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Huizhou Videya Technology Co. Ltd.

INSTRUCTION FOR USE
FOR THE MEDICAL DEVICE

Dental endodontic rotary instrument Stea® in kits

Version 2
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Medical device name

Stoiaj endodontic rotary instrument Stea® in Kits
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Versions:

VDPEH-G-DD1016 Kit consisting of D-files Gold, size DI, length 16 mm - 6 pcs.
VDPEH-G-DD2018 Kit consisting of D-files Gold, size D2, length 18 mm - 6 pcs.
VDPEH-G-DD3022 Kit consisting of D-files Gold, size D3, length 22 mm - 6 pcs.
VDPEH-G-DASS0003 Kit consisting of D-files Gold, size DI, length 16 mm - 2 pcs.;
D-files Gold, size D2, length 18 mm - 2 pcs.; D-files Gold, size D3, length 22 mm - 2 pcs.;
VDPEH-G-DT020017 Kit consisting of DT-files Gold, size 20/.04. length 17 mra - 6 pcs.
VDPEH-G-DT025017 Kit consisting of DT-files Gold, size 25/.04, length 17 mm - 6 pcs.
VDPEH-G-DT030017 Kit consisting of DT-files Gold, size 30/.04, length 17 mm - 6 pcs.
VDPEH-G-DTASS0003 Kitconsisting of DT-files Gold, size 20/.04, length 17 mm - 2 pcs.;
DT-fites Gold, size 25/.04, length 17 mm - 2 pcs.; DT-files Gold, size 30/.04, length 17 mm
-2 pcs.;

VDPEH-G-NX1021 Kitconsisting of N-filcs Gold, size X1, length 21 mm - 6 pcs.
VDPEH-G-NX2021 Kit consisting of N-files Gold, size X2, length 21 mm - 6 pcs.
VDPEH-G-NX3021 Kit consisting of N-files Gold, size X3, length 21 mm - 6 pcs.
VDPEH-G-NASSOOOI Kit consisting of N-files Gold, size X I, length 21 mm - 2 pcs.;
N-files Gold, size X2, length 21 mm - 2 pcs.; N-files Gold, size X3, length 21 mm - 2 pcs.;
VDPEH-G-NX1025 Kit consisting of N-files Gold, size X1, length 25 mm - 6 pcs.
VDPEH-G-NX2025 Kit consisting of N-files Gold, size X2, length 25 mm - 6 pcs.
VDPEH-G-NX3025 Kit consisting of N-files Gold, size X3, length 25 mm - 6 pcs.
VDPEH-G-NASS0002 Kit consisting of N-files Gold, size X1, length 25 mm - 2 pcs.;
N-files Gold, size X2, length 25 mm - 2 pcs.; N-files Gold, size X3, length 25 mm - 2 pcs.;
VDPEH-G-WF020021 Kit consisting of WF-files Gold, size 20, length 21 mm - 6 pcs.
VDPEH-G-WF025021 Kit consisting of WF-files Gold, size 25, length 21 mm - 6 pcs.
VDPEH-G-WF035021 Kit consisting of WF-files Gold, size 35, length 21 mm - 6 pcs.
VDPEH-G-WFASSOOOI Kit consisting of WF-files Gold, size 20. length 21 mm - 2 pcs.;
W E-files Gold, size 25, length 21 mm - 2 pcs.; WF-files Gold, size 35, length 21 mm - 2 pcs.;
VDPEH-G-WF020025 Kit consisting of WF-files Gold, size 20, length 25 mm - 6 pcs.
VDPEH-G-WF025025 Kit consisting of WF-files Gold, size 25, length 25 mm - 6 pcs.
VDPEH-G-WF03502S Kit consisting of WF-files Gold, size 35, length 25 mm - 6 pcs.
VDPEH-G-WFASS0002 Kit consisting of WF-files Gold, size 20, length 25 mm - 2 pcs.;
W F-files Gold, size 25, length 25 mm - 2 pcs.; WF-files Gold, size 35, length 25 mm - 2 pcs.;
VDPEH-G-020021 Kit consisting of O-files Gold, size 20, length 21 mm - 3 pcs.
VDPEH-G-025021 Kit consisting of O-files Gold, size 25, length 21 mm - 3 pcs.
VDPEH-G-040021 Kit consisting of O-files Gold, size 40, length 21 mm - 3 pcs.
VDPEH-G-050021 Kit consisting of 0-files Gold, size 50, length 21 mm - 3 pcs.
VDPEH-G-OASS0005 KitconsistingofO-filesGold, size 20, length 21 m m - 1 pcs.; O-files
Gold, size 25, length 21 mm - 1 pcs.; O-files Gold, size 40, length 21 mm - 1 pcs.;
VDPEH-G-020025 Kit consisting of O-files Gold, size 20, length 25 mm - 3 pcs.
VDPEH-G-025025 Kit consisting of O-files Gold, size 25, length 25 mm - 3 pcs.
VDPEH-G-040025 Kit consisting of O-files Gold, size 40, length 25 mm - 3 pcs.
VDPEH-G-050025 Kit consisting of O-files Gold, size 50, length 25 mra - 3 pcs.
VDPEH-G-OASS0006 Kitconsisting of O-files Gold, size 20, length 25 mm - | pcs.; O-files
Gold, size 25, length 25 mm - | pcs.; O-files Gold, size 40, length 25 mm - 1 pcs.;
VDPEH-G-020031 Kitconsisting of O-files Gold, size 20, length 31 mm - 3 pcs.
VDPEH-G-025031Kit consisting of O-files Gold, size 25, length 31 mm - 3 pcs.
VDPEH-G-040031 Kit consisting of O-files Gold, size 40, length 31 mm - 3 pcs.
VDPEH-G-050031 Kit consisting of 0-files Gold, size 50, length 31 mm - 3 pcs.

Insjruclion for use for the medical device;
Dcem endo<k>mijc rotar>' inslrtimeiU Siea® in kits
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VDPEH-G-OASS0009 Kitconsisting of0-files Gold, size 20, length 31 mm - 1pcs.;0-fites
Gold, size 25, length 31 mm - 1pcs,; 0~files Gold, size 40, length 31 mm - 1pcs.;
VDPEH-G-TB1904019 Kit consisting of T-files Gold, size 19/104, length 19 mm - 6 pcs.
VDPEH-G-TB1503021 Kit consisting ofT-files Gold, size 15/.03, length 21 ram - 6 pcs.
VDPEH-G-TB2004021 Kitconsisting of T-files Gold, size 20/.04. length 21 mm - 6 pcs.
VDPEH-G-TB2504021 Kitconsisting of T-files Gold, size 25/.04, length 2! mm - 6 pcs.
VDPEH-G-TB3004021 Kit consisting of T-files Gold, size 30/.04, length 21 mm - 6 pcs.
VDPEH-G-TB2506021 Kitconsisting of f-files Gold, size 25/.06, length 21 mm - 6 pcs.
VDPEH-G-TBASS0003 Kit consisting of T-files Gold, size 15/.03, length 21 mm - 2 pcs.;
T-fiies Gold, size 20/.04, length 21 mm - 2 pcs.; T-files Gold, size 25/.04, length 21 mm - 2
pcs.;

VDPEH-G-TB1503025 Kit consisting of T-files Gold, size 15/.03, length 25 mm - 6 pcs.
VDPEH-G-TB2004025 Kit consisting of T-files Gold, size 20/.04, length 25 ntm - 6 pcs.
VDPEH-G-TB2504025 Kit consisting of T-files Gold, size 25/.04, length 25 mm - 6 pcs.
VDPEH-G-TB3004025 Kit consisting of T-files Gold, size 30/.04, length 25 mm - 6 pcs.
VDPEH-G-TB2506025 Kit consisting of T-files Gold, size 25/.06, length 25 mm - 6 pcs.
VDPEH-G-TBASS0004 Kit consisting of T-files Gold, size 15/.03, length 25 mm - 2 pcs.;
T-files Gold, size 20/.04, length 25 mm - 2 pcs.; T-files Gold, size 25/.04, length 25 mm - 2
pcs.;

VDPEH-G-TG1708019 Kit consisting of TC-files Gold, size 17/.08, length 19 mm - 6 pcs.
VDPEH-G-TG2002021 Kit consisting of TC-files Gold, size 20/.02, length 21 mm - 6 pcs.
VDPEH-G-TG1503021 Kit consisting of TC-files Gold, size 15/.03, length 21 mm - 6 pcs.
VDPEH-G-TG2004021 Kit consisting of TC-files Gold, size 20/.04, length 21 mm - 6 pcs.
VDPEH-G-TG2504021 Kit consisting of TC-files Gold, size 25/.04, length 21 mm - 6 pcs.
VDPEH-G-TG2506021 Kit consisting of TC-files Gold, size 25/.06, length 21 mm - 6 pcs.
VDPEH-G-TG3004021 Kit consisting of TC-files Gold, size 30Y.04, length 2! mm - 6 pcs.
VDPEH-G-TG3006021 Kitconsisting of TC-fiies Gold, size 30/.06, length 21 mm - 6 pcs.
VDPEH-G-TG3504021 Kit consisting of TC-files Gold, size 35/.04, length 21 mm - 6 pcs.
VDPEH-G-TGASS0003 Kitconsisting of TC-files Gold, size 15/103, length 21 mm - 2 pcs.;
TC-files Gold, size 20/.04, length 21 mm - 2 pcs.; TC-files Gold, size 25/.04, length 21 mm
-2 pcs.;

VDPEH-G-TG2002025 Kit consisting of TC-files Gold, size 20/.02, length 25 mm - 6 pcs
VDPEH-G-TG 1503025 Kit consisting of TC-files Gold, size 15/.03, length 25 mm - 6 pcs
VDPEH-G-TG2004025 Kit consisting of TC-fiies Gold, size 20/.04, length 25 ram - 6 pcs
VDPEH-G-TG2504025 Kit consisting of TC-files Gold, size 25/.04, length 25 mm - 6 pcs
VDPEH-G-TG2S06025 Kitconsisting of TC-files Gold, size 25/.06. length 25 mm - 6 pcs
VDPEH-G-TG3004025 Kit consisting of TC-files Gold, size 30/.04, length 25 mm - 6 pcs
VDPEH-G-TG3006025 Kit consisting of TC-files Gold, size 30/.06. length 25 mm - 6 pcs
VDPEH-G-TG3504025 Kit consisting of TC-files Gold, size 35/.04, length 25 mm - 6 pcs
VDPEH-G-TGASS0004 Kitconsisting of TC-files Gold, size 15/.03, length 25 mm - 2 pcs
TC-files Gold, size 20/.04, length 25 mm - 2 pcs.; TC-files Gold, size 25/.04, length 25 mm
-2 pcs.;

VDPEH-G-TG2002031 Kit consisting of TC-files Gold, size 20/.02, length 31 mm - 6 pcs
VDFEH-G-TG 1503031 Kit consisting of TC-files Gold, size 15/.03. length 31 mm - 6 pcs
VDPEH-G-TG2004031 Kit consisting of TC-files Gold, size 20/.04, length 31 mm - 6 pcs
VDPEH-G-TG2504031 Kitconsisting of TC-files Gold, size 25/.04, length 3! mm - 6 pcs
VDPEH-G-TG2506031 Kitconsisting of TC-files Gold, size 25/.06, length 31 mm - 6 pcs
VDPEH-G-TG3004031 Kit consisting of TC-files Gold, size 30/.04, length 31 mm - 6 pcs
VDPEH-G-TG3006031 Kit consisting of TC-files Gold, size 30/.06, length 31 mm - 6 pcs
VDPEH-G-TG3504031 Kit consisting ofTC-files Gold, size 35/.04, length 31 mm - 6 pcs

ire«ruction for use for the medical device:
E>crtal endodem)tic rotary instrument Stca® in kits
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VDPEH-G-TGASS0008 JCitconsisting of TC-files Gold, size 15/.03, length 31 mm - 2 pcs.;
TC-files Gold, size 20/.04, length 31 mm - 2 pcs.; TC-files Gold, size 25/.04, length 31 mm
-2 pcs,;

VDPEH-G-R1904019 Kil consisting of R-files Gold,sizel9/.04, length 19 mm - 6 pcs
VDPEH-G-RI1702021 Kit consisting of R-files Gold,size17/.02, length 21 mm - 6 pcs
VDPEH-G-R2004021 Kitconsisting of R-files Gold,size20/.04, length 21 mm - 6 pcs
VDPEH-G-R2007021 Kitconsisting of R-flles Gold, size 20/.07, length 21 mm - 6 pcs
VDPEH-G-R2508021 Kitconsisting of R-files Gold, size 25/.08, length 21 mm - 6 pcs
VDPEH-G-R3009021 Kit consisting of R-files Gold, size 30/.09, length 21 mm - 6 pcs
VDPEH-G-RASS0007 Kit consisting of R-files Gold, size 19/.04, length 19 mm - 1 pcs.;
R-files Gold, size 17/.02. length 21 mm - 1 pcs.; R-files Gold, size 20/.04, length 21 mm ~1
pcs.; R-files Gold, size 20/.07, length 21 mm - | pcs.; R-files Gold, size 25/.08, length

21 mm - 1pcs.; R-fiies Gold, size 30/.09, length 21 mm - | pcs.;

VDPEH-G-R1702025 Kit consisting of R-files Gold, size 17/.02, length 25 mm - 6 pcs.
VDPEH-G-R2004025 Kitconsisting of R-files Gold, size 20/.04, length 25 mm - 6 pcs.
VDPEH-G-R2007025 Kit consisting of R-files Gold, size 20/.07, length 25 mm - 6 pcs.

VDPEH-G-R2508025 Kitconsisting of R-files Gold, size 25/.08, length 25 mm - 6 pcs.

VDPEH-G-R3009025 Kitconsisting of R-files Gold, size 30/,09, length 25 mm - 6 pcs.
VDPEH-G-RASS0008 Kit consisting of R-files Gold, size 19104, length 19 mm -1 pcs.;
R-files Gold, size 17/.02, length 25 mm - 1pcs.; R-files Gold, size 20/.04, length 25 ram - 1
pcs.; R-files Gold, size 20/.07, length 25 mm - 1 pcs.; R-fiies Gold, size 25/.08, length

25 mm - ! pcs.; R-files Gold, size 30/.09, lengtii 25 mm - | pcs.;

VDPEH-G-RI1702031 Kit consisting of R-files Gold, size 17/.02, length 31 mm - 6 pcs.
VDPEH-G-R2004031 Kit consisting of R-files Gold, size 20/.04, length 31 mm - 6 pcs.
VDPEH-G-R2007031 Kit consisting of R-files Gold, size 20/.07, length 31 mm - 6 pcs.
VDPEH-G-R2508031 Kitconsisting of R-files Gold, size 25/.08, length 31 mm - 6 pcs.
VDPEH-G-R3009031 Kit consisting of R-fiies Gold, size 30/.09, length 31 mm - 6 pcs.
VDPEH-G-RASSOOI 2 Kit consisting of R-files Gold, size 19/.04, length 19 mm - 1pcs,;
R-files Gold, size 17/.02, length 31 mm - 1pcs.; R-files Gold, size20/.04, length 31 mm - 1
pcs.; R-files Gold, size 20/.07, length 31 mm - 1 pcs.; R-files Gold, size 25/.08, length

31 mm - 1pcs.; R-files Gold, size 30/.09, length 31 mm - 1 pcs.;

VDPEH-G-V G 1302021 Kit consisting of V-Glider Gold, size 13/.02, length 21 mm - 6 pcs.
VDPEH-G-VG1602021 Kit consisting of V-Glider Gold, size 16/.02, length 21 mm - 6 pcs.
VDPEH-G-VGDI1602021 Kit consisting of V-Glider Gold with variable taper, size 16/.02,
length 21 mm - 6 pcs.

VDPEH-G-VG1902021 Kitconsisting of V-Glider Gold, size 19/.02, length 21 mm - 6 pcs.
VDPEH-G-VG2002021 Kitconsisting of V-Glider Gold, size 20/.02, length 21 mm - 6 pcs.
VDPEH-G-VG1004021 Kit consisting of V-Glider Gold, size 10/.04, length 21 mm - 6 pcs.
VDPEH-G-VG1503021 Kit consisting ofV-Glider Gold, size 15/.03. length 21 mm - 6 pcs.
VDPEH-G-VG1504021 Kit consisting of V-GHder Gold, size 15/.04, length 21 mm - 6 pcs.
VDPEH-G-VG1006021 Kit consisting of V-Glider Gold, size 10/.06, length 21 mm - 6 pcs.
VDPEH-G-VG 1506021 Kit consisting of V-Glider Gold, size 15/.06, length 21 mm - 6 pcs.

VDPEH-G-VGASSOOOI Kit consisting of V-Glider Gold, size 13/.02, length 21 mm - 2 pcs.;

V-GUderGold, size 16/.02, length21 mm - 2 pcs.; V-Glider Gold, size 19/.02,length 21 mm
-2 pcs.;

VDPEH-G-VG1302025 Kit consisting of V-Glider Gold, size 13/.02, length 25 mm - 6 pcs.
VDPEH-G-VG1602025 Kit consisting of V-Glider Gold, size 16/.02, length 25 mm - 6 pcs.
VDPEH-G-VGD1602025 Kit consisting of V-Glider Gold with variable taper, size 16/.02,
length 25 mm - 6 pcs.

VDPEH-G-VG1902025 Kit consisting of V-Glider Gold, size 19/.02, length 25 mm - 6 pcs.
VDPEH-G-VG2002025 Kit consisting of V-Glider Gold, size 20/.02, length 25 mm - 6 pcs.
VDPEH-G-VG 1004025 Kit consisting of V-Glider Gold, size 10/.04, length 25 mm - 6 pcs.

Instruction for use for the medical device:
Denial endodomic rxsary instrumem Siea* in kits
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VDPEH-G-VGI1503025 Kit consisting of V-Glider Gold, size 15/.03, length 25 mm - 6 pcs,
VDPEH-G-VG1504025 Kit consisting of V-Glider Gold, size 15A04, length 25 mm - 6 pcs.
1». VDPEH-G-VG 1006025 Kitconsisting of V-Glider Gold, size 10/.06, length 25 mm - 6 pcs.
120. VDPEH-G-VG 1506025 Kit consisting of V-Glider Gold, size 15/.06, length 25 mm - 6 pcs.
121. VDPEH-G-VGASS0002 Kitconsisting ofV-Glider Gold, size 13/.02, length 25 mm - 2 pcs.;
V-Glider Gold, size 16/.02, length 25 mm - 2 pcs.; V-Glider Gold, size 19/.02, length 25 mm

- 2 pcs.

1 Instruction for use.

Hereinafter referred to as Dental endodontic rotary instrument 8lea® in kits, dental
endodontic rotary instrument, rotary instrument, instrument, medical device, device.

2. Information about the manufacturer, developer and authorized representative

M anufacturer

HUIZHOU VIDEYA TECHNOLOGY CO., LTD
Factory of Songshan Villagers Group, Baishi Village, Qiuchang Street Office, Huiyang District,
Huizhou, 516221, Guangdong, China

Developer:

HUIZHOU VIDEYA TECHNOLOGY CO., LTD
Factory of Songshan Villagers Group, Baishi Village. Qiuchang Street Office, Huiyang District,
Huizhou. 516221, Guangdong, China

Authorized representative of the manufacturer:

PROTECO JSC

Legal address: 192102, St. Petersburg. 57 Salova str., bldg. 1, lit. 1.
Tel.; +7(812) 635-88-90

Email: info@ protecodent.ru

3. Purpose of the device

Designed for mechanical treatment of the root canal: cleaning, canal orifice opening, canal
passing, dental canal forming.

4. Potential consumer
Dentists trained in professional root canal therapy.
5. Description

The device consists of two parts, each of which performs its own specific function: an
operative partand a fastening part- a shank. The operational partis made ofnickel-titanium alloy.
The operative part of the tool acquires a golden color after heat treatment.

The operative part of the endodontic instrument is directly intended for the preparation of
the canal, and consists, in turn, ofthe cutting (working) and non-cutting parts.

The non-cutting part is a smooth cylindrical element of instrument operative part located
between the cutting part and the shank. The non-cutting part can have measuring lines and/or a
silicone stopper (positioning gasket). They both serve to control the so-called "working length" by
which the instrument is immersed in the canal during the preparation process.

The cutting part has a tip (head) and cutting edge for dentine preparation or removal of

obturation materials from the root canal.
Instruction tor use for the medical device:
Dental endodontic rotar>* instrument Siea® in kits
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The shank is a part of the instrument designed for its installation and fastening in
logical equipment (in the tip), through which the torque is transferred from the drive directly
ijc operating part of the instrument. All devices have a Type 1shank.
The shank is made of brass, which is color-coded to indicate the nominal size (corresponds
ID the value ofthe initial dimneter ofthe working part). The positioning pad is made ofsilicone in
various colors. The tools have different taper.

— N

Drawing 1- Rotary instrument: D - initial diameter of the working part, ds - diameter at length /2
di6 - maximum diameter ofthe working part, h - lead-in length, h - length to measuring point
(3 mm), Is~ length ofthe working part (16 mm), h- length ofthe operative part

6. Indications, contraindications and possible side effects

Indications:

For the treatment of various acute pulpitis, pulp necrosis during the preparation and filling
of the canal.

Contraindications:
Nickel allergy

Possible side effects
Allergic reaction

7. Precautions

1. Sterilize the device in an autoclave to prevent contamination, and make sure that sterilization
is completed before use.

2. Observe strictly the requirements for the permissible engine speed, as overspeeding can lead
to fractures and injuries. (#1)

3. Strictly follow the instructions ofthe manufacturer of the active device and insert the shank as
far as it will go to avoid pinching it at halfthe length. (# 2)

4. The active device should be used in accordance with the instructions.

5. Choose the most suitable type for each case and follow the general procedure.

6. Run the instrument outside of the mouth before use to ensure there is no malfunction.

7. Make sure the instrument is free from deformations, scratches or cracks before inserting it into
the oral cavity.

8. Use safety glasses to protect your eyes from damage. Also use a dust mask to avoid inhaling
dust.

9. Use arubber dam, etc. to avoid accidental swallowing and dropping.

Inslniclion for use for the medical device:
f>enlal endodcmtic ro<ar> instrumcni Slea® in kits
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St this instrument for any purpose other than those listed above,
demists should use this instrument,
fte device should be disposed of as medical waste.
Dispose of the device if it is damaged or dirty.
* . se this device with extreme care so as not to cut your fingers as it has sharp edges.
1) Allowable engine speed: less than 350 mim".
44 2) Rotary instruments are used by being coupled to a counter-head that can rotate or twist.
5. This device is susceptible to corrosion by prolonged immersion in sodium hypochlorite,
EDTA, etc.
16. Do not store under a germicidal lamp to avoid damage.
17. Reuse and care of the instrument will affect the service life; it is usually best not to reuse the
instrument more than 10 times.
(#1) Allowable engine speed: less than 350 min-I.
(# 2) Rotary instruments are used by being coupled to a counter-head that can rotate or
twist.

8. Application procedure

1 It is necessary to confirm the position of the root canal and its curves using radiography and
microscopy to determine the appropriate instrument.

2. Ensure that the instrument is not damaged before use and that it has been sterilized according
to the sterilization schedule specified in section 13.

3. ltis necessary to create a straight line access to the orifice of the root canal to begin work.

4. Hand K-file of the minimum size that fits over the entire working length is used as a starting
instrument. Ifthe penetration force is not enough, hand R-files should be used. Residual tissue
from the root canal is removed by mild rinsing with saline.

5. The rotary instrument for root canals that is most suitable in terms of size and length is
selected. The instruments with a smaller diameter are used first, and then larger ones.

6. The instrument is inserted into the canal and is passed passively. Clean laterally and cut the
dentin with sweeping movements to improve rectilinear access and advance to the apical
region until slight resistance to the movement of the instrument is achieved. Always clean
with movements away from the furcation.

Continue canal formation using the selected instrument until the length ofthe hand K-file size
15 is reached.

Repeat with the larger rotary instrument exactly as described in steps 6-7.

Use a larger polishing instrument. Each pass should be deeper than the previous one until the
working length is reached. The instrument should not be left inside the canal for a working
length for more than one second.

10. The procedure is continued until the optimal shape of the canal for endodontic treatment is
achieved.

11. The internal drive of the handpiece should be set so that the rotational speed strictly matches
the specified value. Residual tissue in the root canal is removed with a hand instrument and
mild saline rinsing.

12. Rinse the device with a disinfectant and a brush after use, then rinse off foreign matter such as
body fluids and tissues, and sterilize according to the sterilization schedule specified in
section 13.

9. Specifications

See drawing 1 for designations.

Table | - Dimensions

Instruction for use for the medical device;
Dental endodontic rotary instrument Steal® in kits
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j Ilp.." Size di6,

Taper D.mm  dj, mm b, mm »mm  Shank color code

mpMiMBkem  designation mm

. DI 0,09 030 057 174 16 Blue

¥ O-files D2 0,08 0,25 0,49 153 18 Red
§ Gold D3 0,07 020 041 132 22 Yellow
DT-files 20/.04 0,04 0,20 0,32 0,84 Yellow
257104 0,04 025 037 089 17 Red

Gold 30/04 0,04 030 042 094 Blue
Nofiios Xi 0,04 017 029 1,00 o White
X2 0,06 025 043 s Red

Gold X3 0,07 030 051 142 Blue
. 20 0.07 020 041 132 Yellow
WF-flies 25 0,07 0.25 046 1 1,37. gg Red
Gold 35 0,06 035 053 — 131 .. Blue
20 0.08 020 044 1.48 " Yellow

O-flles 25 0,08 025 049 153 o Red
Gold 40 0,06 040 058 1,36 3 Black
0 0.06 0,50 0.68 1,46 Yellow

19/.04 0,04 019 031 1.00 f
15/.03 0,03 015 024 063 White
T-files 20/.04 0.04 020 032 084 21 Yellow
Gold 25/.04 0,04 025 037 089 5 25 Red
30/04 0.04 030 042 094 Blue

25/.06 0.06 025 043 Red
17/.08 0.08 017 041 145 19 White
20/.02 0,02 020 026 0,60 Yellow
15/.03 0,03 015 024 063 White
. 20/.04 0,04 020 032 084 Yellow
TC-files 25/.04 0,04 0.25 0,37 0,89 % Red
Gold 25/.06 0,06 025 043 121 > Red
301.04 0,04 030 042 094 Blue

30/.06 0,06 030 048 1.26 Blue
35/.04 0,04 0,35 0,47 0,99 Green
13/.02 0.02 0,13 0.19 0,45 Purple
16/.02 0,02 016 022 060 White

19/.02 0,02 019 025 0,60 -
. 20/.02 0,02 020 026 052 Yellow
V'GGO'I'ger (0/.04 0.04 010 022 100 gé Purple
15/.03 0,03 015 024 063 White
15/.04 0,04 015 027 1,00 White
10/.06 0,06 010 028 1,20 Purple
15/.06 0,06 015 033 1.20 White

19/.04 0,04 019 034 .
17/.02 0,02 017 031 19 Purple
R-files 20/04 0,04 020 033 L 5 21 White
Gold 20/.07 0,07 0,20 0,37 ! 25 Yellow
25/.08 0,08 025 043 3l Red

30/.09 0,09 030 051 Blue

Table 2- Mechanical requirements to the medicat device

I\é(;':i;iﬂsc:ﬁe Torsional rersr:is:]ance, g>=om Angular deflection, degree, min  Bend resistance, g><cm, max
D-Ifles Gold
DI 115 420
D2 65 360 360
D3 45 230

Instruction for use for the medical device;
rental wdodontic rotary instmment Sica® in kits
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MK W M 30
27 m 45
30/.04 65
Gold
XI 10
X2 45
A X3 65
i WF-mes Gold
20 1 45
F ££
35 90
O-files Gold
20 65
25 0
40 115
50 120
T-files Gold
19/.04 30
I5A03 10
2004 30
25/.04 45
30/.04 65
25/.06 65
TC-files Gold
17/.08 65
20/02 10
15/.03 10
20/.04 30
25/.04 45
25/.06 65
30/.04 65
30/.06 90
35/.04 90
V-Glider Gold
13/.02 7
16/.02 7
19/.02 10
20/.02 10
KO/.04 10
15/.03 10
15/.04 10
10/.06 10
15/.06 15
R-files Gold
19/.04 32
17/.02 18
20/.04 32
20/.07 45

Instruction for use for the medical device:

lent{U endoikmtic rotary insUumoit Stea® in kits
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360

360

360

360

360

360

360

360

160
230
420

100
230
230

230
360
400

360
400
420
450

160
100
160
230
360
360

360
100
100
160

230
360
230
400
400

60
60
80
90
90
90
150
150
150

160
135
160
230
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" 65 360
90 375

there is no axial movement ofthe tool relative to the shank and its twisting.

10. Description of symbols used on consumer and transportation package labeling
3- Symbols and d”criprions

I I iI Manufacturer E Consultinstructions for use

1ot Lotnumber JWT  Manufacturing date
REH-  catalog number Expiration date
Compliance witli European Protect from moisture (for
Ce€ regulations transportation packaging)
126 *C : N
1 High pressure steam sterilization

11. Maintenance and repair
Maintenance and repair are not applicable.
12. Conditions of transportation and storage

Storage. Devices should be stored at room temperature, away from liquids. Avoid storage
in high temperature, humidity and direct sunlight. Do not store under a germicidal lamp to avoid
damage.

Transportation. Devices packed into shipping containers should be transported by all types
of covered vehicles considering the precautions indicated on the shipping container and in
accordance with the guidelines for goods transportation by the specific type of transport.

Storage and transportation conditions:
- Temperature: 0 to 40 °C;
- Humidity: 40 to 95 %;
- Pressure: There Me no special requirements.

Operation. The products are used in medical facilities in conditions requiring protection of
medical worker’s hands when the product is used as intended.

Operating conditions:
- Temperature; 0 to 30 °C;
- Humidity; 45 to 75 %;
- Pressure: There are no special requirements.

13. Sterilization, cleaning and disinfection

“Dental endodontic rotary instrument Stea® in kits” is a non-sterile reusable device that is
subject to disinfection, pre-sterilization cleaning and sterilization.

Instruction for use for the medical device:
Oenbl endockMittc rotary instrumenl Sica(” in kits
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Sterilization is carried out before each use, disinfection and pre>sterilization cleaning are

out after use. Before sterilization, medical products are removed from the original
iging, as it is not suitable for sterilization and serves only to preserve the integrity of the
luct during transportation and storage.

To carry out sterilization, the instrument is removed from the packaging, subjected to
pre-sterilization cleaning and, after drying, placed in disposable sterilization bags designed for the
steam sterilization method and withstanding the sterilization mode. Sterilization is carried out in
accordance with the regime specified below.

Wash the device with a disinfectant after use, then rinse off foreign matter such as
biological fluids and tissues with water and a brush, dry and prepare for sterilization - put in a bag
for sterilization. Pre-sterilization cleaning and disinfection may be carried out using ultrasonic
equipment.

Steam sterilization method - the high-pressure steam sterilization method in an autoclave
is recommended for the medical device “Dental endodontic rotary instrument Stea® in Kkits".
Sterilization conditions: sterilization at 0.22 MPa (2.2 bar), 126 °C for at least 15 minutes.

The use ofonly that equipment (installations, washing machines, sterilizers, etc.), which is
permitted in accordance with the established procedure for use in the Russian Federation, is
allowed during disinfection, pre-sterilization cleaning and sterilization.

Only physical and chemical agents permitted in accordance with the established procedure
in the Russian Federation are used as means of disinfection, pre-sterilization cleaning and
sterilization.

Recommendations of device manufacturers regarding the effect of specific products (from
among those permitted in the Russian Federation for this purpose) on the materials of these
devices should be taken into account when choosing the products.

14. Disposal and/or destruction

The medical device “Dental endodontic rotary instrument Stea® in kits" after their intended
use are classified as epidemiologically hazardous waste (products contaminated with blood and/or
other body fluids of patients, as well as products contacted with patients having infectious
diseases).

In this case, a medical organization performs only collection, disinfection and temporary
storage ofthe above waste. Disinfection should be carried out in accordance with the requirements
of sanitary rules and other regulatory legal acts of a particular country in all medical and
preventive institutions, regardless of their profile. Collection is carried out in disposable
impervious moisture-resistant containers which must have a tight-fitting lid that excludes the
possibility of spontaneous opening in the room or in places for temporary storage of medical waste
before subsequent transportation to the disposal site.

Transportation of medical waste from medical facilities, and their disposal is provided by
specialized organizations licensed to treat epidemiologically hazardous medical waste.

Consumer packing, rejected and expired unused products are classified as epidemiologically
safe waste (non-hazardous waste not contacting body fluids of patients, patients having infectious
diseases), which is close by its composition to safe municipal solid wastes (MSW). However, itis
recommended to dispose of them separately as industrial wa,ste through specialized organizations
licensed for this type of activity.

Non-hazardous waste is collected in reusable containers or disposable bags (excluding bags for
hazardous waste). The procedure for the collection and storage of non-hazardous waste is
determined in accordance with the waste management scheme in each specific organization.

Transportation and disposal are performed considering requirements adopted for a given
region, in accordance with the sanitary legislation of a particular country for the maintenance of
populated areas and treatment of production and consumption waste.

instruction for use for the medical device:
Dents) endodontic rotary instntmem SteadD in kits
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life ofthe medical device “Dental endodontic rotary instrument Stea® in Kits” is 5

w Oeseription of symbols used on consumer and transportation package labeling

T/ W C,ENISO 13485 EN 15014971, EN ISO 7405, EN I1SO 10993-1/AC, EN ISO 10993-5
iSO 10993-10, EN 62366-1, EN I1SO 15223-1, EN ISO 15223-2, EN 104K Al, PD CR 12401
ISO 3630-1, EN 1639, EN ISO 17664, EN I1SO 9687, EN ISO 1797

The latest versions of reference standards should be used: the organization should maintain and update the
~ of reference standardks as a record of its own menagenent system in compliance with 1SO 13485.

Instruction for use for the medical device:
Dental endodontic rotary instrument Sea<8>in kits
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[[epesod ¢ anznuticko2o u KUMAUCKO20 AILIKOS HA PYCCKUT A3bIK]
[Ha Granxe Kumaiickozo xomumema codeticmeus passumuio MEXCOYNAPOOHOU mop20aau)

[Texcm doxymenma na KUMAicKOM U QHZAUKCKOM R3bIKAX udeHmuven)

CEPTH®UKAT

[Tozomun: «Cu-Cu-IIn-Aii-Tu» (CCPIT)
Kuraiicknit KOMMTET CONSHCTBHA Pa3BHTHIO MEXIYHAPOJAHOH TOProsIin]

®yuxnuu Kuralickoro KOMATETa COACHCTBAA PasBUTHIO MEKIYHAPOAHON TOPrOBNHK BLINOAHAET
Kuratickas nazara MCXAYHapOAHOH TOProsin
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{NoroTwun: «Cun-Cun-Mu-Ain-Tu» (CCPIT)
Kutalickuii KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHAPOAHOW TOprosnun]

01609456

KnTaicknii kKomuTer cogencrans pasBuTu0 MeXayHapoAHOW TOProsau
KuTalickas nanasa MeXayHapo4HOW TOprosnu

CEPTUD®PUKAT

[QR-Kod]
Ne23110080/017907

[MeuaTs: CEPTUDPUKALUSA «Cu-Cu-Mu-Aii-Tu» KATANCKUA KOMUTET
COAENCTBUA PASBUTUIO MEXAYHAPOLHOM TOPTOB/V]

HACTOAWMM YOOCTOBEPAETCH, UTO neuaTb KoMmMmaHum «XYINUWKOY BUAMNA
TEKHONOAXW KO., NTA.» (HUIZIIOU VIDEYA TECHNOLOGY CO. LTD)),
nocTaBfieHHas Ha npunaraembli JOKYMEH1', BepHa.

KuUTaiicKunii KOMUTET COAeCTBUA PasBUTUIO MeX;1yHapoAK Toprosau

YnonHomoyeHHoe nnuo: CyHb Li3sa (Sun Jia)

Moanuck: Inodnucbl

[ata: 24 maprta 2023 .

[MucHeHas neyaTb: CEPTUDUKALNA «Cun-Cu-Mu-Aii-Tu» KUTANCKUN KOMUTET
COAENCTBUNA PA3BUTUIO MEXAYHAPOAHOW TOPIOB/IN]

Beb6-caliT gna npoBepku ceptudukarta: http://www.rzccpit.com/validate.html
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Jara: 14 centsbpa 2021 r.

«YTBEPKACHOY
Inodnucs! (noonuce)

Cuou Jle An (Xiong De An)

I'eHepanbHbIA AMPEKTOP
«Xy»itrokoy Buaes Texnonoxxn Ko., Jita.»

[[Tevamy: «Xys#uxoy Bunes Texnonoaxn Ko., Jitan]

UHCTPYKLMA NNO MIPUMEHEHHIO
HA MEJHIIHHCKOE M3AEJIHE

HuCTpYMEnT CTOMATOMOTRIECKHI Sna0oHTHYecKRH poTamuonnbiil Stea® B nabopax

[Heuams: «Xysitaxoy Bunes Teknononxn Ko., Jita.n]

Bepcus 2
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1

Haumenosanne MEAHIHHCKOrO H3ACHY

HHCTPYMEHT CTOMATONOIWIeCKniH SH10J0HTHYECKHH poTaunoHHbIH Stea® B Habopax

PN

9.

10.
1.
12.

13.
14.
15.
16.
17.
18.
19,

20.

21.
22,
23.

24,

25.

BapuanTb! HCONMHEHuUS !

HaGop VDPEH-G-DD1016 Kit B coctase: D-files Gold, pasmep D1, anuna 16 mm - 6 1o,
Ha6op VDPEH-G-DD2018 Kit B cocrase: D-files Gold, pasmep D2, ammza 18 mm - 6 mir.
Haop VDPEH-G-DD3022 Kit B cocrase: D-files Gold, pasmep D3, nnnna 22 MM - 6 m.
Ha6op VDPEH-G-DASS0003 Kit B cocrase: D-files Gold, pasmep D1, anana 16 Mm -

2 urt.; D-files Gold, pasmep D2, anuua 18 MM - 2 wr.; D-files Gold, pasmep D3, anuua

22 MM - 2 WiT.;

Habop VDPEH-G-DT020017 Kit B cocrane: DT-files Gold, pasmep 20/.04, nnuna 17 mm -
6 wr.

Ha6Gop VDPEH-G-DT025017 Kit B cocrase: DT-files Gold, pasmep 25/.04, muua 17 mm -
6 wr.

Ha6op VDPEH-G-DT030017 Kit B cocrase: DT-files Gold, pasmep 30/.04, anuna 17 MM -
6 mr.

HaGop VDPEH-G-DTASS0003 Kit B cocrase: DT-files Gold, pasmep 20/.04, anuna 17 MM
- 2 wr.; DT-files Gold, pasmep 25/.04, ymura 17 My - 2 wit.; DT-files Gold, pasmep 30/.04,
anana 17 mm - 2 mrr.,;

HaGop VDPEH-G-NX1021 Kit B cocrase: N-files Gold, pasmep X1, amuna 21 MM - 6 w.
Ha6op VDPEH-G-NX2021 Kit 8 cocrase: N-files Gold, pasmep X2, utnsa 21 MM - 6 wir.
Ha6op VDPEH-G-NX3021 Kit B cocrase: N-files Gold, paimep X3, anuna 21 mm - 6 mr.
Ha6op VDPEH-G-NASS0001 Kit B cocrase: N-files Gold, pasmep X1, anuna 21 mm -

2 wt.; N-files Gold, pasmep X2, anuna 21 MM - 2 wt.; N-files Gold, pasmep X3, ymmna

2] MM -2 mT.;

HaGop VDPEH-G-NX1025 Kit B cocrase: N-files Gold, pasmep X1, amuna 25 MM - 6 wr.
HaGop VDPEH-G-NX2025 Kit B coctase: N-files Gold, pasmep X2, anuna 25 MM - 6 wir.
Ha6op VDPEH-G-NX3025 Kit B cocrase: N-files Gold, pasmep X3, ajiuna 25 MM - 6 .
Ha6op VDPEH-G-NASS0002 Kit B cocrase: N-files Gold, pasmep X1, anuna 25 mm -

2 mr.; N-files Gold, pasmep X2, anuna 25 MM - 2 mor.; N-files Gold, pazmep X3, annna

25 MM - 2 TIT.;

Ha6op VDPEH-G-WF020021 Kit 8 cocrase: WF-files Gold, pasmep 20, anuna 21 mm -

6 urr.

Ha6op VDPEH-G-WF025021 Kit B cocrase: WF-files Gold, pasMep 25, nnuna 21 mm -

6 wr.

HaBop VDPEH-G-WF035021 Kit B cocrase: WF-files Gold, pasmep 35, anuna 21 mm -

6 wr.

Hatop VDPEH-G-WFASS0001 Kit B cocrase: WF-files Gold, pasmep 20, anuna 21 Mm - 2
w.; WF-files Gold, pasmep 25, anuna 21 MM - 2 wrr.; WF-files Gold, pazmep 35, anaHa

2] MM - 2 mIT.;

Habop VDPEH-G-WF020025 Kit B coctabe: WF-files Gold, pasmep 20, anuna 25 MM - 6
10T,

Ha6op VDPEH-G-WF025025 Kit B cocrase: WF-files Gold, pasmep 25, anuna 25 MM -

6 wr.

Ha6op VDPEH-G-WF035025 Kit 8 cocrase: WF-files Gold, paimep 35, annsa 25 MM -

6 .

Ha6op VDPEH-G-WFASS0002 Kit B cocrape: WF-files Gold, pasmep 20, anuna 25 MM -
2 mrr.; WF-files Gold, pasmep 25, anuna 25 mm - 2 wir.; WF-files Gold, pasmep 35, annna
25 MM -2 it

HaGop VDPEH-G-020021 Kit B cocrase: O-files Gold, pasmep 20, jumna 21 MM - 3 .

HucTpyxums no HpHMEHERHIO MEARUMHCKOTO W3NIEANA:
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26.
27.
28.
29,

30.
31.
32.
33.
34.

3s.
36.
37.
38.
39.

41.

42.
43.

45.

47.

48.

49,

50.

51,

52.

53.

54.

HaGop VDPEH-G-025021 Kit B cocraee: O-files Gold, pasmep 25, nnuna 21 Mm - 3 wt.
HaGop VDPEH-G-040021 Kit B coctase: O-files Gold, pasmep 40, amuna 21 mm - 3 .
HaGop VDPEH-G-050021 Kit 8 cocrase: O-files Gold, paamep 50, anura 21 MM - 3 wi.
HaGop VDPEH-G-OASS0005 Kit B cocrase: O-files Gold, pasmep 20, anuna 21 mm - |
wrr.; O-files Gold, paamep 25, anuna 21 mm - 1 urr.; O-files Gold, paamep 40, anuna 21 MM -
|1 wr.;

Habop VDPEH-G-020025 Kit B cocrase: O-files Gold, pasmep 20, anuxa 25 MM - 3 mir.
HaGop VDPEH-G-025025 Kit B cocrase: O-files Gold, pasmep 25, suinna 25 MM - 3 .
Habop VDPEH-G-040025 Kit B cocrase: O-files Gold, pazmep 40. nnuna 25 MM - 3 wit.
Ha6op VDPEH-G-050025 Kit B coctase: O-files Gold, pasmep 50, anuna 25 MM - 3 T,
Habop VDPEH-G-OASS0006 Kit B cocrase: O-files Gold, pasmep 20, aauna 25 MM -

1 urt.; O-files Gold, pasmep 25, anuna 25 MM - 1 arr.; O-files Gold, pasmep 40, anuna 25 MM
- 1 wr.;

Hatop VDPEH-G-020031 Kit a cocrase: O-files Gold, pasmep 20, jyinna 31 mm - 3 wr.
HaGop VDPEH-G-025031 Kit B cocrase: O-files Gold, pasmep 25, nnuna 31 MM - 3 .
HaGop VDPEH-G-040031 Kit B cocrase: O-files Gold, pasmep 40, nnnia 31 mm - 3 mir.
Ha6op VDPEH-G-050031 Kit B cocrase: O-files Gold, pasmep 50, wmmta 31 mm - 3w,
HaGop VDPEH-G-OASS0009 Kit B cocrase: O-files Gold, pazmep 20, nnuna 31 MM -

1 urr.; O-files Gold, pasmep 25, annna 31 mM - 1 mr.; O-files Gold, pasmep 40, wmna 31 MM
-~ 1 wr.;

HaGop VDPEH-G-TB1904019 Kit B cocrase: T-files Gold, pasmep 19/.04, mmuna 19 mm -
6 wr.

Habop VDPEH-G-TB1503021 Kit B cocTase: T-files Gold, pasmep 15/.03, mmuna 21 mm -
6 .

Ha6op VDPEH-G-TB2004021 Kit 8 cocrase: T-files Gold, pasmep 20/.04, anusa 21 MM -
6 wr.

HaGop VDPEH-G-TB2504021 Kit B cocrase: T-files Gold, pasmep 25/.04, anuna 21 MM -
6 wr.

HaGop VDPEH-G-TB3004021 Kit 8 cocrase: T-files Gold, pasmep 30/.04, anana 21 Mm -
6 1T,

HaGop VDPEH-G-TB2506021 Kit B cocrase: T-files Gold, paimep 25/.06, wmna 21 MM -
6 T,

HaGop VDPEH-G-TBASS0003 Kit B coctase: T-files Gold, pa3smep 15/.03, nmaa 21 mm -
2 wir.; T-files Gold, pasmep 20/.04, anuna 21 MM - 2 wit.; T-files Gold, pasmep 25/.04, anuna
21 mm -2 wir,;

HaGop VDPEH-G-TB1503025 Kit B cocrase: T-files Gold, pasmep 15/.03, anuaa 25 MM -
6 wr.

HaGop VDPEH-G-TB2004025 Kit B cocrase: T-files Gold, pasmep 20/.04, inuna 25 MM -
6 wr.

HaGop VDPEH-G-TB2504025 Kit B coctase: T-files Gold, pasmep 25/.04, nmnuna 25 MM -
6 wr.

HaGop VDPEH-G-TB3004025 Kit B coctase: T-files Gold, pasmep 30/.04, anuna 25 Mm -
6 m,

HaGop VDPEH-G-TB2506025 Kit B cocrase: T-files Gold, pazmep 25/.06, anuna 25 mm -
6 wr.

HaGop VDPEH-G-TBASS0004 Kit B cocrase: T-files Gold, pasmep 15/.03, anuna 25 Mm -
2 wrv.; T-files Gold, pasmep 20/.04, mnuna 25 mm - 2 mt.; T-files Gold, pasmep 25/.04, auna
25 MM - 2 T

Habop VDPEH-G-TG1708019 Kit B cocrase: TC-files Gold, pasamep 17/.08, anuna 19 mm -
6 .

Ha6Gop VDPEH-G-TG2002021 Kit B cocrase: TC-files Gold, pasmep 20/.02, anuva 21 MM -
6 wr.

MHCTPY KUK VO NPHMEHEHUIO MEAMUMHCKOTO WACANS
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HaGop VDPEH-G-TG1503021 Kit B cocrase: TC-files Gold, pasmep 15/.03, wmna 21 mm -
6 .

Ha6op VDPEH-G-TG2004021 Kit B coctase: TC-files Gold, pasmep 20/.04, nnuna 21 Mm -
6 wr.

HaGop VDPEH-G-TG2504021 Kit B cocrase: TC-files Gold, pazmep 25/.04, annna 21 Mm -
6 wir.

Ha6op VDPEH-G-TG2506021 Kit 8 cocrase: TC-files Gold, pasmep 25/.06, anuna 21 Mm -
6 wT.

Ha6op VDPEH-G-TG3004021 Kit 8 cocrase: TC-files Gold, pazmep 30/.04, anuna 21 mm -
6 urr.

HaGop VDPEH-G-TG3006021 Kit B cocrase: TC-files Gold, pasmep 30/.06, anuna 21 mm -
61T

HaGop VDPEH-G-TG3504021 Kit B cocrase: TC-files Gold, pasmep 35/.04, anuna 21 mm -
6 wr.

Ha6op VDPEH-G-TGASS0003 Kit B cocrase: TC-files Gold, pasmep 15/.03, anuna 21 mm
- 2 mrr.; TC-files Gold, paamep 20/.04, anuna 21 mm - 2 mit.; TC-files Gold, pasmep 25/.04,
anuna 21 MM - 2 mT.;

HaGop VDPEH-G-TG2002025 Kit B cocrase: TC-files Gold, pasmep 20/.02, jummna 25 mm -
6w,

HaGop VDPEH-G-TG1503025 Kit B cocraBe: TC-files Gold, pasmep 15/.03, nmna 25 Mm -
6 mT.

HaGop VDPEH-G-TG2004025 Kit B coctase: TC-files Gold, pasmep 20/.04, annda 25 mm -
6 wrr.

Ha6op VDPEH-G-TG2504025 Kit 8 cocrase: TC-files Gold, pasmep 25/.04, anuua 25 Mm -
6 .

HaGop VDPEH-G-TG2506025 Kit B cocrase: TC-files Gold, pasmep 25/.06, amana 25 mm -
6 mr.

HaGop VDPEH-G-TG3004025 Kit B cocrase: TC-files Gold, pazmep 30/.04, anuna 25 MM -
6 wir.

HaGop VDPEH-G-TG3006025 Kit B cocrase: TC-files Gold, pasmep 30/.06, wimna 25 mum -
6 1T.

HaGop VDPEH-G-TG3504025 Kit B coctaee: TC-files Gold, pasmep 35/.04, annna 25 MM -
6 mr.

Habop VDPEH-G-TGASS0004 Kit 8 cocrase: TC-files Gold, pasmep 15/.03, anuna 25 mm
- 2 it.; TC-files Gold, pasmep 20/.04, nnuna 25 mu - 2 mir.; TC-files Gold, pasmep 25/.04,
ANYHA 25 MM - 2 1IT.;

HaGop VDPEH-G-TG2002031 Kit 8 cocraee: TC-files Gold, pasmep 20/.02, wmna 31 MM -
6 .

Ha6op VDPEH-G-TG1503031 Kit B cocrare: TC-files Gold, pasmep 15/.03, aymna 31 MM -
6 ur.

HaGop VDPEH-G-TG2004031 Kit 8 cocrase: TC-files Gold, pasmep 20/.04, 2muna 31 mm -
6 .

HaGop VDPEH-G-TG2504031 Kit 8 cocrase: TC-files Gold, pasmep 25/.04, anuna 31 mm -
6 wr.

HaGop VDPEH-G-TG2506031 Kit B cocrase: TC-files Gold, pasmep 25/.06, amana 31 Mm -
6 mr.

Ha6op VDPEH-G-TG3004031 Kit B cocrase: TC-files Gold, pasmep 30/.04, wiuna 31 mm -
6 1.

Ha6op VDPEH-G-TG3006031 Kit B cocrase: TC-files Gold, pasmep 30/.06, anuna 31 MM -
6 wr.

Habop VDPEH-G-TG3504031 Kit B cocrase: TC-files Gold, pasmep 35/.04, anuna 31 mm -
6 wrt.

HHCTPYXUMN N0 MPHMEHCHHIO MEAWUMHCKOTO HIACAHA:
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80.

81.
82.
83.
84.
83.
86.

87.

88.

89.

91.
92.

93.

94,

95.

‘ 97,

98.

100.

101.

HaGop VDPEH-G-TGASS0008 Kit 8 coctase: TC-files Gold, pasmep 15/.03, anuna 31 Mm
- 2 wr.; TC-files Gold, pasmep 20/.04, anuna 31 mm - 2 wit.; TC-files Gold, pasmep 25/.04,
anuHa 31 MM - 2 18T}

HaGop VDPEH-G-R1904019 Kit B cocTase: R-files Gold, pasmep 19/.04, anuna 19 mm -

6 woT.

Ha6op VDPEH-G-R1702021 Kit B coctase: R-files Gold, pasmep 17/.02, minsa 21 mm -

6 wr.

Ha6op VDPEH-G-R2004021 Kit B cocraBe: R-files Gold, pasmep 20/.04, nnuna 21 mm -

6 wr.

Habop VDPEH-G-R2007021 Kit B coctase: R-files Gold, pasmep 20/.07, anuuna 21 mm -

6 wr.

HaGop VDPEH-G-R2508021 Kit B cocrase: R-files Gold, paamep 25/.08, annna 21 mm -

6 wr.

HaGop VDPEH-G-R3009021 Kit 8 cocrare: R-files Gold, paamep 30/.09, anuna 21 mm -

6 wr.

HaGop VDPEH-G-RASS0007 Kit B coctase: R-files Gold, pasmep 19/.04, anuna 19 MM -

1 wr.; R-files Gold, pasmep 17/.02, nnuna 21 mmM - 1 wt.; R-files Gold, pasmep 20/.04,
nnnsa 21 muM - 1 wr.; R-files Gold, pasmep 20/.07, anuna 21 mm - 1 wom.; R-files Gold.
pazmep 25/.08, anuna 21 MM - 1 wT.; R-files Gold, pasmep 30/.09, anuna 21 MM - | wT.;
Ha6op VDPEH-G-R1702025 Kit B cocrase: R-files Gold, pasmep 17/.02, anuna 25 mm -

6 .

HaGop VDPEH-G-R2004025 Kit B cocTase: R-files Gold, pazmep 20/.04, nnuna 25 MM -

6 .

HaGop VDPEH-G-R2007025 Kit B cocrase: R-files Gold, pasmep 20/.07, anuna 25 MM -

6 mr.

HaGop VDPEH-G-R2508025 Kit B cocrase: R-files Gold, pasmep 25/.08, annna 25 mm -

6 mrT.

HaGop VDPEH-G-R3009025 Kit B cocrase: R-files Gold, pasmep 30/.09, anuna 25 mMm -

6 wr.

Ha6op VDPEH-G-RASS0008 Kit B cocrase: R-files Gold, pasmep 19/.04, xnuna 19 mm - |
wr.; R-files Gold, pasmep 17/.02, nnuua 25 MM - 1 wit.; R-files Gold, paamep 20/.04, nnnna
25 mM - 1 mt.; R-files Gold, pasmep 20/.07, anuna 25 mm - 1 wit.; R-files Gold, pasmep
25/.08, navua 25 MM - 1 wr.; R-files Gold, pasmep 30/.09, annua 25 MM - 1 mT.;

HaGop VDPEH-G-R1702031 Kit B cocrase: R-files Gold, pasmep 17/.02, anusia 31 MM -

6 wr.

Ha6op VDPEH-G-R2004031 Kit B cocraee: R-files Gold, pasmep 20/.04, anuna 31 MM -

6 wr.

HaGop VDPEH-G-R2007031 Kit B cocrase: R-files Gold, pasmep 20/.07, anuna 31 mm -

6 .

Ha6op VDPEH-G-R2508031 Kit B cocTase: R-files Gold, pasmep 25/.08, nnuna 31 mMm -

6 wr.

HaGop VDPEH-G-R3009031 Kit 8 cocrase: R-files Gold, pasmep 30/.09, anuna 31 mm -

6 .

HaGop VDPEH-G-RASS0012 Kit B coctase: R-files Gold, pasmep 19/.04, anuna 19 Mm -

1 wr.; R-files Gold, pasmep 17/.02, minna 31 MM - 1 wt.; R-files Gold, pa3mep 20/.04,
amaEa 31 MM - 1 rr.; R-files Gold. pasmep 20/.07, anuna 31 MM - 1 wt.; R-files Gold,
pasmep 25/.08, annna 31 mum - 1 wr.; R-files Gold, pasmep 30/.09, annaa 31 mm - 1 wit.;
Ha6op VDPEH-G-VG1302021 Kit 8 cocrase: V-Glider Gold, pasmep 13/.02, anuna 21 MM
- 6 mr.

Ha6op VDPEH-G-VG1602021 Kit B cocrase: V-Glider Gold, pasmep 16/.02, anuna 21 mm
- 6 wr.

HuCTPY KL HO NPUMEHCHIIY MEAWUWHCKOTO HANICNS:
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102.
103.
104.
105.
106.
107.
108.
109.

110.

1i.
112.
113.
114,
115.
116.
117.
118.
119.
120.

121.

Ha6op VDPEH-G-VGD1602021 Kit B cocrase: ¢ nepemennoii konyctuoctsio V-Glider
Gold, pasmep 16/.02, mnsina 21 MM - 6 .

HaGop VDPEH-G-VG1902021 Kit B cocrare: V-Glider Gold, pazmep 19/.02, anuna 21 MM
- 6 mr.

HaGop VDPEH-G-VG2002021 Kit B cocrase: V-Glider Gold, pasmep 20/.02, anuna 21 Mm
-6 mr.

HaGop VDPEH-G-VG1004021 Kit B cocrase: V-Glider Gold, pasmep 10/.04, anuna 21 mm
-6 ur.

Ha6op VDPEH-G-VGI1503021 Kit B cocrase: V-Glider Gold, pasmep 15/.03, anuna 21 mm
- 6 wr.

HaGop VDPEH-G-VG1504021 Kit B cocrase: V-Glider Gold, pasmep 15/.04, anuna 21 Mm
-6 .

Hatop VDPEH-G-VG100602] Kit B coctase: V-Glider Gold, pazmep 10/.06, annna 21 MM
- 6 mT.

HaGop VDPEH-G-VG1506021 Kit 8 cocrase: V-Glider Gold, pasmep 15/.06, anuna 21 MM
- 6 mT.

Ha6op VDPEH-G-VGASS0001 Kit B cocraBe: V-Glider Gold, pazmep 13/.02, nnnna 21 mm
- 2 wr.; V-Glider Gold, pazmep 16/.02, anuna 21 MM - 2 wit.; V-Glider Gold, pasmep 19/.02,
anuHa 21 MM - 2 miT;

HaGop VDPEH-G-VG1302025 Kit 8 cocrase: V-Glider Gold, pasmep 13/.02, anuua 25 MM
-6,

Ha6op VDPEH-G-VG1602025 Kit B cocrase: V-Glider Gold, pasmep 16/.02, nnuna 25 MM
-6 mT.

Ha6op VDPEH-G-VGD1602025 Kit B cocTase: ¢ nepemen#oi#i konycHocthio V-Glider
Gold, pasmep 16/.02, xnnsa 25 MM - 6 it

HaGop VDPEH-G-VG1902025 Kit B cocrase: V-Glider Gold, pasmep 19/.02, nnuna 25 mm
-6 .

HaGop VDPEH-G-VG2002025 Kit e cocrase: V-Glider Gold, pasmep 20/.02, annna 25 MM
- 6 wr.

HaGop VDPEH-G-VG1004025 Kit B cocrase: V-Glider Gold, pasmep 10/.04, nnusa 25 MM
- 6 .

Ha6op VDPEH-G-VG1503025 Kit B cocrase: V-Glider Gold. pasmep 15/.03, annua 25 mm
- 6 uiT,

HaGop VDPEH-G-VG1504025 Kit B cocrase: V-Glider Gold, pasmep 15/.04, anuua 25 mm
- 6 uiT.

Habop VDPEH-G-VG1006025 Kit B cocrase: V-Glider Gold, pasmep 10/.06, ninuaa 25 mm
-6 .

Ha6op VDPEH-G-VG1506025 Kit B cocraBe: V-Glider Gold, pazmep 15/.06, nnuua 25 mm
-6 m.

Ha6op VDPEH-G-VGASS0002 Kit B coctase: V-Glider Gold, pasmep 13/.02, anuna 25 MM
- 2 m.; V-Glider Gold, pasmep 16/.02, anuna 25 mM - 2 mrr.; V-Glider Gold, pasmep 19/.02,
JUTHHA 25 MM - 2 WIT.

H. HHCTpyXUis no NpUMEHEHHIO

Jlanee no TeKCTy — MHCTPYMEHT CTOMATONOFHYCCKHIt SHAONOHTHYECKME POTAHOHHBIHA

Stea® B Halopax, HHCTPYMEHT CTOMATOJIOTHYECKHMI JIHIAOAOHTHYECKHH PpOTAUHOHHMIH,
HHCTPYMEHT POTALMOHHBIH, HHCTPYMEHT, MEAHLUHHCKOE H3ACNHE, H3AEHE.

2 Ceaeaenus 0 NPON3BOANTENE, PA3PRAGOTINKES H YIIOTHOMOUCHHOM NPEACTABHTEE

NPOHIBOAHTEIIN

IpoussoauTent

MHCTPY kUM 110 TPHMEHEHUIO MEHUNHCKONO WAICITS!
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HUIZHOU VIDEYA TECHNOLOGY CO.,LTD («Xya#ixwxoy Bunea Texnonoaxn Ko., JIta.»)
Factory of Songshan Villagers Group, Baishi Village, Qiuchang Street Office, Huiyang District,
Huizhou, 516221, Guangdong, China (®abpuxa «CyHwmans Bruremxeps I'pyn», Badium
Bunnemx, Liionuas ctput oduc, palion Xyasiian, Xysiiaxoy, 516221, I'yanayu, Karaii)

PazpaboTunx

HUIZHOU VIDEYA TECHNOLOGY CO.,LTD («Xysiiuxoy Bunes Texuonomxn Ko., JITa.»)
Factory of Songshan Villagers Group, Baishi Village, Qiuchang Street Office, Huiyang District,
Huizhou, 516221, Guangdong, China (®abpuka «Cymwpass Bumnemkepz I'pyn», bBadum
Bunnemk, Lronuas cTpur opuc, pation Xysiiau, Xyaiiuxkoy, 516221, I'yanayn, Kurait)

YnoanomoueHHLIH NPEACTABHTEND HPOHIBOAHTEIR

AO «[TPOTEKO»

KOp. anpec 192102, r. Canxr-TletepGypr, yn. Canosa, a. 57, xopn. 1, nut. U
Ten./paxc: +7 (812) 635-88-90

1. noura: info@protecodent.ru

3 Hasuauenwue H3neans

IpeanasHayeHH ANA MEXaHHIESCKOH 06paGoTKR KOPHEBOTO KaHANA: OMMILEHHSA, OTKPLITHS
YCThsi KaHANA, MPOXOKACHHS KaHana, popMApoBaHis 3yOHOTO KaHana.

4 IloTenuHANbLHBIE NOTPEOATEH

Bpaun-cromaronord, npomeawne obGyyeHHe npodecCHOHATLHON TepaHH KOPHEBLIX
KaHaJIOB.

S5 Onucanue HIAEARN

Wsnenue cOCTOMT W3 ABYX 4acCTeH, KAXKAAS M3 KOTOPBIX BLINOJIHAET CBOIO cneuMdpuyuecKyio
(YHKUMIO: OnepaTHBHON 4YaCTH M KpemeXHoM 9acTH - XBOCTOBHKA. OnepaTHBHas 4acrth
H3rOTOBJICHE M3 HHKeIb-THTAHOBOro cmnasa. [locne TepmooOpaboTku oneparWBHas 4acThb
HHCTpYMEHTa MpHOOpeTacT 30J0710H LBET.

OneparvBHas 4ACTh SHAONOHTHYECKOIO HHCTPYMEHTa HENOCPEACTBEHHO NpeAHazHadeHa
JUIs TIpenapHpoOBaHHA KAHANA H COCTOMT, B CBOIO odepesb, H3 pexyme# (pabouei)  Hepexyeh
gacTeil.

Hepexymas w9acTe — 3T0 OJNEMEHT ONCPATHBHON YaCTH HMHCTPYMEHTa TIANKOH
nHnuHApudeckoll GopMBI, pacTionaraloWHics MEXAY pexymed JacTei0 H XBOCTOBAKOM.
Hepexyuias 9acTh MOXKET WMETh HIMEPHTENbHBIC NMHUA W/HIH CHIHKOHOBHH OrpaHHuHTENH
(MO3ULUOHRPYIONIYIO MPOKIAAKY). U To, B Apyroe cnyXWT IS KOHTPOJS Tak HasbiBacMOl
«paboueit AMHHED, HA KOTOPYIO HHCTPYMEHT NMOTPYXacTCcA B KAHAN B MPOIIecCe NpenapupoBaHuA.

Pexymas 4acTh MMEET BepXyHKy (rONOBKY) H DEXYIIHE TPaHH IS NPCHApPHPOBAHASA
JCHTHHA WJIH YAANEHHS K3 KaHala 00TypauHOHHOTO MaTepHana.

XBOCTOBHK — 3TO YaCTh HHCTPYMEHTA, NPEAHA3HAUCHHAM LI €1'0 YCTAHOBKE H KPCIUICHHSA B
TEXHOJIOTHYECKOM 00OpyZNOBaHHH (B HAKOHCYHHKE), ITOCPE/CTBOM KOTOPOH OCYHIECTBIAETCA
nepegaya MOMCHTa BpallleHHs ¢ TpHBOJAA HEMOCPEACTBEHHO HA OlCPATHBHYIO HacTb
uHcTpyMenTa. Bee ussenus uMeror XBoCcToBMK THN 1.

XBOCTOBHK H3rOTOBJCH H3 JATYHH, Ha KOTOPOM HMECTCA LBETHafd MapKHpOBKA Jyis
0603HauCHHS BOMUHAIBHOTO pa3Mepa (COOTBETCTBYET 3HAUEHHIO HAHAILHOTO AuaMeTpa padouei
yacTn). [TO3HUMOHHMPYIOIIAA IIPOKJIAAKA MW3TOTORACHA H3 CHIHKOHA PpasiHYHBEIX LBETOB.

HHCTPYMCHTH HMCIOT PasiTNIHYIO KOHYCHOCTbD.

UHCTpYXUMi N0 APUMEHCHHIO MORHLIMHCKOTO HANEAHS:
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Yepréx | — Poraumonnbtii uHcTpyment: D — navanbhbtii anameTp paboueil vactv, d; — anaMeTp Ha anuue
12, dis — MakcHManbHMIH anameTp paboueli yac, /; ~ AnuHa 3axoAHOM YaCTH,
I>— AnmMna 10 TouKH H3MepeHHs {3 MM), /5 — nuna paBoueii yacTi {16 MM), /, — AnuKa onepaTHBHOH YacTH

6 [Moxazanms, NPOTHBONOKAZAHHE B BOIMOHLIC NodouHbIe 3gdexTnl

INoxazanns:

JInA neyeHHA Ppa3sNHYHBIX OCTPHIX MYJBIHTOB, HEKPO3a NyJbNbLI NMPH NPENapUPOBAHKH H
NNOMOMPOBAHHH KaHAaNa.

IlpoTnBonorazanua:
AJieprus Ha HUKeNb.

Bozmoixunie noboannie y§pexTni:
AJuieprudeckas peaKkius

7 Mepbl NpezoCTOPORHOCTH

t. UroOml npeAoTBpATHTL 3APAKCHUE, CTEPHNH30BATL H3JCAME B AaBTOKJIABe H nepes
HCIIONb30BaHUeM YOCIHThLCA, YTO CTEPHITH3AIMSA 3aBEPILiCHA.

2. Crporo cobmoaats TpeOOBAHMA K AOMYCTHMbIM 000poTaM ABHTaTE!A, TaK KaK MpPERbILICHHE
CKOPOCTH MOXKET NPHBECTH K NEpeioMaM H TpaeMam. (Ne 1)

3. Crporo cobmionats HHCTPYKIMH TNPOH3BOAMTENNA AKTHBHOrO YCTPOHCTBA M BCTABHUTH
XBOCTOBHK /10 ynopa, ¥To0nl H36exats ero 3axuma Ha NoJIOBHHE ANHHEI. (Ne 2)

4. AKTHBHOE YCTPOHCTBO CHEIAYET HCITONb30BATh B COOTBETCTBUH C HHCTPYKIIMAMM,

5. Bnibpars HauGosee NOAXOAALIHIA THII VIR KAXKAOTO CAyYas H cobmoaars oburyio METOAMKY.

6. [Ilepea ucnons30BaHHEM 3AMYCTHTH HHCTPYMEHT 3a NPEJCAAMH PoTOBOH MOMIOCTH, YTOOLI

yOeAMTLCS B OTCYTCTBHH HapylueHui paboThl,
7. Tlepea BB¢ACHHEM HHCTPYMEHTA B POTOBYIO MONOCTE YOGNHTRCH, YTO OH HE HMeeT

nedopMauuit, Hapanuy ¥ TPELIHH.

8. Hcnonp3oBaTh 3aIWTHEIE OYKH, u4TOOBI 3AlMTHTL I/aza or nospexaeHuit, Takke
HCTIONL30BATSL NBUIE3AUKTHYIO MAcKyY, ITO0bI H30€KaTh BALIXaHHS [bLIA.

9. Bo u3bexanne ciay4aitHoro NporaaThiBaHAA M NafcHUs NCNONb30BaTh KoddepaaM u T.0.

10. He uMcmoib30BaTh 3TOT HHCTPYMEHT JUIA KakHX-NHOO iieneil, kxpoMe NepeyncICHHbIX BhILIE.

11. Tonbko CTOMATONOTH MOTYT MCIIONL30OBATH AAHHbIH HHCTPYMEHT.

12. MMpu yTHIM3anmu 3T0 U3AENHE JOMKHO PACCMATPHBATLCA KAk MEAMUINHCKHE OTXOAbI.

13. YTHAM3NPOBATH HIACTHE, ECTH OHO NMOBPEKACHO HIIH 3arpA3HEHO.

vlumpymua 10 IPHMEHCHWID MCAMUNHCKOTO HIACIMA:

% JHROAOHWTHWCCKWH poTalmoHtbil Stea® o vabopax
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14. Hcnonb3oBaTh 3T0 H3AEIHE € 0000 OCTOPOXKHOCTBIO, YTOOH HE IOPe3aTh NANbIIkE, T.K. OHO
HMEET JIETAIH C OCTPhIMH KPagMH.

15. D10 u3Aenne MOXET NMOABEPraThbcs KOPPO3IWH NPH ANMTENLHOM NOrpYXEHHM B HaTpHA
runoxaoput, DATK u 1.4

16. He xpanuTs nox GakrepuunaHoi namnoi, 9Tobu n36exaTh MOBPEKACHHA.

17. TlosTOpHOE HCHOJL30BAHME M YXOJ 32 MHCTPYMEHTOM BIIHAET HA CPOK CIyXObl, OOLIIHO
Ayd4lle HE UCTI0Nb30BaTh NOBTOPHO Gonee 10 pas.
(Ne 1) JlonycTHMad 4acTOTA BpallEHKs aBUrarens: Menee 350 Ml
(N2 2) PoTallHOHHBIE HHCTPYMEHTB! HCTIONL3YIOTCH NMyTEM COCAMHEHHS C KOHTProloBKOi,
OCY WIECTRISIONIEH BpALATENbHBIEC HIH CKPYSHBAIONTHE ABHKCHHS.

8 [Ilopnzox NpHMeReRun

1. Tlpu noMommu peHTreHOrpadHy ¥ MHKPOCKONHE HEOOXOAMMO MOATBEPAHTH PACNONOKEHUE
KOPHEBOTO KAHANA M €ro H3ruOhi Ut onpeAesieHUs NOAXOAAMEr0o KHCTPYMEHTA.

2. Tlepea HCNONB30BAHHEM HHCTPYMEHTa HEOOXOAMMO Y6EAUTLCA, YTO HHCTPYMEHT HE HMECT
NOBPEXACHAN M CTEPHIIM30BAH B COOTBETCTBUH C PEXHMOM CTCPHITH3ALMH, YKA3AHHOM B
pazaene 13.

3. Jina nwauana paGoTel HeoOXOAMMO CO3AaTh MPAMONHHCHHHNH JOCTYN K YCTHIO KOPHEBOro
KaHana.

4. B xauecTBe UCXORHOTO MHCTpyMeHTa npumeHsoT pyuHo#i K-file MunnmMansHoro pasMepa,
KOTOpbi#f BXOZMT Ha BCK pabouyio amuRAy. Ecma ycunue NMpOHVKHOBEHHS HEAOCTATOYHO,
caeayer ucnonbzopath Hand R-files. Ocratku TkaHelf W3 KOPHEBOTO Kanana yAQisioT ¢
MOMOLIBIO YMEPEHHOTO NPOMBIBAHUA (H3PacTBOPOM.

5. BuiGupaloT HanGonee noAXoAAMMY MO paMepy U JTHHE POTALHOHHLIN HHCTPYMEHT s
KOpHEBhIX KaHanoB. CHavala HCHONL3YIOT HHCTPYMEHTH! MCHBIIETO AHAMETPA, a 3aTeM —
Gonee xpynHbie.

6. UHCTpyMEHT BBOJAT B KaHal H MNAaCCHBHO NPOXOAAT. JIOo JOCTHXCHHA JETKOro
CONPOTHBICHHA ABHXEHHIO HHCTPYMCHTA, JATEPATBHO 3AUHINAIOT W CPe3aloT ACHTHH
BLIMETAIOLIHMHE ABHXCHHAMM JUIA YITyYIEHHS MPIMOMHHEAHOTO JOCTYNa H NMPOABHIKEHHS K
anukansHo# o6nacty. Beerna 3auMinaloT ABHKCHHAMY B HANIPaBNCHHH OT (ypramun.

7. TlpoaomxanT GOpMHPOBARHE KaHa/Ia C HCHONL3OBAHHEM BLIOPAHHOIO HHCTPYMEHTA 0 TeX
oop, Nokxa He 6yaeT AocTHrHyTa WimHa pydHoro K-file pasmepa 15.

8. [IlosropuTe AelCTBAA C POTAHOHHBIM HHCTPYMEHTOM OOMbIIEro pasMepa B TOYHOCTH, Kak
ONKCAHO B I1.6-7.

9. Hcnoansyiite MHCTpYMEHT Gonbmero pasmepa Ans noadposkd. Kaxaoe npoxoxiaeHne
AOCXKHO OBITh rIyOXKe, YeM Rpeanayliee, A0 TeX NOop, noka He Oyaer KocTHTHYTa pabouas
aAndHa. UACTpPYMEHT Helb39 OCTABIATHL BHYTPH KaHana Ha pabowyio JumanHy Gonee oaHod
CEKYH]IbI.

10. Tpouexypy NpOAOKAIOT AC TeX MOp, MoKa He GyAeT AOCTHrHYTa ONTHMalbHaAa dopma
KaHana A1 NPOBCACHUA SHAONOHTHYECKOTO JICYCHHA.

11. Buyrpennuii NpUBOA HAKOHEYHMKA JOIDKEH OHITH HACTPOEH TakWm o00pazoM. uTOGMI
CKOPOCTb BpAICHHA CTPOTO COOTBETCTBOBAJA 33JaHHOMY 3HAYeHHIO. OCTaTkM TkaHeH B |
KOPHEBOM KaHAJE yAQNSIOT IIPH NOMOLIM PYIHOro HHCTPYMEHTA H YMEPEHHOTO NPOMLIBAHHA
GHu3pacTBOpPOM. :

12. Tlocne HCNONB30BAHMA NPOMLITE M3INENHC JACICPEACTBOM H ILNETKOH, 3aTeM CMBITh ‘
IOCTOPOHHHE BELIECTBA, TaKHe KaK OHOMOrHYECKHE KHIAKOCTH ¥ TKAHM, H [POBECTH
CTEPU/IH3ALMIO B COOTBETCTBUH C PEKAMOM CTCPHIIMBAIINH, YKa3aHHOM B paiaene 13.

9 TexnuuecKkHe XAPAKTEPHCTHKH

OGo3HaueHHs cM. JepTéx 1.

HKucTpyKkuma no NpUMEHCHKI0 MEAMIIRHCKONO HAICAHS:
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Tabnuuya | —Pasmepbl

Tun
WNHCTPYMeHTa

D-files Gold

DT-files Gold

N-files Gold

WEF-files Gold

O-files Gold

-files Gold

TC-fdes Gold

V-Glider Gold

R-files Gold

O603HayeHne

pasmepa
D1
D2
D3
20/.04
25/.04
30/.04
Xl
X2
X3
20
25
35
20
25
40
50
19/.04
15/.03
20/.04
25/.04
30/.04
25/.06
17/.08
20/.02
15/.03
20/.04
25/.04
25/.06
30/.04
30/.06
35/.04
13/.02
16/.02
19/.02
20/.02
10/.04
15/.03
15/.04
10/.06
15/.06
19/.04
17/.02
20/.04
20/.07
25/.08
30/.09

KoHyCHOCTb

0,09
0,08
0,07
0,04
0,04
0,04
0,04
0,06
0,07
0,07
0.07
0,06
0,08
0,08
0,06
0,06
0,04
0,03
0,04
0,04
0,04
0,06
0,08
0,02
0,03
0,04
0,04
0,06
0,04
0,06
0,04
0,02
0,02
0,02
0,02
0,04
0,03
0,04
0,06
0,06
0,04
0,02
0,04
0,07
0,08
0,09

D, mm

0,30
0,25
0,20
0,20
0,25
0,30
0,17
0,25
0,30
0,20
0,25
0,35
0,20
0,25
0,40
0,50
0,19
0,15
0.20
0,25
0,30
0,25
0,17
0,20
0,15
0,20
0.25
0,25
0,30
0,30
0,35
0,13
0,16
0,19
0,20
0,10
0,15
0,15
0,10
0,15
0,19
0,17
0,20
0,20
0,25
0,30

dj, MM
0,57
0,49
041
0,32
0,37
0,42
0.29
0,43
0.51
041
0,46
0,53
0,44
0,49
0,58
0,68
0.31
0,24
0.32
0,37
0,42
0,43
041
0,26
0,24
0.32
0,37
0,43
0,42
0,48
0,47
0,19
0,22
0,25
0,26
0,22
0,24
0,27
0,28
0,33
0,34
0,31
0,33
0,37
0,43
0,51

di6,

1,74
153
132
0,84
0,89
0.94
1,00
121
1,42
1,32
137
131
1,48
153
1,36
1,46
1,00
0,63
0,84
0,89
0,94
121
1,45
0,60
0,63
0,84
0.89
121
0.94
1,26
0,99
0,45
0,60
0,60
0,52
1,00
0,63
1,00
1,20
1,20
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Tabnunua 2 - MexaHnyeckme TpeboBaHMA K MeAULMHCKOMY U3LeNnto
YTN0B0OE OTK/IOHEHME,

HomuHanbHbIA pasmep

D-nies Gold
D1
D2
D3

DT-files (Jold

N|1Ch>KUNH NO NPUMEHEHNIO MEANLNHCKOIO U3aenus;
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115
65
45

CONpOTUBNEHMIO U3NOMY
Mpu KPYYeHuM, rcM, M1H.

rpag., MnUH.

360

12, Mm

LiBeToBOI KON

1, mm Ha XBOCTOBMKe
16 CUHUN
18 KpacHbli
22 XKENTbll
YenTblit
17 KpacHbli
CUHUN
o 6ean|v
o5 KpacHbI
CUHWIA
1 )Kel'ITbIl‘/:I‘
o5 KpacHblii
CUHUU
XKenTblii
2l KpacHbIii
25 . o
31 qepruf
XKeNThbIi
6enbIin
21 YKenTblil
25 KpacHbIii
CUHUN
KpacHbIli
19 6enbiin
YKenTblin
6enbIin
YKeNTbIiA
2l KpacHbI
2 KpacHbIii
3 p
CUHUU
CUHUN
3€e/1eHbIiA
(h1oneToBbIiA
6enblii
YKEeNTbIi
21 o
o5 dpvloneTonm
6enbin
6enbIn
(hr1oneToBbIi
6enbIin
19 (h1oneToBbIi
21 6enbIin
25 YKenTblii
31 KpacHbIli
CUHUN
ConpoTnBneHHIO

VI3FVI6y, rXem, Makc.

420
360
230
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20/.04 30 160

25/.04 45 360 230
30/.04 65 420
N-nies Gold
XI 10 100
X2 45 360 230
X3 65 230
WF-nies Gold
20 45 230
25 65 360 360
35 90 400
O-nies (Jold
20 65 360
25 90 400
40 115 360 420
50 120 450
T-files Gold
19/.04 30 160
15/.03 10 100
20/.04 30 160
25/.04 45 360 230
30/.04 65 360
25/.06 65 360
TC-nies Gold
17/.08 65 360
20/.02 10 100
15/.03 10 100
20/.04 30 160
25/.04 45 360 230
25/.06 65 360
30/.04 65 230
30/.06 90 400
35/.04 90 400
V-Glider Cold
13/.02 7 60
16/.02 7 60
19/.02 10 80
20/.02 10 90
10/.04 10 360 90
15/.03 10 90
15/.04 10 150
10/.06 10 150
15/.06 15 150
R-rilesGold
19/.04 32 160
17/.02 18 135
20/.04 32 360 160
20/.07 45 230
25/.08 65 360

WHCTpYKLMSt N0 MPUMEHEHWIO MEIULIMHCKOTO M3AeNNst:

@ 000 LMPMH () INFOGCIRMIRU @ WWW GOSZORKVNADZOR R THROROUTVHECKI POTAUMOHHBIA Stea® B HAGOpax
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| 30/.09 ] 90 | [ 375 |

Jlns BceX MHCTPYMEHTOB KpEIUIEHHE XBOCTOBHKAa C ONEPATHBHOH 4acTbiO ABJIAETCA
HageXHbIM H OesonacHbiM. [IpH KpyuyeHHH OTCYTCTBYeT Kakoe-HOO oceBoe nepeMeiicHue
MHCTPYMEHTA OTHOCHTENIbHO XBOCTOBHKA H €r0 CKpY4YHBaHHE.

10 PacuiudpoBKa CHMBO/IOB, NPHMEHNEMBIX NPH MAPKHPOBKE NOTPEOHTENLCKOH H
TPAHCNOPTHOH YyNaKOBKH

Tabanua 3 - Cumsodsbl 4 0603HaveHHn
Cumsoa PacmudpoBka Cumsoa Pacmudposka

® 06 TeCh K MHCTPYK
d HaroroBuTenn 1 parHrec Tpykinu
| :: I 110 NMPHUMEHEHHIO
LOT Koa naptum & Jlata H3roToBJIeHHA

HUcnoaw3osars a0

n E F Homep no karanory

CootBetcTBHE N
. Bepeun ot Bnaru
eBponeHcKuM HopMaM
126 °C Crepunu3auus napom

m BbICOKOI'O JaBJICHHA

11 Tpe6oBanus K TEXHHUECKOMY 00CTYKHBAHHIO H PEMOHTY MEAHIHHCKOI0 H3/1€/1HA
TexHHYeckoe 06CITyKMBaAHHE H PEMOHT HE NMPEAyCMOTPEHBI.
12 YciaoBHS XpaHEeHHSN, TPAHCHOPTHPOBKH H JKCILTY ATAIHH

Xpaneuune. W3nenus n0O/mKHbI XpaHMTbCA MPH KOMHATHOW TeMmeparype, BAAJIH OT
xuakocreil. M3berarb XpaHeHHs B YCNOBHAX BbICOKOH TeMIlepaTypbl, BJIQXHOCTH W 10
BO3/JEHCTBUCM NPAMBIX CONHEUYHbIX Jydei. He xpanuTh nox GaxrepHuuaHoW namnoi. 4ToObl
H30eXaTh NOBPEXKACHHS.

Tpancnopruposanue. TpaHCnoOpTHPOBaHHE U3/EJIHIA, YNRKOBAHHBIX B TPAHCTIOPTHYIO Tapy.
JIOJKHO  OCYLUECTBISATh BCEMH BHAAMH KpbITbIX TPAacloOpTHBIX CPeACTB C cobnoaeHneM
IpEJAOCTOPOXKHOCTEH, YKa3aHHbIX Ha TPAHCMOPTHOH Tape MU B COOTBETCTBHH C NpaBHJIAMH

TNICPEBO3KH IPY30B, ACHCTBYIOUMMH Ha TPAHCNIOPTE JaHHOTO BHJA.

YcnoBus XpaHeHHs H TPAHCITOPTHPOBAHHA!
- remneparypa: ot 0 no 40 °C;
- BJIaXHOCTB: oT 40 1o 95 %;
- IaBNeHHE: HET 0coObIX TpeOOBaHHH.

Dkcnayarauus. M3nenus npuUMEHSIOTCS B MEAMIMHCKHX YUPEXAEHHSX, B YCJIOBHSX.
TpeOYIOUMX 3aUlHTHl PYK MEIHUHHCKOrO paboOTHHKA NPH HWCMONbL30BAHHH H3JCIIUA N0
Ha3HAYCHHIO.

Yc0oBHA JKCIUTYaTalHM:
- remneparypa: ot 0 no 30 °C;
- BIAXHOCTB: OT 45 1o 75 %;
- 1aBneHHe: HeT ocoObIx TpeboBanHii.

MHCTPYKUKSA 110 HPUMCHCHUIO MEIMILUHCKOTO WIS
@ 000 LHPMH ) INFOGCIRMLRU @ WWWLGOSZORAVNADIOR R 2HAOAOHTHUCCKUA poTamonnbif Stea® 8 HaGopax
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13 Crepmanzanus, 0MHCTKA H A3HHPEKIBRS

URCTpYMEHT CTOMATONIOTHYECKHE 3HAOAOHTHYECKHA poTanHoHKEIt Stea® B naGopax —
HECTEPHALHOE H3/EINE  MHOIOKPAaTHOTO MNpPHMEHEHHdA, NoANekauee Ae3HHGEKUMHA,
NPeACTEPANTH3AHOHHOH OTUCTKE H CTCPHITM3ALIHA,

[Mepen KaxabM HCNONL3OBANHEM NMPOROAHTCH CTEPHIM3ALMA, OCNE HCNONL30OBAHUA —
ne3HHGEKUns K NpeaCTCPHAN3anHOHHaA oumcTka. [lepen crepunusanHeil MEHIMHCKHE H3ACNHA
H3BJIEKAIOTCE M3 OPHIHHANBHON YITAKOBKH, Tak K&K OHA HE MOAXOAMT AN CTEPHMIH3ALMH H
CITYKHT TONLKO ANA COXPAHEHAA LIETOCTHOCTH H3LEIUA BO BpEMA TPAHCIIOPTHPOBKH K XPaHCHHA.

Jina npoBeAcHAs CTEPWIH3AUMH HHCTPYMEHT H3BJIEKAIOT H3 YNaKOBKH, MOABEPraloT
NPSACTEPHANIALNOHHON OYHCTKE M NOCHE CYUIKH NOMEWNAOT B OAHOPAa3OBHIC NMAaKETH IS
CTEpHIIH3aUHY, NpeAHA3HAYEHHbBIC IS NapoBOr0 METONA CTCPHAM3ALUMM W BEUICPXUBAIOUIUE
peXHUM CTEpHIH3alMH. CTEPUIH3ANMIO OCYLICCTRIAIOT B COOTBETCTBHH € PEXAMOM, YKa3aHHOM
HUKXKC.

[Tocne HCmONb30BaHHA BHIMBITL H3ASIHE ACICPEACTBOM, 38TEM CMBITL Bonol co mETkoh
ROCTOPOHHHE BEILECTBA, TAKHE KaK OHOMOTHUCCKHE XHAKOCTH M TKaHH, BLICYUIMTL H
HOATOTOBHTD K CTEPHIM3ALKH — NOJOKHTD B NaKeT ANs crepuuasanuy. [IpeacTepuinsaumoniyio
OUUCTKY W Ie3HH(EKUHMIO [OMYCKAETCR NPOBOAMTL C HNPHMEHEHHEM YJIbTPa3’ByKoBOTO
o0OpyAOBaHHA.

Jna meauumuHckoro M3aenHa «MHCTpYMEHT CTOMATOJIONMYECKHH JHAOAOHTHYECKHi
potaunoHHbiii Stea® B Habopax» pEeKOMEHIYETCA HApOBOH METON CTEPUIH3ALMH — METOA
CTEPHJIHIALMK TAPOM BbICOKOTO AABNCHUA B ABTOKIABE. YCJIOBHSA CTEPHINIALINY: CTEPHRINIALNA
npu 0,22 Mna (2,2 Gap), 126 °C B Teyenne e MeHee 15 MHHYT.

Ifpu npoBeacHHM Ac3AH(EKUAH, NPEACTEPHAUIANHOHHON OUMCTKH M CTEPHAM3ALMH
AOTMYCKACTCS MCHOML30BAHAE TOMALKO TOro obopyaoBaHHuA (YCTAHOBKH, MOSUHBIC MaMHHEL
CTEPHIIN3ATOPbI H Ap.), KOTOPOE pa3peiliCHO B YCTRHOBJICHHOM MOPRAKE K NPHMEHCHUIO B
Poccuiickolt ®enepalan.

B kauectse cpeAcTs Ae3nH(EKUHN, NPEACTCPHINIALHOHHON OYHCTKH M CTEPHIIH3AlHKH
HCIIONIB3YIOT TOJILKO paspellieHHesle B ycTaHoBleHHOM nopanke B Poccuiickot deaepaunn
u3HYECKHE ¥ XUMHYECKHAE CPEACTRA.

[lpu BHGOpe CpPEeACTB CneAyeT YUMTHLIBATE PEKOMEHNAUMH H3roToBUTENcH HInenui,
Kacaioumecs BO3AeHCTBHA KOHKDETHHIX CpeACTB (M3 HMCIa paspemeHHBX B Poccuitckoi
deaepauny AN JaHHOH UETH) HA MATEPHANIL] THX H3JCIIHIA.

14 Yruamanusa H/MI8 YHHETORCHHE

MeauunHckue u3nenns  «MHCTPYMEHT  CTOMATONOIMMECKMR  IHAOAOHTHHECKHH
porauyoHHbI Stea® B HaGopax» nocne HCNOAL3IOBAHHA WX IO HAZHAYMCHHIO OTHOCATCA K
INHACMUONOIHYECKH ONACHBIM OTXOAaM (H3AeNus, 3arpA3HEHHLIE KPOBBIO UW/MIH JAPYTHMH
OUONOTHYECKHMH XUAKOCTAMH NALHEHTOB).

B HmaHHOM cCiydae MEOMIOMHCKAS OpraHM3alusl OCYINECTBAAET Tolbko cBop,
obe3azapaxuBaHue B BpEMEHHOE XpaHeHHe BhillleyKa3aHHbIX 0TX0A0B. O6e33apakuBanye NOMKHO
(IPOBOANTHCA B COOTBETCTBHM C TpeOOBaHMAMH CAHMTAPHLIX NPABHN ¥ WHLIX HOPMATHBHBIX
NPaBOBLIX aKTOB TOH MIW HHOW CTpaHsl BO BCeX JIEYEOHO-MPOPUNAKTHYECKHX YUPEKACHHAX
He3aBHCHMO OT HX npoduns. COop ocymecTsisior B OJHOPA30Bbic HEMPOKAILIBAEMBbIC
BIArOCTOMKHE EMKOCTH (KOHTEHHEphl), KOTOphbie MAOMKHAM HMETh IUIOTHO NPHIETaIOYI0o
KPBILIKY, HCKIIOYAIONIYIO BO3MOKHOCTh CAMONPOH3BOILHOIO BCKPLITHS B NOMEIICHHA WIH B
MECTaX JJif BpEMEHHOTO XPAHCHWS MEAHUMHCKHX OTXOMOB N0 NOCHeayloltero
TPAHCMOPTHPOBAHHA K MECTY YTHIH3AIMH.

TpaHcmopTHpOBAHHEM MEAHLMHCKHX OTXOAOB W3 MEIMUMHCKHX YYPeKICHHMH, HX
yTHIM3au¥e 3aHUMAIOTCA CMELHANM3IAPORAHRLIC OpPraHH3alliM, HWMEIOLIHE JIMUCH3HIO Ha
o0palleHHe C ONACHBIMH B MNHACMHONOTHICCKOM OTHOUICHHH MEAMUHHCKHME OTXO/IaMH.

MorpebuTenbckas ynakopka, GpakoBaHHbBIE H3ACAMA ¥ HEHCNOILIOBAHHBLIE H3NENHA C

HHCTPYKUAR 1O NPHMEICHHIO MEIHIHCKOTD HW3/ISTHA:
Ll snmmsis s semeih smmes wareenansuf] JUROOHTHHECKHH poTaunoninil Stea® » Habopax
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MCTEKLWIMM CPOKOM TFOAHOCTM OTHOCATCA K 3NWAEMMONOTMYECKM 6e30MacHbIM  0TX0A4am
(HeonacHbIM 0TX04aM, He MMEKLWMUM KOHTakKTa ¢ GMONOTMYECKUMMN XUAKOCTAMU NaluueHTOoB),
NPUOGAMXEHHbBIM NO cOCTaBy K TBepAbiM 6e3omacHbiM o0Txofgam. OfHaKO peKOMeHAyeTcs
YTUAN3MPOBaTb WX OTAENIbHO KaK MPOMbILW/IEHHbIA OTXO0A4 4Yepe3 cneynann3npoBaHHbIe
Opr aHusayun, MMetoL e NTULEH3NI0 Ha faHHbIA BUS AeATENbHOCTH.

C60p HeonacHbIX OTXO/0B OCYLLECTBASAETCA B MHOTOPa30oBble EMKOCTW WAN O4HOPa30Bble
nakeTbl (3a WCK/OYEHMEM NaKeTOB [N OMNacHbIX 0TX0A40B). [MopAafok cbopa M XpaHeHus
HeonacHbIX OTX0J0B ONpeAensieTcs B COOTBETCTBMM CO CXEMOM 06paLLeHMs OTXO0A0B B KaXKol
KOHKPEeTHOI opraHu3ayuu.

paHCNOpTUPOBaHWE Y YTUAN3ALUA OCYLLECTBNSKOTCA C Y4eTOM TpeboBaHMWIA, NPUHATLIMU
ANS faHHOW TeppuTOpPUKM, B COOTBETCTBMM C CaHMTApPHbIM 3aKOHOAATENbCTBOM TOW WU WHOW
CTpaHbl K COAEPXXaHWI0 TePPUTOPUIA HaceleHHbIX MeCT U 06palleHnto ¢ 0TX04amMmmn NPOU3BOACTBA
N notpebneHus.

15 Cpok rogHocTu nsgenuns

CpoK  TrOAHOCTM  MeAULMHCKOro  m3genna  «HCTPYMEHT  CTOMAaTO/IorMYecKui
39HA0A0HTUYECKUIA pOTaLMOHHbIN Stea® B Habopax» cocTaBnseT 5 feT.

16 TepeyeHb MeXAyHapoaHbIX CTAHAAPTOB, KOTOPbLIM COOTBETCTBYET MeAULUHCKOE
n3genne

93/42/EEC, EN ISO 13485, EN1S014971, EN ISO 7405, EN ISO 10993-1/AC, EN ISO 10993-5,
ENISO 10993-10. EN 62366-1, EN I1SO 15223-1, EN ISO 15223-2, EN 1041+A1,PD CR 12401,
EN ISO 3630-1. EN 1639, ENISO 17664, EN I1SO 9687, ENISO 1797

CnpaBoyHble CTaH4ApTbl MCNOMb3YIOTCA B MOCMeAHel pefakuuu: OpraHusauus coxpaHseT v o6HoBnseT
CMWCOK CMPaBOYHbIX CTAHAAPTOB Kak 3anucb COBCTBEHHON CUCTEMbI YNpaB/ieHNs B COOTBETCTBMM € 1SO 13485,

[MevaTb: «Xyatuxoy Buges TekHonogxu Ko., 1Ta.»]
[MeyaTb-. CEPTUDUKALNA «Cu-Cu-Mu-Aii-Tu» KUTANCKNA KOMUTET
COJAENCTBUA PA3BUTUIO MEXAYHAPOAHOW TOPIOB/IN]

WHCTPYKUMS 1O NMPUMEHEHNIO MEANLMHCKOTO U3AENMS:

T D e s s n s ol 9HI0JOHTUYECKMIA PoTaLoHHbIN SteaCfc B Habopax
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MepeBof AAHHOIO TEKCTa BbINONHEH NepeBoAUNKOM KHA3eBol BUTannHoi BacunbeBHOIA.

noanmceo

Poccuitckaa degepauyms
Nopoa MockBa
UeTBepToro anpens fBe ThiCAYN ABajLaTbh TPeTbero roja

A, Mowuceea Jlunna BnaguMupoBHa, HoTapuyc ropoga MOCKBbI, cBugeTes]
NOANMHHOCTbL Noanucu nepesoaumka KHa3eBoint ButanuHbel BacnnbesHbi.

Moanuchk caenaHa B MOeM MPUCYTCTBUMN.
JInyHoOCTb MoANMCaBLIEro AOKYMEHT YCTaHOB/EHa.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2023- < ...

YnnayeHo 3a COBEpLUEHME HOTapmanbHoro ageincrtems: 400

noAnncCh MepboBas nevartb
HoTapuyca r. MocCKBbI

MowuceeBoii J1.B.

10.b.Mpuce”r

Bcero npoLiHypoBaHo, NPOHYMEPOBAHO U CKPEMIEHO MNevaTbio nnct(-a,-0K

J1.B. MowuceeBa

lepb6oBas neyaTb
HOoTapuyca r, MOCKBbI
Mowuceesoii J/1.B.

noanmceo

Poccuiickas ®eaepayus
fopoa MockBa
UeTBepToro anpensa gBe ThiCAYN ABajLaTh TPETbero roga

A, Mowuceesa Jlnnua BnagumupoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
BEPHOCTb KOMUU C NPeLCTaBNEHHOr0 MHe JOKYMeHTa.

3apern™**npobxos” t0"6; " : Ne 50/995-H/77-2023-

~N
[e &f-"nanbHora™Sctena: ¥ ¢  py6. 00 Kon.
N.B. MouceeBa
i\
Bcero npowHy|[*aino®ynp|)HyT e0aaaHo U cKpenaeHaneyaTbro nnct(-a,-0B).

1.B. MowuceeBa
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