnsi KOHTakTa 6peketa ¢ 3y60M MOryT notpeboBaTbCA HaKyCOYHbIe
MNaCTUHKM W WHble WHTPY3MOHHbIE MeXaHW3Mbl. [loKasaHMs K MPUMEHEHUIO MOfLyein
AnacTomepHbIX uratyp Unitek**" ¢ 3alimToi BKIOYAOT B cebA cnydan rny6oKoro npukyca,
3alMTy BepXYLLKKM BYropkoB 3y6a BO BpeMs peTpakuum, a TakKe CMTyauum, B KOTOPbIX BO Bpemst
(hMHMLLHON 06PabOTKM BO3MOXEH KOHTAKT 3yba C BpeKeToM.

 PekomMeHfyViTe MauyeHTaM He XKEBaTb M He KycaTb TBEp/ible BELLECTBa, Hanpumep, Teepple
KOH(ETbI, MOPOXXEHHOE, MOPKOBb 1 T. N. TOYHbIE W TLIATENbHbIE MHCTPYKLMU ANS NauueHTa -
KMOYEBO 3NEMEHT NSt HeIONYLLEHNS MOBPEXAEHWS U3AENNS UMW IMANTU.

» KpenneHve kepaMnyecknx 6peKeToB K NMOBPeXAeHHbIM 3y6am (3y6bl ¢ 60MbLWLNMK NIoMbaMu,
KOHyCcOO6pa3Hble pe3Lbl MaToN0rM4Yyeckoin (opMbl MK 3yObl C MHLIMK paHee MPOBeAEHHBLIMU
BMeLLaTeNbCTBaMM) MOXET YBEIMUNTb PUCK UX MOBPEXAEHMS.

 KpenneHve K (apdopoBbIM KOPOHKAM 1 BMHMPAM MOXET MPUBECTW K Pasfpo6ieHnto mam
paspyLUEHMIO KOPOHKM, UMM BUHMPA B NMPOLIECCE IEUEHUS UMW CHSATUS.

» CHumute 6pekeTbl Clarity™ Ultra ¢ ucnonb3oBaHmem VIHCTpyMeHTa 3aXnMMHOro Unitek™ ans
CHATUSA camonurupyrowmxca 6peketos Clarity™>*" Ultra. Vicnonb3oBaHue apyrnx UHCTPYMEHTOB
L)1 CHATUS MOXKET MPUBECTM K MOSIOMKE KPbIbEB, NOTepe CIOMaHHbIX YacTeil bpekeTta BO pTy
naupeHTa unm NoBpexaeHnto 3y6os.

» CHumuTe 6pekeTbl Clarity™ Ultra BMecTe ¢ NPOBO/IOYHON [Yroii, OCTaBuB [ABEPLYY OTKPbLITOMA.
C 60/bLLUOA OCTOPOXHOCTLIO YAepXuBaiiTe 6peKkeT Tak, YTOObl OTAE/EHHblE 4acTU BpPeKeTOB
OCTaBa/INCb B 3aXMMe WHCTPyMeHTa. BcacbiBaHMe Mpy CHATUW MOXET WCMO/b30BaTLCA* Kak
[ONONIHNTENbHAA Mepa NPeA0CTOPOXHOCTU.

« ECnM B NpoLiecce leYeHns UK CHATUS GPEKET CIOMAETCs), a YacT GpeKeTa OCTaHyTCs Ha 3y6e,
NCMoNb3yiiTe anMasHoe CBEpr0 [ aKKypaTHOro YAaneHuWs KepamM4eckux —uacTeid.
Heco6ntoeHne NpaBu/bHON NPoLeaypbl CHATUS MOXET NPUBECTM K NMOBPEXAEHMIO 3y60B.

* [pu ncnonb3oBaHny NHcTpymeHTa Unitek™ ans CHATUA PEKOMEHAYHOTCA 3aLUMTHBIE OYKM.

» bpekeTbl 1 MHCTPyMeHTbI Clarity™ Ultra cofep)aT HUKenb U (Mnn) Xpom. WM3BECTHO, 4TO
annepru0 Ha HWKeNb M (UIK) XPOM MMEET HeOGOMbLUON NPOLEHT HaceneHusi. B cnydvae
BO3HMKHOBEHUSA a/1/1eprmyecKoi peakumMmn HanpasbTe NayMeHTa K Bpady.

« [laHHOE W3[eNMe COMEPXKUT aKpwuniaTbl. W3BECTHO, UTO Yy HEKOTOPbIX Jlofeid ¢
rNepYyBCTBUTENIHOCTLIO aKPUMATbl BbI3bIBAIOT a/INIEPIUYECKUE KOXKHbIE peakumu. B cnyuyae
BO3HVKHOBEHUS aneprmyeckoii peakLy HanpaBbTe NaUyeHTa K Bpady.

OctopoxHo: bpeketbl Clarity™ Ultra He oueHMBanuCb Ha npeaMeT 6e30MacHOCTM W
COBMECTUMOCTH B ycnoBuax MPT. OHM He NpOBepPeHbI Ha HarpeBaHve, CMeLLeHVe Unv apTedakT
n306paxeHns B ycnosmax MPT. BesonacHocTb 6peketos Clarity™ Ultra B ycnosusx MPT
Hemn3BecTHa. CKaHMpOBaHWe NayneHTa ¢ JaHHbIM U3L4e/IMeM MOXKET NPUBECTU K TpaBMe MaumneHTa.

MpepocTtepexxkeHus
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» [Bepubl 6pekeToB Clarity™ Ultra cnefyeT OTKpbIBaTb M 3aKpbIBaTb C MOMOLLbIO MHCTPYMEHTA
Unitek™ 115 OTKpbITUA U 3aKpbITUA camonurupyrowmxcs opeketos Clarity

115 0610MHbIX U3AeNnin y6eanTech, UTO He UCMOJb3YeTCs Ype3mMepHOe KOMMYEeCTBO afresmnsa v
4TO OCTaBLUMIACA 06/101 YAANAETCA NPW KPENIeHW, B TOM Y1CNEe Noj ABEPLEN.

[MpumeyaHus

* He pacnonaraiite CTOMaTONOrMYeCKNe MHCTPYMEHTbI MO4 WX BOKPYT ABepel, Ha bpekeTax
Clarity™ Ultra. CnegyeT n3beratb YpeamepHOro ycunus, Ytobbl He ONYCTUTb MNOIOMKW GpekeTa.

* He cnegyeT ncnonb3oBaTb UHCTPYMEHT NS OTKPbITUS ABEPLbl, OT/IMYHLIA OT MHCTPYMEHTa
Unitek™ o115 OTKPbITUA 1 3aKPbITUA, BO N30eXXaHNe HeOObIYHO BbICOKOIO AaBNeHns Ha ABepLy.

o CobntofaiiTe OCTOPOXHOCTb MPK OUNCTKE 3y60B 3YOHOIN HUTLID. 3yOHAst HUTb MOXKET 3aCTPSATh
MexXay OpekeToM W aBepueit. MNMprMeHeHre YPe3MEPHOro YCUANA Npu yaaneHun 3yO6HOW HUTK
MOXET NPUBECTU K NOBPEXAEHNIO OPEKeTa.

NaeHTUdrKaLms 1 no3nLMOHUpoBaHNe 6peKeToB

 bpekeTbl Clarity™ Ultra MOXXHO pacno3HaBaTb C MOMOLLbH LIBETOKOAMPOBAHHOW YTOMN/IEHHOM
ANCTaNbHOW [ECHEBOW TOUYKW. LIBETHble KOHTPONbHbIE OTMETKM Takke 06ecneynBaroT
BEPTMKa/IbHOE N TOPU3OHTA/IbHOE BU3yasilbHOE HarpasieHue [/18 NO3VLMOHUPOBAHNSA BpekeTa.
NOEeHTU(MKALMOHHBIE TOYKWN Y KOHTPOJ/IbHbIE OTMETKUN PacTBOPKMbI B BOAE.

o lMaumeHTy cnefyeT NOYNCTUTL 3yObl MOC/E KPENJIEHUs!, HO 10 Pa3MeLLEHNs MPOBOIOYHON AyTH,
yTo6bl YAANNTb KOHTPO/bHbIE OTMETKU U UAEHTU(MKALMOHHbIE TOUKW. Bonee Tennas Boja
YCKOPSieT NPOLLECC YaaneHus.

 bpekeTbl Clarity™ Ultra nocTaBnstoTCA ¢ OTKPbITbIMY ABepLUamMn. Bo nsbexxaHne ciyvainHoro
3aKpbITUA ABepLbl BO3bMUTECH MeLNa/IbHbIM AN AUCTa/IbHBIM 3aXBaTOM.

KpenneHne 6pekeToB

Bpeketbl Clarity”™" Ultra MOryT mexaHW4ecku (PUKCMPOBATbCA Ha OCHOBaHUWU AJ1A KPenseHus.
Heo6xo4uMOCTb B MPYMEHEHWM CrieumaibHbIX NpaiMepoB WAy MnpeaBapuTeibHON 06paboTke
OpeKeTOB OTCYTCTBYET.

s npoueayp KpenneHust UCnonb3yiiTe CBOV NPeanoyTUTeNbHbIA METOZ KPeneHus 1 cneayiTe
COOTBETCTBYHOLLMM MHCTPYKLMUSIM MO NMPUMEHEHUIO OT M3FOTOBUTENS.

[nst 06NOVHbIX M3AeNNIA YOeANTEC, UTO BCE UMMLLKM afre3nBa Npu KPenaeHnn yaaneHsl, B TOM
uicne nof ABepueil. ATO NpefoTBPaTMT 3aTpyfAHeHWe paboTbl [ABEpLbl, MUHUMU3NPYET
OKpalUMBaHME afresnBa W CHU3UT PUCK MOMOMKU OPeKeToB Mpu cHsATUM. CnegyeT ObiTb
OCTOPOXHbIM MPY YAANEHUN U3NIMLLIKOB afire3unBa A/1si TOro, Ytobbl He MOBAUSATL Ha (UHANIbHOE
MO3ULMOHMPOBAaHVE Nepes 3aTBepieBaHNEM a/jre3nBa.

MpumeyaHue: bpekeTbl Clarity™ Ultra yaoBneTBOPSAOT NHO6bIM CTaHAAPTHLIM TPEO0OBaHNAM K
3aTshkke. OfHAKO HeoOXOAMMO ObITb OCTOPOXHBIM MPY CUIBHOM 3aTSXKKe, TaK Kak Cu/bHas
PEerynnpoBKa MosIHOPasMepHbIX Ayr W3 HepXxaBelowel CTaii MOXET MPMBECTM K MOIOMKe
OpeKeToB.

3aKpbITVe GpekeTa

Mocne BCTaBKW MPOBOJSIOYHOW Ayrv UCMOMb3yWTe OAWH U3 CNeLyHOLWMX BapuaHTOB 3aKpbITHA
[BepLibl bpekeTa.

BapuaHT A: [na 3aKpbiTva ABepubl MCnonb3yinte WVHCTpymMeHT Unitek™" ans oTKpbITUS 1
3aKpbITUA camonurupyoLmxcsa 6peketos Clarity™ Ultra.

1 PacnonoxuTe nasbl MIHCTPYMEHTA Ha MPOBOIOYHON Ayre C 06emX CTOPOH OpeKeTa, Mpu 3TOM
yKasaTe/ib 0/KeH ObITb BbIDOBHEH MOJ OTKPbLITON ABepLielt bpekeTa. (PUCyHOK 1).
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2. Yb6egutecb, 4TO Ayra nosIHOCTLIO BCTaB/IeHa B MNas, C/ierka Haxas v (M) NOBEpHYB Ayry ¢
MOMOLLLbKO MHCTPYMeHTa (PUCYHOK 2).

3. CoXmMuTe MHCTPYMEHT, NpuKaB yKaszaTe/lb K OTKpbITOW Asepue (PucyHok 3). MpogomkaiiTe
CXKUMaTb, NOKa ABepLa He 3aKPOoeTCs.

BapuaHT B: Yb6eautecb, 4TO Ayra MOAHOCTbHO BCTaB/iEHa B Ma3. 3aTem 3aKpounTe agepuy
nasbLem.

OTKpbITHE bpekeTa
Wcnonb3yitTe cnegytowme warn no OTKpbITUKO ABEPLbl OpeKeTa.

1 [na oTKpbITUA ABepLbl 6pekeTa BCTaBbTe KOHel MHcTpyMeHTa UnitekM ons oTKpbITMS U
3aKpbITWA B FOPM3OHTa/IbHYO KaHaBKy Haf asepLelt (PUCYHOK 4).

2. [MosepHuUTe MHCTPYMeHT Ha 90 rpagycoB (Ha 1/4 obopoTa) B 1t060oM HanpasieHnn (PUCYHOK
5). 310 oTkpoeT agepuy (P1cyHOK 6). [lBepLa OTKPbIBaeTCS B CTOPOHY HOI NauueHTa Ans 06emx
MPOBO/IOYHbIX AYT.

NMPUMEYAHWE: [pyroi meTog Uan MHCTPYMEHT MOXKET MOTSHYTb ABepLy CANLWLKOM CUIbHO
NN CINLLIKOM [aNekKo.

Mpoueaypa CHATUSA BpekeTa

[na cHATMS 6pekeTa mcnonb3yite WHCTpyMeHT UnitekMM ans cCHATUA camonurmpyrowmxcs
opeketoB ClarityUltra.

BaxHo: [na obecrneyeHuss paBHOMEPHOro KOHTaKTa W pacrnpefenieHus Cua  nepeq
1CMO/Mb30BaHMEM OUMNCTUTE BGpaHWwn VHCTpyMmeHTa Unitek ans cHATMS.

MpuMeyaHme: CHUMUTE GpeKeTbl BMECTE C MPOBO/IOYHON AYrol 1 NUraTypoii, OCTaBMB ABEPLY
OTKPbITOMA.

1 Bo3bmute MIHCTPYMeHT Unitek™*A gns CHATMSA Tak, Y4T00bI Na3 LeHTPUPYHOLLE HanpaBnstoLLel
1 norotnn «3M» 6bIN Hanpas/ieHbl BBepX (PUCYHOK 7).

2. MomecTnTe  UEHTpUpYHOLWY  Hanpasnawowyto WMHcTpymeHTa  Unitek™  gna  cHATUA
BEPTMKa/IbHO B LIEHTP OpekeTa v nepneHAnKyNspHO nasy NpoBO/IOYHON Ayrn. Y6eanuTech, YTo
LIEHTpUpYHoLLas HanpassatoLLas pacrnosiokeHa CUMMETPUYHO, BIJIOTHYHO K 6pekeTy (PUCYHOK 8).

3. Cnerka coXXmmTe py4ku MHCTPYMEHTa, NoKa 6pekeT He corHeTcst (PycyHOK 9).

4. Mpn  HeoGXOAMMOCTM aKKypaTHO MoKaualite OpeKkeT B Me3VanbHOM WM  AUCTa/IbHOM
HanpaB/feHUN ANs TOro, YTOObI MOMHOCTLIO OTAENWUTL €ro oT aManun (PucyHok 10).

5. AKKypaTHO oTfenmnTe GpekeT 0T 3Ma/in U BbIHbTE €ro U30 pTa NauueHTa, yaepxusas opekeT ¢
MOMOLLbHO UHCTPYMeHTa (PUcyHoOK 11).

Ba)xxHO: YaepxmBainTe 6peKeT ¢ 60/bLION OCTOPOXHOCTb, YTOObI OTAENEHHbIE YacTN GPEKETOB
OCTaBa/IMCb B 3aXMMe WHCTPYMeHTa. Vcnonb3oBaHWe APEeHUPYIOLLMX YCTPOWCTB MPU CHATUK
MOXXET pacCMaTpuBaTLCA KaK [ONOSHUTENIbHAA Mepa NPesoCcTOPOXKHOCTY.

[ononHuTenbHoe npumeyvaHune: O6paTuUTeCh K IHCTPYKLMM MO NPUMEHEHMIO MO CTePUIN3aLmm
AN151 NoNyYeHUs MHopMaLmMm o ctepumnsaummn MHctpymeHTa Unitek™ ans OTKPbITUS M 3aKPbITUS
n NHcTpymeHTa Unitek™ ans cHAaTus.

CuUMBO/Ibl Ha 3TUKETKax MHCTPYMEHTOB

Homep ccbinku n Cumson OnucaHne Cnmeona
O603HayeHne CumBona*
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511
M3rotoBuTesb

5.1.2

YNOMHOMOYEHHBIN
npeacTaBuTeNb B
EBponeiickom coobLiecTse

513
[JaTa npon3soacTea

5.15

Homep naptum

516
KaTanoxHblii HoMep

54.4
OCTOpOXHO

EC REP

1ot

REF

YKa3blBaeT NponsBoanTens
MeULMHCKOro
obopyaoBaHus B
COOTBETCTBUN C
Avpektueamn EC
90/385/EEC, 93/42/EEC n
98/79/EC.

YKa3blBaeT Ha
YMONHOMOYEHHOr0
npeLcTaBuTeNs B
EBponeiickom coobLuecTse

YKasblBaeT Ha gaty
Mpon3BOACTBA
MeLVLUMHCKOro n3genus

YKa3blBaeT HomMep napTum
MPOn3BOANTENS, YTOObI
MOXHO 6b1/10
NOEHTUULMPOBATL NapPTUIO.

YKa3bIBaeT HoMep Mo
KaTanory npov3BoauTens
ANS NAEHTUDUKALMN
MEAULIMHCKOrO M3aenus.

YKasbIBaeT Ha
HeobXoAMMOCTb
03HaKOM/1eHMs NOJb30BaTeNs
C VIHCTPYKLMAMM MO
1CNO/b30BaHUIO [/14
MONYYEHNS BaXKHOM
npefocTeperaroLLen
MH(opMaLyK, Takoi Kak
npeaynpexaeHns n mepbl
NPeAoCTOPOXHOCTY,
KOTOpbIe MO pasHbIM
NpUYMHaM He MOryT 6bITb
npeacTaB/ieHbl Ha CaMOM
MeANLMHCKOM YCTPOICTBE.

*CumBonbl 13 1SO 15223-1 MepnunHckme mnsgenus - CUMBO/bI, UCMNOMb3yeMble Ha 3TUKETKax
MeAVLMHCKUX W3AeNuniA, npefocTaBnseMas MapkumpoBka W MHGopmaums - Yacte 1. O6ume
TpeboBaHUA
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CVMBO/Ibl Ha 3TUKeTKax 6pekeToB

CumBon

LOT

REF

ooBe
I EC I rep]

1J

OnuncaHne

Homep naptun. YKasblBaeT KoO4 NapTUM  U3roToBUTENA 4114
NAEHTUMKaLUM NOTa UK NapTUK.
Homep MNno Kata/iory. YKa3bIBaeT KaTa/l0XKHbIN HOMEpP N3roTosnTeNAa oA
NAEHTUNKALNN MEANLUNHCKOTO N3aenus.

MpeaoxpaHaTh OT COMHEYHOTO CBETA. YKa3blBaeT, UTO U3AENNe 0/HKHO
6GbIThb 3aLLMLLEHO OT UCTOYHMKOB CBETA.

OrpaHuyeHvie TemnepaTypbl. YKa3biBaeT TeMnepaTypHble npeaenb! Ans
6e30MacHoON akcnayatTaumm MegULMHCKOro U3aenus.

cnonb3oBaTh A0 YKasaHHOW AaTbl. YKasblBaeT faTy, Mocne KOTOpOii
MeAULIMHCKOE M3feNe He 0MKHO UCMOb30BaThCS.

«[MpesynpexkgeHne, CM. COMPOBOAUTENbHYIO [AOKYMEHTaUMIO» WU
«BHuMaHMe! CM. WHCTPYKUMW MO MNPUMEHEHWUIO». YKa3biBaeT Ha
HeoOX0AMMOCTb  MONb30BaTe/Il0  00pPaTUTLCA K UHCTPYKUMM MO
NMPUMEHEHUNIO 3a BaXKHOW NpeaocTeperatoLLein nHhopMaLmen, Takon Kak
npesynpeXxxaeHns U mepbl MPefoCTOPOXHOCTU, KOTOpble MO pasHbIM
npUyYnMHaM He MOTYT OblTb MpPefCTaB/ieHbl HA CamMOM  MeAMLMHCKOM
nsgenmn.

«He uncnonb3oBaTb MOBTOPHO, M3feNve ABMSETCA O4HOPas0BbIM» WU
«OfHOpa3oBoe uM3fenve». YKasbiBaeT Ha MeAUUMHCKOe un3faenue,
npefHa3Ha4yeHHoe [  O4HOPa30BOr0  WCMOMb30BaHWA WM AnA
MCNOMb30BaHNA Ha O4HOM MaLMeHTe NpKY pasoBoK NpoLeaype.

3Hak «CE», CBUAETENbCTBYIOWMA O COOTBETCTBMM €BPOMENCKUM
OMPeKTVBaM C yKa3aHUeM HOMepa HOTU(MLMPOBAHHOIO opraHa

YNONHOMOYEHHBIV  NpefcTaBuTeNns B EBponeiickoM  coo6LLecTBe.
YKa3blBaeT YMOMHOMOYEHHOrO NpeAcTaBuTens B EBponeliickom
coobuecTse.

Mpon3BoanTeNb. YKa3blBaeT MPOM3BOAUTENS MEeAWLMHCKOIO M3Menns
cornacHo Aupektueam EC 90/385/EEC, 93/42/EEC v 98/79/EC.

Cxema Manmepa - cuctema Hymepauyuu 3y6oB.

10
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OCHOBHble TeXHUYECKME U (PYHKLMOHANbHbIE XapaKTepPUCTUKN

BpekeThbl camonurupyroLineca opToLOHTYeckne kepamuyeckume Clarity™ Ultra

Howmep

fetanu

(nobaBbTe

npuctasky OnucaHne
«4» ans

APC™

Flash Free)

BY JleB. LleHTpasibHbIiA
003-301 17T/4A 022

BY npaB. LleHTpanbHbIi
003-302 17T/4AA 022

BY JleB. JlaTepanbHbliit
003-303 10T/8A 022

BY npa.. JlatepanbHbiit
003-304 10T/8A 022

BY Nes. Knbik OT/8A ¢
003-307 Kp.022

BY lMpas. Knbik 0T/8A ¢
003-308 Kp.022

BY JleB. T[lpemonsap -
003-310 7T/0A ¢ kp. 022

BY npas. [Mpemonsp -
003-311 7T/0A c Kkp. 022

HY Mpasg.//1eB. MepeaHwii
003-350 -6T/0A 022

HY /NeB. Knbik OT/3A ¢
003-353 Kp. 022
003-354 HY Mpa.. OT/3A ¢ kp. 022

HY Ne.. 1-i Mpemonsp -
003-357 12T/2Ackp. 022

HY Mpas.. 1-i Mpemonsp -
003-358 12T/2Ackp. 022

003-361
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HY Nles. 2-i1 Mpemonsp -

Topk

17

17

10

10

o

-12

-12

AHrynaumsa

OnctanbHoe nybuHa Bbicota [AnvHa
nasa (Mv) nasa

CMeLleHne

+0,15 mMm

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

0,71

)

0,55-
0,59

0,55-
0,59

0,55-
0,99

0,55-
0,59

0,55-
0,99

0,55-
0,59

0,55-
0,99

0,55-
0,59

0,55-
0,99

0,55-
0,59

0,55-
0,59

0,55-
0,59

0,55-
0,59

0,55-

nasa (Mm)

+0,10 Mm

3,51

3,51

3,15

3,15

3,51

3,51

3,30

3,30

3,05

3,51

3,51

3,30

3,30
3,30
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17T/2Ackp. 022

HY Mpas. 2-1i Mpemonsp -

|003-362 17T/2Ackp. 022
Howmep
Jetam
(no6asbTe
NPUCTaBKy
&> oA OnwucaHue
APCTM
Flash
Free)

BY JleB. LleHTpanbHblii
003-301 17T/4A 022

BY npaB. LleHTpanbHbIii
003-302 17T/4A 022

BY JleB. JlaTepasibHblii
003-303 10T/8A 022

BY [pas. JlaTepasibHblii
003-304 10T/8A 022

BY JleB. Knbik OT/8A ¢
003-307 Kp.022

BY TMpas. OT/8A c kp.
003-308 022

BY Jles. [lpemonap -
003-310 7T/0A ¢ kp. 022

BY npas. [Mpemonap -
003-311 7T/0A ¢ kp. 022

HY Mpa..//1eB.
003-350 MepeaHuii -6 T/0A 022

HY NleB. Knbik OT/3A ¢
003-353 Kp. 022

HY TMpas. OT/3A c Kp.
003-354 022
003-357

HY fles. 1-1 Mpemonsp -
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-17

Bxopa/
BbIXO[,
OpekeTa
(Mm)

+0,15
MM

0,66

0,66

0,89

0,89

0,53

0,53

0,74

0,74

1,14

0,51

0,51

0,76

0,59
0,55-
0 0,71 0,59 3,30
CnybuHa Bebicota [OnuHa  OnunHa LiBet
Opeketa OpekeTa OpekeTa Kptouka — WaeHTUDMKa
Topa
+0,15 10,15 +0,10 +0,05
MM MM MM MM
2,31 4,06 4,01 H/M CuHuin
2,31 4,06 4,01 H/M CuHui
2,31 4,06 3,66 H/M KpacHsblit
2,31 4,06 3,66 H/MN KpacHbiit
2,24 4,06 4,01 1,37 3eneHblii
2,24 4,06 4,01 1,37 3eneHbli
2,24 4,06 381 1,55 XKenTblii
2,24 4,06 381 1,55 XenTblii
2,54 4,32 3,56 H/T HeT upeta
2,29 4,06 4,01 1,35 duroneToBbIn
2,29 4,06 4,01 1,35 ®drnoneToBbIN
2,21 4,06 3,81 0,97 "ony6oii
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12T/2A c kp. 022

HY Mpa.. 1-i Mpemonsp "ony6oi
003-358 -12T/2Ackp. 022 0,76 2,21 4,06 3,81 0,97
HY JleB. 2-i Mpemonsp - CseTno-
,003-361 17T/2Ackp. 022 0,86 2,16 4,06 3,81 0,97 cepbli
! HY Mpas. 2-i1 Mpemonsp CBeT}JO-
003-362 -17T/2Ackp. 022 0,86 2,16 4,06 3,81 0,97 cepbli
Macca, r
6pekeTbl 6e3 agresmsa (1 wr.) 6pekeTbl c agresusom (1 wr.)
0,08+10% 0,1+10%

10 (0,40) +10% —A

T

VHCTPYMEHT 3aXuMHOW Unitek™ ans cHATUA camonurnpyrowmxca épeketos Clarity™ Ultra (804-175).
Pasmepbl B MM (Atoimax).

J:

I I I 7,0 (0,274) x10%

4,6 (0,181) +10%

114 (4,50) +10%

MHCTPYMEHT 3a)KUMHOMN Unitek™* 1na oTKPbITUA-3aKPbITUA caMonurupyowmnxca 6peketos Clarity”” Itra
(804-155). Pasmepbl B MM (floimax).
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NHCTPYMEHT bl 3a>KUMHble OPTOLOHTNYECKNE AN caMonurupyounxca 6pekeTos Clarity” "

Ultra

[mHa, MM (arolimbl)
LLInpuHa, MM (atolimbl)
BbicoTa, MM (atolimbl)
Macca, r

TBéppocTb no Wwkane C Poksenna,
HRC

Howmep no katanory 804-175

WNHCTPYMEHT ANs CHATMS

118 (4,66) £10%

Pabouas yactb 12 (0,48) +10 %
10 (0,40) +10%

68,3 +10%

pyuyka 50-58

LLIepoxoBatocTb Ra, MKM He 6oniee 0,05

OCHOBHbIe

nPUHaanexxHocCTu,
npegHasHa4yeHHbIE A4 WCMO/Ib30BaHNA

npeAcTaBneHHbIM Ha PerncTpaLuto

NHCTPYMEHTHI

MeaANLUNHCKNE nnn
B CoYyeTaHMMn C MeANLUMNHCKUM

Homep no kartanory 804-155

WNHCTPYMEHT ANa OTKPbITUSA
M 3aKpbITUS

114 (4,50) +10%
7,0 (0,274) £10%

4.6 (0,181) £10%

20,7 £10%

pyuka 45-54

08

HemeAguLMHCKME  u3genus,
n3genvem,

C oOpeketammn Clarity”™ Ultra pekoMeHAyeTCs WUCMO0Mb30BaTb CreAytoLime pyudHble
nHctpymeHTbl Knacca 1 (no FDA CLUA v Anpektusbl EC «O MeAUUMHCKUX U3LENNAXY):

NHCTPYMEHT 3aXMMHOW Unitek™”™™* ans OTKPbITUA U 3aKPbITUS CaMOIMTUPYHOLLMXCS
opekeToB ClarityUltra (804-155)

WHCTpyMeHT 3akumHoli Unitek™ ans cHATMS camonurnpytolmxcs é6peketos Clarity”™

Ultra (804-175) (804-175)

TakKe BO3MOXXHO WCMO/b30BaHME APYTNX MHCTPYMEHTOB MPOM3BOACTBA KOMMaHUN «3M

FOHMTEK KOpnopawLLH».

[aHHbIe U3AeNNs NPOAAIOTCS OTAEMbHO.

AAresnBbl

[nsa 6pekeToB 6e3 npegHaHeceHHoro aaresvea APCM FF peKoMeHAYyeTCa 1CMo/b30BaThb
afresusbl, NpejHa3HauYeHHble 415 (rKcaumMm opTOAOHTUYECKMX NPUCTIOCOBNEHIIA, MPON3BOACTBA
KomnaHun «3M KOHMTEK KOpnopanLLH».

Ayrv

C Opeketamu Clarity™ Ultra pekomeHAyeTCs WCNONb30BaTb [Ayrn MPOU3BOACTBA
KoMnaHun «3M KOHUTEK KOpropaiLH» cneayroLLero ceveHns (pasmepa):

[MpoBONOYHbIE AyTNA:

Kpyrnasa - auametp go 0,59 mm.
KBagpatHas - go 0,59 mm.
MpAmoyronbHasa - cTopoHbl 4o 0,59 n 0,71 MM COOTBETCTBEHHO.
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JNamnbl Ana noanMmepusaunnm

[ns 6peketoB ClarityUltra ¢ npegHaHeCeHHbIM aare3nBoM FF pekomeHayeTca
1CNoMb30BaTh Namny Ana ceetosor nonvmepusauymmn Ortholux Luminous Curing Light (PY Ne
®C3 2012/13215).

Apyrve optoaoHTNYECKUEe N3[enus
Ona 6peketoB Clarity*” Ultra peKOMeHAyeTCs MCMOo/b30BaTb NUraTypbl, 3MaCTUYHbIE

TAMW, BHYTPUPOTOBbIE M BHEPOTOBble NWUraTypbl MPOM3BOACTBA KOMMaHUW «3M HOHUTEK
KopnopanLwuH».

CoBMeCTUMOCTb C MPoAYyKTaMu ApYyrnx KOMnaHuii

KomnaHus «3M KOHWTeK KopropaiiLLH» He NpoBoAuaa NoA0GHbLIX NCCNE0BaHWIA.

JlekapcTBeHHbIe BellecTBa

MeaMVLMHCKME N30eNna He COAEep KaT U He JOCTaB/IAKT /IEKapCTBEHHbLIX BELLECTB.

NHopmaumsa o maTepuanax XMBOTHOFO UM Ye/IOBEUYECKOTO MPOUCXOXAEHUS
Mpoun3BOAHbIE YENOBEYECKOM KpoBW: MeAULMHCKME W3EeNVst He COAEPXXaT W He [JOCTaBnsoT
MPOU3BOAHbIX YeNOBEYECKOW KPOBU.

BelllecTBa >XMBOTHOI0 NPONCXOXAeHUA: MaTtepuasbl XXKMBOTHOIO MPOUCXOXAEHNS HaMEPEHHO B
n3genna He A06aB}'IFIIOTCFI.

YcnoBusa aKcnnyartaynn, XxpaHeHna m TpaHCnopTnpoBKU
[aHHble n3genns npegHasHaveHbl 419 NPUMEHEHUS NPU KOMHaTHON Temnepatype B 20-25 ®C,
BIXKHOCTb 1 AiaB/IEHNEe HE PerynmpyroTcs.

He xpaHuTe 6pekeTbl C afre3vBom Flash Free, nog npsMbIMU COMHEYHBIMU NlyYaMu.
XpaHnTb NpY KOMHATHON TemnepaType B 2-27 °C; BbIXoAsLiMe 3a AaHHble Npeaenbl YCoBuS
MOTYT COKpPaTUTb CPOK rOfHOCTH.

TpeboBaHUIA K 0CO60MY XpaHeHUI0 6pekeToB 6e3 afre3vsa He MeeTcs. V3aenve npegHasHaueHo
L)1 XpaHeHWsi NpW KOMHATHOW TemnepaType B 2-40 °C; BNaXXHOCTb U AaB/eHVe He PerynnpyoTcs.

[aHHble v3genvs npefHasHauyeHbl NS TPAHCMOPTMPOBKY B YCNOBUAX XpaHeHus. B npouecce
MepeBO3KMN W3LeNMA MOryT TOABEpratbCA KpPaTKOBPEMEHHBbIM KO/ebaHuAM TemrepaTyp, He
BNSAIOLLMM Ha UX 6e30MacHOCTb Y 3PHEKTUBHOCTD.

Cpok rogHocTu
BpekeTbl camonnMrupyroLmecs opToLOHTYeckne kepamumyeckume Clarity'™ Ultra

Martepuanbl bpeketos Clarity™ Ultra He MeHSKOTCA CO BpemeHeM, noatoMy BpekeTbl Clarity™
Ultra 6e3 afire3nsa He UMEKOT CPOKa FOLHOCTW.

Cpok rogHoctn Agresma APCN'N Flash Free mpyv KOMHaTHOM TemnepaType cocTaBnseT 36
MecALEB C AaTbl U3roTOBMEHNS MPY YNakoBKe B MOUMPONUIEHOBBIA 6/1MCTEP C MHOMOC/IOMHOW
NOIMMPONWIEHOBON WM a/IfOMUHEBOM TepMOoCBapmBaeMor (honbroin. He xpaHuTb B6AM3M
MPSAMBIX COMHEYHbIX yyeld. XpaHWUTb NPY KOMHATHOW Temnepatype B 2-27 °C; 60/ee BblCOKas
Temnepartypa MOXET COKPaTUTb CPOK roAHOCTH.

15
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MHCTPYMEHT bl 3a>KMMHbIe OPT OAOHT MYecKkue 4na camonurupyrwmxca épekerTos Clarity'™
Ultra

MHCTpYMeHTbl MpoJatoTCs B HECTepU/IbHOM COCTOSHMM W nNpefHasHaveHbl 415 MOBTOPHOrO
NCMNOMb30BaHMA Moc/e cTepunmsaumm nonb3osatenieM. CrefoBaTtesbHO, Ol'lpe,qefleHHbIVI CPOK
roAHOCTM OTCYTCTBYET.

MoBTOpHasa nepepaboTka
Cnocobbl  yTunMsaumMmn:  YTuUauzaumsi  COAEePXXMMOrO/KOHTeiiHepa B COOTBETCTBMM  C
MeCTHbIMW/PernoHanbHbIMWU/HaLMOHaIbHBIMU/MEXAYHaPOAHbIMW/ CTaH4apTamu .

W3penvs, BCTynatoLLMe B KOHTAKT C KPOBbHO U (1111) GUONOTMYECKUMUI XKMAKOCTSMU, OTHOCATCS
K MeAMLMHCKUM M3aenmam Knacca B no knaccumkaumm MeauumMHCKUX 0TXOA0B 1 MOTYT GbITb
nepepaboTaHbl 1 (UNK) YTUNM3MPOBaHbI COFMacHO NPUMEHUMbIM FOCY4apCTBEHHBIM HOPMATMBaM.

Heuncnonb3oBaHHbIe M3genmns (He BCTYNaloLME B KOHTAKT C KPOBbIO U (11M) BUOMOTYECKMM
XKUAKOCTIMU), BK/OYas U3AENNS C UCTEKLIMM CPOKOM FOfIHOCTM, OTHOCSTCS K MEAMLIMHCKUAM
n3nenuaM Knacca A no KnaccugmkaLumy MefULMHCKMX OTXO0B U MOTYT 6bITh MepepaboTaHbl 1
(M) yTUNM3MPOBaHbI COFMAacHO MPUMEHMMbIM HALWOHAbHBIM CTaHaapTaMm.

Cnncok MexayHapoAHbIX HOPMaTUBHbLIX [OOKYMEHTOB W CTaH4apToB, KOTOPbIM
COOTBETCTBYET MeAULIMHCKOe usgenve
BpekeTbl camonurupyrowmnecs opToaoHTUYeckme Kkepammyeckune Clarity'™ Ultra

ISO 10993-1: 2009 OueHka 6MONOrMYECKOro AENCTBUA MeAUMLUMHCKMX u3pennii. Yactb L
OueHKa 1 ucnblTaHWA B pamKax npouecca MeHe>KMeHTa pucKa

ISO 10993-3: 2014 OugeHKa GMONOrMYecKOro AeNCTBUA MEAULMHCKUX n3gennin - Yactb 3:
WccnepoBaHne  reHOTOKCMYHOCTM,  KAHLEPOreHHOCTW U TOKCUYECKOro  [eiCTBUA  Ha
PENPOLYKTUBHYIO (PYHKLMIO

ISO 10993-5: 2009 OueHKa 6MON0OrMYecKoro AencTBMS MeAUUUHCKUX n3aenunin - Yactb 5
VccnefoBaHMA Ha LMTOTOKCUYHOCTb: METOAbI in Vitro

ISO 10993-6: 2016 OueHKa 6MONOrMYEcKOro AenCTBMS MeAMUMHCKUX M3aenuin - YacTb 6:
WccnepnoBaHs MeCTHOMO AeCTBUSA Nnocsie MMMNIaHTaumm

ISO 10993-10: 2010 OueHKa 610NOrMYecKoro AeNCTBUS MeAULIMHCKUX n3denuii - Yacts 10:
ccnepoBaHus pasnpaXkaroLero 1 CeHCUbUNM3nPYLLEro AencTBus

ISO 10993-11: 2017 OueHKa 61ONOrMYECKOro AeNCTBUS MEANLMHCKUX n3aennii - Yacts 11
WccnepoBaHus 06LLETOKCUYECKOrO AenCTBUSs

ISO 10993-12: 2012 OueHKa 61M0N0rMYECKOro AencTBUS MeJNLMHCKUX n3aennin - Yactb 12
MpuroToBfeHVe NPO6 1 KOHTPO/IbHbIE 06pa3Lbl

ISO 7405: 2008/MpaB. 1:2013 Ctomatonorusi - OueHKa 6MON0rMyYecKoil COBMECTUMOCTU
MEAVLMHCKNX N3NNI, MPUMEHSEMbIX B CTOMATO/IOMN

EN ISO 14971: 2012 Ws3pgenua mefuumHCKue - [IpuMeHeHWe MeHe[KMeHTa pucka K
MEAMLIMHCKUM U3LeNnam
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ISO 13485: 2016 V3penuna meamumHckue mCUCTEMbl MEHEIKMEHTa KayecTBa - TpeboBaHMs
LN151 Lenein perynmpoBaHus

EN 1641: 2009 - Ctomatonorusi - MeauuuHCKre Npmobopsbl 418 CTOMaTONOrMUYeCKNX Lenei
ISO 27020: 2010 CtomaTonorus - KpoHLWTeRHbI 1 TPYOKM AN UCMOMb30BaHUS B OPTOAOHTUN

EN 1041:2008+A1:2013 WHopmauusa, npegocTaBnsiemMas W3roTOBUTENIEM  MeLULMHCKMX
n3aenuia

1ISO15223-1:2016 V3penus megnumHcKune - CUMBO/IbI, MPUMEHSEMbIE NMPU MapKMPOBaHNM Ha
MEeANLMHCKNX U3AENNsX, STUKETKaxX U B COMPOBOAUTENbHOM JOKyMeHTaumm - Yactb 1. Obume
TpeboBaHus

M3K 62366:2015/paB. 1:2016 - V3genna meguumMHCKue - TpoeKTUpoBaHNe MeaULMHCKNX
M3EeNniA C y4eTOM 3KCNyaTalMOHHON NPUroAHOCTM

ASTM F603-12 CraHfapTHas creyugukaums AN BbICOKOYMCTOrO M/IOTHOrO OKcuaa
IOMUHNA NS MeAMLMHCKOr0 NPYMEHEHNS

ASTM F2063-12 CraHfapTHasa Cneumukaumna ons KoBaHbIX HUKE/b-TUTAHOBLIX Cr/aBoB C
NaMsATbI0 POPMbI A/19 MEANLMHCKUX NPUOOPOB 1 XUPYPrUYecKmMX UMMIaHTaToB

ASTM D4169: 2016 - T[lpakTuka TeCTUPOBaHWA MPOU3BOAUTENBHOCTM TPAHCMOPTHBIX
KOHTEHEPOB W CUCTEM

EN ISO 14155:2011 KnuvHW4yeckoe wuccrnefoBaHWE MEAULIMHCKUX W3AeNUiA ANs Nnogen -
Mpu3HaHHaA KNMHUYeCKas nNpakTunka

MHCTpPYMEHT bl 3a>KWMHbIe OPTOAO0HTNYECKUE ANna camonurnpyrowmnxcsa épekeros Clarity'™
Ultra

ISO 10993 OueHKa 61M0N0rMYecKoro AencTeusa MeAULUHCKAUX N3LEeNNit

ISO 14971 W3penua MeAuUMHCKUWe. TlpUMeHeHWe MeHeLKMeHTa puUcKa K MeAULNHCKUAM
n3genmam

ISO 13485 N3genus meguumHcekme. Cructema MeHepKMeHTa KavectBa. CucTeMHble TpeboBaHMsA
[N Lenein perynmpoBaHus

ISO 15223 W3pgenuna megmumHckne - CUMBOSbI, MUCMOMb3yeMble Ha 3TUKETKaX MeAUUMHCKMX
n3genniA, NpefocTaBnseMas MapK1poBka 1 MHgopmMams

MapaHTUA
BpekeTbl camonurupyrwmnecs opToaoHTnYeckne kepammuyeckne Clarity'™ Ultra

MapaHTNAa N orpaHnyeHne cpencrs ﬂpaBOBOVI 3alnTbl

«3M HOHWTEK KOpMopailiH» rapaHTUPYeT, UTO [aHHble W3AeNUs He WMeloT [edeKTOoB
MaTepuasioB WU W3roToBneHMs. B cryuyae OGHapyXeHUst NMo6bIX Ae(eKTOB €AUHCTBEHHOI
(hopMOVi BO3MELLEHUSI AN KNMEHTa U 06513aTeNnbCTBOM «3M FOHUTEK KopropsiilH» sBnseTcs
PEMOHT WM 3aMeHa ToBapa NGO BO3MeELLEHNE 3aKymnoYHoOl LieHbl (Mo BbiGopy «3M HOHUTEK
KoprnopaiiluH»). McbMeHHOe YBeOMEHE O HalileHHOM AedeKTe A0MKHO BbITb MoTyyYeHo «3M
FOHUTeK KopnopsiillH» MO yKa3aHHOMY HWKE afipeCy B pasyMHOe BpeMms Moc/ie ero
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06Hapy)KeHI/IFI, HO He Mo3aHee, YeM Yepes rod C Aatbl NOCTaBKN.

OTKa3 OT COMNpPsKEHHbIX rapaHTnii

BCE COlMNPAXEHHBIE TAPAHTUWN, B TOM YNCNE COIMNPAXEHHbLIE TAPAHTA
MPNTOAHOCTW AJ1A NPOAAXN, NPUMEHEHWNA NN NCTTONIbSOBAHNA B KAKUX-
NMBO KOHKPETHbBIX LIENTAX, HE MNMPN3HAKOTCH.

OrpaHVI‘-IeHI/Ie OTBETCTBEHHOCTU

Kpome cnydaeB, 3anpeljeHHbIX 3aKOHOM, «3M HOHUTEK KOpMOpalwH» He  HeceT
OTBETCTBEHHOCTb 3a NIF0ObIE YObITKN UK YLLEP6, BO3HMKAIOLLME B CBA3M C U3AENMEM, KaK NPsAMbIE,
KOCBEHHble, 0CO6ble, MO6OYHbIE, TaK 1 BTOPUYHbIE, HE3ABMCUMO OT YCTAHOB/IEHHOW NpaBOBOA
6as3bl, BK/KOYaA rapaHTUIO, KOHTPAKT, XanaTHOCTb UK 6e3yCNOBHYH OTBETCTBEHHOCTD.

NHCTpPYMEHT bl 3a>KUMHbIe OPTOLOHTMYECKNE A5 camonurupyroumxca 6pekeros Clarity'™
Ultra

«3M HOHUTEK KOpropaiilliH» rapaHTUPYEeT, UTO [AaHHble WHCTPYMEHTbI He 6yayT WUMETb
[e(eKTOB MaTepnasoB, U3rOTOBNEHUS UM Pa3AeNeHns MasHbIX PeXyLUMX KPOMOK B TeueHue 1
roga c Jatbl NOKynku. «3M HOHWUTeK KOpMnopailH» TakkKe rapaHTUPYeT, YTO [AaHHbIN
VHCTPYMEHT ByZIeT YCTOWUMB K KOPPO3KM B TeUeHMe 5 NeT ¢ AaTbl MOKYMKW,

CeefeHuna 06 npomsBogutene
«3M HKOHUTEK KOprnopanLH»
2724 South Peck Road, Monrovia, California, 91016, USA

Peknamaumna

YNO/IHOMOYEHHbIA  npeacTaBUTENb  MNPOU3BOAUTENS Ha  TeppuUTopMM  POCCUIACKOIA
depepaunn

AO «3M Poccus», 108811, r. Mocksa, N. MockoBckuii, Knesckoe L., 22-i KM, 1oMoBA. 6, cTp. 1
TeneqoH +7 (495) 578-74-74
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NHCTPYKLUUM Mo cTepunusaunm NHCTpyMeHTa AN OTKPbITUS U 3aKPbITUS U VIHCTpyMeHTa
ONS CHATUSA

Mpn NepBOM MCMO/b30BAHUM UHCTPYMEHTA MOC/Ie CHATUA 3aLMTHON YNaKOBKN U Nepes, KakabiM
MCNO/b30BaHMEM He0OXO4MMbI €ro OYUCTKa, Ae3VH(eKuns u cTepunmsaums. SpdeKTmBHas
OUNCTKA W [Ae3VH(eKUMs ABNAAITCA  HempeMeHHbIMW  TPeboBaHMAMU  AN1F  Hag/iexkallei
cTepun3aunmnm WMHCTpymeHTa. [pesycmMoTpeHbl TpW MPOLEAYPbl OYUCTKU WU [Ae3VH(EKLUN:
aBTOMaTM4ecKasi mpoLe.”pa ¢ MCrosb30BaHEM YCTPONCTBA TEPMUYECKON Ae3MHDEKLMN (MOViKa-
[e3VH(eKTOop) 1 fiBe pyyHble npoueaypbl (Y/1IbTpa3ByKOBas O4UMCTKA UK LE3UHMEKLMSA 1 pyYHas
0YMCTKA NN Ae3NHDEKLMS).

OTBETCTBEHHOCTb 3a CTEPWUIbHOCTb MHCTPYMEHTOB HeceT Monb3oBaTe/b. Y6eauTech, UTo s
OUNCTKM, AE3NH(EKLMM U CTEPUNM3ALMM UCTIONb3YIOTCA TOMbKO YTBEPXKAEHHbIE MPOLEAYpbI.
CTepunmsaLMoHHoe 060py10BaHNE TaKKe HEOOXOAUMO PErynsipHo 06CMYXMBATb W NPOBEPSITh,
KaK 11 YTBepX/eHHbIe NapaMeTpbl /151 LIMKNOB OUNCTKM, Ae3MH(EKLMN 1 CTEPUAN3ALINN.

1 T[MpepocTtepexxeHns

*He uCMONb3yiiTe METAIIMYECKYIO LLETKY WM CTa/lbHyl0 MOYaiKy [A1s OUUCTKM
VHCTPYMEHTOB, TaK Kak OHW MOBPEXJatoT NOBEPXHOCTb MHCTPYMEHTA.

* He HaHOCKTe MUHEepPabHOE Mac/o UK CUIMKOHOBbIE CMa3KW Ha LLaPHUPbI MHCTPYMEHTA,
MOCKO/IbKY OHW BHOCST MWKPOOPraHv3Mbl, NpeaoTBpalLatoT NMPOHWKHOBEHME Mapa Ha
MOBEPXHOCTb MHCTPYMEHTA W TPYAHO YAANSHOTCS.

*He nogeeprainTe UHCTPYMEHTbI, KacCeTbl, IOTKA WA KOHTEMHEpPbl ANs CTepuamsalmm
BO3AECTBMIO TemnepaTyp Bbilwe 141 ®C (284 °F). 3a Bo3aeiicTBMe 60nee BbICOKMX
TemnepaTyp 0TBeYaeT Nosb30BaTe lb.

* He UCnonb3yiiTe MolOLLME UK AE3VHDULMPYIOLLE CPEACTBA, COAEPXKaLLe CreaytoLLve
BeLLleCTBa:

(@ CwunbHble wenoumn (pH >9)

(b) CunbHble kucnoTbl (pH <4)

(c) PeHosbl K MoLOKMOPbI

(d) TMepekwncb Bogopoaa (H202)

(e) MexranoreHHble areHTbl, rafloreHoBbIe YI1eBOAOPOAbI, 0A0¢OpLI
(H  CwunbHble OKMUCAUTENN UM NEPEKUCH

() OpraHuyeckue pacTBopuUTeNu

* Ha pe3ynibTaT OUNCTKM U [e3VH(EKLUN UHCTPYMEHTOB MOXET MOB/IUATHL KA4YeCTBO BOZbI.
CnepoBateflbHO, UCMO/b3yNTe TONIbKO CTEPUSIbHYIO WM OYMLLIEHHYIO BOLY, Takyr Kak
OuMLLEHHas Bofa, BbICOKooUMLeHHas Boga (PW/HPW B COOTBETCTBUM C (hapmakonesmm)
[J19 3TAr0B OUMCTKU U fe3nH(eKLmm, Tpebyrowmx Boay. Koppo3ns MHCTPYMEHTOB MOXET
BbI3bIBATbCS BbICOKMM COAEPXKaHVMEM X/10pa UAK ApYrux MWHEpPanoB B BOAOMPOBOAHOM
BoZe. B cnyyae nosiBneHns NATEH U KOPPO3UK, NPU UCKIKOYEHUN APYTUX NPUYUH, MOXET
noTpeboBaTbCH MNPOBEpPKa KayecTBa BOLOMPOBOAHOW BOAbI B BalleM paioHe.
BOMbLIMHCTBO NPO6/IEM C KAYECTBOM BOZbI MOXHO U36€XKaTb C MOMOLLbKO UCMO/b30BaHNSA
[EeVOHN3MPOBaHHOWN 1NN AUCTUANIMPOBaHHOW BOAbI.

» CTEpUNM3aLIMA NOANEXKAT BCE UHCTPYMEHTBL.

 [lononHUTeNbHbIE UHCTPYKLUMK CM. B nogpasgene 11.
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2. OrpaHuyeHVs Npu NnoBTOPHOI 06paboTKe

«3M HOHUTEK KOpnopanH» rapaHTUpyeT, UYTO [AaHHble WHCTPYMeHTbl He OyayT WMeTb
[eeKTOB MaTepnasioB, U3roToB/IEHUA WM Pa3feneHns NasHbIX PexyLmnx KPOMOK B TeyeHue
1 ropga ¢ patbl nokynku. «3M HOHWUTeK KOpnopaiH» Takke rapaHTUpyeT, YTO AaHHbIN
WHCTPYMeHT OyeT YCTONUMB K KOPPO3UM B TeyeHue 5 neT ¢ gaTbl NOKynku. HecobnwogeHne
PEKOMEHYEMbIX MPOLEAYpP WCMONb30BaHWUSA, OOCNY>XMBAHUA U CTepunm3aumMm npueegeT K
aHHY/IMPOBaHMIO BCEX FapaHTUIHBIX NPETEH3NA. PEKOMEHYyeMOe TeX06CNYXXMBaHNE BK/IHOYAET B
cebf NOBTOPHYHO 3aTOYKY W BOCCTAHOB/IEHWE Ne3BUS PEXYLLEro WHCTPyMeHTa (O4MCTKa,
MO/IMPOBKA, PEry/INPOBKA BUHTa NPV HEO6XOAMMOCTH) KaXKble 6 MecALEB.

[Monb3oBaTeNlb  HeCceT OTBETCTBEHHOCTb 33 MPOBEPKY WHCTPYMEHTOB Nepes  KaXAblM
MCNO/Ib30BaHNEM.

3. MogrotoBka B MecTe MCMO/b30BaHUA

*Ob6pawjaiiTeCb C WCNOMb30BAHHLIMA W 3arPA3HEHHLIMU  MHCTPYMEHTaMU B 3alUTHbIX
nepyarkax, oTBevatowmx TpeboBaHuaM AupekTrsbl 89/686/EEC.

Y flannTe N3NNLLHNE 3arpsisHEHNS OAHOPA30BbLIMM BYMAXKHBIMU CaNlheTKaMMm.

* N36erainte CyWKn n (pVIKcaLI,VIVI OCTaTKOB TKaHW Ha NMoBePXHOCTUA NHCTPYMEHTOB.

4, ["'epmeTM3aLma 1 nepeBoska

*XpaHWUTe 3arpsi3HEHHblE UHCTPYMEHTbI B YTBEPXKAEHHOM 3aneyaTaHHOM KOHTeiiHepe npu
MepeBo3Ke 13 MECTa UCMOb30BaHWS B 30HY A€3aKTUBALN.

° CTepmnmsyVlTe MHCTPYMEHTbI, KaK TO/IbKO 3TO CTaHET LI,E!'IECOO6pa3HbIM noc/ie NCNoJib30BaHUA.

5. TloproToBkKa

Mpw BbIGOPE PePMEHTATUBHBIX MOHOLLUX CPELCTB YUUTbIBANTE CrefytoLLee:

*[1pMrogHOCTL MOKOLLEro CpeacTBa A4/ OUMCTKM UHCTPYMEHTOB.

» COBMECTMMOCTb MOIOLLIETO CPefCTBa C MHCTPYMeHTamuy (cM. Pasfen 1, «[pesoctepexxeHns»).

*COBMECTMMOCTb MOILLEr0 CpefcTBa C TEPMOAE3MH(EKTOPOM (MOIKa-Ae3NHGEKTOP) UK C
YNbTPa3ByKOBOW 06PabOTKONA.

*/IHCTPYKLWWN W3rOTOBWTENS MOIOLLETO CPeACTBa OTHOCMTENIbHO KOHLEHTPaUuU W BPeMEHU
BbIJEPXKMN.

Mpw BbiGOPE AE3NHDEKTOPA YUUTbIBAITE CleayIOLLEE:

» COBMECTMMOCTb fIe3VH(EKTOPA C (DEPMEHTATUBHBLIM MOILLMM CPEACTBOM U UHCTPYMEHTaMU
(cm. pasgen 1, «MpeaocTepeXkeHns»).

» Opo6peHHas agheKTUBHOCTb Ae3nHgeKkTopa, To ecTb DGHM/VAH, RKI nnn mapkunposka CE.

e VIHCTPYKLUMWN  M3rOTOBUTENS AE3MH(EKTOPA OTHOCUTENIbHO KOHLUEHTpauuu U BPEMEHM
BbLLIEPXKKW.

MpeaBapuTenbHas 06paboTKa (TpedyeTcs AN Bcex TPexX NpoLeayp OUMCTKU U Ae3VNH(EKLN,
nepeyncneHHbIX B pasaene 6)

*Ypanute KpynHble 3arpsisHEHUs Ha WMHCTPYMeHTax cpasy nocne HaHeceHusi (He 6onee
2 4).
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e [orpy3nTe MHCTPYMEHTbI B (hepMEHTHOE MOHOLLIEE CPEeACTBO U yAannTe 3arpsi3HEHWS|MArKoii
LLETKOI; He UCNOMb3YIiTe MeTaIIMYECKME LLETKN UMK CTaNIbHYHO MOYasKy.

¢[1N9 WAPHUPHbLIX WHCTPYMEHTOB OTKPOIATE U 3aKPOITE LLAPHUP He MeHee 5 pas, norpyxas
VHCTPYMEHT B (hepMEHTHOE MOHOLLIEE CPEACTBO.

*[1N1 UHCTPYMEHTOB C FyXMMK OTBEPCTUSIMM (T. €. C OTBEPCTUSMU, HE MPOXOASALLMMYI Yepes
mMaTepuas), UHTEHCUBHO NPOMOITE FNyX0e OTBEPCTME C MOMOLLbBO wwnpuua (Mcnonb3yiite
LUMPUL, C UFNOIA, eCnn pa3mep OTBEPCTUS CIULLIKOM Mas, YTo6bl XOPOLLIO MPOMbITh TOMBKO C
MOMOLLbHO LUMPULA).

o CneflyiiTe MHCTPYKLMSAM M3roToBuTens(-eil) No KOHLEHTpauumn, BPEMEHN 1 TeMnepaType AN
MOMOLLMX W Ae3NHDULMPYIOLLMX CPEACTB.

6. OumcTka n gesnHpekums

ONs OUMCTKM W AE3UH(EKLMN WHCTPYMEHTOB CrieflyeT MO BO3MOXHOCTU WCMOMb30BaTh

aBTOMATUYECKYH0 nNpoleaypy B Moiike-ae3nHpekTope. PyuyHyto npoueaypy cnegyet

MCMO/b30BaTh TOMILKO B TOM C/y4ae, eC/iv aBTOMaTMYecKas npouedypa HegoCcTynHa Uam eciu

Takoli MeTof, He COBMECTVM C KOHKPETHbIMU MaTepuasamu; npy 3TOM Heo6X0AMMO YYUTbLUIATb
4 3HaunTeNbHO 6onee HU3KYH 3(EKTUBHOCTL PyYHOI NpoLieaypbl.

MeTtog 1- ABTOMaTMYeCKas OUNCTKA U Ae3nHpeKuma

O6opypgoBaHue:  Tepmuyeckas — Ae3vH(eKUMOHHas  ycTaHoBKa (Moiika-ae3vHpeKTop),
COOTBETCTBYHOLLAs TpeboBaHMAM 1SO 15883.

* Vcnonb3yiiTe BbICOKOKAYeCTBEHHyt BOfy, Hanpumep, PW/HPW (cm. pasgen 1,
«[pesocTeperkeHns»).

Mpoueaypa Moikun-gesnHhekTopa

1. Ecnu npUMeHVMO, MOIHOCTLIO pa3GepuTe MHCTPYMEHTLI U (M) OTKPOITE LIAPHUPHbIE
VHCTPYMEHTBL.

2. TloMecTuTe MHCTPYMEHTbI B TEPMOAE3NHMEKTOP (MOMKY-Ae3NHDEKTOP), Cneds 3a Tem,
YTOObI MHCTPYMEHTbI HE COMPUKaCaNCh.

3anycTuTe UK.

4. Tlo OKOHYaHUWM UMKNa W3BNEKUTE WHCTPYMEHTbl K3 TepMoge3vHhekTopa (MOWKUM-
[ie3nHgeKTop).

5. BHUMaTeNbHO OCMOTPWUTE WHCTPYMEHT, 4TOObl Y6eAuTbCs B OTCYTCTBUM BUAVMbIX
3arpsisHeHVIA. MoBTOPUTE NPOLIEAYPY OUMCTKM, EC/IN OCTAHYTCS 3arpsi3HEHUS.

6. ECnv uyKn CyLIKU He MCNO/Mb30BaNCs, BLITPUTE MHCTPYMEHT YMCTOI MSTKOI 6e3BOPCOBOI
TKaHbH0.

Banupaums aBTOMATWYECKOW OYUCTKM U TEepMUYECKOn [fesnHpekumn 6bina nposegeHa
He3aBMCUMOI  aKKpeAMTOBaHHOW WCMblTaTeNbHOW nabopaTopuen € UCMONb30BAHUEM
TepmMogesnHekTopa Miele n hepmeHTHOro motowero cpegcTea Neodisher medizym.

MeTtog 2 - O6opyaosaHMe ONsi YNbTPA3BYKOBOW OYMCTKM U AE3UMHMEKUMMW: Y NbTPa3ByKOBOM
OUUCTUTENbHBIV annapaT. MpoLeaypa O4UCTKM:

1 Ecnu NpUMEHMMO, NOMHOCTLIO pa3GepuTe MHCTPYMEHTBI U (MNM) OTKPOIATE LLAPHUPHbIE
VHCTPYMEHTbI.
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2. TloNHOCTbIO MOrpy3nTe MHCTPYMEHTbI B (DEPMEHTHOE MOOLLee CpeacTBO Ha Bpems,
PEKOMEH/J0BaHHOE M3rOTOBUTENIEM MOHOLLIETO CPEACTBA, MM MUHUMYM Ha 5 MUH.

MpymedaHne: Mexay UHCTPYMEHTaMU He JO/MKHO ObITb HUKAKOTO KOHTAKTa; He MeperpyaiTe
YNbTPa3BYKOBOW QUMCTUTE/NbHBbI annapar.

3. Wcnonb3yiite Bpems 06pabOTKM, PEKOMEHJOBAaHHOE M3rOTOBWTENEM YNbTPa3BYKOBOIO
annapata. [py MCMOMb30BaHWM KacCeTbl WCMONb3YyATE BPEMS, PEKOMEH[OBAHHOE B
VHCTPYKLMAX K KacCeTe.

4. YpanuTe UHCTPYMEHTbI 13 ()epPMEHTHOTO MOIOLLEro CPeACTBa. TLiaTeNlbHO OMOOCHNUTE
COrMIaCHO MHCTPYKLMSIM M3rOTOBMTENS MOIOLLIErO CPEACTBA UMK, MO KpaliHeli Mepe, Tpu pasa
B TEUeHVe TPUALIATYU CeKYH/, BOAOI BbICOKOr0 KauecTsa (CM. pasgen 1, «[pefocTepeXkeHms»).

5. OCMOTpWTE WHCTPYMEHTbl Ha MpPeAMET BUAMMbIX 3arpsi3HEHWIA M MPU UX  HaIUYMK
NoBTOpPUTE NpoLeaypy.

Mpoueypa XMMUYECKOI Ae3NHEKLMN:

1 TlonHOCTbIO MOrpy3nTe MHCTPYMEHTBI B IE3MHBULMPYHOLLMIA pacTBOP Ha PEKOMeHLyeMoe
M3roTOBUTENEM [IE3MH(MLIMPYHOLLIETO CPEACTBA BPEMS BbLUEPKKMN. IHCTPYMEHTbI HE AO/MKHBI
conpuKacaThCs.

2. Ypanute WHCTPYMEHTbl U3 (DePMEHTHOrO MOHOLLEro CPeAcTBa. TLUATeNbHO OMO/IOCHMTE
COrM1aCHO MHCTPYKLYMSAM M3rOTOBUTENS MOHOLLEro CpeacTBa WA, Mo KpailHeil Mepe, Tpu pasa
B TEUEHWE TPUALATY CEKYH/] BOAOl BbICOKOrO KauecTsa (CM. pasgen 1, «MpefocTepexxeHns»).

Bampauns  o4ACTKM U [e3rHgeKuMn  6bina  MPOAEMOHCTPUPOBAHA  He3aBUCUMOIA
aKKpeAMTaLMOHHON MCnblTaTeNbHOW nabopaTopueil ¢ NOMOLLbIO YbTPa3ByKOBOW YCTaHOBKY
SONOREX SUPER RK 514 H u wucnonb3oBaHWeM (EPMEHTHOIO MOHLLEro CpeacTsa
Cidezyme/Enzol n ge3nHgekTaHTa Cidex OPA npu cO6M04EHUN NHCTPYKLUMIA HA 3 TUKETKE.

MeTog 3 - Py4yHas 04MCTKa U fe3NHDEKLMS
O6opyaoBaHue: He nprmeHUMO.
Mpouenypa OUUCTKM:

1. Ecnv npuMMeHUMO, NOMHOCTLIO pa3bepuTe MHCTPYMEHTbI U (MIM) OTKPOWTE LapHUPHbIe
WHCTPYMEHTBI.

2. TI0OMHOCTbIO MOrpYy3nTe WHCTPYMEHTbI B (DEPMEHTHBIA PacTBOP Ha PEKOMEHAyeMoe
W3roTOBWTENIEM MOHOLLETO CPEACTBA BPEMS BbLUEPXKKW. [ aKKypaTHOM  OYUCTKY
WHCTPYMEHTa NPW HEOGXOAMMOCTMN UCMONb3YIATE MSATKYHO LLETKY.

3. YpanuTe UHCTPYMEHTbI U3 (PEPMEHTHOIO MOHOLLEro cpeacTBa. TWIATeNbHO OMOMOCHUTE
COrMacHO MHCTPYKLMSM M3rOTOBUTENS MOIOLLIEro CPeACTBa UK, MO KpaliHeli mepe, Tpu pasa
B TEUEHVe TPUALATY CEKYH[ BOAOI BbICOKOr0 KauecTBa (CM. pasfen 1, «MpefocTepexxeHus»).

4,  OCMOTPUTE MHCTPYMEHTbI Ha MpeaMeT BMAVMMOI TPsis3n U NP ee HaMuuMU MoBTOpUTE
npouesypy.
Mpoueaypa XMMUYECKOI Ae3NH(EKLMN:
1 ToNHOCTbIO MOrPYy3nUTE MHCTPYMEHTbI B IE3MH(ULMPYIOLLMIA PacTBOP Ha PEKOMEH/YEMOE

M3roTOBUTENEM AE3NH(ULMPYIOLLIETO CPEeACTBA BPEMS BbLLEPXKKM. VIHCTPYMEHTbI HE AO/MKHbI
COmMpuKacaThCs.

2. V3BnekvTe MHCTPYMEHTbI M3 Ae3VH(ULMPYIOLLEro pacTBopa 1 TLaTeNbHO NPOMOWATE UX
COrNIaCHO MHCTPYKUMAM K Ae3MHMULMPYIOLLEMY CPeACTBY MK, NO KpaliHei Mepe, 3 pasa no
1 MWH BOAOW BbICOKOr0 KayecTBa, Hanpumep, PW/HPW (cm. pasgen 1, «[pefocTepexkeHuns»).
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Bammgaums  ouncTKM WM ge3nHekun  6bina  NMPOAEMOHCTPMPOBAHA  He3aBKCHMON
aKKpeaMTaUMOHHOW  UCNbITaTenbHOW nabopaTopueid € MCNoNb3oBaHWeM  (DePMEHTHOro
motowiero cpeacTea Cidezyme/Enzol n pesvHgekTaHTa Cidex OPA npu  cobnogeHnn
WHCTPYKLMIA Ha 3 TUKETKE.

1 Cyuka

[TpocyLlunTe YMCTON, MSArKOM 6E3BOPCOBOM TKaHbO B YMCTOM MECTE WU MCMONb3YyNTe
(hMNbTPOBAHHbIN BO3AYX AN CYLUKW, YTOObI NPesoTBpaTUTL MOBTOPHOE 3arpsi3HeHMe.

sEcn  cylwka npoucxoAMT B paMKax LUMKNa MOWKW-Ae3VMH(EKTOpa, He MpeBblblaiiTe
Temnepatypy B 120 °C (248 °F).

*[epes yNakoBKOI MOMHOCTbIO BbICYLLNTE UHCTPYMEHTbI.

8. OCMOTp, TEXOGCNYXKMBaHWE, UCTIbITaHUE

*OCMOTPUTE WHCTPYMEHTbI Ha MpeaMeT 3arpsi3HeHWUld, MOBPEXAeHWA 1 M3Hoca. Pexylive
KPOMKW MHCTPYMEHTOB HE [J0/KHbI UMETb 3a3yBpUH. ECNM MHCTPYMEHTbI BCE ELLE 3ar PSASHEHI,
MOBTOPUTE NPOLIEAYPb! OUUCTKU U AE3UHAEKLIN.

«CobepuTe pa30bpaHHble MHCTPYMeHTbI. [1poBepbTeé MNMABHOCTb ABVMXKEHMS LLApHMpa 06e3
ypeamepHoro nwdTa. 3anupatowye (XpanoBble) MexXaHU3Mbl CnefyeT MpOBepATb Ha
paboTOCNOCO6HOCTb.

*CMasblBainTe LWAPHMPbI NaponpoHMLIAEMOA CcMaskol (Hanpumep, 6enbiM  NapaUHOBbIM
Mac/ioM), NOAXOAALLEN ANs CTepunusaumy napoM. Y6eAmTecb, UYTO W3rOTOBUTENb CMa3Ku
MOATBEPXKAAET, YTO CMasKa He MOB/MMAET Ha 3((EKTUBHOCTb CTEpPUIN3ALMM CMa3aHHbIX
WHCTPYMEHTOB U 4YTO 6GMOCOBMECTUMOCTb CMaskuM OyfeT COXpaHATbCA B TeyeHue LUMKia
CTepuan3aLmnu.

LWapHup. HaHocuTb
CMa3Ky Ha mecTa
coefjuHeHns
3N1eMEHTOB LWapHMpa.

Mpu BbIGOPE MNOAXOAALLMX CTEPUNZALIMOHHBIX KOHTENHEPOB YUNTLIBAITE ClEAyHOLLee:
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*Cootsetcteue ctaHaapTy ANSI AAMI (EN) ISO 11607 (EN 868-8)
* [purogHocTb ANst CTepUAM3aLMM Napom (TepmMocToKocTb 40 140 °C (284 °F)

e[locTaTO4Has 3aliMTa WHCTPYMEHTOB W CTEPWUIM3ALMOHHOA YMaKOBKM OT MeXaHWYeCKMX
MOBPEXAEHNI

eHannume CTEPUNIN3ALMOHHONO KOHTEHepa WAM  KacceTbl - MPOBOAWTE  MaHOBOE
TEX06CMYXKMBAHNE COrMACHO UHCTPYKLUMAM U3rOTOBUTENS

B0O3MOXHOCTb MCMO/Mb30BAHMS CTaHAAPTHOM CTEPUNM3ALMOHHON YNaKoBKK (Hanpumep, Gymarn
i honbrn, OAMHAPHOW MNKM ABOMHOWM YMaKOBKWM) B KauyecTBe anbTepHaTvBbl. MMpu BbiGope
MOAXOASLLENA CTEPUIN3ALIMOHHON YNAaKOBKM YUNTbIBalATE CNeaytoLLee:

*Cootse3sctBume ctaHgapty ANSI AAML (EN) ISO 11607 (EN 868-2)
[lpurogHocTb AN cTepunmnsalmmn napom (TepMocTonkocTs Ao 141 °C (286 °F)

e[locTaTOYHas 3allimMTa WHCTPYMEHTOB W CTEPUIN3ALMOHHON YMAKOBKM OT MEXaHNYeCKUX
MOBPEXAEHWI

0. Crepunusauuns

Mcnonb3yiiTe TONbKO PEKOMEHAYEMYHO HuKe npoueaypy. [pyrve npoueaypbl CTEpUAU3aumn
4 BbIMO/HSKOTCS MO/, OTBETCTBEHHOCTb MO/L30BATENS.

e/Icnonb3ylite  MapoBOi  CTEPUAM3ATOP € AMHAMWYECKMM  y[aneHWem  Bo3ayxa
(thpakuMOHMPOBaHHbLIM ~ BaKyyMOM) WM NapoBOM  CTEPMAM3aTOpP C  FpaBUTAaLMOHHbLIM
nepemeLleHnem. Mo BO3MOXXHOCTM ANS CTepunusaumMmn cnegyeT MCnonb3oBaTb Npouemsypy
(hpaKLMOHMPOBAHHOIO BaKyyMa.

» CTepunmsaTop A0/MKeH 6bITb YTBEpXKAeH cornacHo ctaHaapTy ANSI AAMI (EN) ISO 17665 (n
HTM 2010, ecnn 3Toro TpebytoT MeCTHbIE HOPMaTVBbI).

*He ncnonb3yiTe Npoueaypy CKOPOCTHOM CTEPUNM3ALIMMN.
*He npeBbIWainTe TeMnepatypy cTepunmusauum B 138 ®C/ 280 °F.

*He npeBblWaliTe MakCUMabHYH 3arpysKy CTepunmsaTopa Mpyu CTepPUAM3aLMU HECKONbKUX
VHCTPYMEHTOB B OZHOM LIMK/e NapoBOro CTepunmsaTopa.

* LLIapHUpPHbIE MHCTPYMEHTbI CNIeAYyeT CTEPUN30BATL B PACKPLITOM COCTOSHUM.

s/Icnonb3yiiTe OfHO W3 CNefyloLMX 3HAYEHUIA BPEMeHW CTepunMsaLMM Mpyu TemnepaType
cTepunuzaumu: Cwm. pasgen 11, «CreupanbHble NPoUeaypbi», Ans NoayYeHNs A0NOHATENbHOM
MH(OPMALIK O BPEMEHMN 1 TeMMepaType CTEPUAM3ALMN 415 BblGPAHHBbK MHCTPYMEHTOB.

MapoBoii cTepunmsaTop
Crepunusarop ¢
ANHAMUYECKUM

y[aneHveM Bo3fyxa

(thpaKUMOHMPOBAHHbIM

MopsiAoK CTepumn3aLm CTepunmsatop
rpaBUTaLOHHOrO THNa

BaKyyMOM)
Bpems 06paboTku npu 132°C 15 MUHYT 3 MUHYTHI
Bpewms cyLLKn 30 MUHYT 30 MUHYT

Banmpauus cTepunnsau napom 6bina NPoAEMOHCTPUPOBaHa HE3aBUCUMON akKpean TOBaHHON
UCNbITaTeNbHOK NabopaTopueit C NCMNONb30BaHEM NAPOBbLIX CTEPUIN3ATOPOB C ANHAMUYECKUM
yaneHnem Bosayxa (hpakLMOHMPOBaHHbBIM BaKyyMOM) WK FPaBUTaLMOHHbIM aBTOKIABOM.
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10. XpaHeHune

Mocne cTepunmM3auun XpaHWTe WMHCTPYMEHTbI B CyXOM W HemblibHOM MecTe. CTepuausauus
MOXET MOAAePXKMBATLCA TOMbKO B TOM C/lyyae, €Cnv Moc/ie YTBEPXKAEHHOW CTepuamsaumm
MHCTPYMEHTbl OCTAlOTCS  YMaKOBaHHbIMU WM 06EPHYTbIMA W HEMPOHWLAEMbIMW [N
MUKPOOpPraHn3MoB. COCTOSIHVME CTEpPUIN3ALMKU AO0/MKHO ObiTb ACHO YKa3aHO Ha 06GepHYTbIX
YNaKoBKax WM KOHTeliHepax. B Lensx 6e30macHOCTY XpaHUTE CTEPU/IbHbIE U HECTEPU/bHbIE
MHCTPYMEHTbI OTAENbHO.

11. CneumanbHble NpoLeaypsbl
LLIapHUPHbIE NHCTPYMEHTbI

PackpbIBaliTe 1 3aKpblBaiiTe MHCTPYMEHT HECKO/bKO pa3 B MPOLIECCE OYMCTKN U AE3UHKEKLNN.
CMasblBaiiTe LIApHMPbI Nepes CTepunmnsaLmein n o6pabatbiBaiiTe B PacKPbITOM COCTOSIHUM MpW

CTEPUNM3aLIAN.

25

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



MepeBoj AaHHOTO TeKCcTa CAenaH MHOMW, NepeBoAYMKOM MapblueBbiM KOpue.u Vropesnyem.

NoANKCh

Poccuiickas ®epepaymns

[opog Mocksa

,ﬂ,eCﬂTOFO ,u,eKa6pﬂ ABe TbICAYN ABaaLaTOro roga

A, Akumos Nne6 bBopucosu4y, HoTapuyc ropoga MOCKBbI, CBUAET eNbCTBY NOLAMHHOCT b MOANUCHK
nepesofgumka Mapbiyesa O pua Mropesunua.

Moanucb caenaHa BMOEM NPUCYTCTBUU.

JInyHoCTb NogNMcaBWEro JOKYMEHT yCTaHOBNEHA.

3aperucrtpuposaHo BpeecTpe: No 77/09-H/77-2020- -/c>- ' —
B3biCKAHO FroCyAapCTBEHHON NOWANHLI(NO Tapugy): 100py6.

YnnayeHo 3a oKaszaHuWe ycnyr npaBoBOro u TexHuyeckoro xapakTepa: 300 py6.

NoAMNuChH

6. AKkumos
lepboBas neyaTb
HOoOTapuyca r.Mocksbl
Akumosa I'.b

Bcero npowHypoBaHo, NPOHYMepoOBaHO
M CKpensieHo neyaToto S7  nucT(a)(os)

HoTapwuyc

noanunch

Poccuiickas degepaunms
opog MockBa
[ecaToto fekabpsa Be TbiCAYM ABafLATOr0 roja
A, AknmoB Mne6 BopucoBuy, HoTapuyc ropoga MocKBbl,
CBWAETENbCTBYIO BEPHOCTb KOMHW C npefcTaBieHHol0 MHe JoKyMeHTa.

3aperucTpmpoBaHo H peectpe: Ne 77/09-H/77-2020-
Ngr<HFA*RG04]1jeKaHO rocyapCTBEHHON NOWAUHBI (HO Tapudy); ' AN py6-
jy NANCHO 3a 0KaszaHuWe ycnyr NpaBoBOro M TEXHWYECKOro xapakTepa: N

"B.AKMUMOB

NpoLWMNTO, MPOHYMEPOBAHO, CKPENIEeHO
neyateto S / nuct(a) (oB)

HoTapuy
-b. Akumos
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