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L Benice niimc

StcaS hand sleel endodontic instrument in kits.

l. V'ersions
1. VDHS-HAO001021 kit consisting of: 11-Files. length 21 mni, sizes: #15. #20. #25, #30, #35. #°0- 1pc.
ofeach
2. VD11S-HAO00202I kit consisting of: H-Filcs. length2l mm, sizes: #45. #50. #55. #60. #70, #80 - 1\ .
of each
3. VD1IS-HA00302I kit consisting of: H-Files. length 21 mm. sizes: #90. #100. #110. #120. #130.
#140 - ] pc. ofeach
4. VDHS-IiA001025 kit consisting of H-Filcs. length 25 inm, siz™:#15, #20. #25. #30, #35, #40- 1}x.
ofeach
5.VDHS-HA002025 kit consisting o f I1-Files. length 25 mm. .sizes: #45. #50. #55. #60, #70. #80 - 1pc.
of eadi
6. VDHS-HAO003025 kit consisting of: H-Files, length 25 mm, sizes: #90. #100. #110, #320, #130,
#140 - 1 (5c. of each
7. VDHS-HAOO01028 kil consisting o f H-1'ilcs, length 28 mni, sizes: #15, #20, #25, #30, #35, #40 - | ix.
of each
8. VDHS-HA002028 kil consisting of H-Fiies, length 28 min. sizes: #45, #50, #55, #60, #70, #80 - 1pc.
ofeach
9. VDHS-11A003028 kit consisting of H-Files, length 28 mm, sizes: #90, #100, #110, #120, #130,
#140 - 1pc. of each;
10. VDHS-HAO0Q1031 kil consisting of: H-Files, length 31 mm, sizes: #15, #20, #25, #30, #35, #40 - 1
pc. ofeach
11. VDHS-HAO002031 kit consisting o f H-Fiics, length 31 mm, sizes: #45, #50, #55, #60, #70. #80 - 1
pc. of each
12. VDHS-HAO003031 kit consisting of H-Files, length 31 mm, sizes: #90, #100, #110, #120, #130,
#140 - 1fKi. of each
13. VDHS-RA001021 Kitconsisting of Reamei-s, length 21 mm, sizes: #15, #20, #25, #30, #35, #40 - 1
pc. of each
14. VDHS-RA002021 kit consisting of Reamers, length 21 mm, sizes: #45, #50, #55, #60, #70. #80 - 1
pc. of each
35. V13HS-RA003021 kil consisting of: Reaniere, length 21 mm, sizes: #90, #100, #1 10, #120, #130,
#140 - 1pc. ofeacli
16. VDIIS-RA001025 kil consisting of: Reamers, length 25 mm, sizes: #15, #20, #25, #30, #35, #40 - 1
pc. of each
17. VDI 1S-RA002025 kit consisting o f Reamci*s. length 25 mm. sizes: #45. #50, #55, #60. #70, #80 - 1
pc. of each
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ilIS. VDMS-R.A003025 ki! consisting of: Reamers, length 25 min. sizes: -90. #100. #110, #120. #130.

#140- 1|x:.. ofeach

19. V1)HS'RA001028 kit consisting of: Reamei-b. length 28 mm. sizes: #15. #20. #25, #30. #35. #40- !

pc. of each

20. VDI 1S-RA002028 kil consisting of: Reamers, length 28 mm, sizes: #45. #50. #55, #60, #70, #80 - |

|X. ofeach

21. VDHS-RAO00302S kit consisting of: Reamers, length 28 mm. sizes: #90. #100, # 110. #120. #130.

#140 - 1jx:. of eacli

22. VDHS-RAO001031 kit consisting of: Reaniei-s. length 31 mm, sizes: #15. #20, #25, #30, #35, #40 - 1

{K ofeach

23. VDHS-RA002031 kit consisting of: Reamers, length 31 mni, sizes: #45, #50. #55. #60, #70, #80 - 1
ofeach

24. VDHS-RAO003031 Kil consisting of: Reamers, lengtli 31 mm, sizes: #90, #100, #1 10. #120, #130.

#140 - 1jx.. of each

25. VDHS-KAOOI021 kit consisting of: K-Kiles, length 21 mm. sizes: #15, #20, #25, #30, #35, #40 - 1

pc. ofeach

26. VDHS-KAQ002021 kit consi.sling of: K-Files, length 21 mm, sizes: #45, #50, #55, #60, #70, #80 - |

pc. ofeach

27. VDHS-KAO003021 kit consisting of: IC-Filcs, length 21 mm, sizes: #90, #100, #110. #120, #130,

#140 - 1pc. ofeach

28. VDIIS-KA001025 kit consisting of: K-Files. length 25 mm, sizes: #15, #20. #25, #30, #35, #40 - 1

pc. of each;

29. VDHS-KA002025 kil consisting of: K-Filcs. length 25 mm, sizes: #45, #50, #55, #60, #70, #80 - 1

pc. of each

30. VDHS-KAO003025 kit consisting of: K-Files, lengtli 25 mm, sizes: #90, #100, #110, #120, #130,

#140 - 1pc. of each

31. VDHS-KAQ001028 kit consisting of; K-Filcs, length 28 mm, sizes: #15, #20, #25, #30, #35, #40- 1

pc. of eacli

32. VDHS-KA002028 kit consisting of: K-Files, length 28 mm, sizes: #45, #50, #55, #60, #70, #80 - |

j>. of each

33. VDHS-KA003028 kil consisting of: K-Filcs, length 28 mm, sizes; #90, #100, #110, #120, #130,

#140 - 1pc. ofeach

34. VDHS-KA001031 kit consisting of: K-Fiies. lcngth31l mm, sizes: #15, #20, #25, #30,#35, #40- 1

pc. of each

35. VDHS-KAO002031 kit consisting of: K-Files. length 31 mm, sizes: #45, #50. #55, #60, #70, #80 - 1

]>c. ofeach

36. VDHS-K/I003031 kit consisting of: K-Filcs, length 3! mm, sizes: #90, #100, #110, #120, #130,

#140 - 1pc. of each
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37- \"DHS-BS00i02! kii consisting of: pulp extractors with lianciie. length 2 1 mm. sizes: #2 -- 3 |>cs..
N3-4 pes. #4-3 pcs.

38. VD!1S-BS00202] kil consisting of: pulp e.xtractois with handle, length 21 mm. sizes: #0- 1pc.: U\
‘—1 pc.:#2-2 |>cs.: #3-2 pcs.; #4-2 [>cs:#5—1)>.: #6 —1pc.

39. YDHS-BS001025 kit consisting of: pulp extractors with handle, length 25 mm. sizes: #2 -3 pcs.:
#3-4 pcs.: #4-3 pcs.

40. VDHS-BS002025 kit consisting of: pulp extractors with handle, length 25 mm. sizes: #0 - 1pc.; #1
- 1fK; #2 —2 |>cs.: #3-2 jics.; #4-2 Ix:s.:#5- 1pc.; #6 - 1pc.

H. Ojjcrating documentation: instnictions for use into multi-unit package — | pteceljiackage.

Hereinafter rcfciTcd to as Stca”™' hand steel endodontic dental instrument in kits, hand steel
dental endodontic instrument, endodontic instrument, instrument, medical device, device.

2. Information about manufacturer, developer and authorized representative of the
manufacturer

Manufacturer:

lluizhou Videya Technology Co. Ltd. Factory of Songshan Villagers Group, Baishi Village.
Qiuchang Street Office, Huiyang District, Huizhou, 516221, Guangdong, P.R.China

Developer:

Huizhou Videya Technology Co. Ltd. Factory of Songshan Villagers Group, Baishi Village,
Qiuchang Street Office, Huiyang District, lluizhou, 516221, Guangdong, P.R.China

Authorized representative of the manufacturer:

PROTECO JSC

™ al address: 192102, St. Petersburg, 57 Salova str., bldg. 1, lit. 1
Tel.:+7 (812) 779 30 90

E-mail: info@protecodent.ni

3. Intended purpose of the device

Designed for mechanical treatment ofthe root canal: cleaning, canal orifice o|*ning, canal
jiassing, dental canal fonning.

4. Potential consumer

Dentists trained in professional root canal therapy.
5. Description

A hand steel endodontic instrument consists oftwo main parts, each of which performs its
specific function: a fastening pail (handle) and an applied (operative) pari. 'J'he applied pail of the
endodontic instiximent is directly intended tor canal preparation, and consists, in turn, of cutting
and non-cutting parts.

Tlie non-cutting part is a smooth cylindrical-shaped element of the applied p>art of the
instrument, located between the cutting part and the handle. The non-cutting part of instruments
(H-Files, K-files. Reamers) may be equipped with a positioning pad (see Figure 1 and Table 1). It
serves to control the so called “working length* by which the instrument is immersed into a canal
during the preparation pi'ocess.
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The cutting \yan has a tip (head) ami ciuiing edges for pidiparing demin or removing
obturation material from the canal.

The applied part made of stainless steel has a good flc \ibilit>% resistance to abrasion and
corrosion.

M k handle is made of polybulylene tcrephthalate in various colors. The color coding (code)
ofhandles is used to indicate the nominal size (corresponding to the value ofinitial diameter ofthe
applied pari) tor instruments \vith constant laj>er (H-Files. K-Filcs. Reamers) as well as pulp
extractors and meets the requirements of ISO 3630-1 (sec Table 4-5). The handle of the W -Filcs,
K-Files. Reamera instruments has an identification symbol indicating the type of liie instrument
(see Table 2 and Figure 1), as well as inscription the nominal size of the instrument (see Figure 1).

IdfadficaHon n'‘wbo!

Posirioaing pad

Namuial te arcordanc» nitb I1ISO 36/10-1

Figure 1. Image ofthe instrument using the example of lI-Files, endodontic type instrument
The positioning pad of II-Files, K-Files, Reamers is made of silicone in different colors.

The color of the Jx>sitioning pad ofthe H-Files, K-Files, Reamers instruments corresponds to the
length ofthe operative part (see Table 3).

Nominal size ofendodontic

Insimmenl type Applied part instrument in accordance with 1ISO Informgt.lor! about the
length positioning pad
3630-1
#15, #20, #25, #30, #35, #40 Yes
21 mm #45, #50, #55, #60, #70, #80 Yes
#90. #100, #110, #120, #130, #140 No
#15, #20, #25, #30, #35, #40 Yes
25 mm #45, #50, #55. #60, #70. #80 Yes
H-Filcs #90, #100, #110, #120, #130, #140 No
#15. #20, #25, #30, #35, #40 Yes
28 mm #45, #50, #55, #60. #70. #80 Yes
#90, #100, #110, #120, #130, #140 No
#15, #20, #25. #30, #35, #40 Yes
31 mm #45, #50, #55, #60, #70, #80 Yes
#90, #100, #110. #120, #130, #140 No
#15, #20, #25, #30, #35. #40 Yes
21 mm #45, #50, #55, #60, #70, #80 Yes
#90. #100, #110, #120, #130, #140 No
Reamers #15, #20. #25, #30. #35. #40 Yes
i 25 mm #45, #50. #55. #60, #70, #80 Yes
#90. #1 no, #110, #120. #130, #140 No
28 mm #15. #20, #25. #30, #35, #40 Yes

INSTRUCJIONS FOR USE
OF MEDICAL DEVICE
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZORRU ¢ insirumem in kits Paae 5 of U



_1 1 #45, i"50, #55. #60, #70. #80 5'es

: #90, #100. #110. #120. #130. # 140 No
il #15. #20. #25. #30, #35. #40 Yes

31 imn #45. #50, #55. #60. #70. #80 Yes

#90. #100, #110, #120, #130. #140 No

#15, #20. k 3, #30, #35, #40 Yes

21 mm #45, #50, #55, #60, #70, #80 Yes

#90, #100, #110, #120, #130, #140 No

#15, #20. #25, #30, #35, #40 Yes

25 mm #45, #50, #55. #60, #70, #80 Yes

K-Files #90, #100, #110, #120, #130, #140 No
#15, #20, #25. #30, #35, #40 Yes

28 mm #45, #50, #55, #60, #70, #80 Yes

#90, #100, #1 10, #120, #130, #140 No

#15, #20, #25, #30, #35, #40 Yes

31 mm #45, #50, #55, #60, #70, #80 Yes

#90. #100, #1 10, #120, #130, #140 No

Tulp exiraclors with a handle are not equipj*ed with a positioning pad.

Tabic 2- Correspondence of identification symbol and instrument type

H-Files identification symbol

K.-Files identification symbol

Reamers identification symbol

Table 3 - Correstx)ndencc of the positioning pad eolor and length of the applied part of H-Files, K-Files,
Reamers

Positioning pad color Length of the applied part of H-Files, K-File.s,

Reamers
White 21 mm
Yellow 25 mm
Red 28 mm
Black 31 mm

Reamers

It is a hand steel dental instrument used for the root canal enlargement and the walls
plaining. It is recommended to make rotational movements with the instrument during
manipulations.

K-flles

it is a hand steel dental instrument used for the enlargement and plaining o froot canal walls.
It is usually used after root canal treatment with Reamers tyj>e instnjments. Dissection by the
instrument is carried out by lecipiocating movements.

H-files

It is a hand steel dental instrument used for the enlargement and plaining ofroot canal walls,
aswell asto round tJic slit canals. It is ncccssarj' to make sawing movements when modeling walls.
Pulp cxti*actoi*s >vith a handle

INSTRUCTIONS FOR USE
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li is a hand steel denial instrument used tor cMraction of pulp during the endodontic treatment.

Table 4 - Color coding ofa handle of K-Files. H-Filcs® Reamers

Device Nofninal si7e dcsignaticai Handle color cixiine

15 white
20 yellow
25 reti
30 blue
35 green
40 black
45 wlnte

K-Fiics 50 yellow

H-Files > red
60 blue

Reamers 0 green
80 black
90 white
100 yellow
no i-ed
120 blue
130 green
140 black

Tabic 5- Handle color codipg for pulp extractors with a liaodle

Device Nominal size designation Handle color coding

0 putple
1 while
2 yellow

Pulp extractors

. 3 red

with a handle
4 blue
5 green
6 black

h, mm Ij, mm K mm

Model Ndoer;inal ;ize D. mm dvmm Tolerance, d.6, Tolerance, (002 (+0.5 (0.5 C(t)rl]orhco%ei on

gnation mm mm mm nim) mm) min) e handle
015 0.15 0.2! 0.47 while
020 0.20 0.26 0.52 yellow
025 0.25 0.31 0.57 red
030 0.30 0.36 0.62 blue

K -files 035 0.35 0.41 «0.02 0.67 40,02 21 green
040 0.40 0.46 0.72 o 25 black

H-nies 045 0.45 0.51 0.77 3 17 white
050 050 056 0.82 28 yellow

Reamers 055 0.55 061 0.87 31 red
060 0.60 0.66 0.92 blue
070 0.70 0.76 1.02 green
080 0.80 0.86 +0.04 1.12 +0.04 black
090 0.90 0.96 1.22 while

INSTRUCTIONS FOR USE
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Lo UK)  1.06 _u2 yellow

no 1.10 1.16 | a2 red
120 1.20 1.26 1.52 blue
130 1.30 1.36 1.62 MTeen
biM 1.40 1.46 1.72 black

; ; . i N Designation
Nomina] she d]. ci2. d5. Tolerance. L.mm L. mm U mni /.. mm  Number 'gnati

Model . . - (io0.5 415 (i05 (40.03 of
designation i Him mra nim mm) mm) min) nini)  pnxigs Digits Coloil
020 0.12 0.15 022 0.075 0 Puiplc
025 0.14 0.17 024  x0.02 0.085 | White
Pulp 050 0.16 0.19 0.26 0.095 2 Yellon
extractors 035 018 0.28 0.28 3 105 22 o105 36 3 Red

with a X0.03 25
handle 040 OM 031 031 0.120 4 Blue
050 0.25 0.35 0.35 0.140 5 Cjreen
:fc0.04
060 0.29 0.39 039 0.160 6 Black
6. Indications, application field, contraindications and possible side effects
Indications:

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

Application field: dentistr)’

Conti'aindications:

Contraindications to the application of insiruments:
Hypersensitivity to tlic alloy components

[liere are absolute and relative contraindications to the endodontic troatment:
Absohtle ccmtra 'mdications:
A tooth is subject to extraction for orthodontic and/or other i-easons
Longitudinal fracture of a denial root
Presence of a cyst or other formation in a dental root region (osteomyelitis, oncology and
others)

RelcUive contraindications:

Significant cuivature ofroot canals
Root canal obstnjction, including due to the presence of hard-to-recover filling material
Presence ol' foreign objects in a root canal orifice

- Perforation of dental root walls

- Hypcrtensic crisis

- Rehabilitation period post myocardial infarction (1 year)
Reductions ofjaws of various nature
Status epileplicus
General severe condition ofa patient
Patienfs mental inadequacy making contact difficult

Possible side effects

INSTRUCTIONS FOR USE
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Side cflbch in application ol endodontic instruments:

Allergic reaction

Side clTecls in endodontic ireatmcnt:
Perforation of dental root wall
Patient’s allergic reaction to nickel in application of instruments containing nickel
Pain
Incomplete filling ofdental root canal with a filling material, presence of void
Output of an excessive amount of filling material beyond the root apex in the periodontium
Instrument breakage in tlie root canal
Pushing infected tis.sue beyond the root apex into periodontium
Missed root canal in a multi-rooted tooth

7, Pi*ccauti(ms

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

2. Clioose the most suitable type for each case and follow the general procedure.

3. Make sure the instrument is free fi-om defonnalions, .scratches or cracks before inserUng it into
the oral cavity.

4. 1f the device head is thin, long or large, there is a possibility that it may be broken or twisted.
Avoid using the device at the wrong angle and excessive pressure for this reason.

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

6. Use a rubber dam. etc. to avoid accidental swallowing and dropping.

7. Do not use this instrument for any puipose other than those listed above.

8. Only dentists should use this instrument.

9. Tliis device should be disposed of as medical w'aste.

10. Dispose ofthe device if it is damaged or dirty.

11. Place the device on the stand when cleaning with an ultrasonic cleaner to avoid damage to the
applied part.

12. Do not use an autoclave sterilizer that heats up more than 145 °C, including the drying process,
i 3, Use this device with extreme care so as not to cut your fingers as it has sharp edges.

14. TOs device is susceptible to corrosion by prolonged immersion in sodium hypochlorite, EOQ'T /1,
etc.

15. Do not store under a germicidal lamp to avoid damage.

16. Reuse and care ofthe instmracnl wall affect the service life; it is usually best not to reuse the
instrument more than 10 times.

8. Application procedure

1. It is necessar)' to confirm the position ofthe root canal and its curves by X-ray and microscopy
before using the device.

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

3. First, aK-file or Reamer ofthe minimum size is inserted into the canal, which fils over the entire
working length, determined by X-ray and microscopy, and indicated on the instrument with a
stopier. Manipulations arc carried out until the instiumenl passes freely through the charmel. Then
the same proc«iure is carried out with an instrument o f the next size.

4. A control pas,sage is carried out with the instrument of the previous size after reaching fi'ee
movement ofthis file in order to prevent blockage of the apical foramen with dentin debris. Thus,
the canal is widened over the entire working length up to at least size 25. 'Hiis is the minimum size
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of ihe inslrumcni that provides sutTicienl processing of the apical canal for good cleaning and
obturation. The procedure is cominued until the optimal sha}>e of the canal is achieled tor
endodontic treatment.

5. Dentin debris is rcmol\ed and rinsed with saline after nsc of each instnimenl.

6. Rinse the device with a disinfectant (more detailed information is in section 13) and a brush
after use, then rinse otTforeign matter such as bod>' (luids and tissues, and sterilize according to the
sterilization rogime S|>ecified in section 1.

9. Scope of supply

SteaN? hand steel endodontic instrument in kits.

l. Versions

1 VD1IS-HA001021 kit consisting of: H-Files. length 21 mm, sizes; 5, #20. #25. #30, #35, #40 - 1 pc.
ofeach

2. VDHS-HA002021 kit consisting of: H-Files. length 21 mm, sizes: #45, #50, #55, #60. #70, #80- 1pc.
ofeach

3. VDHS-HA003021 kit consisting of: H-Files, length 21 mm, sizes: #90. #100. #110. #120. #130,
#140 - 1pc. ofeach

4. VVDHS-!1AO01025 kit consisting of: H-Fiie,s, length 25 mm, sizes:#15, #20, #25, #30, #35, #40- 1jic.
ofeach

5. VDHS-HA002025 kit consisting of: H-Files. length 25 mm, sizes; #45, #50, #55, #60, #70, #80 - | pc.
oleach

6. VDHS-11A003025 kit consisting of; H-Fiics. length 25 mm, sizes: #90, #100, #1 JO, #120, #130,
#140 - 1pc. ofeach

7. VDHS-HAO001028 kit consisting of; H-Files, length 28 mm, sizes: #15, #20, #25, #30, #35, #40- ] pc.
ofeach

8. VDHS-MAO002028 kit consisting of: H-Filcs, length 28 mm, sizes: #45, #50, #55, #60, #70, #80 -1 pc.
ofeach

9. VDHS-HAO00302S kit consisting of; H-Files, length 28 mm, sizes: #90, #100, #110, #120, #130.
#140 - 1]>c ofeach;

10. VDHS-HA001031 kit consisting of: H-Files, lcngtli31 mm, siffis: #15, #20, #25, #30, #35, #40 - 1
pc. of each

11. VDHS-HA002031 kit consisting of: 11-Files, length 3) mm. sizes; #45, #50, #55, #60, #70, #80 - 1
pc. of each

12. VDHS-HA003031 kit consisting of: H-File.s. length 31 mm, sizes: #90, #100, #110, #120, #130,
#140 - 1pc. ofeach

13. VDHS-RA001021 kil consisting of: Reamers, lengt!i21l mm, sizes: #15,#20, #25,#30, #35. #40- |
pc. of each

14. VDI 1S-RA002021 kit consisting of: Reaniei”. lenglli 21 mm, sizes: #45, #50, #55, #60, #70. #80 - |

pc. ofeach
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15. VDHS-R.A()03021 kil consisting of: Reamers, length 21 mm. sizes: =90. #100. #110. #120, #130.
#140- 1pc, ofeach

16. VDHS-R.\001025 kit consisting of: Reamers, length 25 ww. sizes: #15, #20, #25. #30. #35. #40 - 1
pc. of each

17. VDHS-RA002025 kit consisting of: Reamens. length 25 mm. sizes: #45. #50, #55. #60. #70. #80 - |
pc. ofeach

18. VDHS-RA003025 kit consisting of: Reamers. Icngtli 25 mni. sizes: #90. # 100. # 110, # 120, # 130.
#140 - 1pc. of each

19. VDHS-RAO00102S kit consisting of: Reamers, length 28 mm. sizes: #15. #20, #25. #30, #35. #40 - 1
pc. of each

20. VI)HS-RA002028 kit consisting of: Reamers, length 28 mm. sizes: #45, #50, #55, #60, #70, #80 - !
pc. of each

21. VnHS-RA003028 kit consisting of: Reamers, length 28 mm, sizes: #90. #100, #110. #120. #130,
#140 - 1jx.. ofeach

22. VDHS-RAO001031 kit consisting of: Reamers, lengthBIl nim. sizes; #15, #20. #25, #30, #35. #40- 1
pc. of each

23. VDHS-RAO002031 kit consisting of: Reamei's, length 31 mm, sizes: #45, #50, #55, #60, #70, #80 - 1
pc. of each

24. VDHS-RAO003031 kit consisting of, Reamers, length 3 1 mm. sizes: #90, #100. #110, #120. #130,
#140 - 1pc. ofeach

25. VDIIS-KAO001021 kit consisting of: K-Files. length2l mm, sizes; #15, #20, #25, #30. #35, #40 - 1
pc. of each

26. VDHS-KA002021 kit consisting of: K-Files. length 21 mm, sizes: #45, #50, #55, #60, #70, #80 - |
pc. of each

27. VDHS-KAO00302i kh consisting of; K-Files, length 21 mm. sizes: #90, #100, #1 10, #120, #130,
#140 - 1pc. of each

28. VDHS-KA001025 kit consisting of; K-Files, length 25 mm, sizes; #15, #20, #25, #30, #35. #40 - 1
I>c. of each;

29. VDHS-KAQ002025 kit consisting of: K-Files, length 25 mm, sizes: #45, #50. #55, #60, #70, #80 - 1
pc. of each

30. VUHS-KAO003025 kit consisting of: K-Files, length 25 mm, siz"s: #90, #100, #1 10, #120. #130,
#140 - 1pc. of each

31. VDHS-KA001028 kit consisting of: K-Fiics. length 28 mm. sizes: #15, #20, #25, #30. #35, #40 - 1
pc. ofeach

32. VDHS-KAQ00202S kit consisting of: K-Files, length 28 inm. sizes: #45, #50, #55, #60, #70, #80 - 1
pc. of each

33. VDHS-KAO003028 kit consisting of: K-Files. length 28 mm. sizes: #90, #100. #110, #120, #130.
#140 - 1pc. ofeach

INSITRUCTIONS FOR USF
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34. \"DMS-K.\00I031 kil consisliiig of: K-Files. length 3 1mm. sizes: #15, #20, #25. #.'0. #35. MO - |

pc. of each

35- VOHS-K.A002031 kii consisting of: K-Filcs. length 31 mm. sizes: #45. #50. #55. #60. #70. #S0 - 1

pc. of each

36. VDHS-K.A00.3031 kii consisting of: K-Files, length 31 mm. sizes: #90, #100. #110, #120. #130.

#140- 1pc.ofeach

37. VDHS-BS001021 kit consisting of; pulp e.xlIraclors with handle, length 21 mm. sizes; #2-3 |x:s..

#3 —4 pcs.. #4 —3 pcs.

38. VDHS-BS002021 kit consisting of: pulp extractors with handle, length 21 mm. sizes: #0- 1pc.; #1
lpc.: #2 2pcs.; #3-2 pcs.; #4-2 |xis.;#5-1 pc.; #6-1 pc.

39. VDIinS-BS001025 kit consisting of: pulp extractors witii handle, length 25 mm. sizes: #2 —3 jx:s.:

#3-4 {N=s.. #4 —3 pcs.

40. VDI1S-BS002025 kii consisting of: pulp extractors with handle, length 25 mm. sizes: #0- 1pc.; #1

- 1pc.; #2 —2 pcs.; #3 —2 pcs.; #4 -2 pes.: #5 —1pc.; #6 - 1pc.

. Oi>eraling documenlation; instructions for use into multi-unit i>ackage - 1 piecc/packagc.

i0. Designations and symbols

I:la. Consult electi'onic instnactions for

I J Manufacturer
use

elFU idenlilier

J
[VIT] Lot number Expiration date

REF Catalogue number Manufacturing date
______ I,II
Temperature ranae Avoid moisture (for ti*anspoilation
P g packaging)
A |
jwrcl . I o
1 /W ) High pressure steam sterilization L H-FILES identification symbol
A EyEmAb'\éIIERS identification B K-FILES identification symbol

The length ofthe applied part of
the instrument

11. Maintenance and repair
Maintenance and repairs are not provided.
12. Transportation and storage conditions

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

INSTRUCTIONS FOR USF.
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damage.

Transportation. Devices packed into shipping containers should be transported b> 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 t>pe of transport.

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

Of)eration. The products arc used in medical facilities in conditions requiring protection ol
medical worker’s hands when the product is used as intended.

Operating conditions:
- i'emperature: 0 to 30 °C
- Humidity: 40 to 75 %
- Piessurc; no special requirements.

13. StcriUzatiou, cleaning and disinfection

Stea® hand steel endodontic dental instrument in kits is a non-sterile reusable device that is
subject to disinfection, pre-sterilization cleaning and sterilization.

Sterilization is carried out bel'ore each use, disinfection and pre-sterilization cleaning aix:
cairied out after use.

Steam sterilization method - the high-pressure steam sterilization method in an autoclave
is recommended for the medical device "Stca® hand steel endodontic instrument in Kkits™.
Sterilization conditions; sterilization at 220 kPa (2.2 bar). 126 °C for 15 minutes or 121 ®C for 20
minutes.

The use of only that equipment (devices, washing machines, sterilizers, etc.), which is
permitted in accordance with the established jnocedure for use in the Russian Federation, is
allowed diuing disinfection, pre-sterilization cleaning and sterilization.

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

When selecting means, one should take into account the recommendations of the device
manufacturers regarding the impact of sjiecific means (from among those permitted in the Russian
Federation for this purpose) on the materials of these devices.

14, Disposal and/or destruction

'Ibc medical devices «Stea® hand steel endodontic instniment in kits» after their intended
use are classified as epidemiologicaliy hazardous waste (products contaminated with blood and/or
other body fluids of patients),

In this case, the medical organization only canies out the collection, disinfection and
temporary' storage of the waste mentioned above. Tlie disinfection must be carried out in
accordance with the requirements of sanitaiy' rules and other regulatory legal acts of a particular
countiy in all medical and preventive institutions, regardless of their specialization, 'llie collection
is carried out in bags or single use containers with color marking adopted for hazardous medical
waste in the premises or in places for temporary .storage of medical waste until their subsequent
transportation to the place of destruction or disposal.

Tlie transportation of medical waste (used implants or components) from medical
institutions and their disposal are carried out by specialized organizations licensed to handle
medical waste constituting an epidemiological hazard.

INSTRUCTIONS FOR USF
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Commercial packages and defective products arc classified as epidemiological I\ safe
waste (non-ha/ardous waste tliat docs not come into contact with biofluids of patients or infectious
patients), similar in composition to municipal solid waste (MSW). However, it is recommended to
dispose of them separately as industrial \\astc through specialized organizations licensed for this
tyj” ofactivity.

rhe collection of epidemiologically safe waste is carried out using reusable containers or
disixisable bags (except for bags of the color adopted for hazardous waste). The procedure for
cleaning and disinfecting reusable containers is determined in accordance with the waste handling
scheme of a jrticular organization. The procedure for collection and .storage epidemiologically
safe waste is deleniiincd in accordance with the waste handling scheme of a particular
organization.

Trans|X>!lation and disix*sal arc peiTormed considering requirements adopted for a given
region, in accordance with the sanitary legislation of a particular country for the maintenance of
jvipulaied areas and treatment of ]?roduction and consumption waste.

15. Shelf life

The shelf life of the medical device "Sicas” hand steel endodontic instrument in Kkits" is 5
years.
w'he numl>er of reuses should not exceed 10 times.

16. List of standards

Tabk 16 - Listofstandards used in the nianufacturiiig of medical devices

93/42/EEC, EN ISO 13485, EN ISO 14971, EN ISO 7405, EN I1SO 10993-1/AC, EN ISO 10993-5,
HNISO 10993-10, EN 62366-1, EN ISO 15223-1, EN ISO 15223-2, EN 1041+Al, PD CR 12401,
EN 1SO 3630-1, EN 1639,EN1S0 17664, EN ISO 9687

Note: Standards are used in their latest revision: the organization maintains and updates the list of
reference standards as a record of its own management system in accordance with 1ISO 13485.

INSTRUCTIONS FOR USE
OF MEDICAI DFEVICFE

® 000 LAPHH B INFODLIRMLRU @ WWWECSTORAVNADZORRY ;1 st ment i kits Pace 14 of bl



[{Tepesod ¢ anznuiico20 U KUMACKXG20 R3VIKOS HA PYCCKUTl RILIK)

[Ha Granxe Kumaticko2o xomumema co0esicmeus paseiimino Mexcoyrapoonoii mopzoesu)

[Texcm doxymenma na Kumaiickom ¥ QHZRUTICKOM RFLIKAX uOeHmMUNEN)

CEPTHOHKAT

[ozomun: «Cr-Cu-ITn-A-Tu» (CCPIT)
Kuralicknii koMuTeT COACHCTBHA PA3BHTHIO MCXAYHAPORHON TOPronau]

Kuralicknii xomuret cogelicTeia passHTHIO MEKAYHAPOAROH# TOProsiIm
Kuralicxan nanata MeXIYHapOIHON TOProBIN
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[VTozomun: «Cu-Cu-ITn-Al-Tu»
Kutalickuil kOMUTET COACHCTBHA PASBHTHIO MEXIYHAPOAHOH TOProBaM])
02320351

Kuralicxnit xomurer cogelicTaas passHTHIO MexayHApoAHON TOprosan
Knmaiicikan nanara mesxaynapoasoll Toprossis

CEPTHOHKAT
[OR-x00]
Ne 244413B0/000575

[Aexamy: CEPTUOUKALIMA «Cu-Cu-Tlu-A#i-Tu» KHTAUCKMA KOMHUTET
COJZIECTBHA PASBHTHIO MEXAYHAPOIHOH TOPTOBJIH]

HACTOSIIMM VJIOCTOBEPAETCA, YTO neuams koMnammu «XYIHWDKOY BHIEA
TEKHOJIOIDKH KO., JTA.» (HUIZHOU VIDEYA TECHNOLOGY CO. LTD.),
nocramiexHas Ha npunaracmbit JOKYMEHT, pepha.

Kuarailicknili xoMETET cozeficrnas Pa3BRTHIO MERAYRApOANOHE TOProsas

[Zevamy: CEPTUOUKALHUA «Cis-Cu-TIn-Adi-Tu» KHTAMCKIAM KOMUTET
COIENUCTBUA PASBUTHIO MEXAYHAPOJHOHN TOPI'OBJIH)

YnomHomouearoe auno: Yen Janbus (Chen Danying)
TToanuchk:
Hara: 14 cenrabps 2024 r.

[Tucnenax nevamy: CEPTUOHKALIMA «Cn-Ca-Tn-Ad-Tu» KHTAWCKHA KOMHTET
CONENCTBHS PABUTHIO MEXJIYHAPOAHOH TOPT'OBJIH]

BeG-caliT s npoBepKa ceprHipukara: hitp://www.rzcopit.com/validate html
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Jara: 20 mapra 2024 1.

«VTeepaaeno»

Inogmuce/ (mozmmce)

Cuon Ie An (Xiong De An),

reHepaNnbHMH THPEKTOp

«Xys#wxoy Bunes Texnonoaxu Ko., Jita.»

[Tevams: «Xysiioxoy Buaes Texnonomsn Ko., Jita.»)]

HHCTPYKIIAA 1O IPHMEHEHHAIO
HA MEJHIIHHCKOE H3EJIHE

HucrpymesnT pysnoil cranssoit sanononTRweckEl Stea® B Balopax

[{Texams: «XysHivoxoy Braes Texnonomxs Ko., Jita.»]
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1. HammeHoBaHHe H3AeAHS

HucTpyMerT pyunoif cranbHolt sunonorTHecKEl Stea® B Habopax

L Bapuan‘m ACIONHECHAA
HaGopVDHS-HAOOlOZl B coctase: H-Files, nmana 21 MM, pasmepst: #15, #20, #25, #30, #35,

#40 - no | wr.;

2. Habop VDHS-HA002021 B coctase: H-Files, anuna 21 MM, paamepsi: #45, #50, #55, #60, #70,
#80 - no 1 wr.;

3. Habop VDHS-HA003021 = cocrase: H-Files, anuna 21 Mm, pasmepri: #90, #100, #110, #120, #130,
#140 - no 1 w.;

4, Habop VDHS-HA001025 B cocTase: H-Files, anuna 25 mm, pasmepmi: #15, #20, #25, #30, #35,
#40 - no 1 w.;

S. HaGop VDHS-HA002025 s cocrase: H-Files, nnuna 25 Mm, pasmepni: #45, #50, #55, #60, #70,
#80 - no 1 wr.;

6. HaGop VDHS-HA003025 s cocrase: H-Files, anuna 25 Mm, pasmepri: #90, #100, #110, #120,
#130, #140 - no 1 wr.;

7. Habop VDHS-HA(01028 B cocrane: H-Files, auna 28 mm, pasmepn: #15, #20, #25, #30, #35,
#40 - no 1| wr.;

8. Ha6op VDHS-HA002028 B cocrase: H-Files, mmina 28 mm, pasmepnt: #45, #50, #55, #60, #70,
#80 - no 1 wrr.;

9. Ha6op VDHS-HA003028 B cocrase: H-Files, annua 28 mm, pasmepat: #90, #100, #110, #120,
#130, #140 - no 1 .,

10. HaGop VDHS-HA001031 B cocrase: H-Files, anuna 31 mm, pasmepsi: #15, #20, #25, #30, #35,
#40 - no 1 mm.;

11. HaGop VDHS-HA002031 B coctase: H-Files, nuna 31 mm, pasmepns: #45, #50, #35, #60, #70,
#80 - no 1 wr.;

12. HaGop VDHS-HA003031 & cocrare: H-Files, mmna 31 MM, pasmepsi: #90, #100, #110, #120,
#130, #140 - no 1 wr.;

13. HaGop VDHS-RA001021 8 cocrase: Reamers, mina 21 MM, pasmepi: #15, #20, #25, #30, 435,
#40 - no 1 wr.;

14. HaSop VDHS-RA002021 B cocTape: Reamers, anuta 21 MM, pasmepri: #45, #50, #55, #60, #70,
#80 - no | wr.;

15. Habop VDHS-RA003021 B cocrase: Reamers, anuna 21 MM, paamepss: #90, #100, #110, #120,
#130, #140 - no 1 amrr.;

16. Hab6op VDHS-RA001025 B coctape: Reamers, nuHa 25 MM, pasmepsl: #15, #20, #25, #30, #35,
#40 - o 1 wrT.;

17. HaGop VDHS-RA002025 B cocrase: Reamers, anuna 25 MM, paamepi: #45, #50, #55, #60, #70,
#80 - no 1 wr.;

18. HaGop VDHS-RA003025 B cocrase: Reamers, jyiuna 25 MM, paamepsi: #90, #100, #110, #120,
#130, #140 - no 1 wr.;

19. HaGop VDHS-RA001028 8 coctase: Reamers, annisa 28 mm, pasmepst: #15, #20, #25, #30, #35,
#40 - o 1 wr.;

20. Ha6op VDHS-RA002028 & coctase: Reamers, anuna 28 Mm, pasmepsi: #45, #50, #55, #60, #70,
#80 -no 1 wrr.;

21. Ha6op VDHS-RA003028 B cocrase: Reamers, aiuHa 28 mm, pasmepr: #90, #100, #110, #120,
#130, #140 - no 1 w.;

22. Ha6op VDHS-RA001031 B coctase: Reamers, anuna 31 M, pasmephl: #15, #20, #25, #30, #35,
#40 - no 1 wrr.;

23. Ha6op VDHS-RA002031 B coctase: Reamers, anuna 31 Mm, pasmepni: #45, #50, #55, #60, #70,
#80 - no 1 wT.;

Pll-lCTP’Y](I.lPl}I Mo NPUMEHEHMIO
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24, HaGop VDHS-RA00303! B cocrase: Reamers, anuna 31 My, pasmepsl: #90, #100, #110, #120,
#130, #140 - no 1 w.;

25. HaGop VDHS-KA001021 B coctaBe: K-Files, amima 21 MM, paamepri: #15, #20, #25, #30, #35,
#40 - po 1 .}

26. Habop VDHS-KA002021 B cocrase: K-Files, anna 21 mm, paamepes: #45, #50, #55, #60, #70,
#80 - no 1 m.;

27. HaGop VDHS-KA003021 B coctase: K-Files, minna 21 My, pasmepsi: #90, #100, #110, #120,
#130, #140 - no | w.;

28. Habop VDHS-KA 001025 e cocraee: K-Files, annna 25 Mm, paamepni: #15, #20, #25, #30, #35,
#40 - po 1 wr.;

29. Habop VDHS-KA002025 B cocrase: K-Files, annua 25 Mm, pasmepnt: #45, #50, #55, #60, #70,
#80 - no 1 mr.;

30. HaGop VDHS-KA003025 B cocrae: K-Files, anuna 25 mm, pasmepsi: #90, #100, #110, #120,
#130, #140 - no 1 urr.;

31. HaGop VDHS-KA001028 B cocrape: K-Files, anuna 28 MM, pasmepst: #15, #20, #25, #30, #35,
#40 - no 1 wr.;

32. HaGop VDHS-KA002028 B coctase: K-Files, anura 28 MM, pasmepni: #45, #50, #55, #60, #70,
#80 - no | w.;

33. Habop VDHS-KA003028 B coctase: K-Files, anuna 28 MM, pasmepst: #90, #100, #110, #120,
#130, #140 - no 1 w.;

34. Ha6op VDHS-KA001031 B cocrase: K-Files, mnuna 31 Mm, pasmepsi: #15, #20, #25, #30, #35,
#40 - no 1 wiT.;

35. Ha6op VDHS-KA002031 e coctase: K-Files, amana 31 mm, pasmepsi: #45, #50, #55, #60, #70,
#80 - no 1 wr.;

36. Ha6op VDHS-KA003031 B cocrase: K-Files, nnuna 31 MM, pasmeput: #90, #100, #110, #120,
#130, #140 - no 1 wT.;

37. Habop VDHS-BS001021 B cocrase: I[Tynsno3KCTPaKTOPH ¢ pyuKkoH, KA 21 MM, pasMepnl: #2 —
3 wr., #3 — 4 wr,, #4 -3 um.

38. HaGop VDHS-BS002021 B cocraee: [TynenodxcTpaxkropsl ¢ pyukoli, anvusa 21 MM, pasMepnt: #0-
lwr.; #1- 1w #2-2 mr; #3 - 2 wr; #4, - 2w, # 5- 1 wm,; #6 - 1w

39. Habop VDHS-BS001025 B cocTaee: [TynsnoskcTpakTophl ¢ pyukod, AmHHa 25 MM, pasMephl: #2-
3 witr.; #3- 4 mrT.; #4- 3 T,

40. HaGop VDHS-BS002025 B cocraee: [TynbnoskcTpakTopsl © pyaKoif, AnuHa 25 MM, pasmephi: #0-
11wt #1- 1 o #2- 2 wrr, #3 -2 ., #4, - 2 o # 5- L o, #6 - 1 ooy

I1. OKCIUTyaTanMOHHAA AOKYMEHTANHA: - HHCTPYKIHA N0 IPHMCHEHHUIO B IPYINOBYIO YIIAKOBKY -
1 mr. /yn.

Jlanee no Texcty — MBcTpym™MenT pyunoli cransao# sHaonoETHIecKHi Stea® B Habopax,
HHCTPYMEHT PYYHOI CTAIBHOH 3HAOAOHTHYCCKUN, HHCTPYMEHT SHAOAOHTHYECKRH, HHCTPYMEHT,
MEIUOAHCKOE H3NENHE, H3NIeTHe.

2. Caenenus o nIpoH3BOAUTENE, pazpaloTunke H YNOAHOMOYCHHOM NPEACTABATENE
OPOHIBOHTENR

Hponisoaurean:
Huizhou Videya Technology Co. Lid.(«Xyaliaxoy Banes Teknonomxu Ko., JIta.») Factory of
Songshan Villagers Group, Baishi Village, Qiuchang Street Office, Huiyang District, Huizhou,
516221, Guangdong, P.R.China
Paspaborunx:
Huizhou Videya Technology Co. Lid.(«Xyatiokoy Bunes Texunonomxn Ko., JItra.») Factory of

HHCTPYKIMA NNO MPMMEHEHHIO
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Songshan Villagers Group, Baishi Village, Qiuchang Street Office, Huiyang District, Huizhou,
516221, Guangdong, P.R.China

YNOMHOMOYEHHBbI i npeacTaBuTE/lb MPON3BOANTENA!

AQO «IMPOTEKO»

FOp. Agpec 192102, r. CaHkT-MeTepbypr, yn. Canosa, .57, kopn.1l, nut.
Ten. / ¢pakc: +7 (812) 779-30-90;

E-mail: info@ protecodent.ru

3. HasHaueHue nsgennsa

MpeaHa3HaueH AN MexaHW4eckoih 06paboTKM KOPHEBOTO KaHana: OYMLLEHUS, OTKPbITUS
yCTbsl KaHana, NPOX0oXAeHWs KaHana, popMMpoBaHMS 3y6HOr0 KaHana.

4. TMoTeHUWanbHbIN NOTPe6UTENDb

Bpaun-ctomatonoru, npouwegline obyyeHue MNPONECCUOHANbHOW Tepanunm KOPHEBbIX
KaHanos..

5. OnucaHue

PY4YHOW CTanbHOW 3HAOAOHTMYECKUIA WHCTPYMEHT COCTOMUT U3 ABYX OCHOBHbIX 4acTe,
KaXkas U3 KOTOPbK BbIMOMHAET CBOK CNeuuPuUecKkyo MYHKLUNIO: KPENeXHOoM YacTu (pyykn) v
onepaTMBHOM 4YacTu. OnepaTMBHas 4acTb 3HAOAOHTUYECKOrO MHCTPYMEHTA HEMOCPELCTBEHHO
npefHasHavyeHa ANA NpenapupoBaHUs KaHata, M COCTOMT, B CBOK OYepedb, W3 pexylen u
HepexyLien yacTei.

Hepexyuwaa 4actb — 3TO 23/IeMeHT OMNepaTMBHOW YacTW WHCTPYMeHTa rnagKoi
LWANHAPUYECKOA (DOPMbI, pacnonaratWmnincs Mexay pexylieii 4yacTbio U pydKkoi. Hepexyuias
yacTb uHcTpyMeHTOB (H-Files, K-Files, Reamers) MOXeT nMeTb NO3ULNOHUPYIOLLYIO NPOKIaAKY
(cM. puc 1mn Tabn.l). ATo CNYXUT NS KOHTPOA TaK Ha3biBaeMoi "pabouelt 4NNHBI"Y, HA KOTOPYHO
WHCTPYMEHT MOrpy>aeTca B KaHan B Npouecce npenapupoBaHuns.

Pexyuias 4acTb MMeeT BepXYLKY (rO/IOBKY) W pexyline rpaHn gnd npenapupoBaHus
LEHTVHA WY yaneHnsa U3 KaHana o6TypauMoHHOro maTepuana.

OnepaTMBHas 4acTb W3roTOB/JEHA W3 HepXaBewouwiel cTanu, o06nagaetT xopoLuein
rMOKOCTbIO, CTOMKOCTbIO K UCTUPAHUIO Y KOPPO3UN.

Pyuka u3roTtaBnmeaeTca U3 nonmbytuneHTepedTanarta pasnyHbliX LBeToB. LiBeT (Kopg)
PYYKU uCMonb3yetcs Ans 0603HAYEeHUS HOMUHATbLHOrO pasMepa (COOTBETCTBYET 3HAYEHUIO
HavyaNbHOro gnameTpa pabouyel 4acTu) AN UHCTPYMEHTOB C MOCTOAHHON KOHYCHOCTbIO (H-Files,
K-Files, Reamers), a Tak)e ans Nynbno3KcTpakToposB u cooTeeTcTByeT ISO 3630-1 (cm. Tabn. 4-
5). Ha pyuke nHctpymeHToB H-Files, K-Files, Reamers nmeetcs naeHTUOUKALNOHHBIA CUMBON C
yKazaHMem Tuna MHCTpyMeHTa (CM. Tabn. 2 u cM. puc. 1), a TakXe HagnuCb C yKasaHUeMm
HOMMWHaNLHOTO pa3Mepa MHCTPYMeHTa (CM. puc. 1).

MneBTB( W >;aas0BBbIB cbmbo i

MNolBnBoBApylwas npotLiaoKa

HoMBBa.ibBbifi pasmep B
cooTtBecTBBYU Cc ISO 3630-1

MHCTPYKUMA MO NPUMEHEHWUIO
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Puc. 1. H3o0paxenne RCHTpYMEHTa Ha IPAMEPE HACTPYMEHTA JHAOAOHTHYESCKOTO THIIA
H-files
INoammonrmpyroman npoknaaka ans H-Files, K-Files, Reamers u3roTopsiena U3 CHIMKOHA
PasHBIX IBeToB. L{BeT mo3HMMOBHMpYIOmEH NPOKAAAKA WHCTPYMCHTOB COOTBETCTBYET UTHHE
oneparaproH 9acTH (cM. Tabn. 3).

Tabnuns 1 - HugopManus 0 noIHNEOAHPYWOINeH NPOKIAAKN Y AOAOHTHULCKHE HHCTPYMEHTOBY
pifyici:i:r] Homunansuuil pazmep Hndopmatms o

OMNEePaTHBHON | HHCTPYMCHTA SHIOAOCHTHIECKOTO DO3HUHOHUPYIOWEH
9acTH B cooTBecTBHH ¢ ISO 3630-1. IIPOKJIAAKH

#15, #20, #25, #30, #35, #40

21 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#15, #20, #25, #30, #35, #40

25 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#15, #20, #25, #30, #35, #40

28 MM #45, #50, #55, #60, #70, #80 Ects

#90, #100, #110, #120, #130, #140

#15, #20, #235, #30, #35, #40

31 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, £#140 Her

#15, #20, #25, #30, #35, #40

2] MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#15, #20, #25, #30, #35, #40

25 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#1385, #20, #25, #30, #35, #40

28 MM #4S5, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#135, #20, #25, #30, #35, #40

31 MM #435, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#15, #20, #25, #30, #35, #40

2] MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#15, #20, #25, #30, #35, #40

25 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#135, #20, #25, #30, #35, #40

28 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140

#185, #20, #25, #30, #35, #40

t 31 MM #45, #50, #55, #60, #70, #80

#90, #100, #110, #120, #130, #140 Her

* — y NyJILOO3KCTPaKTOPOB C PyuKOll OTCTYCTBYET NO3HIHOHHPYIOMAn MPOKIAIKa

Tan
HHCTpYMEHTa

H-Files

JEEEEEE

Reamers

K-Files

R A e

Tabaana 2 - Coorpercreae HEASHTHGNKANHONHOIO CEMBOJIA H THI HACTPYMEHTA

HHCTPYKLMA IO IPHMEHEHHIO
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. Hnenmiduxauponmbi cHMBon

H-Files
. HpenrvduxaumoHHeii cumMpon
K-Files
A UnentHuxaumontbiii cHMeon
Reamers
Tabauna 3 - CooTBETCTBHE NBETA NO3NUNOBEPYIOmel DTPOKIAIKE N LINEEI onepaTubHoll WacTn H-
Files, K-Files, Reamers
eer nosrouonmpyomed | lanma oneparasnofi wacrn H-
| npoKAANKE Files, K-Files, Reamers
Benntit 21 MM
Kénruiik 25 MM
KpacHbii 28 MM
Yeépuwti 31 MM
Reamers

310 pydso#t cTanbHOM CTOMATONOTHYECKHM MHCTPYMEHT, HCHOMB3YyeMHH ia
pacIIEpeRHMs KOPHEBONO KaHAJA H CrIaXMBaHUA CTCHOK. B npolecce Marumynsuuii
PEKOMEHIYCTCHE COBCPHIATD RHCTPYMEHTOM BpRIIATCNLHEIC TRHKCHAS.

K-Files

210 pyuHod CTaNbHOM CTOMATONOrMYCCKHN HHCTPYMCHT, HCHOONB3yeMbOi s
PacIIMpeHns H CIIRKHBAHKA CTEHOK KOpHeroro kasana. OG5H0 NpEMeHseTcs nocie 00paboTkn
KODHEBOTO XaHANlAa HMHCTpPyYMeHTamMH THmA Reamers. [IpenapupoBan@e HHCTPYMEHTOM
OCYIIECTRASCTCA BO3BPATHO-NOCTYNATELHBIMH ABAKCHHUAMH.

H-Files

310 pyuHOMl cTanEHOM CTOMATONOTHICCKAN HMHCTPYMEHT, NpenHa’HAYCHAHH 1
PacIIHPEHAS H CTIAKHBABKA CTEHOX KOPHEBOIO KaHana, 8 TaKke AL NPHAAHHA MENCBHAHBIM
xaHanaM okpyriaoli ¢opmu. [IpH MoaenupoBaHHH CTCHOK HEOOXOAMMO COBCPIIATH MEIAIHC
ABHXKCHHA.

Iy asneIxeTpaKkTops ¢ pyuKoit
3Oro pyuHol CTaNbHON CTOMATONOTUYCCKMH MHCTPYMEHT, HCNONBL3YEeMbIH U1 YAANCHHS YL
3y6a BO BpeMs 3HAOAOHTHYCCKOrO JICICHHS.

Tatimus 4 — Iseronoii xon pyaxn ans K-Files, H-Files, Reamers

Ob03829eNHe ROMHBATLRONO LiperoBoit kox Ha pyaxe
Hanenne —
15 Gemiit
20 xenTrit
K-Files 25 KpacHsl
30 rony6Goit
H-Files 35 seneHa
40 qePHLIH
Reamers 45 Sennith
50 aemrnit
55 KPAcHLIH
HHCTPYKIMA 10 IPUMEHEHMIO
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60 ronySoit
70 3eneHu it
80 yepHbi
90 Oemmaii
100 wenTnait
110 KXpacHhif
120 roJry6oit
130 seneneiit
140 yepHeIil
Talnuna 5- IlpeToRan Kox pyIKH AIS HYJAbINO3KCTPAKTOPOB ¢ py<kol
O603RA9CHHE BOMHHANLHOIO
Hsnenne eva Liseropoli xoa Ha pytke
0 $uoneToBrtit
1 L
Mymenosker- 2 MEXTRIH
PAKTOpH ¢ 3 xpacHst
Pyaxoh 4 roxyGoii
s seneHnf
6 JepHBIH
. Tatnuna 6 — Pasmepat K-Files, H-Files, Reamers
la, MM | ks, MM
O6osHadeHne ’ k, MM | Lperomoii
Hapenve | nommHannyoro :) "‘ :";‘ ‘uou“i;“’ i';' no:i“ ' 0(:2 g:;s *05 XOIo Ha
pasuepa 204) MM) PydIxe
015 0,15 | 021 0,47 o Gl
020 0,20 | 0,26 0,52 weATH
02§ 0,25 | 0,31 0,57 KpacHM
030 0,30 | 0,36 0,62 rony6Goii
035 0,35 | 041 0,67 seaeHbi
040 040 | 046 | 992 [o7z| +0.02 wepmatt
045 0,45 | 0,51 0,77 Genuit
K-files 050 0,50 | 0,56 0,82 21 menTuilt
055 0,55 | 0,61 0,87 25 KpacHali
H-files 060 0,60 | 0,66 0,92 31 7| .5 [ Tronybon
Reamers 070 0,70 0,76 1,02 31 3encHE i
080 0,80 | 0,86 1,12 yepREIH
090 090 | 096 1,22 Gennili
100 1,00 | 1,06 1,32 XenThii
1o L,10 | 1,16 0,04 142 =004 Kpacasti
120 1,20 | 1,26 1,52 ronyGott
130 1,30 | 1,36 1,62 senersii
140 1,40 [ 1,46 1,72 SepHEIH
Tabauua 7 — PaMepit NyaLn0IKCTPAKTOPOB € pyuKolt
b, L,
Py S— Loee | e | s h, My | Une OBoanavenue
dl, | d2, | d3, | Homycx = 10
Hineaue | HOMMBANLHOT e | o | o =) & 0.)5 l(d; é; 0.03 | 3y6
0 pasMepa ’ MM . i Ligp Lper
snd) | end) MM) | uon B
UHCTPYKIHA 11O NIPUMEHEHHIO
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020 0,12 | 0,15 |0,22 0,075 0 “;?:;“’
025 014 | 0,17 [024 | £0.02 0,085 1 Bemuit
Myssnoaxd 030 0,16 | 0,19 0,26 51 | 0.095 ECT
m 035 o18lozsfoas | 3 [105] 5 [og05] 36 [ 3 | Kpacmmtt
040 021 | 031 (031 ’ 0,120 4 | rony6od
050 0251035035 [ 0,140 5 | 3entwmit
060 0,29 [ 0,39 0,39 ’ 0,160 6 | Yepuuht

6. Ioxkaszanug, 061acThL NpHMeHeHHS, NPOTHBONOKAIAHAN H BO3MOXHbIE 060THbLIE

pdexT™

INoxazanusa:

Jna oOBrHOrO JICYEHHA PATHIHAIX OCTPHIX MyJILIMTOB, HEKPO3a Iy IbIbl IPH NPENapHpOBaHEH
¥ WIOMOUpPORAHMM KaHana,

ObaacTh DpHEMEHEHHN: CTOMATONOIHA
IpoTHBONOKAZARNA®

II IIOKa3aHus K HCIIOIb30) HH B:
- AJuleprus Ha KOMIIOHCHTH CIUIaBa.

Abcomomnuvie:
- 3y0 NOANEAKMT YAAICHHIO N0 OPTOACHTHYSCKHM H/HIIH HHHIM IIPHYHHAM;
- IPOJOTbALIA IepeoM KopHA 3y6a;
- HAMTAIAE KACTH HAH HHOrO o0pazoBaHua B 00nacTH KopHA 3y6a (0CTCOMHETHT, OBKONOTHA
# mpouee).

Omuocumenvisie:
- 3HAYHTENbHRE UCKPHB/ICHH KOPHEBEIX KaHATOB;
- HEIPOXOARMOCTE KOPHEBOTO KaHANA, B TOM YHCIIC H3-38 HATAYHE TPYAHOR3IBJICKACMOr0
NNoMOHPOBOYHOTO MATEPHANA;
- HATHIHE B IPOCBETE KOPHEBOIO KaHAa/a HHOPOIHBIX NPEAMETOR;
- nepdopamus CTeBOK KOpHA 3y6a;
- THNCPTOHMYECKHIA KPH3;
- MEpAOR BOCCTAHOBACHHA Nocye udapkTa MAoKapaa (1 rox);
- CBEICHHE YeMIOCTEH Pa3INIHOTO reHe3a;
- SMANCTITAYCCKAN CTaTyC;
- obImee TIKENOe COCTOSRAE MALHOHTA;
- HENOJIHONERHOCTH IICHXHKH MAIHEHTA, 3aTPYAHAIONAS KOHTAKT

Bo3moxabie mobounsie 3¢dexTnl

[HoGoynsie 3¢ddbekTH SHAOAOHTHYSCKOTO BMEIATEILCTRA:
- nepdopamAs CTeHKH KOpHa 3y6a;
- WUICPrHYECcKad peakimud NAmAeHTa Ha HEKCNL OPH HCMNOJB30BaHHE HHKEALCOAEPKAIMX
HMCHTPYMCHTOB;
- DoneBEIe OLIYIICHAS;
- HENOJIHOE 3aNOJHEHHE KOPHEBOro KaHana 3y6a minoMOHpOBOIHEIM MAaTEPHAIOM, HATHYHE
OycToT,

HHCTPYKIIHA 110 MIPUMEHEHHIO

WY A R A TER IV TR RN WA €IV TRE
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- BBIBOA 9IPE3MEPHOrO KOJIMYECTBA IUIOMOHpOBOMHOIC MaTepHana 3a BEPXYIOKY KOPHS B
NEPHONOHTE;
- OTJIOM HHCTPYMEHTA B KOPHEBOM KaHane;

- MPOTANKHBaHHE HHGALMPOBAHHBIX TKAHEH 3a BEPXYIIKY KOPHA B ICPHOLOHT;
- OPOITYMEHALI KOPHEBOA KBHAI B MHOTOKOPHEBOM 3y0e.

7. Mepn: npeaoCTOPOXKHOCTH

1. YroOm mnpenoTBpaTdTh 3apaXKeHHe, CTEpPHIA3O0BaTh H3ZIENIME B aBTOKNABE H mepen
HCTONBb30BAHHEM YOSIHTECA, ITC CTEPHIH3AIKA 3aBepIICHA.

2. Bufpats HanGoee MOMXOAKIIHYE THII 214 KaXAOTO CAy4Yas H coOMOAaT: 00IIyI0O METONHUKY.
3.llepen BBencHHEM HHCTPYMEHTa B DPOTOBYIO NOJIOCThL YOSHMTHCH, 9T0 OH HE HMEET
nedopmanmif, Hapanuy B TPSIIHH.

4. Ecr ronosxa M3ACMHA TOHKad, JUIMHHaA HIM GoibInag, €CTh BEPOSATHOCTD €€ MONOMKH HIH
ckpyquasannd. [lo 3Toit npuarae A30erars HCNONbB30BAHAN H3ZCAS IO HEIPABAILEBIM YTJIOM H
YPEe3MEPHOIO NaBICHHS.

5. Acnomp3oBare 3aImMTHEIE OYKH, 4Yro0bl 3aliMTHTL INaza OT NoBpexdecHmil. Taxke
HCIIOJIb30BATh NBUIEAMMTHYIO MacKy, 9100k H30eXaTh BALIXAHAA NEUIH.

6. Bo m3bexanne cy4aifHOro NporiaTsiBaHKA H NaACHAN HCAONL30BaTh Koddepnam u T.1.

7. He Hcons30BaTh ITOT HHCTPYMEHT A4 KaKHX-HGO 1enel, KpoMe NEPSIRCICHABIX BHITE.

8. Tonsko cTOMATONIOTH MOTYT HCIIONB30BATH AAHAKIN HHCTPYMEHT.

9. Ilpu yryH3aL|H 3T0 H3Ze/Ae JODKHO PACCMATPHBATHCA KAK MEAMIMHCKHE OTXOR!,

10. YTHIR3HPOBRATH H3/GIHE, €CIIH OHO MOBPEXR/ICHO HITH 3aTPA3HEHO.

11.[Ipa owHCTKe YALTPa3sBYKOBHIM OMHCTHTENEM YCTAHOBHTH H3/IENME Ha MOACTABKY, YTOOH
mI0eXATh MOBPEXICHAA paboae 1acTh.

12. He Acnonb30BaTh ABTOKNABHBI CTEPHIM3ATOP, KOTOPEE HarpeBaerca Gonee uem Ha 145 °C,
BKJIOYad MPOLECC CYINKH.

13. Heonp308ath 910 H3ACIHE ¢ 0000 0CTOPOKHOCTBIO, YTOOH HE NOPE3aTh TANBOE, T.K. OHO
HMEET JICTANH C OCTPhIMH KPasMH.

14. D10 H3AENHEE MOXET NOABEPraThCS KOPPO3IHH NPH UIATEIHLHOM NOIPYXEHHH B THNOXIOPHT
Harpua, DATA n 1.4

15. He xpaHKTS noA GaKTepHuuAHO# NamMnoif, 4ToOn u3bexkaTh NOBpeXICHNA.

16. IToBTOpHOS HCMONBE3OBAHHE M YXON 3a HHCTPYMCHTOM BIHSCT HA CPOK CIyxObl, OOHUHO
JyvImie He HCTONB30BaTh MoBTOpEO Gonee 10 pas.

8. Tlopaaok npHMEHEHAN

1. [Tepen ucnonb30oBaHHEM H3ACNAHA HEOOGXOAMMO NOATBCPAMTL PACTIONIOKEHHEe KOPHEBOTO
KaHaJIA H €ro M3ra0h TpH MOMOMM PEHTTCHOrpa(pHH H MHKPOCKOITHE.

2. [lepen ucnonb3oBaHueM HHCTPYMEHTA HEOOXOMHMO yOeAMTLCA, 9TO HECTPYMCHT HE HMECT
HOBPEXJCHHY H CTEPHIH3OBAH B COOTBCTCTBHH C PCXKHMMOM CTCPHIH3AIMH, YKA3AHHOM B
pazaene 13.

3. Brauane B xanan seogutcd K-file wm Reamer MunnMambHOro pasmMepa, KOTOphili BXOAUT Ha
Bcio palouyio UIMHY, ONpelcNéHHYIO NPH NOMOLIEY PCHITCHOrpadHE H MHEKPOCKONHH, H
0003HaYeHHYI0 Ha HHCTPYMEHTE orpaHuumuTeneM. [IpoBoAsT MaEMITynsiu AO Tex Nop, MOKa
HHCTPYMEHT He NPOXOAHT MO KaHamy cBOGOIHO. 3aTeM TaKkylo Xe mpouenypy HpOBORAT
HHCTPYMCHTOM CIE/YIOIIEro pasMepa.

4. [Tocne nocTHXEHHA CBOGOMHOINO JBMXKCHHA 3TOr0 HMHCTPYMEHTAa TMPOBOAAT KOHTPOJLHOE
OpOXOKACHAC HMHCTPYMCHTOM NPCABIRYINECTO paMepa, 4TOoOH NpeoTBPaTHTL GIOKMPOBKY
BEpPXYIIETHOr0 OTBEPCTHSA ACHTHHHLIME OIMHIKaMH. TakuMm 00pa3oM, paclIHpAIOT KaHaN Ha BCIO
pabouyio Ry MHHEMYM J0 25 pasMepa. JT0 MHHHMANBHHE pasMep HHCYPYMEHTA,
obecneunparompdt JOCTATOUHYIO A1a xopome#l owmcTkn B ofTypauun o6paboTky amMxanbHoM
yacTH kaHana. [IpoueAypy mpoaomxaloT A0 TeX NOp, HOKa HE OyZeT JOCTHrHYTa ONTHMANbHAS

HHCTPYKLIHA MO MPHMEHEHHIO

——— s —— . —
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¢opma xaHana s mpoBeieHUS IHAOAOHTHICSCKOTO JIeueHH .

5. Iocne HCNMONMB30OBAHHA KAXAONO HHCTPYMEHTA MPOBOAAT YAANCHEE NCHTHHHBIX ONHJIOK H

MPOMBMBaHAE GHIPACTBOPOM.

6. [locne HWCNONB30BAHMA NPOMEITE H3ACHHE ACIHAPHUHDPYIOUMM CpeACTBOM (noapobHad
AHGopMamma yKasana B MyHKTe 13) B meTKOR), 38TeM CMBITh HOCTOPOHHNAE BEIISCTBA, TAKHE KaK

6HONOrHYecKue XKHAKOCTH H TKAHH, H NPOBCCTH CTCPANHIAIMIO B COOTBETCTBHH C PCIKHMOM
CTEPHJIH3ALHH, YKA3aHHOM B paszaene 13.

9. KoMnaexT nocraBkH
UrcTpymMeHT pydHoit cTanmsHOM# 3HROAOHTHYecKHH Stea® B HaGopax

I. BapuaHTBI KCNIONMHEHNUS:

1.

2,

3.

10.

11

12.

13.

14,

15.

16.

17.

18.

19.

HaGop VDHS-HA001021 B cocrase: H-Files, mnuna 21 mm, pasmepni: #15, #20, #25, #30, #35,
#40 - no 1 wT.;
Ha6op VDHS-HA002021 B cocrare: H-Files, anuna 21 mm, pasmepnt: #45, #50, #55, #60, #70,
#80 - no 1 wrr.;

Ha6op VDHS-HA003021 B coctase: H-Files, amna 21 MM, pasmepsl: #90, #100, #110, #120, #130,

#140 - no 1 wrr.;

HaGop VDHS-HA001025 & cocrase: H-Files, anuna 25 MM, pasmepni: #15, #20, #25, #30, #35,
#40 - no | wr.;

HaGop VDHS-HA002025 B cocrase: H-Files, mmna 25 Mm, pasMepni: #45, #50, #55, #60, #70,
#80 - no 1 mr.;

Ha6op VDHS-HA003025 B cocTase: H-Files, anuna 25 mm, pasmepsi: #90, #100, #110, #120,
#130,#140 -no 1 wr.;

Ha6op VDHS-HA001028 B cocrare: H-Files, muna 28 MM, pasmepsi: #15, #20, #25, #30, #35,
#40 - no 1 wr.;

HaGop VDHS-HA 002028 & cocrase: H-Files, anusa 28 MM, pasmepni: #45, #50, #55, #60, #70,
#80 - no 1 urr.;

HaGop VDHS-HA003028 » coctase: H-Files, mnwna 28 mm, pasmepnt: #90, #100, #110, #120,
#130, #140 - no 1 mrt.;

Ha6op VDHS-HA001031 B cocrase: H-Files, nnuna 31 Mm, pasmephi: #15, #20, #25, #30, #35,
#40 -no 1 miT.;

Ha6op VDHS-HA002031 B cocrase: H-Files, anuna 31 mm, pasmepnl: #45, #50, #55, #60, #70,
#80 - no 1 w.;

Ha6op VDHS-HA003031 B coctage: H-Files, annna 31 MM, pazmepri: #90, #100, #110, #120,
#130, #140 - no 1 wrr.;

Ha6op VDHS-RA001021 B cocTaBe: Reamers, anunia 21 mm, padmepst: #15, #20, #25, #30, #35,
#40 -no 1 mir.;

HaGop VDHS-RA002021 B cocrase: Reamers, anuna 21 MM, pasmepsr: #45, #50, #55, #60, #70,
#80 - no 1 w.;

HaGop VDHS-RA003021 B cocrase: Reamers, anusa 21 MM, pasmepas: #90, #100, #110, #120,
#130,#140 - no 1 aT.;

HaGop VDHS-RA001025 B cocrape; Reamers, anuna 25 MM, pasMepst: #15, #20, #25, #30, #35,
#40 - no 1 wrr.;

HaGop VDHS-RA002025 B cocTase: Reamers, anuna 25 MM, pasmephi: #45, #50, #55, #60, #70,
#80 - no | w.;

Ha6op VDHS-RA003025 B cocrase: Reamers, anuna 25 MM, pasmepsi: #90, #100, #110, #120,
#130, #140 - no 1 urr.;

Ha6op VDHS-RA001028 B cocrage: Reamers, anuna 28 MM, pasmepsr: #15, #20, #25, #30, #35,
#40 -nmo 1 mr;

HHCTPYKIIHA ITO TPUMEHEHHIO
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20.

21,

22.

23,

24.

25.

26.

27.

28.

29.

30.

31.

32.

33,

34,

35.

36.

37.

3s.

39.

40.

Habop VDHS-RA002028 B coctabe: Reamers, anmHa 28 M, pasmepsl: #45, #50, #55, #60, #70,
#80 - no 1 w.;

HaGop VDHS-RA003028 B coctase: Reamers, ymuna 28 MM, pasmepur: #90, #100, #110, #120,
#130, #140 - no 1 urr.;

Ha6op VDHS-RA001031 B cocrase: Reamers, mymana 31 MM, pasmepnt: #15, #20, #25, #30, #35,
#40 - no 1 wrr.;

Habop VDHS-RA002031 B cocrase: Reamers, aymna 31 MM, pasmepni: #45, #50, #55, #60, #70,
#80 - no 1 wiT.;

Habop VDHS-RA003031 8 cocrane: Reamers, ammHa 31 MM, pasmepsr: #90, #100, #110, #120,
#130, #140 - no 1 m.;

Habop VDHS-KA001021 B cocraee: K-Files, iusa 21 MM, pasmepss: #15, #20, #25, #30, #35,
#40 - no | u,;

Ha6op VDHS-KA002021 B coctase: K-Files, amuna 21 mm, pasmepni: #45, #50, #55, #60, #70,
#80 -no 1 w.;

HabGop VDHS-KA003021 B cocrase: K-Files, mmuna 21 MM, pasmepsi: #90, #100, #110, #120,
#130, #140 - no 1 wr.;

Habop VDHS-KA001025 B cocrase: K-Files, minna 25 mu, pasmepsr: #15, #20, #25, #30, #35,
#40 - o | wr.;

HaGop VDHS-KA002025 B cocrase: K-Files, nmuna 25 Mm, pasmepsi: #45, #50, #55, #60, #70,
#80 - oo 1 w,;

Ha6op VDHS-KA003025 B cocrase: K-Files, amuna 25 mm, pasmepsr: #90, #100, #110, #120,
#130, #140 - no 1 wr.;

HaGop VDHS-KA001028 B cocrase: K-Files, nnuna 28 mMm, paameper: #15, #20, #25, #30, #35,
#40 - no 1 w.;

HaGop VDHS-KA002028 B cocrape: K-Files, nnusa 28 mm, pasmepni: #45, #50, #55, #60, #70,
#80 - no 1 wr.;

Ha6op VDHS-KA003028 B coctase: K-Files, anuna 28 MM, pasmepsi: #90, #100, #110, #120,
#130, #140 - po 1 1oT.;

HaGop VDHS-KA001031 B coctane: K-Files, anuna 31 mm, pazmepni: #15, #20, #25, #30, #35,
#40 - no 1 mr.;

Ha6op VDHS-KA002031 B coctase: K-Files, anuna 31 MM, pasmepsi: #45, #50, #55, #60, #70,
#80 - no | urr.;

Ha6op VDHS-KA003031 B cocrase: K-Files, mmna 31 mm, pasmepnt: #90, #100, #110, #120,
#130, #140 - no 1 w.;

HaGop VDHS-BS001021 8 cocTase: [TynsnoskeTpaxtopht ¢ pyuxoit, mmuea 21 mu, pasmeps: #2 —
3um,#3 -4 wr,#4 -3 wr.

Habop VDHS-BS002021 B coctase: [TynsnosxkcTpakTopsi ¢ pyuxolt, miuta 21 MM, pasmepis: #0-
1 wr.; #1- 1 wr.; #2- 2 wr.; #3 - 2 wr.; #4, - 2 wr.; # 5- 1 wr.; #6 - | wr,;

Ha6op VDHS-BS001025 8 cocrase: [TynsnoakcTpakTophi ¢ pyuxoit, anuna 25 MM, pamepr: #2-
3 wr.; #3- 4 wit.; #4- 3 wr.;

HaGop VDHS-BS002025 B cocrase: [Tynbno3KcTpakToph ¢ pyuKoi, miusa 25 MM, pasmepsi: #0-
1 wrr.; #1- § wr.; #2- 2wt #3 - 2 it #4, - 2 wir.; # 5- 1 wr; #6 - 1 wir;

11, SRcIIyaTAmAORHAAN AOKYMCHTAIHA: - HHCTPYKIHS NO MPUMEHEHHIO B IPYNNOBYIO YHAKOBKY ~
1 mr./ym .

10. O6oznaveHAs H CEMBOJIBI

Tatnuua 15— O603HaAYCHHR 8 CHMBOAM

UHCTPYKLIHA NO MPUMEHEHHIO
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T |
) ! -~ OGpaTHTecs X AHCTPYKIHH MO
HaroToBuTeH ) | MIPAMEHEHHIO B 3JIEKTPOHHOM
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LOT| | Kon DapTHR g Hcnonszosars Ao
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L He nmonyckate BosgehcrBua
Temnepatypuutii AHanazoH f Brarn (WA TpaHCmOpTHOH!
. , . | YNAKOBXH)
128°C} | Crepunmsanus NapoM . HnenmadukammonHbIll CHMBOJ
n BHICOKOTD JABJICHHN H-FILES
A UneRTAARAIMONHEEIN CHMBOJ . HaeHra EKAAORHEL CHEMBOI
REAMERS K-FILES
Jimana oneparusHO# YacTH
HCHTpPYMEHTa

11. Texauveckoe ofc.IyxHBAHHE H PEMOHT.
Texamgeckoe obcnyxuBanne ¥ peMOHT He IPEAYCMOTPEHBI.

12, YenoBus TPaHCNOPTHPOBKH H XpaHeHHS.

Xpanenue. Mazemms DONAHEI XpaHHTHCH UPH KOMHATHOH TeMmeparype, BAATH OT
xuaxocreli. M3berars XpaHeHHS B YCIOBHSX BRICOKOH TeMnepaTyphi, BIZKHOCTH H HOA
Bo3gelicTeHeM MPAMBIX CONHevHEIX nyucli. He xpamnTs moa Gakrepmmaamoii nammoii, 9106w
n30exaTs NOBPEKACHRA,

Tpancnoprapopanue. TpaHCNOPTHPORAHEE HI/IC/HN, YIAKOBAHHKIX B TPAHCIIOPTHYIO Tapy,
AOJDKHO OCYIICCTBISTh BCEMH BHJAME KpPRITEIX TPAHCIOPTHEIX CPEACTB € COOMOmEHHEM
OPENOCTOPOKHOCTEH, YKA3aHHRIX HAa TPAHCHNOPTHOH Tape ¥ B COOTBETCTBHH C NpaBHAaMH
NEPEBO3KH IPY30B, AeHCTBYIOIMMH Ha TPAHCTIOPTE JARHOIO BH/IA.

Ycnosus XpaHeHHs B TpaHCOOPTHPOBAHRAN:
- TeMmeparypa: ot 0 1o 40 °C;
- RIIAXHOCTB: oT 40 10 95 %;
- TABJICHAE: HET 0COORIX TpeGopanmi.

Ixconyaratag. HM3genns npEMEHLIONCS B METULEACKAX YYPERKOCHAAX, B YCIOBHAX,
TpeOyIOmMX 3AUMTH pPYK MEOUUMHCKOrO paCOTHHKA NpPH HCHOOJAB3OBAHHH W3ACHHA IO
HA3HAYCHUIO.

YcenoRRs KCILTYaTaIMH:
- Temmeparypa: ot 0 a0 30 °C;
- BIAXHOCTS: OT 45 10 75 %;
- DaBRNICHHE: HET OCOORIX TpeGopaHMmiL.

HHCTPYKLAA 1O MPUMEHEHHIO

T A A 4T ITIEATY INLY/AVESAT Yﬂﬂﬂm‘s
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13. Crepuanianns, 0MHCTKA H Ae3HHPeKUHS,

Uncrpyment pyusolf cranbHo#t >HaonoHTHgecKul Stea® B Habopax — HecTepunbHOe
H3ENHE MHOTOKDATHOIO NPHMCEHCHHA, MOLNCKAUICEe ACIMHPEKIHH, NPEACTCPRIA3ANROHHOM
OYHCTKE H CTEPHIN3ALUNA,

[fepen xaxabM HCNONL30BAHHEM TIPOBOAHTCA CTEPHAH3aUWsA, NOCJIE HCOOIL3OBAHUA —
nesunGexns ¥ NPeNCTEPHITH3AMORHAL OYHCTKA,

Jna Meamumackoro niaenus « MuctpyMent pyumo# cranbholt SHROKOHTHEECKMH Stea® B
Habopax» peKOMEHAYeTcA IapoBod METOA CTepHJIH3AlMH - MCTOI CTEPHIM3aLHH IapoM
BLICOKOIO JaBJieHHs B aBTOK/IaBe. Y CIOBUA cTepuinsanuu: crepuansaums 220 xI1a (2,2 6ap), 126
°C B Teucaue 15 muryT win 121 °C B TeucHue 20 MAHYT.

[Ipu npoeeackuu Ae3uHGEKIMM, OPESACTEPHAH3ALNHOHHON OYHCTKM H CTEPHIM3ALMH
JOMYCKaeTcs HCMONb3IOBAaHEE TONBKO TOre O0OpYAOBaHHMA (YCTaHOBKM, MOEYHBIC MALIWHBI,
CTCPHJIH3ATOPEl H Jp.), KOTOpOe paspelicHO B YCTAHOBICHHOM NOPAIKES K NPHMCHCHHMIO B
Poccntickoit ®eneparun.

B kauectse cpeacTs Ae3uH(EKUHH, MPeACTEPHIK3ALHOHHON OYHCTKH H CTEPHIH3ALAH
HCMOJAB3YIOT TOJNIBKO paspellieHHHIE B YCTAaHOBJIEHHOM nopsaxke B Poccuiickoli denepanuu
(H3AYECKHE U XHMHYECKHE CPEeCTBa.

[Ipu BeiGOpe cpencts cheayerT y4YMTHBATL PEKOMEHAALUHH H3TOTOBHTENEH H3aenwii,
Kacaloluecs BO3AeHCTBHA KOHKPETHRIX CpeAcTB (M3 Yucaa paspewieHHBIX B PO ana nannoit nenn)
Ha MaTEPHATHI ITHX A3NCIHIA.

14, Yranu3auns 4/BH YHRYTOXKEHRE,

Menuuusckne u3genus «MHCTpYMeHT pyqHOH CTanbHO# 3HAOAOHTHYecKHi Stea® B
Mabopax» nocie BCI0Ab30BAHHA HX N0 HA3HAYEHHIO OTHOCATCA K IMHACMHONOMHYECKH ONacHbIM
OTXOAaM (M3JeNHsA, 3arpA3HEeHHbe KPOBbIO H/WIR ApPYrUM# OHONOIHYECKHMM KHIKOCTAMHE
NAaLUEHTOB).

B fmaHHOM cnyvae MeEAMIHHCKAS OpraHW3alMsA OCYIIECTBIAET TOALKO cBop,
06e33apakHBAHHCE H BpeMEeHHOEe XpaHeHHe BhIleyKasaHHBIX 0TXx0A0B. O0e33apaxuBanue AONMKHO
NMPOBOAHTLECS B COOTBCTCTBHH C Tpe0OBAHMAMM CAHHTAPHLIX NPABMA H MHHIX HOPMAaTHBHBLIX
NpaBOBHIX AaKTOB Tol MAH MHOM CTpaHbl BO BCeX JIeueOHO-MPOPHIAKTHYECKHX YYPERISHHAX
HE3aBHCHMO OT uX npopuna. COop oCyIECTRIAIOT B NaKEThHl HIH B KOHTEHHEPH ONHOKPATHOIO
NPHMEHEHWs C LBETOBOA MapKUpOBKOH, DPHHATON M4 ONacHHIX MEAHUHHCKHX OTXOJOB B
MOMCIUCHHK KM B MECTaX JUIS BPEMECHHOTO XPAHCHHA MEOHIMHCKHEX OTXOJO0B JO fIOCAEAYIOWEro
TPAHCTIOPTHPOBAHUA K MECTY YHHUTOXNEHNS WIH YTHAU3AIMH.

TpancnopTHpoBaHMeM MEAHOMHCKAX OTXOZOB (MCMONb30BAHHBIX MMIUIAHTATOB MM
KOMOOHEHTOB) H3  MERUUMHCKMX  yupexacHuii, MX  yrwimMsauuMel — 3aHAMAIOTCH
CHCURATHIUPOBAHHBLIC OpraHW3allMH, HMEIOMe NHLEH3HI0O Ha ofpallieHHe ¢ ONacHHIMM B
NHASMHUOIOTHYECKOM OTHOINCHHH MCIMUHHCKHMH OTXOJAMH.

[NoTpebuTennckas ynakoska, OpakOBaHHbBIE M3ICNHA OTHOCATCA K SMHACMHONOTAYCCKH
Oe3zonacHLIM OTXOAaM (HEOMACHBIM OTXOA3M, Hé HMEIOMHM KOHTAKTA ¢ GHONOrHYECKHMH
KH/IKOCTAMH NalHEHTOB, HHPEKIHORHLIMH OONBEHBLIMH ), NPHOMKEHHBIM 10 COCTABY K TBEPIbIM
onrrosbiM  oTxomaM (TBO). Onnako, pexoMeHAYeTCs YTHIH3MPOBATh HX OTACIBHO Kak
NPOMBIIINEHHBIH OTXOR 4epe3 CHCLMANU3IHPOBAHHBIC OPraHH3allHH, HMCIOIHE JMIICH3HIO Ha
JaHHbLiA BAA NeATETHOCTH.

C6op smunemmonorudeckn 6e30MaCHBIX OTXOJOB OCYLUECTBAACTCA B MHOrOpa3OBHiC
€MKOCTH H/JIH OAHOPA30BEIe MAKeTsl (38 HCIUMOUCHHEM MAKETOB 1BETA, NPHHATOrO AJIA ONACHBIX
oTX0A0B). [lopanok MHTEA H AC3UH(EKIIMH MHOIOPA3OBOI TAPHI ONPEHCIACTCA B COOTBETCTBHH
co cxemMoif oDpallieHH OTXOI0B B KaXKAOH KOHKpeTHOMH opranu3auny. [Topaaok c6opa u xpanenns
SMHAEMHONOTHIECKH 6€30NaCHEIX OTXONOB ONPEACIACTCA B COOTBETCTBUH €O cxeMoif oGpaieHns

HWHCTPYKUMUS MO NPUMEHEHUIO
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.60SZDRAVNADZOR.RU JTHE
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OTXOJIOB B KAXAOK XOHKPECTHON OpraHH3aIHK.

TpascnopTRpOBaHKE M YTHANALKA OCYILECTRIBIOTCA C YUETOM TpeGoBaHui, MPUHATHMHA
IS AAHHOH TEPPHTOPHH, B COOTBSTCTBHH ¢ CAHHTAPHBIM 3aKOHOMATENBCTBOM TOH MM HHOH

CTPaHH K COACPKAHNIO TEPPHTOPHH HaCEICHHBIX MECT K OOPALIEHHIO C OTXOAAMH NPOU3BOJICTBA
HI

18. Cpox roamocTs.

Cpox TromHOCTH MEIMUMHCKOro migenus «HMHCTpyMeHT pyuHOM  crambHOMU
sHpoaoHTRIecKHi Stea® B Habopax» cocTaRNAeT 5 JeT.
KomagecTBO HOBTOPHEIX puMeHeHu# He Gonee 10 pas,

16. Ilepesiens cTanaapTOB

Tatnuua 16 — IlepeueHb CTARIAPTOB, NPHAMECHICMEIX NIPK HINVTOBICHEN MOARIAHCKHX wigenuk

93/42/EEC, EN ISO 13485, EN ISO 14971, EN ISO 7405, EN ISO 10993-1/AC, EN ISO 10993-
5, EN ISO 10993-10, EN 62366-1, EN ISO 15223-1, EN ISO 15223-2, EN 1041+Al, PD CR
12401, EN ISO 3630-1, EN 1639, EN ISO 17664, EN ISO 9687

Hpumevanue: CramnapTh MCIIONB3YIOTCK B nocHe el peaakiiy: OpraHu3anKs COXpaHseT B
OGHOBJISET CIKCOK CTIPABOYHAIX CTAHAAPTOB KaK 3alIHCH COOCTBCHHOH CHCTEMBI YIIPABICHAS B
cootBeTcTBEH ¢ ISO 13485,

HHCTPYKILIHA 11O ITPHMEHEHHAIO

WP A B AV TP AWET AR TATAS AT TAVRTEE
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MepeBoA AaHHOTO TeKcTa BbINO/IHEH NepeBoAYNKOM MantolwoBoin AHHONV AHAPEEeBHO

noanmco

Poccuitckaa depepauyns
fopog MockBa
[ecAToro okTabpsa gBe ThicAYN ABajLaTb YETBEPTOro roga

f, Bepemuin HOnuna WropesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
nepeBoAuMKa MantoLoBoin AHHbI AHAPEEBHbI.

Moanwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoANMcaBLLEro JOKYMEHT YCTaHOB/IEHA.

3aperucTprpoBaHo B peectpe: Ne 77/2194-H/77-2024-/2'3263

YnnayeHo 3a CoBepLUEHNe HOoTapuaibHOro feiictems: 400 py6. 00 kon.

noanuco lepb6oBas meyaTb
HoTapuyca r. MOCKBbl
Bepemunii HO..

Bcero npoLuHypoBaHo, MpoH BaHO
N CKPEeneHo nevatbio 32 n 0B).
HoTtapuyc:

Poccuitckas ®egepayuns
Nopoa MockBa
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