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Name of a medical product
ital instruments (hereinafter: Instruments, Product):
l- K-Files
H-Files
i- Reamers
Information on the manufacturer of a medical product

:ChJ oLOGY Co' LTD ChinT""* company: SHENZHEN SUPERLII«:

‘3. Description of a medical product

The instrument consists of a handle/holder with colour, number, and geometric figures code;;,
a shak with a working part and a silicone stopper to fix the working length of the instrument. Please!
note that the shank may be of different length (21,25, 28, 31).
The instrument IS designed for hand and machine use in root canal treatment. The instruments are
made of two kinds of materials: dental broaches of medical stainless steel and of nickel-titaniun
alloy.

01»7

i K< it it 1

Design description of the ntedica, product
ReaTct? nh" h''dle/holder; 3 -stopper; 4 - storage container; 5 - size range; 6 - working length,
earners H-F.les and K-Files are endodontic instruments used for root canai treatmen

consist of a working part, a stopper and a handle. They have lotsof cutting angles due to a nu.nber of
spirals and a sharp tip with high cutting efficiency. The instruments may be used for hand root canal
therapy using "in-out™ technique.

They

3.1 Product designation specified by the manufacturer
Dental instruments are used for maintenance and restoration of teeth shape and functior

Product designation is subdivided into the following groups;
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;iteeatment of pulpitis, pulp necrosis and other traditional kinds of therapy as well as cleaning out
Ifiling root canals;

rpBSsage, preparation and enlargement of a root canal;

N

I'seof the Product

product should be used in dentistry (therapeutic). These instruments should be used Oy high:y
dentists at dental clinics, policlinics.

iIndications for Product’s use
Pulp extraction and pulpal degeneration. Filling of a root canal to save teeth
nip inflammation ~ pulpitis. All kinds of pulpitis, which are not subject to biological, conservative
rent
Dental trauma resulting in pulp extraction and root canal filling.
- Retreatment following earlier root canal treatment.
Preparation for prosthetics of the crown, requiring significant grinding of the hard tissues of tfe
looth (including with a significant inclination or extension of the tooth from the jaw).
- Preparation for crown denture, which requires considerable slicing of dentine (also when; having a
big tooth inclination or teeth protrusion).
- When preparing a tooth to root canal bleaching.
- Conditions for tooth maintenance procedure and root canal treatment. The criteria for too.h
maintenance procedure and conservative treatment are:
- functional value of a tooth over time;
sufficient stability of a tooth;
the effectiveness of medicinal manipulations;
- satisfactory condition of a patient.
3.4 Contra indications for Product’s use
Contra indications are determined based on general and local conditions.
General contra indications:
Failure to open mouth to the extent necessary to ensure adequate access to a root canal.
Poor oral hygiene.
High gag reflex. ,
Unsatisfactory/severe somatic condition of a patient (physical weakness, mental
lasting physical illness).
Challenging behaviour, unwillingness to cooperate with a doctor.

deficiency, long-

Local contra indications:

Failure to restore the form and function of a tooth after endodontic treatment.

Inflammation of the periodont in a bad tooth incidental to visceral disease or causing deatogenou:
inflammation (sinusitis, osteomyelitis, etc.)

Significant tooth tissue destruction below gingival margin.
Tooth has no functional value, a significant loss of periodontal tissues (tooth mobility of 1l - I\
degree, dehiscence more than 2/3 of the root length).

Endodontic treatment of dens serotini.

Vertical tooth/root fracture.

Root blunting.

Root deformation.

(Repeated) endodontic treatment failure.
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of the instrument in a canal, which cannot be removed or bypassed.
lilure to extract the pin from a root canal.
tment shoulder in a root canal, which cannot be bypassed by endodontic instruments.
)ility for tooth crown restoration.

and should not be used by persons with known rllergic

ptoi'rIm "™ ed to use MD not for the purpose established by the manufacturer for thrs
jproduct.
m3” Possible side effects when usinga medical device
'Foreign body failure (response to a filling material).Radicular cyst (non-infectious epulis).

3.6 Precautions for use

1. Before use, make sure that the instrument is properly sterilized.

Select the most appropriate instrument for each case. _ n

3 Defects of appearance such as cracks, deformation (curvature, bending), corrosion, erasing
colour codes indicate that endodontic instruments cannot be used for subsequent treatment anc

provide an adequate level of safety.
4.

N

If aworking part of the instrument is thin and long, avoid excessive pressure and watch

r ir a rubber dam to prevent swallowing or fall of the instrument as well as mucosal lesions.
6. Use a protective mask and a protective screen to prevent the intrusion of dust into eyes and,
respiratory tract.

7. The instrument should be treated as a medical device for disposal purposes.

8. After use, rinse the instrument with disinfectant and clean off organic remains.

9. Before ultrasound cleaning, place the instrument on a bur block.

10. To prevent injury, use cutting instruments very carefully.

3.7 Features of the procedure
Apart from knowing the anatomy of different groups of teeth, age changes in the tooth cavny

structure as well as the pathological processes’ impact on its condition should be taken into account.
3.8 Conditions of use

Designed for use only by experienced dentists.

The products should be sterilized in an autoelave before each use.

Do not use this product for any purposes, other than dental services and treatment.
Regularly rinse the flutes and check for deformation.

Dispose the product in case of its damage or contamination.

Do not exceed the maximum permissible maximum speed.

3.9 The process (mechanism) of applying the Product

Before use, the instruments should be sterilized by autoclaving.
Before treatment, define the exact working length and tooth anatomy by using X-ray or apex locator
Provide standard pulp cavity access. Get full access to a root canal. Choose the most appropnau
instrument for each case, the proper diameter and length, according to the working length and wic.th
of a canal and follow the standard procedure.
K-Files
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are the instruments with a sharp angle, whereby the cutting efficiency of files during
preparation increase. Preparation is carried out by up-down movements (sawing movements),
ig 1/4 in one direction, then in the other allows the instrument to move forward. It is iisuilly
when working with traditional methods of step back, step down, per the Balanced Forces
" jue.

H-Files blades have an acute angle and nip angle goes to zero, thereby increasing cutUr ~
y when making push-pull movements. Instrument blades are designed for vertical cutt ng
IWke K-Files, H-Files allow to excavate more dentin. Preparation is made with scraping Tiovemen':!
fill effectively excavates dentin in the coronary direction. Use for treatment of uneven strfaces of a
canal. It helps to remove separated files. If the canal has been prepared by K-Files or Reamers, tnen
choose an instrument of a smaller or of the same size as the last instrument. H-Files a-e made oi
high-quality stainless steel.
H-Files are usually used after preparation of a canal by K-Files
Reamers
Reamers canal therapy is carried out along the perimeter; dentin is removed in thin layers. Piajt ¢
stoppers are installed on each instrument.

4. Technical specifications of the medical device

4.1 The main technical specifications
Standard-sized instruments include K-files and H-file, enlargers, spreaders and pluggers'The cone
equals to 2%. The main parameters of the product are specified in the table No. 1-73

Table No.I The main parameters cf the Product
The main parameters i

Instrument Nominal size Length of Length of Maximum Initial diameter Diameter at the
: an a working diameter of a of a working len.gh 14, mn
verston operative part, 11 working part, part, mm (maigin + 0.0 °)
part, 12 mm (min) mm (margin * (margin + 0.02), a3
mm 0.02), d2 di
(margin +
0.5)

K-Files 6 21 16 0.38 0.06 0.12
8 25 0.40 0.08 0.14
10 28 0.42 0.10 0,16 1
15 31 0.47 0.15 0.21. i
20 0.52 0.20 0.26
25 0.57 0.25 0.31
30 0.62 0.30 0.36 !
35 0.67 0.35 0.41
40 0.72 0.40 0.46
45 0.77 0.45 0.51

H-Files 6 21 16 0.38 0.06 0,12
8 25 0,40 0.08 0.14
10 28 0.42 0.10 0.16'
15 3L 0.47 0.15 0.2L
20 0.52 0.20 0,26.
25 0.57 0.25 0.31
30 0.62 0.30 0.36
35 0.67 0.35 041
40 0.72 0.40 0.46
45 0.77 0.45 0.51

Reamers 6 21 16 0.38 0.06 0.12'
8 25 0.40 0.08 0.14
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10 28 0.42 0.10 0.16 n

15 3 0.47 0.15 0,21

20 0.52 0.20 0.26

25 0.57 0.25 0.31

30 0,62 0.30 0.36

35 0.67 0.35 041

40 0.72 0.40 0.46

45 0.77 0.45 0.51

Table No.2 Technical specifications

|1 K-Files H-Files  Reamers
m Joint efficiency of a holder/ 0.02kN

shank and a working part
equals to (margin £5%)
Hardness of the working part 50HRC

Roughness of the working no more than 4.5 pm
part: no more than

4.2 The Product weighs 1 g (margin = 0,1 )

4.3 Product materials are specified in the table No.3
Table No.3 Product materii.ls

No. Name Part Material ,
1 K-Files working part stainless steel 304H
handle PBT (polybutyleneterephthalate )
stopper silicon rubber
2 H-Fiies working part stainless steel 304H
handle PBT (polybutyleneterephthalate )
stopper silicon rubber
3 Reamers working part stainless steel 304H
handle PBT (polybutyleneterephthalate)
stopper silicon rubber
4 Package high-tenacity polypropylene 1365S

304H stainless steel, nominal components are asbelow:

element Cr Ni Mn Si C P 0 S Fe
weight residu-l1 1
18'-20 9~13 <2.0 <0.8 <0.09 <0.045 <0.3 <0.03 1
proportion amount 1

Stainless steel has a high content of chromium, is a high alloy steel. Chromium in the ai mand
oxygen can form a layer of chromium oxide (Cr203) on the surface, this layer of oxide to prevent
deep corrosion, which is the unique corrosion resistance of stainless steel reasons.Silicone rubber not
only has the inorganic silica weather resistance, oxidation resistance, electrical insulation, flame
retardant, non-toxic non-corrosive andphysiological inertia and other excellent performance, bin also
has the characteristics of organic polymer materials easy to process. Widely used in the field of
medical equipment.PBT plastic, the results showed that PBT had no obvious toxic effects or the
morphology and cell adhesion of canine arterial smooth muscle cells, and had good biocompalii: ility.
Dental Root-canal Instruments categorization by nature of body contact is Surface-contacting
devices .parts of the body may be exposed to the oral cavity, according to the contact duratioi are
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sssif.ed as short-term exposure.lt is classified according to the nature of body contact
Oration, it is necessary to consider cytotoxicity,sensitization, irritation or intracutaneous
Simulate skin reaction within three biological evaluation tests. Dental Root-canal Instruments (
Paste carriers ) working part material and the same material as commercially available equipme it
The biologiLl evaluaLn is eompleted and evaluated. The Dental Root-canal Instruments 304H

stainless steel material has no biological effect, no unacceptable risk, and its biocompatibil, y
accordance with the requirements of the intended use.

VAN

les.

4.4 Colour codes of the Product are specified in the table No.4

Table No.4 Product codes

Type ofthe L2 Colour Geometric figure ~ Sizeé  Material
instrument ?BT Plastic-Jian jyin materia
. Pink square
K-Files O InkSS8-611—Ttyo
8 PBT Plasiic-jiar gyitt mate lal
Gre square
Q y IfkSS8-6U—Toyo
To" PBT PlastiC".liangyin material
Purple square
P /\ IIé_IS_ISDIS-G_II::i'I_:iZO.
Vhite quare 5 astic-."iatgym et
O nkSS8-611—oyo
Yellow square 2
I/B InkSS8-611—foyo
Red square 25
B Ink SS8-6!11— 0y0
Blue square 30
I I I Ink S38-611—1 0y0
Green square 3
N Ik SB611—l0yo
40
Black square
B Ink S861 |- Toyo
White square 45
O Ink SS8-6!1- Toyo
) i sphere 6
H-Files @ Pink InkSSB-6!I--Tayo _
Grey sphere 8 PBT Plastic— langym i
I-O Ik SS8611—loyo _
10
sphere
o luwke Ink SS8-611--Toyo
i sphere 15
© White P Ink SS8-611 --Toyo
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Item Quantity Type

Taper Machine tool 120 pcs DK7730

B 1-—
Heat treatment oven 7 pcs SX12-10
Urum type polishing machine 8 pcs 2B30#
Mini Machine tool 9 pcs CJ9518

bS surface grinder; 3 pcs M7120

W Lo ~ Wire Cutting machine

_ 4

‘ pcs DK7740
wire drawing bench 3pcs Self invented

4.5 Supply package of the Product
Supply package should correspond to the items specified in the table No.5.
No — Table No.5 Supply package of «he Produ;t
: Name ; ;
) o Quantity, pieces
Dental Instrument (in an individual consumer package)
From 3 to 6 pcs
Polypropylene box
_ghe label indicating product name and the 4 parameters
ag

5. Classification of a medical device
Depending on the degree of potential risk when applied in medicine, the product Dental ins rumenti
(see Annex on page 1)" refers to class 2a per Annex IX of Directive 93/42 / EEC. The contaT of th-

To rr A environment and body tissues should be brief (less than 2d’

6. Product labelling
individual package in accordance with the requirements of Directive
yj/42/EEC and includes the following information;
- name of the manufacturer (producer);
- name of the product;
- conformance mark;
- type of the instrument, product designation;
- material of the operational part of the product;
-the nominal size of the instrument according to the manufacturer’s numbering system;
- the number of items in a single package;
- CE marking and information on the instrument case;

Model of the label in Russian
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is are color-coded. The colour coding indicates the size of the instrument according to ;he

10 international classification. The delivery set of equipment includes: endodontic tool of ;hi
:name, same size, same length for 6 PCs in a plastic bag.

Jrt marking is made with the application of manipulation signs (symbols) "European’, **Non-

Package
instruments are supplied in a plastic box made of polypropylene, 6 files per box. Ina
idary package from 6 to 140 boxes are supplied.

ts. Safety requirements and risks related to the use of the Product
irage, transportation and operation of the product do not cause emissions of harmful mbstance i
ito the atmosphere and do not adversely (in direct contact) affect human body. Working with th *
istrument does not require any other precautions other than those specified in this Guidance.
*The products are not explosive, not self-inflammable and burn without exploding when exposed to an
open fire.
When being disposed, these products do not require special measures for environment protection.
Products and package are made of the materials, which, when ignition occurs, can be extinguished by
all available fire-fighting equipment.

9. Environmentai requirements
Using, transportation and storage of this medical device do not adversely affect human and
environment.
The product is not explosive, not self-inflammable and when exposed to an open fire burns without
exploding. While working with the instrument no special measures to protect the environmc nt from
harmful effects are required.
Production processes, carried out during the manufacture of products, eliminate over pollution of air,
soil and water by harmful substances and production wastes.

10.Sterilization of the Product
After using the instrument, to get of debris sticking to the surface, place it into disinfectant. Mining ratios
(dilution) and contact time should comply with the requirements of the manufacturer of disinfectant. I)(
not use phenol as antiseptic. Rinse instruments with running water, check for organic remains, if fourd
repeat pre-sterilization, then dry the instrument.

Autoclaving:
Steam Autoclave at 136"'C (plus or minus 2°C) - pressure 3 bar. - for 20 minutes - full cycle.Do not use

autoclaving at 200 ° C, including drying.

Productrepeatability: The root canal device is a reusable medical device except for special label! ig. The
number of re-use depends largely on the conditions of root canal therapy, and how the user to use, before
and after each use, should be checked on the device. If you find the instrument deformation, or file front
blunt, or has lost normal function, you should stop the use of sterilization.

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



I.The list of international standards applicable to the product
ISO 14971:2012 Medical devices. Application of risk management to medical devices
ISO 10993-5: 2009 Biological evaluation of medical devices. Part 5: Tests for in vitro cyto:oxicity
ISO 10993-1:2009 Biological evaluation of medical devices. Part I: Evaluation and testing;
BS EN ISO 10993-4: 2009 Biological evaluation of medical devices. Part 4: Tests for devices interacting
‘with blood
EN ISO 10993-10: 2010 Biological evaluation of medical devices. Part 10: Tests for irritatic n and skin
sensitization
EN ISO 10993-11: 2009 Biological evaluation of medical devices. Part 11; Tests for systemic toxicity
EN I1SO 13485:2012 Medical devices.Quality management systems. Requirements for regulatory
purposes
ISO 13402-1995 Surgical and dental hand instruments. Determination of resistance against autoclavinj,,
corrosion and thermal exposure
ISO 3630— 1:2008(E) Dentistry. Root-canal instruments. Part I: Files, reamers, barbed broaches, rasp ;
paste carriers, explorers and cotton broaches.
ISO 3630-2:2001 Dental root-canal instruments. Part 2: Enlargers
EN 1SO 3630-3:1997 Dental root-canal instruments. Part 3: Condensers, pluggers and spreaders
ISO 3630-4:2009 Dentistry. Root canal instruments. Part 4: Auxiliary instruments (Art deniairc—
Instruments pour canauxradiculaires-Partie 4: Instruments auxiliaires) (First edition 01.07.200)
ISO 3630-5:2011 Dentistry. Endodontic instruments. Pail 5: Shaping and cleaning nstruments
(Medecinebucco-dentaire— Instruments dendodontie— Partie 5: Instruments de Instruments ie mise en
formeet de nettoyage (First edition 01.10.2011)
EN ISO 1797-1-1995+A1-1999 Dental rotary instruments. Shanks Part 1: Shanks made of metals
EN ISO 1797-2-1995 Dental rotary instruments. Shanks. Part 2: Shanks made of plastics
EN ISO 7405-2009 Dentistry.Evaluation of biocompatibility of medical devices used in dentistry. Test
methods for dental materials
CR 12401-2009 Dentistry. Guidance on the classification of dental devices and accessories
BS EN1041:2008 Information supplied by the manufacturer of medical devices
EN 1639-2009 BS EN 1639:2009 Dentistry. Medical devices for dentistry. Instruments
EN ISO 15223-1:2012 Medical devices. Symbols to be used with medical device labels, labelling and
information to be supplied. Part 1. General requirements
BS EN I1SO 17664-2004 Sterilization of medical devices. Information to be provided by the minufactire r
for the processing of resterilizable medical devices
BS EN 62366-2008 Medical devices. Application of usability engineering to medical devices
MDD 93/42/EEC Directive 93/42/EEC +2007/47/EC, Concerning medical devices™
MEDDEYV 2.4/1, Version 8, July 2001 Guidance document on classification of medical devices

12.0Operation, transportation and storage conditions

Do not squeeze. Make sure that for storage control a first-come, first-served basis is applied. The product
is transported by all modes of covered transportation means in accordance with shipping rules an]
requirements applicable to each type of transport. Avoid storing at high temperature or humidity o» in
direct sunlight.lt is allowed to store and transport products at temperatures from -25 to +70 degrees
Celsius and relative humidity from 15% to 93%. It is allowed to operate products at temperatuies from +5
to +40 degrees Celsius and relative humidity from 15% to 90%. To avoid deterioration, do net expose t3
germicidal lamps.
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»paging isthe own packaging of the product. Design of transport packaging is in accordance
i12248-1985 «Packaging- Complete, filled transportpackages-Vertical impact test by dro Dping»
purtiBny’s packaging using transparent plastic box with single size and assorted size.

IndLaing is external corrugated box packaging. Design of transport packaging is in accordance
6543-2008 «Single and double corrugated boxes for transport packages» GB/T 6544-2008 (C
fiberboard» Following up GB/T 6543-2008, according to the max quantity, dimention,

storage and circulation conditions(for endofiles,circulation condition is good) it is choosen typgq -«
r™ieiiiasated box for package. n !
‘Siteefore the company's packaging can ensure that the security of product in the transport process j
that the integrity of product after transport and store at a temperature from-25 to 70; degrees
and relative humidity from \ 5% to 93%.
I3.Warranty responsibility

timited warranty - liability limitations of Shenzhen Superline Technology Co.,Ltd. ,

Technical recommendation of Shenzhen Superline Technology Co.,Ltd., both in oral and in written form;

is designed to help doctors use the products of Shenzhen Superlme Technology Co.Ltd, This

recommendation does not extend the limited warranty of Shenzhen Superlme Technology Cc.,Ltd. and

does not exempt a doctor from checking the products of Shenzhen Superline Technology Co.,Ltd., order

to determine their applicability for appropriate procedures. Doctor assumes full responsibility ard all rises

for damage arising in consequence of misuse of the product of Shenzhen Superline Technology Co.,Ltd; »

In the event of a material or a factory defect, the liability of Shenzhen Superline Technology Cc., Ltd.will

be limited; at the discretion of Shenzhen Superline Technology Co., Ltd., a defective product may ,ce

replaced or the actual value of a defective product may be compensated. For the implementation of tin:

limited warranty, a defective product shall be returned to Shenzhen Superline Technology' Co., L d

Shenzhen Superline Technology Co., Ltd. under no circumstances shall be liable for indirect, incidenta

or consequential damage.

Except the above-mentioned cases, Shenzhen Superline Technology Co., Ltd. makes no warrar t|es elthe

express or implied, including warranties as to the description, quality or feasibility for specific purposes.

14. Expiration date
Product safety expiration period is 5 years.
After the expiration date the medical product should be disposed of.

15. Product utilization
Medical products should be disposed of by local public entities, in accordance with the requireme
of local organizations and disposal rules of the given region.
Recommended file disposal: place used files in a Biohazard sharps container.
As the Dental root canal instruments are consumable products, they are not available for maintenance
and repair.

16. Costomer complaint
In case of any product defects occur during the warranty period, or detection of an ncomplete
product set de novoat acceptance, the owner of the products send official complaints into address of

the selling organization requesting the setreplacement perform No. 1 .
form. No,:
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HHE MEANLUMNHCKOIO nspennsa
cToMatosnormyeckme (oanee - VIHCTpyMeHTbl, Vizoenve):
K-daiin(K-Pe3)
7 pyuHoin X-®aiin (H- Files)
pNuHoli Pumepc (Reamers)

CWBcagHbIs 0 MPOM3BOAMTENE MEAULMHCKOTO M3AENNs

WwHe komnaHum paspab6otunka H npomssogutens: SHENZHEN SUPERLINE TECHNOLOGY
.tm ,KHTai
pcructpauymu: Room B -314, Century Holidays Plaza, Shahe, Nanshan, Shenzhen, China).

NinAacaTenbHOCTM NpoussoauTens: Pa3paboTKa, MPOM3BOLACTBO
YAaBAYOMOUYEHHbIA nNpefcTaBuTeNb MNPOU3BOAUTENSN: O6I.Ll,eCTBO C orpaqueHHoﬁ OTBeTCM eHHoCT! K

‘N"CAMTAHWA SHUTMA» (000 «KOMIMNAHNA SHUTMAY)

3. OnucaHve MeAVUNHCKOTO nU3aenna
VIHCTPYMEHT COCTOUT 13 pyuKW/AepaTens C LBETOBOW, LMGPOBO M FEOMETPUYECKON KOAMPOBKOW, CTEPX™
VHCTPYMeHTa C paboyeil YacTbio U CWIMKOHOBOIO CTonmnepa A8 (hvKcaumm pabodein AivHbl MHCTPYMeHTa
CreflyeT OTMETUTb, YTO CTEPXKEHb MHCTPYMEHTA MOXET UMETb PasHyro A/mHy (21,25, 28,3 1).

HCTpYMeHT npefiHa3HaueH Kak 15 py4HOV 06pabOTKI KOPHEBOTO KaHasia, Tak 1 A4S MALLMHHOM.
VHCTPYMEHTLI COCTOAT U3 [BYX BWLOB MAaTepuiasioB: My/bMO3KCTPAKTOPb! M3 MEAULMHCKON HEPKABEHOLLIEN

CTa/i1 1 U3 HAKENb-TUTaHa.

fu 6
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2
Puc. 1 MIHCTpYMeHTbI-06LLM |
BAL

OnucaHrie KOHCTPYKLMN MeLAVLIHCKOrO U3aenins

] - pabouast YacTb; 2- pyuKa/feparesib;3 - OrpaHNYMTESL/CTOMEp;

YNaKoBKa; 5 - TUNopasmMepHbIiA psig; 6 - AimHa pabodein YacTu;
KOAarT/1u"? «\P«<=p0in pyyHori X-Paiin (H-Files), ApHNb60,, py4HO»

-®Paiin (K-Files) ™ MHCTPYMEHTBI , UCMOMb3yeMble 19 S3HAOLOHTUYECKOrO BMeLLaTe/ibctBa CocTouT 113

paboueii YacTyi, OrpaHNYNTENs U PyUKA. IMEOT 60/bLLIoE KOMIMYECTBO PEXXYLLIMX M/IOCKOCTEN 3a C>eT
OO/bLLIOrO KO/MYECTBA BUTKOB, U OCTPbIA KOHUMK, 06/13J3€T BbICOKUMM PEXXYLLMMM CrIOCOBHOCTAM ,
VIHCTpyMeHTbI MOXKHO MCMO/b30BaTh Kak BpaLLATE bHbIMK, TaM Y BO3BPATHO MOCTYNaTe/bHbIMM
[BVKEHVAMUA, 191 Py4YHO 0BpaboTKM KOPHEBOTO KaHasa

31 HasHayeHve 3aenuvs, ycTaHOB/IEHHOE NMPOm3BOAMTENEM
MHCTPYMEHTbI CTOMATO/IOTMYECKME MPUMEHSAKOTCA [1A COXPaHEHUs 11 BOCCTAHOB/IEHWA  (hOpMbl U (PYHKLYLLI
[MpegHasHayeHVe MHCTPYMEHTOB' | e
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- /A neyeHnst pasnnuHbIX MysbNUTOB, HEKPO30B My/bMbl U APYTMX BULOB TPAAMLIMOHHON 06PaboTKU U
UMCTKN KOPHEBbIX KaHasIoB 1 UX 3arofHEHMS;
- I/ TIPOXOXKAEHAS, 06PABOTKM 11 PACLLIMPEHMS! KOPHEBOTO KaHana;

3.2 O6nacTb NpuMeHeHNs 3aenus

I/I3,qen|/1e npegHasHayYeHoO ANnd NPpUMEHEHUA B CTOMATONOrnmn (Tepal‘leBTI/IHeCKOIZ).

ﬂ,aHHbIe MWHCTPYMEHTbLI npeaHa3Ha4deHbl ANnA UCNONb30oBaHUA BbICOKOKBaﬂVI(bVILI,VIpOBaHHbIMVI cTomMaTonoramwum
BCTOMATONOIrMYeCKMUX KANHNKAX, NTONUNKINNHUKAX.

3.3 Moka3aHua K npumeHeHuw W3genns
YpaneHue nyrbrbl 1 ee pacriag, M1om61poBaHMs KOPHEBOIO KaHana Ay COXpaHeHMs 3y60B
- BocnaneHve nynbnbl 3y6a - nynbnuT. Bce BWabl MyNbNUTOB, He MOZ/ieXxawye 6roscruieckom
KOHCEpPBATVIBHOMY JIeHEHMIO.
- TpaBva 3y6a, MoBfeKwas 3a CO60M HeOOXOAMMOCTb YAareHUs My/bibl U MIOMOMPOBaHM; KOPHEHbX
KaHaJ10B.
- HeobxoammMocTb nepenieunsaHns nocse paHee MPOBEAEHHOMO 3HAOAOHTUYECKOTO SIEYEHMS.
- MoaroToBKa K MPOTE3MPOBaHMIO KOPOHKY, TPEOYHOLLWE 3HAUNTEBLHOTO COLLTNGIOBLIBAHMS TBEPAbIX TKaHel
3y6a (B TOM UKC/ie Npy 3HAYUTENIBHOM HaK/OHE WK BbIABUKEHUM 3y6a V3 YeoCTH).
- MNpn noaroToBke 3y6a K BHyTpUKaHaIbHOMY OTOeNBaHWIO.
- Hannuvie ycnoBuin s coxpaHeHus 3y6a 1 NpoBeAEHNS 3HAOAOHTUYECKOTO fledeHns. Kputepust™ v s
COXpaHeHVs 3y6a 1 MPOBEAEHMS1 KOHCEPBATVIBHOIO /IEYEHS SB/SIKOTCS:

- (hyHKUMOHa/bHas LieHHOCTb 3y6a B MepCreKTyiBe;

-A0CTaTOYHas YCTOMYMBOCTb 3y6a;

- 30pheKTMBHOCTL NMPOBOAVMBIX SIEYEOHBIX MAHUMYIALMIA;

- YA0B/IETBOPUTE/bHOE OOLLIEE COCTOSHIE MAaLMEHTA.
3.4 MpoTnBonokKasaHua K npumeHeHuto N3genus
[MpOTMBOMOKa3aHUs ONPEAENSIKOTCS UCXOAA 113 0BLLUMX 11 MECTHBIX YC/IOBUIA.
OOLLyie MPOTVBOMOKA3AHNS:
HeBO3MOXHOCTb OTKpbIBaHWS pTa B 0Obeme, HeoOXOAMMOM [/1 OGecreyeHnst afeKBaTHOro AOCTyrna K
KOPHEBOMY KaHa/y.
['noxas rurveHa nonocTu pra
[MoBbILLEHHbI PBOTHBIA peduieKc.
HeynoeneTBopuTeNIbHOE / TSKENOE OOLLECOMATUYECKOE COCTOSHME MauyveHTa ((m3ndeckast CrabocTb,
YMCTBEHHOE HEL0pa3BUTIE, [/IMTE/IbHOE XPOHUYECKOe COMATUYECKOe 3a00/1eBaHIe).
HeaziekBaTHOe MoBefieHVe MaUVIeHTa, HEXeraHve COTPYAHMYATL C BPaUOoM.
MeCTHble MPOTMBOMOKA3aHNS:
HeBO3MOXHOCTb BOCCTaHOB/IEHMS1 (DOPMbI 1 (hyHKLM 3y6a Noc/ie NPOBEAEHNS SHAOAOHTPUYECKONS JIeHeHUs
Hanmuve B nepuofoHTe MOpPaXEHHOro 3yGa o4vara BOCMa/ieHWsl, Y KOTOPOro MpOC/EXMBAETCS CBA3b
04aroBO-06YC/I0B/IEHHbIMN  3200/1EBaHNAMM  BHYTPEHHUX OPraHoB WM KOTOPbIA  SBMSETCH  MPUYMHOIA
OfIOHTOTEHHOr0 BOCMA/MTE/NBHOMO NpoLecca (rainMopuT, OCTEOMUENUT U T.4.)
3HaumnTENIbHOE paspyLLEHVE TKaHeW 3y6a HIDKEe YPOBHA AVICHEBOIO Kpasi.
3y6 He NpeacTaBisSeT PYHKUMOHAILHON LIEHHOCTY, 3HAUMTENbHAA YTpaTa TKaHel napafoHTa (NCABYKHOCTL
3y6a 11l - 1V CTerneHu, OrosieHre KOpHs 60/bLue //30/Hbl).
Heo6xoaymoCTb SHAOLOHTUYECKOTO JIeUYEHMS «3y60B MyIpOCTI.
BepTukasibHbIiA Nepenom KopHs 3y6a/KopHS.
Pe3opbLyst KopHs.
VIcKpuBieHVe KOpHSI.
HeadhpeKTBHOCTb NPOBOAVMBIX (MOBTOPHbIX) /IeHeOHbIX SHAOAOHTNHECKMX MEPOMPUSTUIA,
Hannuve B KaHasie OT/IOMKa MHCTPYMEHTA, KOTOpbIA HEBO3MOXKHO M3B/IEUb WM OOOMTM.
HeBO3MOXHOCTb M3B/IEHEHUS LLITUITOBOM KOHCTPYKLM V3 KOPHEBOIO KaHasta.
Hamuve BbIpaXEHHOTO YCTyrna B KOPHEBOM KaHasie, KOTOPbIA HEBO3MOXHO OOOWTU 3HAOACHTUYECKMW,I
VHCTPYMEHTOM.
OrpaH1YeHHbIE BO3MOXHOCTU [/191 pecTaBpaLii KOPOHKOBOW YacTu 3yoda.
BorbLuast yobUlb KOCTHO TKaHN a/TbBEONSPHOTO OTPOCTKA.

[JaHHbIA  NPOLYKT COOEPXUT HUKElb MU XPOM W He [O/DKeH UCMOo/b30BaThCS r--WMpr-TTi
/1ePrNyeCKOi YyBCTBUTENTBHOCTBLIO K 3TOMY MeTa/uTy. Translated by
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"\pekomMeHAayeTcs Ucnosb3oBatb MW He Mo HasHaueHWHo, YCTaHOB/IEHHOMY Mpou3BoauTene” ana AaqHo
i
Bo3MOXHble NO604YHbIEe 3(PphekTbl B npumMmeHeHun M
WH OTTOPXEHUSA MHOPOAHOIO Tefa (peakums Ha NyIoMOMPOBOYHbIA MaTepian),
OKy/spHast KuCTa (HeVH(EKLMOHHOO MPOVCXOXAEHWS - OMyXO/IernofotHas).

Mepbl npepocTepexeHuns

Mepes, NpMeHeHMEM YoeauTeCh, YTO MHCTPYMEHT 0 KOHLA NMPOCTEPU/IM30BaH.

Bbl6rpaiiTe MHCTPYMEHT, Hanbonee NOAXOAALLMIA 1A KaKOOrO0 KOHKPETHOIO C/lyuasi.

[JetheKTbl BHELLHEro B1aa, Takvie Kak TpeLLyHbI, AedopMaLim (MCKPUBNEHUS, U3rnbbl), KOpposvs,
PaeMOCTb LIBETOBOI KOAVPOBKW, SIBNIAKOTCA OCHOBaHUSIMIA K TOMY, UTO 3HAOAOHTUYECKUIA MHCTPYMEHT HA
"eT NPUMEHSTLCS A5 Aa/bHENLLIErO SIeYeHNs Ha 0/MKHOM YPOBHE 6E30MacHOCTM.

Ecrm paboyast 4aCTb UHCTPYMEHTA TOHKas W [yIMHHAsA, U30eraiTe U3/MLLIHETO aB/IeHs

MkofaiiTe Yron BpaLLeHus.
Vicnonb3yiite Kodiepaam, utobbl 130exKaTb MPOr/iaTbiBaHAA WK MaJeHNA NHCPYMEHTA, a Taroke
YOEHUS CIN3VCTOM.

cnonb3yviTe 3alMTHYHO MaCKy W 3aLLyTHBIA 3KpaH, YTo0bI 130eXaTb NonaaaHvs Mblv B r1asa 1
are/ibHble MyTu.

Mpn yTWIN3aUMN UHCTPYMEHT pacCMaTpyBaeTCs, Kak U3fenve MeAULMHCKOro HasHauYeH I

[Mocrie UCNob30BaHMA MPOMOTE UHCTPYMEHT AE3UHPULMPYHOLLVIM PacTBOPOM U OUUCTUTE OT
HNYECKMX OCTATKOB.

Mepen yNbTPa3ByKOBOI OTUMCTKOMN YCTaHOBUTE MHCTPYMEHT B MOACTaBKY A/1 3HAOAOHTUUECKMX

ViHcTpymeHToB.
10, Vicnonb3yiiTe pexxyLUmii MHCTPYMEHT OCTOPOXHO BO M36eXKaHWe TPaBMUPOBaHWS.

*

3.7 Oco6eHHOCTM NMpoBefeHUs npouegypsl
NMomMMMO 3HaHWA aHaTOMUK pasnnyHbIX Tpyrn 3y6OB, HGOﬁXO,D,VIMO YuunTbIBaTb BO3PACTHbIE WU3MEHEHPA T

CTPOEHMM MOJIOCTU 3y6a, a Takke BIMAHNE NaTo10rM4eckKnX rnpoLieccoB Ha €€ COCTOAHME.

3.8 YcnoBuAa npumeHeHuns
I'Ipe,qHa3Haqub| TOMbKO A/19 UCMO/Mb30BaHUA OMbITHLIMIA CTOMATO/10ramMI.

npO,D,yKLLVIﬂ [O/MKHa ObITb MPOCTEPUNN30BaHa MNMepe, KexkabiM 1NCMNoib30BaHWEM B MapOBOM CTt epml')l/lsaTope
He vcnonb3oBarh [JaHHYHO MPOAYKUMIO B MHbIX LIENAX, KPOME CTOMAaTO/I0rM4EeCKNX YCIyT 1 ie4eHbA
Mcnonb3oBarb TOMBKO MO HAa3HAUEHMIHO.

PerynﬂpHo I'IpOMbIBB.I7IT€ KPOMK/ KaHaBOK U I'IpOBepFII\/'ITe Ha Ha/IM4ne nprusHakos p,e(popmau,vu/l.
yTVU'IVISl/IpOBaTb NPoAYyKUMKO NMpn eé MNOBPEXAEHNA W 3arPASHEHWUIA.

He MPeBbILLaTb MaKCUMa/lbHO A0MyCTUMYHO BE/IMYNHY MaKCVMa/TbHOM CKOpOCTW.

3.9 Cnocob6 (MexaHM3M) npumeHeHus N3genus
lMepen MCMOMb30BaHVEM WHCTPYMEHTOB A0/DKHA ObiTb MpoBefeHa MpeAcTepun3aUmMoHHas 06paboTka
METOLOM - aBTOK/TaBMPOBaHMeE.

Mepen Havasiom /ieYeHNst OMpeaenMTe TOUHYHO pabouyto [/IMHY KaHala M aHaToMuio 3y6a nrv nomosny
PEHTIEHO/OMMYECKOr0 CHMKA W UCTOMb3yS arekc-/oKarop.

CdhopmypyiiTe cTaHAAPTHYHO MOMOCTL JOCTYMA K My/ibrapHoi KaMepe.

ChopmmpyiiTe YETKIMIA 1 BECTIPEMSATCTBEHHDIA AOCTYN K YCTbIM KOPHEBLIX KaHa/IOB.

BbibepuTe MHCTPYMEHT, Hanbosiee MOAXOLALLEro TWMa A1 K&KOOro C/yyasi, Haf/lexallero AviameTpr 1
[/HbI, B COOTBETCTBUM C paboYeit AIMHHOM 1 LLMPWHOW KaHarna W CredyinTe CTaHAapTHOM NpoLieaype.

Opunnbbop pyuyHoit K- ainn (K-P1le8)

K-Piie3 - 3TO WHCTPYMEHTbI C YBE/MYEeHHbIM YI/IOM HarpasfeHns /e3suid, Gnarogaps  deu\
BO3POCTaET PeXyllas 3PEKTMBHOCTb (hal/ioB Mpy NIHeIHOM 00paboTke. O6paboTka  Mpe 13BOAMTCA
[BWKEHV/AMA BEPX W BHU3 (Mundwme [BwkeHus). MoBopoT Ha 1/4 B OfHY CTOPOHY, 3areM B Apyp'to
MO3BO/IAET WHCTPYMEHTY npogsuratcs Brieped. OO6bIMHO MPUMEHSOTCS Mpy paboTe Mo TPaALMOHHBIM
meToapkam stepback, 31epclolym, no metogy coaiaHCMpPOBaHHBIX CU.

BypaB KopHeBOW pyyHoit X-®aiin (H-TMe3)
Translated by
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| HaknoHa nesBuiAi H-Files HanbonbLLMA 1 yron 3axeata CTPEMUTCA K HY/HO, 33 Cict stowo
30)DEKTVBHOCTb ~ Pe3aHUst NP TOMKAKOLE-TAHYLUMX  ABWDKEHUSIX.  J1e3BMS  MHCTpyMeH-a
1(hciHa3HaYeHb! 19 BepTUKabHOTO pesaHus. H-Files no3BonsieT cHUMaTL 60/bLUe AeHTVHA, YeM
(parinamm K-tuna. O6paboTka Npov3BOAUTCS CKOOIALLWIMA [ABMKEHVAMM. OueHb SPGEKTUBHO
YXHTMH B KOPOHapPHOM HanpaB/fieHun. PekomeHayeTcs mpu 06paboTke HEPOBHbIX MOBEPXHOCTEN
~___TMowmoraet npu 13B/EUEHIN CEnaprpoBaHHbIX MHCTPYMEHTOB. Ec/m KaHan ye o6padotaH K-
iiUAVIReamers, To H-Files crefyeT Bblbpatb Ha OAMH pa3Mep MeHblle WM TOrO ke pa3viepa, 4To
MHCTPYMeHT. H-Files M3rotoBfieHbl 13 BbICOKO-KaYeCTBEHHON MEAVLIHCKOM HepsCaBetOLLE;

.HOObI4HO MCMONB3YHOTCA MoC/e 06paboTKM KaHana MHCTPyMeHTamm Tuna K-Files

A pyyHoli Pumepc (Reamers)
“O6paboTka kaHana Reamers Mpou3BOaMTCS MO MEPUMETPY, AEHTVH CHUMAETCA TOHKUMM CrIOSIMIA.
>BbE OrPaHUYMTE/IN YCTaHOB/IEHbI Ha KXIOM MHCTPYMEHTE.

TexHNYecKne XapaKTepUCTUKM MEULMHCKOTO U3aenus
;LI OCHOBHbIe TEXHNYECKIME XapaKTePUCTUKN
UKEHTbl CTaHAPTHOTO pa3vepa BK/IKOYatOT B cebs aiibl Tuna K u duaiinbl Tvna F, KaHano-
WV, YIIOTHUATENN U Miarepbl. KoHyc cocTaBnseT 2%. OCHOBHbIe napamMeTpbl 3aema yKasaHbl e
BsaiSaHiieNe 13

OCHOBHbIe MapameTpbl

o MHa yHa  MakcuManbHbIi  HauarbHbId — [MameTp Ha

[ BManr — HomHansHoM OﬂeﬂgTMBHOVI pggoqer/i Avavetp [vaveTp [yVHe 14
IOKETHEHI yacTu, 2MM  YacTu,um  pabouein yYacTu. paboyeii MM i“Yonyc K
o (mortyck MM (min) MM (gonycK Yactu, MM +0.32),
’ +0.5) 10.02), d2 (moryck
o +0.02), dJ
iTpHibsop 6 2 16 038 0,06 012
"HHVIK- 8 25 040 0,08 014
\ daiin (K- 10 28 0,42 0,10 0,16
Files) 15 a 0,47 0,15 021

20 0,52 0,20 0,26

25 0,57 0,25 031

0 0,62 0,30 0,36

35 0,67 0,35 041

40 0,72 0,40 0,46

45 0,77 045 051
b 6 2 16 0,38 0,06 0,12
K()),SaIZBOVI 8 25 0,40 0,08 0,14
pyuHoli X- 10 28 0.42 0,10 0,16
Paitn (H 15 3! 047 015 021
Files) 20 052 0,20 026

25 0,57 0,25 031

30 0,62 0,30 0,36

35 0,67 0,35 04!

40 0,72 0,40 046

45 0,77 045 051

UNb60 6 2 16 0,38 0,06 0,H

€§qu|‘4 P 8 25 0,40 0,08 ouU
Pumepc 10 28 0,42 0.10 oU
(Reamers) 15 a 047 0,15 021

20 0,52 0,20 0,26

25 0.57 025 031
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40 0.72 1 0.40 0,46
45 0,77 045 0,51
DpwneGop  Bypas  [pwib6op
PYYHO ~ KOpHeBOW  Py4HOM
K-®aiin ~ py4HOl Pumepc
(K-Files) X-®aitn  (Reamers)
(H-Files)
1 TIpo4YHOCTL CoeamHEHUA 0.02xH
1 pepxaTens/XBocTvKa 1
1 paboyelt YacTu cocTaBnseT
1 (monyck +5%)
{ TBepaoCTb paboyeii YacTu 50HRC

y
1 LLlepoxoBatocTb pabouelt

He 6onee 4.5 MkM

y YacTu: He 6oree

YnakoBKa

A ——
4.2 Macca n3aenumii coctasnset 1r (gonyck +0.1r)
4.3 Matepvia/ibl U3aeN1a YKazaHbl B Tabmue X23
Ne HanmeHoBaHUs Yactb m3penms Mareprian
mn
1 [Opwnbbop pyyHoin K- paboyast YacTb Hep>xaBetoLLias CcTasib 304H
daiin (K-Files) pyuKa MBT-nnacTvik (NoMmMbyTUieHTepedTasiar)
cTonnep CWIMKOHOBbIA Kay4yK
2  BypaB KOpHEBOV pydHoii  pabouas YacTb HepKaBetoLLaa cTasb 304H
X-0aitn (H-Files) PYUKa MBET-nnacTvk (nonmbyTuneHTepediTanar)
cTonnep CWIVIKOHOBBIA KaydyK
MNb6GOP PyuHOI aboyast YacTb HepaBeroLLas cTasb 304H
3 'gﬁ,\,,epc (%Eg'r”ners) ByqKa MBT-nnacTuk (nonmbyTuneHTepedTanar)
cTonrep CWIKOHOBbI Kay4yK

MonMNpONU/EH BbICOKOM NPoYHOCTM 1368

304H HepykaBetoLaa cTasnib, HOMUHa/IbHbIE KOMMOHEHTbI:

EVEHT a Ni MVh S O Fe
Becosas OcCTT'0uHOe
MpoNopUYA 18-20 9-13 <20 <08 <0,09 <0.045 <0,3 <0,03  Ko/IUECTBO

Hep>kaBetoLLas CTaslb VMEET BbICOKOE COAEPXaHIe XPOMa, SB/ISIETCS BbICOKOErMpOBaHH SCTarlb ic.
Xpom B BO3AyXe M KVC/IOPOAe MOXET 06pa3oBbIBaTh C/ioi oKcuaa Xpoma (Cr203) Ha noBepxHocTw, aToT ClITi
OKCWaa AN1a MpefOTBPaLLEHNs TTy60KOM KOpPO3uK, UTO SIBMISETCH YHUKabHON KOPPO3VOHHOW Croiikoc-"V'w

HE)KABEHOLLIEVI CTA/I.

CWNMKOHOBb IV KayyyK HE TOJIbKO oﬁna,qaeT yCTOVIl-IVIBOCTbI-O K BO3,£I,€VICTBVII-O HeOpl'aHVI‘-IeCKl/I
KPEMHE3EMOB, CTOKOCTbHO K OKVIC/IEHWIO, 3]'IeKTp0VI3OJ'IﬂLIII/IeVI, aHTUMUPEHOM, HETOKCUYHOM Heal'peCCl/IBHOI/I T

(M3MOMOMNYECKO  MHEPUME/i W PYrIMA  MPEBOCXOAHBIMMA  XapaKTePUCTUKaMU,

HO Tak>ke WIMEET

XapaKTEPUCTUKY, KOTOpble TMO3BOMSKOT /IETKO 06padaThiBaTh OpraHUYeCKe MO/MMEPHbIE MaTepuasbl.
LLIMpOKO MCronb3yeTcs B 06/1aCTV MEAVLIVHCKOrO 060pY/A0BaHMS.

MBT nnacTuK, pesynbTarbl

I/ICCJ'IG,EI,OB&HI/IVI MNoKasa/1n,

yro [BT He OKa3blBaeT $BHOMO

TOKCHECKOTO BO3/EVCTBIA Ha MOPGIO/IONMIO W KNETOUHYHO 8D € 3UH0 KIETOK
aptTepu 1 obnagaet xopomevl B1OCOBMECTVMOCTBH.  Cromatonor TMLLBIAVleckbpHeBoli  kaHa
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KMacCU(MUMPYETCA MO XapakTepy KOHTakTa C Te/loM - Kak YCTPOWCTBa, KOHTaKTVpyrou e C
MOBEPXHOCTBIO YacTU TeNa M MOXKET MOABEPraTbCsl BO3AEMCTBUKO B MOMOCTW PTa, B 3aBMCMMOCTW OT
1NpOAO/KATENBHOCTY KOHTaKTa. [MpOAO/KATENBHOCTb KOHTAKTa KMacCU(MUMPYHOTCS Kak KPaTKOCPOUHble
'Boa,quchW

PN KnaccudmKaLyyM Mo XapakKTepy KOHTaKTa C TeNoM W MPOAO/DKUTENLHOCTU  KOHTaKTa,
HEOOXOAMMO  YUMTbIBaTb LIMTOTOKCUYHOCTb, CEHCMOWIM3ALMIO, Pa3fdpaXkeHe WM BHYTPVKOX.HyHO
PEAKTMBHOCTb, CTUMY/IMPYHOLLIVIE PEAKLIVIO KOXKM B TEUEHIIE TPEX GUOMNOMMHECKMX OLIEHOUHBIX TECTOB
3ybuaTble MHCTPYMEHTbI /11 KOPHEBBIX KaHa/I0B ((haiisibl, HOCUTENM ANS NMacTbl) MaTepyian pa o4ein ~\acn
MTOT YKe MaTepuan, YTo N KOMMEPUECKM [IOCTYMNHOe 060pYy/A0BaHME.
Buonornyeckast  OLEHKA 3aBeplleHa W OueHeHa. VHCTPYMEHT M3 HepXKaBelolleid  CTam [
CTOMaTonorMyeckoro KaHana 304H He MMeEeT OMOMOrMYeckoro agdipheKTa, HEMPUEMIEMOrO PICKa, a ero
G1I0COBMECTMMOCTL COOTBETCTBYET TPeOOBaHSIM NPeAroNaraemMoro UCrosb30BaHuS.

reOMETPUYECKOe M LIPOBOE KoavpoBaHue [3aenva yKasaHbl B Tabimue
44LipeToBoe, P b AP Ven Y Tabnmua N04Li( oavipoBaHve V3penn®

eomeTpuueckas  VomeH, Martepuan

Mapka pasmep
PBT ibiacTHK-Jiangyin ii'aterial
InkSS8-611—Toyo

PBT MnacTtuk-Jiangyin material
Ink SS8-611—Toyo

PBT MnacTtuk-Jiangyin material
Ink SS8-611-"Toyo

PBT MnacTtuk-Jiangyin material
Ink SS8-611—Toyo

PBT nnacTHK-Jiangyin“ruteriai
Ink SS8-611—Toyo

PBT MnacTtuk-Jiangyin material
Ink SS8-611—Toyo

PB I' Mnactuk-Jiangyin material
Ink SS8-61i—Toyo

PBT Mnactuk-Jiangyin material
InkSS8-611—Toyo

PBT Mnactuk-Jiangyin material
Ink SS8-611—Toyo

PBT MnacTtuk-Jiangyin naienal
InkSS8-611—Toyo

PBT Plastic-Jiangyin mliteria!
PBT Mnactuk-Jiangyin naterial
InkSS8-611-"Toyo

FBTI‘InaCTMK-Jiangyin -naterial
InkSS8-6!l — I'oyo

PBT Mnactuk-Jiangyin material
Ink SS8-611—Toyo

PBT n.'iacTHK-Jiangyin-matcriai
Ink SS8-611—Toyo

PB I MnacTtuk-JiangyTn-material
Ink SS8-611—Toyo

PBT Mnactuk-Jiangyin material
Ink SS8-611—Toyo

PBT MnacTtuk-Jiangyin material
Ink SS8-611—Toyo
PBT MnacTtuk-Jiangyir maccri”
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YepHblii Kpyr 40 PBT nnacTHK-Jiangyin material

I InkSS8-611— Toyo
Benblii Kpyr 45 PBT n.riacTHK--.nangyin material

C InkSS8-611—Toyo
21 P030Bbli1 TPeyronbHUK 6 PBT ri/iacTHK--iiangyin inaterial

#kwTT) 25 Ink SS8-611—Toyo
28
31

Cepblii TPeyronbHuK 8 PBT naacTHK".liangyin naterial
Ink SS8-611—Toyo

dunoneToBbLIN TPeyroibHuK 10 PBT rinacTHK-Jiangyin naterial
Ink SS8-611— Toyo

Benblii TPeyrofibHnK 15 PBT n.iacTHK"Jiangyin naterial
InkSS8-611--Toyo

>p >

XenTbiit TPEYronbHUK 20 PBT rinacTHK-.liangyin naterial
Ink SS8-611—Toyo

KpacHblii TPeYronbHUK 25 PBT n;iacTHK"Jiangyin naterial

Ink SS8-611—Toyo
CUHNik TpeyrobHuK 30 PBT ri;iacTHK--.liangyin naterial

A InkSS8-611---Toyo
3eneHblit TPeyronbHuK 35 PBT n.iJacTHK--Jiangyin naterial

Ink SS8-611—Toyo

YepHblii TPEYronbHUK 40 PBT riaacTHK-Jiangyin naterial
Ink SS8-611—Toyo

Benblin TPEYronbHUK 45 PBT naacTHK".liangyin niaieriai
K Ink SS8-611—Toyo A

HCTPYMeEHTbI 06paboTKM

MyHKT KonnuectBo  Tun

KOHYCHbI CTaHOK 120Lu. DK7733

Meyb 4519 TepMOOGPaGOTKM 7. SX12-10

MonmpoBasbHast MalHa 6apabaHHOro TyMa 8um. ZB30#

MuHM CTaHOK oum. CJ9518

LLnnchoBasbHbIA CTaHOK 3w, M7120

[MpoBO/IOYHAA PEeXyYLLESA MALLMHKA 4 u. DK774(>

[MPOBO/IOYHBIN YEPTEXKHBIA CTEHA, 3u. CaMocT:)AATeIbHO
1306peTeH

4.5KomnnekT noctasku Vi3genua
KOMI/ieKT MocTaBKuM [O/MKeH COOTBETCTBOBATL YKasaHHOMY B TabsuLe Nob.
Tabnmua No5 Komn/eKT noctaska 3aenvs

Neo HanmveHoBaHVe KonnyecTso, LLT.
1 WHCTpyMeHT cTOMaTonormyeckuii (B VHAVBUOYa/ibHOW  MOTPeOUTENbCKOA 0T 3 40 6 L.
YIMaKOBKe)
2 Kopobka v3 nonmnponiieHa 1
3 3TUKeTKa, Ha KOTOPOI YKa3aHO: HavMeHOBaHVie V13aenns, OCHOBHbIE NapameTpbl 1
4 YnakoBoYHasa MakeT 1
5 Knaccugpukaums MeauumMHCKOro musgenms

B 3aBMCMOCTM OT CTEMEHM MOTEHUMaNbHOrO pPUCKA MPUMEHEHWS B MEAVLWHCKMX LEeNsX, W3aenme
«/IHCTPYMeHTbI cTomMaTonormnyeckue (cm. MpunoxeHre Ha 1MCTe)» OTHOCATCS K Kaccy 2a, B CO03.BETCTBM-!
Mpunoxennsa IX AupekTtviebl 93/42/EEC.
TN KOHTaKTa MEeAMLMHCKOro m3genvs ¢ 4venosekom: C BpyymmemHei (3176i1VV-ASMismm apueainas|/ia,
KpaTKOBPEMEHHbI (MeHee 24 u.). CCTB TRANSLATION SERVICE
36 Xixiejie Xidan Beijing 100032
66IM9228 Fax:66539112
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ipoBKa nsgenuns o
MEONLIMHCKOro 13aenmsa BbINo/HEHa Ha MHOVMBUAYa/IbHOW YNakOBKE B COOTBETCTBIAM C

1M dunpekTuebl 93/42/EEC 1 BKNHOUAET B Ce6s1 CMeAyHOLLYH MHOPMaLMIO:
)BaHVie M3roToBUTENS (MPOM3BOAWTENS);- HaMeHOBaHMe L3nenus;

.cootsetcTBua PCT;
LLKTPYMeHTa, 0603HaueHve 13aens;
YKa/ OrMepaTvBHON YacTVi U3aES;
1Ha/TbHbIN Pa3Mep UHCTPYMEHTA M0 CUCTeMe HyMepaumn 13rOTOBUTENS;
DB OTZie/bHOM YIaKoBKEe;
H-CE mapKvpoBKa 1 MH(opMaLns O KOpryCe;

MaKeT 3TUKETKN Ha PYCCKOM fA3bIKe

V C {97 MB 4

MHCTPYMEHTDI
CTOWIATONOTMHECDLAMEAM.

m [pnnb6op pyyHoii
Crtans Hep)KaBe}OLU'aﬂ

WEHBYX3Hb CYNEPNWH 9
TEXHONOAXMWN KO ,NTA.- KM fift

VHCTPYMEHTA COr/TaCHO MeXIyHapoaHoM KiaccugmkaLym no CO 3630. B KOMM/IEKT MOCTaBKM
VHCTPYMEHTOB CTOMATO/IOMMYECKVX BXOAUT: SHAOAOHTUYECKUIA UHCTPYMEHT OfIHOTO HavMeHoBaHW!!, ofHor)
pa3mepa, OZHOM [/IMHbI M0 6 LLT. B M/1IaCTUKOBOW YrakoBKe. TpaHCropTHas MapKUPOBKa BbINO/IHEHe C
HaHeCceHeM MaHVMY NALMOHHBIX 3HAKOB (CUMBO/IOB) «EBPOMEVCKUIA NPeACTaBUTENb», «He CTepUIbHbIN.

7. YnakoBka
lﬂ,aHHbIe n3aenna NoCTaBNAETCA B M/1aCT NKOBOIA K0p06Ke V3 MonunponuieHa, Konn4yecTso eANHNL, b yrakoB<e

[0 6 LT, BTopnyHas ynakoBKa - MakeT, B KOTOPbI/ YMakoBaHbl KOPOOKM B KONMYeCTBe OT 6 40 140 .

8. Tpe6OBaHVIe no 6e3onacHoOCTU K PUucCckKkn, ced3aHHble C UCNOoONb30BaHNeM |/|3,D,e}'IVIF-|
V13aenvst Mpu XpaHeH, TPAHCTIOPTUPOBKE 1 SKCTyaTaLn He BbIAENSHOT B OKPYMKALOLLYHO Cpedy 'OKCUYHLP
BELLIECTB 1 He OKa3bIBatoT (MPY HEMOCPEACTBEHHOM KOHTAKTE) BPeHOrO BO3AEVICTBYAS HA OpraHi3M YesioBeKa.
PaboTa C [130envem He TpedyeT MHbIX Mep MpenoCTOPOXHOCTM, KPOMeE TeX, KOTOPbIE YKasaHbl B HACTOSILLIEM
KOBO/ICTBE.

BOENVS He B3PbIBOOMACHbI, HE CMOCOBHBI CAMOBO3TOPAThbCS, MPU MOAHECEHWM OTKPLITOTO OFHS FopsT 6e3
B3pbIBA. .
[p1 yTUmsaumn V13aenis, cneuyiaribHbIX Mep Mo 3aLlyTe NPUPOAHON cpeabl He TpebyeTcs.
Matepuanbl U3aeMns n YrakoBKN V3roTOBMEHbI M3 TaKUX MaTepuasnioB, KOTOpble MpW BO3ropaH i1, MOXHO
TYLWTb BCEMM [JOCTYMHbBIMU CPEACTBAMY MOMAPOTYLLIEHUS,

9. Tpe6oBaHWA K OXpaHe oKpyxatllei cpeasl
[laHHOe MeauUMHCKOe VI3fenve Mpu MCMOMb30BaHWM, TPAHCMOPTUPOBKE W XpaHEHUM He OKasblBae-

HEraTyBHOIO BO3LEVICTBIA Ha YeOBEKa M OKPYMKAOLLYHO Cpedy.
V3genvie He B3pbIBOOMACHO, He CMOCOOHO CaMOBO3ropathes, MpW MOAHECEHUN OTKPLITOrO OrHsi ropuT bes
B3pbiBa. Mpy paboTe ¢ 3aenviem crielyaribHbIX Mep Mo 3aLTe MPUMPOAHONM cpedbl OT BPeAHbIX BO3AENCTBUM
UCTPebyeTCs.

[MpOV3BOACTBEHHbIE TEXHOOMYECKME MPOLIECCHI OCYLLECTB/ISEMbIE MPX M3rOTOBMEHWM W30enns, UCKoYatoT
3arpsisHeHVie BO3AyXa, MOYBbl M BOJOEMOB BpEeAHbIMYM BELLECTBaMM, MNepepabaTbiBaeMbIMM MaTepriaiam), 1
OTXOaMM NMPOV3BOACTBA BbILLIE HOPM, YTBEPKAEHHLIMW B YCTaHOB/IEHHOM "{MF‘J@’

ra
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VCMOMb30BaHUs, BO M30EXaHMe MPUIMMNAHMA K MOBEPXHOCTU MHCTPYMEHTa MPOAYKTOB 06paboTi‘u
N VHCTPYMEHT HeoOXOoAMMO MOMECTUTL B BaHHY C AE3VHMUMPYHOLLWIM cpeacTBOM. COOTHOLLEHME
AVBAaHWNA 1 BPEMS HaXOXOEHWS VHCTPYMEHTa B AE3MH(MUMPYHOLLEM PacTBOPE COMMacHO TPeboBaHMAM
313BOANTENA  AE3VHPULIMPYIOLLIETO cpeacTsa. He npuMeHsATb (heHomocogepkalime cpeactea. [MpoMbimb
[MHCTPYMEHT NpOTOYHOA BOAOKA, MPOBEPUTL UX HA Ha/MUME OPraHWMYECKWX OCTATKOB, MpW OGHa|)yPKeHWn
*OCTAaTKOB MOBTOPUTL MPEACTEPUIM3ALMOHHYIO 06paboTKy, 3aTeM MPOCYLLATL UHCTPYMEHT.
AeTOKaaB/POBAHME:
PTemnepatypa 136°C (+/- 2 °C) - pasneHue 36ap, - Bpems 20 MUH 1 60riee - MoMHbIA UMK, He NpuMeHsTb
CTepw3aLmio (aBTOK/TaBUpOBaHKe) npu Temneparype 200°C, BKNKOYAA CyLLKY.
BOCHpOMSBO,qMMOCTb npoaykKTa:

YCTPOINCTBO KOPHEBOIrO KaHasa SBMSETC MHOrOpasoBbIM MeAVLIMHCKAM YCTPOCTBOM, 3a UCK/[3ueHme”
crieUvianbHO  MapKMpOoBKW.  KONMYeCTBO MOBTOPHbLIX WCMOMb30BaHWIA BO MHOFOM 3aBMCWUT OT YC/IOBUE
Tepann KOPHEBbIX KaHa/soB M TOr0, KaK Mosib30Bare/ib Oy/eT UCMOo/b30BaTb YCTPOWCTBO A0 U MOCNE,KaXKAOrC'
NpYMeHeHVs. ECin Bbl 0BHapY)KuTe fethopMaLto MHCTPYMEHTa, BaM ClieayeT NPeKPaTUTb CTEPUINS: LK.

11. MepeyeHb MeXxAyHapOAHbLIX CTAHAapPTOB, KOTOPbIM COOTBETCTBYeT M3genue

EN 180 14971:2012 MeayumHckme m3aenms - MNpumeHeHre MeHeMKMEHTa PUCKOB K MeAVLMHCKM "3aenna™
Bb1180 10993-5: 2009 OueHKa 61OMorMYecKoro AeNCTBIS MeAULMHCKX m13aenuin - YacTb 5: ViccnenosaHus
Ha LTOTOKCMYHOCTb: METOZbI TECTUPOBAHMS B /1a00PATOPHbIX YCIOBUSX

EN 180 10993-1:2009 OueHKa GMOMOrMUECKOro AEVCTBIA MeAVLMHCKUX v3genuii - Yacte  ClieHka
WCCIIE[0BaHUS

B8 EN 180 10993-4: 2009 OueHKa OMOMOMMYECKOro AEACTBUS MeAULMHCKUX u3menwii — Jactb 4
VccrnepoBaHvie U3Lennid, B3aMMOAEMCTBYHOLLMX C KPOBbHO

£N180 10993-10:2010 OLieHKa BVOOMYeCKOro JEiCTBIA MeayLmMHCKuX u3penmid - YacTb 101
ViccrnenoBaHVs PasapakaroLLEro 1 CEHCUBUM3NPYHOLLIErO EACTBYS .
EN 180 10993-11; 2009 OLleHKa GVOTOMNYECKOro JeiicTBUA  MeauUMHCKuX usnenvidl! - Heets 11

VccrnenoBaHMs O6LLETOKCUYECKOrO AeVCTBIA
EK 180 13485:2016 MeauumHckue m3aenmsa - CUCTEMbI YNpaB/eHUst Ka4eCTBOM - TpeboBaHMA Ans LieneH
pelalnm 0BaHS
18 3402-1995  WHCTPYMEHTbl  XUPYPru4veckre W CTOMATo/IorMyeckvie pydHble -  OnpegeneHuve
YCTOYMBOCTI K aBTOK/ABMPOBAHIO, KOPPO3WW W TEMN/I0BOMY BO3AEMCTBUO
150 3630—1:2008(E) WIHCTpYMeHTbI CTOMATO/OMMYECKME A/19 NIEYEHNs1 U 06pabOTKM KaHama KOpHs 3y6a -
UacTb 1 KopHeBble HaruibHUKK, Apyiibb0pbl, My bMO3KCTPaKTOPbI, PaLLMAIK, KaHaIOHaNO/IHATENIN 30HAb! U
BaTHbIE UMb,
180 3630-2:2001 WMHCTpPYMeHTbI CTOMATO/OrMyecKue 19 /leveHns 1 06paboTKM KaHama KopHs 3y6a - YacTb
2 KaHanopacLupuTenn
EK 180 3630-3:1997 VHCTPYMEHTbI CTOMATO/OrMYeCKUe 1A /ieYeHns U 06paboTKN KaHana KopHs 3y6a -
Uactb 3. IMnarepsbl, LTOMNMepb! 1 pacLumpuTenn
180 3630-4:2009 Cromatonorusi - VIHCTPYMeHTbI CTOMATO/MIONMYECKMe 18 NieYeHUss M 00paboTKN KaHana
KopHs 3y6a - YacTb 4: Obsi3aTesibHble MHCTPYMeHTbI (Mepsoe n3aaHme 01.07.2009)
180 3630-5:2011 Cromatosnorusi. VIHCTpyMeHTbI A1 06paboTKI KaHana KopHst 3yba - YacTb 5. VIHC pyMeLLbl
ns hacoHmposaHma 1 unctky (Mepsoe n3gaHve 01.10.2011
EN 180 1797-1-1995+A1-1999 WHCTpyMeHTbI CTOMATOMOMMYecKMe BpalLiaroljeca - CTBO/MOBbIE YacTw -
Yactb 1, MeTanimyeckvie CTBO/IOBbIE YaCTU
EN 180 1797-2-1995 WHCTpyMeHTbI CTOMATO/IOrMyeckue Bpalliatolecs - CTBO/OBble YacTh - YacTb 2
[171aCTVKOBbIE CTBO/IOBbIE YacTU
EN 180 7405-2009 Cromatonorusi - [IpedKIMHMYECKas OLEeHKa G1OMorMYecKoin  COBMECTMMOCTY
MEOVLIMHCKMX CTOMATO/OMMYECKUX UHCTPYMEHTOB - METOAb! VCMbITaHWIA CTOMATO/ONMYECKX MaTe 3ViasioB
CK 12401-2009 Cromatonorms - PyKOBOACTBO MO  KracCUMKaUMM - 3yOHbIX  WHCTPYMEHTOB U
MPUHALIEXHOCTENA
B8 £N1041:2008 VHchopmauys, rocTtas/nsieMas U3roToBUTENEM 4151 MEAULIMHCKWX U3LeNni
EN 1639-2009 B8 EN1639:2009, Cromatonorusi - MeavumHckme —cTomMatonornudeckue  VIBAEIAA
VHCTpYMEHTBI ,
£N180 15223-1:2012 MeguupHcke wv3genvs - CUMBOSbI, .Elrmlwgo le:.éTmLLI%L;’“\DlGX MVLTIADKX
VI3OENNIA NP MaPKMPOBKE 1 B MPeAOCTaB/IseMoin yHgopMauy  1acTb L p HVA
i PV MapKip PeA (popwaly CCTB TRANSLATION SERVICE
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EN ISO 17664-2004 Crepymmzaums MeAMLMHCKAX — U3OENNNA. I/IH(bopmau,Mﬂ, npefocTaB/seMast

3TOBUTENEM 151 06pabOTKM MOBTOPHO CTEPUM3YEMbIX MEANLIMHCKUX V3AENMIA
EN 62366-2008 MeauumHeke w3genma - MCnonb3oBaHWe TEXHOMOMUA M0 MPUMEHMMOCTU K

)D 53/42/EECL}J,V|peKTMBa 93/42/EEC +2007/47/EC, "O MeNLUMHCKX U3AENMSX
mDDEV 2.4/1, Bepevs 8, onb 2001 PyKOBOACTBO MO KaCCU(MKaLMA MEAVILHCKINX U3AeNniA

12. Ycnosus akcnayaTauuu, TPAHCNOPTUPOBAHUS U XPaHEHUSA

3anpeLLeHo cAasvBaThb. Y6eaUTech, YTO 19 Yrpas/ieHns 3anacaMmy NMpUMEHSETCA METO, UCMOMb30BaH 1
B MOpPALKE MOCTYN/eHWA. W3aenne TpaHCMopTMPYHOT BCEMM BULaMM TPaHCTOPTa B KPbITbIX TPAHCMOPTHUK
CpeacTBax B COOTBETCTBUN C TPebOBaHVAMM 1 MNpaBiamMi NepeBO30K MPY30B, AEVCTBYHOLLWMA L1 KXKIOrC
BIgA TpaHcropTa. [onycKaeTcs XpaHeHye 1 TPaHCMOPTVUPOBKa M3AENWiA Mpu Temnepatype or -.5 o /L
rpafycoB o LIenbCuio 1 0THOCUTENBHOW BaXKHOCTW OT 15% a0 93%. [onycKaeTcst aKCrlyatauus usaenve
rpn Temnepatype ot +5 o +40 rpagycos o Lienbcuito 1 OTHOCUTEBHOM BriaxkHOCT oT 15/0 Ao 90/0. He
XpaHuTe NPOAYKT nog GaKTepPULMAHON Namoi, 4TOObI M3bexXaTb yXyaLweH H
(DYHKLUMOHaNbHOCTU.BHYTPEHHAA  yrakoBka - 3TO COOCTBEHHasd YrakoBKa npofykta.  Koactpykump
TPaHCMOPTHOA  YMAaKOBKW  COOTBETCTBYET CTaHAapTy ISO 2248-1985 «YnakoBKa - KOMMEKTHbIN
3arno/HEHHbIE TPAHCMOPTHbIE MAaKETbl - WCMbITaHWe HA BEPTUKA/IbHOE BO3AEWCTBME MyTeM Ma.leHus». B
HalLe KOMMaHUM  MCMOb3YHOTCA Mpo3padHble M/IaCTUKOBble KOPOOKM OfHOTO pasvepa M acCCPTUMEH a
BHelLHs yMakoBKa - YMakoBKa M3 TFO(hPUPOBAHHOTO KapTOHa. KOHCTPYKUMA TPaHCMOPTHOW YriakoB<
COOTBETCTBYET CTaHfapTaM GB / T 6543-2008 «OanHapHble 1 ABOVHbIE FO(PUPOBaHHbIE KO300KMN [/
TPaHCMOPTHbIX YMakoBok», GB / T 6544-2008 «rodypmpoBaHHas ApeBeCHOBO/IOKHMCTasMmMTa ».  Cornacyo
GB/ T 6543-2008, B COOTBETCTBMM C MaKCMa/bHbIM KO/IMYECTBOM, Pa3MepoM, OXMAaeMbIMM  YCoBUAM!
XpaHeHVs W LWPKyNaum (408 (aiisioB COCTOSHUE LWPKY/ISLMMA  XOpOLLee) [/19 YMakoBKN BbIOMPAEsC;
rojpoKapToH TUna 2.TakMM 06pa3oM, YNakoBKa KOMMaHUM MOXET 06ecrieunTb 6e30MacHOCTb MpofyKT” i
MPOLECCe TPaHCTOPTUPOBKY, 06ECTeUUTb LIEMIOCTHOCTb MPOAYKTa MOC/e TPAHCMOPTUPOBKA Y XpareHus Mp.
Temnepartype oT -25 10 70 rpagycoB Lienscusa v 0THOCUTENbHOW BNaxkKHOCTI OT 15% 10 93 /o.

13. CapaHTuUliHble 0653aTenbcTBa

OrpaHWUeHHas rapaHTIis - OrpaHNUeHIie OTBETCTBEHHOCTI KOMMAaHUV ShenzhenSuperImeTechnoIogyC

TexHuueckast pekomeHgaums ShenzhenSuperlineTechnologyCo.. Ltd., kaK B YCTHOI, TaK M B MFCbMEHHOM
(hopive, npegHasHaueHa s MOMOLLWA Bpayam B CrO/b30BaHWM MPOAYKIOB
ShenzhenSuperlineTechnologyCo., Ltd. NogobHas pekoMeHaaLmst He PacLUMPSIET OrpaHUYEHHYK: rapaHTUO
ShenzhenSuperlineTechnologyCo., Ltd. ©“ He 0CBOGOXAaeT Bpaya OT MPOBEPKA  MPOAYKHO.
ShenzhenSuperlineTechnologyCo., Ltd,, ¢ Lenblo onpefeneHns X MPUrogHOCTM s COOTBENCTBYHOAM .
npoueayp. Bpay npuHUMaeT Ha cebs BeCb PUCK W OTBETCTBEHHOCTb 3a YLUEP6 BO3HMKAIOLLMIA HOMEACT. U,
HenpasW/IbHOIO MCMo/b30BaHKA NMPoAyKTa komraHum ShenzhenSuperlineTechnologyCo., Lid.

B cryyae O0OHapyxeHvs [Jedpekta marepuiaia WM M3TOTOB/IEHWS, OTBETCTBEHHOCTb  KOMMaHW,
ShenzhenSuperlineTechnologyCao,, Ltd, OrpaHNuMBaEeTCS, rno YCMOTPEHWIO KOMIaHw,.
ShenzhenSuperlineTechnologyCo., Ltd, 3aMeHO AEPEKTHOrO MPOAyKTa WM BOSMELLEHMEM (T KTUYECKON
CTOMMOCTU [JepeKTHOTO MpogyKTa. [if peamsalyn YCIoBUIA 3TOW OrpaHUYEHHO rapaHTuv

MPOAYKT [0/mKeH ObiTb BO3BpalleH B KommaHuo  ShenzhenSuperlineTechnologyCo.. Ltd.  KomnaHus
ShenzhenSuperlineTechnologyCo,, Ltd. H/ Mpu Kakux O6GCTOATENLCTBAX He HECET OTBETCTBEHHOCTU 3a
HEMPAMOWA, Cy4aliHbIA WX KOCBEHHBIN YLLEPO.

3a VCK/OYEHVeM YKasaHHbIX Bbllle = C/ly4aeB, KOMMaHWA ShenzhenSuperllneTechnoIogyCo Ltd H.
MPENOCTAB/ISET HUKAKUX FapaHTUi, HA SBHbIX, HA MOApasyMeBaeMblX, BK/HOYas rapaHTu B OTHOLLEHUN
OMMCaHXs, KavecTBa WM NMPUIrOAHOCTY A1 ONpeaesieHHbIX LEMei.

14. Cpok rogHoctun N3genusd
CpoK rogHoCTV MeAMLMHCKOIO M3AeNMA COCTaB/SET 5/1eT.
[ocrie OKOHYaHMA cpoka rogHOCTM AaHHOE MeaULIMHCKOe n3aenve HeO6X0,£I,VIMO YTWIN3MPOBATD.

15. nnunsa VIFI N3
e,EI,VILI,l/IH Kvie Mﬁ}:lenvm [O/DKHbI YTWI3MPOBATHCA MeCTHBIT My6MYHO-NPaBOoBbLIMA opraHrsau,l/l)KLu]
COOTBETCTBUM C TPE6OBAHMAMMN MECTHBIX OpraHv3aumii U npasunamu YTuamsaz|! |8y % pruoHe. A

lcnonb3oBaHHble (haiirbl pekomeHayeTcs yaansTb B koHTeliHep« 8 6 1M fWANSLATION SERVICI:
36 Xixiejie Xidan Beijing |
66509228_Pax655091+,!
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K\ VHCTPYMEHTbl [/19 KOPHEBbIX KaHaloB 3y60B SBMAIOTCA PACXOAHbIMM - MaTepuiasiaMuy, OH
aTo6C/y)XXMBAHMKO U PEMOHTY.

LLIKknamauust . . .

|iitasyae  BO3HWMKHOBEHWA [edheKTa W3Le/MiA B MEpVof, [ENCTBMA rapaHTUMHBLIX 00S3aTeNbCTB' a Takxe

iCYPKEHVS  He[JOYKOMI/IEKTOBaHHOCTM P ee MEPBUYHON MpueMKe, Brajenel, MpOAyKUAY [O/DKeH
£TBMTb pexnaMaumn B afipec opraHu13aLymn-npoaasLia 3asBKy Ha 3aMeHy B COOTBETCTBUM C ¢0ph£ﬁ NQLN .
opmMa N1

Afpec, No KOTOPOMY [I0/HKeH NPUGbITh NPeACTaBUTE/Ib KOMMAHUK, OCYLLIECTBAOLLIETN
rapaHTuiiHOe 06CNy)KMBaHWe, HOMep TenedoHa;

[rra obHapy>keHus KpaTtkoe cofiep>xaHue gedekra Jlata
1 fedekTa nanpuBieHwui
pekiaMmaumm

: Pek.TamaLymn npucbinatb Ha afpec:
000 <KOMTAHS SHMA», 125414, Pocews, 1. MockBa, Y. ®ecTvBabHad, 4. 28, KB.84

Ten.: 8(499)286-21-76. enigrnadent@yandex.ru

17. Mpahmk nponssoacTea 5
CxemMa TexHO/MOor4ecKon obpaboTKy
NLX1/88 06paboTKa Chipbs

HanonosuHy 3aKkoH4eHHbIn QeMoTpNITi/8SChipbs
Il
|O6paboTka KoHycHOM urbl * [KntoyeBas npouesypal
Il
HanonoBMHy 3aKOHYeHHbIn OCMOTP Wbl

OnpeaeneHve amm taiina
OcmoTp nniacTka * [:imoqesaﬂ npouesypal
npOBepKa"I/IH'bEKIJ,I/II/I
Pa3mepHas Marl)IKI/I[)OBKa uT.4
Cobopka ;Lrnymek
UuncTka nepeq, yﬂali!)BKOﬁ * [KnroueBas npoueaypal
YI'IaIL({)BKa

"
[MpoBEpKa FOTOBOI NPOYKLIM 1 FOTOBHOCTb Ha CKMaje

Translated by
CCTB TRANSLATION SERVICE

Xixiepe Xidan Beijing 100032
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al: ilnameTp NpoeKUNUn OCHOBHOM YacTW Ha HaKOHe4YHuke (pasmep)

d2; AvameTp B ANuUHYy 12

¢3; AnameTp Ha KOHLUEe MUHUMAaNbHOW ANWHbLI paboyei YacTu
(14;Anadparma xBoCTOBUKA

12: ANAVHA TOYKN U3MepeHuna cl2

13- gnvHa TOYKN M3MepeHusa 1”3 MUHNMaNIbHOW A/IMHBI paboyen yacTu
14: pNVHA OCHOBHOW

MalHWHbIe KaHaI’]OMaI’IpﬂHHTC.VIl

Konmucer  d1 d3 4 d2
F/\SMep L"BeT BO KOJieL, 1%amy | « «0il ¢ «1 MHCTWNEH-IBI CTay\pTHbIX MaTepI/lafl I BEpCMﬂ Ne
. . pazvepoB

5 KpacHbIi 1 T 0D.52xoil.nx22 DD 028 Patmep  fuHa 1 Hdawbl 304 . SLT-CP5S2-

D a<mnin 7 DD e3B5xe0.?70x22 QD 033 14 14 * LW /A2

> 3e/1eHbI 3 D3S  ~37iixea.20x22 T D3 2 2T ‘ BorionHhia 1 2009.03.25 Shenzhen Superline

A n 5 25 MboBe 1 Technology Co.. Ud

YepHblii 4 ndD  dO75x00.25x22 080 043 29 29 1 poBEpUN
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cll; AvameTp NPOEeKLUNUN OCHOBHOW YacTu H3 HakoHe" X uke {paamep}

C)2; AnameTp B ANMHY 12

¢3:AnameTp Ha KOHLE MUHMMaNbHOW ANUHBLI paboyei YacTu

64: N3mepeHMe NpoBOAOB

11; TN OVHBbI

12; pAHa TOYKM N3MepeHunii62

13: giMHA TOYKM N3MepeHnsa 63 1 MUHUMaNbHOW ANNHBLI paboyei yacTun

14: aNHa OCHOBHOI YacTuU C AONYCTUMbIM 3HavyeHnem ~0,&MM B pe3ynbTate
100 KpAUTHOTO 3HaH4YeHUs Tuna (J1

VIHCTPYMEHTbI CNHA3PTMbIX pa3MepoB Ne SLT-CPA!-02
HH s ' Bepcuii 1 AO
| NS
BbLuonK nTao I 201S.0i.15 |

Mposepun Wangiiiu 2015.0L15 i Shenzhen Superfine Tech Co., Ltd
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(¢1: AvameTp NpoeKLUMUM OCHOBHOI YacTu Ha HaKOHeYHukKe (pasmep)

cl2; AnameTp B ANNHY 12 _ n

d3: lnameTp Ha KOHLE MUHMMAaNbHOW ANUHbLI paboyeil yactu

b4: N3mepeHue nposofoB

11; TN AWHbLL

12:[aNUHaA TOYKN n3m€peHnad2 n

13 ANnHa TOYKN N3MepeHnsa 63 N MMHUMaNbHOW ANUHbLI paboyeit yacT

14: onnHa OCHOBHOW YacTu c AONyCTUMbIM 3HavyeHuem 4_0,5MM B pe3dynbTaTe
100 KpaTHOro 3HavyeHuda Tuna 61

VHCTPYVEHTBI CTaHAAPr Hba PasVIEPOB Ne SLT-CP-01-01
Ky(laiirs! Bepcus AO
No
BbnorHmn nTao 201S.01.15

Mposepwn Wanggju 20150115 Shenzhen Superline Tech Co,, Ltd
Cornacosaro ~ Zhodjinsong 20150115
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1 ."O'T.y,'l(-c™in otgen MoconbcTBa Poccuiickoit depepaun.’ I
%P yfocToeepsieT NoA/IMHHOCTL npeacToswei nogr'>\.1 2
- Koncynbckoro AenaptamedTs MU KHP

imfuv.rp.jumormsiNt Homep (7637

“ D r

Ky3HeuoB M.B.
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[MepeBof, C KNTANCKOro A3blKa Ha PYC Kbl S3MLI-

Amv6bnema:/KUTANCKNI COBET MO COAENCTBUIO MEXAYHAPOAHOW TOATOB/INA

Kutaiickmin CoseT no Cogeitctauto MexxayHapoaHol Toprosnu

KuTaiickas nanarta MexayHapoiHoOIn TOpros/m

CEPTOUKAT

Ne 181100iU)/06307”

HACTOAWMM CBEWAETE/IBCTBYETCHA, 4UTO: neyatb KomnaHunm SHENZHTT
SUPERLINE TECHNOLOGY CO., LTD. Ha npunaraemom [JOKYMEHTE dBnsete:
NOAJ/IMHHON.

Kutalickuin CoseTt no Co;,CIACTBrk>
MexayHapoAHOoR ""oproenn

%
Kpyrnas nevats: / KUTAACKWIA COBET MO COAENCTBW C
MEXAYHAPOAHOW TOTOB /1

Moanuck 0TBETCTBEHHOrO /mua." < iodnuch>
o LlynnsaH!

Hata: 07 Hos6ps 2018 r
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Kpyrnaa neyats KOMnannHI/SHENZHEN SUPERLINE TECHNOLOGY CO., LTD./

Moanncb OTBETCTBEHHOIO NMLA; < nognsen®
Jimmy L

LLiTtamn:
MepeBeseHO LieHTpasibHbIM 6H0pO COCTaB/IEHNS U NEPeBOsa,

[NepeBoguecKkue ycnyru
36, Cucun, CupgaHb, MeknH 100032

Ten.: 66509110 66509228 hakc: 665091 12
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CepTndmKaLMOHHbIA Homep 180483178-002

HacTOSILLMM YTBEKZAETCS |TO, MevaTb KomraHun KUTAVICKIA COBET MO COAECTBLLIO
MBEXXOYHAPOAHOW TOPIOB/1/ MCCPLT) 1 noanmcb OTBETCTBEHHOIO /INLA

(/Tro LiywnsiHb') Ha BbILLIBYKa3aHHOM [OKYMEHTe SIBMSETCS NOL/IMHHOVA.

Mof4nucb NepBOro CeKpPeTaps koncynsckoro AeMapTaMeHTa
Mpy MnHMcTepcTBE MHOCTPaHHbLIX fen KHP
13.11.2018r. <nognucb>

W rpux-kogpg

*8262424*

/CneupansHas Kpyrnaa neyaTb A9 AOKYMeHTOB MuHucTepcTsa VIHocTpaHHbIX en bHP/

/MpsMoyronbHbIii WTamn KoHcynbckoro oTaena MoconsctTsa PP B KHP Ha pycckom sisbike/

/Tep6oBas neyaTb KoHcynbckoro otaena MoconsctBa PP B KHP Hapycckom A3bike/

MepeBof TekcTa cepTUUKaTa 1 neyaTeil C KUT /13bika Ha pyCCKMii A3bIK BbINONHAN
nepesofuunk [lsopHas AHacTacua OnerosHa
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Poccuiickas degepayms
ropog KpacHogap, KpacHogapcknin Kpam
[ecAToro nHA ABe TbiCAYM fieBATHaALATOro roja

A, TwvweHko EBreHnin AnekcaHLpOBWUY, BPEMEHHO WCMNOMHAWMNIA 0643aHHOCTU
HoTapuyca KpacHOAapcKoro HoTapuasbHOro OKpyra TKavyeHKO MapuHbl BWKTOPOBHBI,
CBMAETENbCTBYO  MOA/IMHHOCTL  MOAMWCKM  nepeBoguMka [LBOPHOW AHACTACUN
ONEIrOBHbI.

Mognuce caenaHa B MOEM NPUCYTCTBUN.

JINYHOCTbL NoAnNMncaBLLEro JOKYMEHT YCTAHOB/IEHA.

3apeructpupoBaHo B peecTpe: No 23/222-H/23-2019-12-158.

B3biCkaHO rocyaapCTBeHHOM MOWAUHLI (Mo Tapudy); 100 py6. 00 Kon.

YnnayeHo 3a OKasaHue YCnyr NpaBoBOro M TeXHMYECKOro xapakrepa: 400 py6. 00 kon.  ~

/
E.A.-TnweHko

____ ixcuiioasn denepalys .
ropog, Kpacvpaap, Koaoqnppoovi Kpaid

7, TULPHKO EareHai AnexcaviapoBHH, BpevEHHO CTIaTHIOLLWIA

0G33HHOCTU HOTgpviyca. KpBO*QOapo(0ro HOTBpVbHO O Oy Ta,
Tkauerko MepvHbl BrktopoeHbl  0<3rTesibaByto  BEPHOCTHL
*OXVM C MPROOCT3aNeHHOM (OM) MHe.

aHO B PeecTpe;
BaYocaHo' reMpTaeMHON nowwHbI (Mo Tapuddy); 3 3 O

EN1 TveHko
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