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Direction for use

1. Product subtitle:

Endodontic R - PILOT instrument of nitinol (NiTi) for preparation of root canals

2. Product release:

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals of
different sizes:

1 Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals in blisters of 6 instruments, size 12,5, length 21mm
2. Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals in blisters of 6 instruments, size 12,5, length 25mm
3. Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals in blisters of 6 instruments, size 12,5, length 31mm

4. Endodontic R - PILOT instrument of nitinol (NiTi) for preparation of root
canals in blisters of 4 instruments, size 12,5, length 21mm

5. Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals in blisters of 4 instruments, size 12,5, length 25mm

6. Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals in blisters of 4 instruments, size 12,5, length 31mm

3.Indications for use

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals is a
glide path instrument used in reciprocating motion to prepare the root canal system
before the shaping with a rotary or a reciprocating instrument.

4.Description

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals will be used mechanically in reciprocating motion with endodontic
motors with the RECIPROC settings. The glide path will be obtained with
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one single mechanized file in each cases an initial manual scouting should
be used.

Following the intended use of this device, the main interaction of endodontic
R- PILOT Instruments of nitinol (NiTi) for preparation of root canals with the
human body will be a limited contact with the internal partof the root canals
that have to be treated: dentin and residual pulp. Residual pulp is defined as
the remaining pulp after manual scouting using hand files. It can be assumed
that contact with skin or mucosa may happen unintentionally during
treatment

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals
are intended as single use (i.e. single patient) devices. In order to prevent
sterilization, an ABS (acrylonitrile butadiene styrene) ring, located on the handle,
will expand in case of sterilization. The dimension of this ring after sterilization
makes the connection of the file with the contra-angle impossible. Therefore,
the manufacturer can insure that the files will not be reprocessed

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root
canals_used in reciprocating motion to prepare the root canal system before

the shaping with a rotary or a reciprocating instrument.

These instruments are to be used only in a clinical or hospital environment by
gualified users (general practitioners (dentist) as well as Endo Specialists),
following Good Dental Practices.

All patients can be treated with the product.

Photo. Example of the product

Carton box  with
approximate position
of Russian  sticker
(Front view)
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5. Application: for dental use only

6. Composition of the working length:

Working length of endodontic R- PILOT instrument of nitinol (NiTi) for
preparation of root canals is made of nitinol (NiTi) type (M - Wire)

Shaft of made of zinc and copper (basic components)

Stopper is made of silicone

Non - autoclavable plastic ring (ABS) is made of acrylonitrile butadiene styrene

Stopper and non - autoclavable plastic ring (ABS) have brown color in order to
distinguish endodontic R- PILOT instrument of nitinol (NiTi) for preparation of
root canals from other instruments due to its interim size (12,5)
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y.Technical characteristics

Size: 12,5

Working length; 21, 25, 31 mm

Taper: 4%

Shaft diameter; 2,35 mm

Depth marks, tapering and cylindrical part

Number of depth marks
Depth marks placement
Depth mark 1

Depth mark 2

Depth mark 3

Depth mark 4

Depth mark 5

Tapering part
Cylindrical part

Working length 21 mm
3

18 +/-040 mm
measuring from cutting
tip (D1 side) to the
middle of the depth
mark 1

1+/-0,05 mm

from the middle of the
depth mark 1 till the
middle of the depth
mark 2

1+/-0,05 mm

from the middle of the
depth mark 2 till the
middle of the depth
mark 3

Not applicable

Not applicable

17+/-0,5 mm
4 +/-0,5 mm

Working length 25 mm
4

18 +/-0,10 mm
measuring from cutting
tip (D1 side) to the
middle of the depth
mark 1

1+/-0,05 mm

from the middle of the
depth mark 1 till the
middle of the depth
mark 2

1+/-0,05 mm

from the middle of the
depth mark 2 till the
middle of the depth
mark 3

2 +/-0,05 mm

from the middle of the
depth mark 3 till the
middle of the depth
mark 4

Not applicable

17+/-0,5 mm
8 +/-0,5 mm

Working length 31 mm
5

18 +/-0,10 mm
measuring from cutting
tip (D1 side) to the
middle of the depth
mark 1

1+/-0,05 mm

from the middle of the
depth mark 1 till the
middle of the depth
mark 2

1+/-0,05 mm

from the middle of the
depth mark 2 till the
middle of the depth
mark 3

2+/-0,05 mm

from the middle width
of the depth mark 3 till
the middle of the depth
mark 4

2 +/-0,05 MM

from the middle of the
depth mark 4 till the
middle of the depth
mark 5

17+/-0,5 mm

14 +/-0,5 mm

8. Indications for Use

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals
instrument is a Glide Path instrument used in reciprocating motion to prepare the
root canal system before the shaping with a rotary or a reciprocating instrument.

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals
instrument may only be used in reciprocating motion with a designated drive system
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with original VDW RECIPROCR settings, e.g. VDW.CONNECT Drive or VDW.GOLDR
RECIPROC. The use of reciprocating drive systems without original VDW RECIPROCR
settings can lead to instrument fracture and misuse.

9. Contraindications

Similar to all machine driven root canal instruments, endodontic R - PILOT
instrument of nitinol (NiTi) for preparation of root canals should not be used in a
root canal with an abrupt apical curvature in the apical region which is managed
with pre-curved hand

files.

10. A Warnings
None known

11. V Precautions

The instruments may only be used by qualified persons in dentists' offices or clinics.

Use a rubber dam.

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals
instruments are sterile, single use instruments, designed to be used in no more than
one molar. The instrument cannot be re-sterilized.

Examine the instrument during treatment for signs of wear such as untwisting,
bending or damaged cutting edges. Inthese cases, instruments should be discarded.

Clean the flutes from debris in an interim stand every three pecks and irrigate the
canal according to the appropriate irrigation protocol. (INTERIM-STAND with REF
No. 495)

Only light pressure should be applied on endodontic R- PILOT instrument of nitinol
(NiTi) for preparation of root canals instruments. If resistance is encountered or if
the instrument does not advance, clean the instrument, irrigate the canal according
to the appropriate irrigation protocol and check the canal for possible blockage with
a C-PILOT file ISO size 08 at minimum or similar hand file. Then use the endodontic
R- PILOT instrument of nitinol (NiTi) for preparation of root canals instrument
briefly with a lateral brushing motion.
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12. Adverse Events

During the application of equivalent devices, it was found out that there is a
possibility of instrument breakage. All risks associated with this case were
considered and analyzed in the Risk Management Report. In conclusion, due to low
risk rate reported for equivalent devices. Endodontic R- PILOT instrument of nitinol
(NiTi) for preparation of root canals can be considered to be safe when used for
dental root canal preparation, following Precautions stated in 11. Precautions of this
Direction for use.

13. Step - by- step Instructions

The application of endodontic R- PILOT instrument of nitinol (NiTi) for preparation
of root canals is recommended for the following cases:
» Initially to render the existing natural canal path smooth prior to the use of
shaping instruments
* During root canal preparation with RECIPROC whenever advancement with
RECIPROC becomes difficult (e.g. RECIPROC R25 or RECIPROC blue R25)

Prior to the use of shaping instruments

1. Establish a straight-line coronal and radicular access to the root canal
entrance.

2. Use a C-PILOT file I1SO size 08 at minimum or similar hand file to ensure
patency and determine working length with the help of a preoperative
radiograph [mandatory] and/or an apex locator.

3. Afterwards use endodontic R - PILOT instrument of nitinol (NiTi) for
preparation of root canals as described in sections a-f until working length has
been reached
a) Place irrigant in the access cavity of the root canal.

b) Introduce endodontic R - PILOT instrument of nitinol (NiTi) for preparation
of root canals free without binding into the canal. Press the ON/OFF button
or foot pedal of the motor when the instrument is at the root canal orifice.

c) Move the instrument in a slow in-and-out pecking motion. The amplitude
of the in-and-out movements should not exceed 3 mm. Only very light
pressure should be applied. It is also possible to brush laterally. The
instrument will advance easily in the canal. One in-and-out movement = one
peck.

d) Clean the instrument in the interim stand after 3 pecks.
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e) Irrigate the canal.
f) Repeat steps c-e until full working length has been reached
4. Continue your shaping with the VDW file system of your choice.

14. During root canal preparation with RECIPROC
In some canals the RECIPROC instrument may stop from advancing in the canal or
its advancement may become difficult.

1 Use a C-PILOT file ISO size 08 at minimum or similar hand file to determine
working length with the help of a preoperative radiograph [mandatory]
and/or an apex locator.

2. Afterwards use Endodontic R - PILOT instrument of nitinol (NiTi)) For
Preparation of root canals as described in section 8. 3a-f until working length
has been reached.

15. Disinfection, cleaning and sterilization and disposal

Endodontic R- PILOT instrument of nitinol (NiTi) for preparation of root canals is
intended for single-use only. Disinfection, cleaning and sterilization procedures are
not recommended. Re-use of endodontic R- PILOT instrument of nitinol (NiTi) for
preparation of root canals can increase the risk of cross contamination and
breakage.

16. Conditions of storage and shelf life
Store at temperature 0°C - +30°C
Humidity 50-60%

Away from direct sunlight

Shelf life is 5 years

17. Transportation conditions

Product should be transported in compliance with regulations valid for each type of
transport at temperature - 20°C - +60°C, humidity 50 - 60%, away from direct
sunlight

18. Environmental protection requirements
The product does not have negative impact for the environment during its life cycle.
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19. Application conditions

Instrument only be used by qualified persons in dentists' offices or clinics at a
temperature of 0 ° Cto + 30 ° C, at a relative humidity of 50 to 60%, away from
sunlight. The products are properly used inside the oral cavity, with the presence of
biological fluids at the nominal temperatures asfrom 32 °to 42 °C

20. Maintenance and repair
Product is intended for single use only. Product is not a subject for resuse and

therefore also not for repair

21. Symbols used

T Batch code
Use-by date
REF Catalog number

4 instruments in each blister

M V
6 instruments in each blister
m
Do not use if packaging
is damaged
RECIPROC RECIPROC trade mark

Do not re-use

M - Wire nickel - titanium alloy sign

.

CE marking
0123
STERILE R Sterilized using irradiation
Manufacturer
Rx only For dental use only

For Dental Use only

23. Waste
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Disposal in accordance with sanitary rules and regulations of the Russian Federation
SanPiN 2.1.7.2790-10 "Sanitary and epidemiological requirements for handling
medical waste". Risk class of medical waste is B.

24. Warranty
VDW products are guaranteed to be free of defects in materials and craftsmanship

to the original purchaser.

VDW does not take any responsibility and does not pay compensation for possible
damage or accidents caused by:

Use of product in contravention of its Directions for Use;

Use of product in contravention of its Indications for Use;

Use of product in conjunction with a reciprocating drive system (i.e.,
endodontic motor) without the manufacturer's product-specific settings;

Accident abuse, neglect, or normal wear and tear.

In no event shall VDW be liable for any special, direct, indirect, exemplary, punitive
or consequential damages or costs. For product quality issues, please contact
VDW's Authorized Representative:

In Russian Federation:
Dentsply Sirona LLC
115432 Moscow, prospect Andropova, dom 18, korpus 6, offices 1 39 40

+7 (495) 725 1087
cis@dentsply.ru
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25. List of international applied standards:

1 EN 556-
1:2001/AC:2006

2 EN 980:2008

3 EN 1041:2008

4 EN ISO 15223-1: 2012
"'Omen- EN 1S021531:2b09

6 EN 1SO 10993-1:2010
7 EN 1SO 10993-5:2009
8 EN 1SO 11137-3: 2006
9 EN ISO 11137-2:2015

10 EN I1SO 11137-1: 2015

1 EN 1SO 11607-1:2009
+ A1:2014

12 EN 1SO 11607-2:2006

+A1:2014

13 EN ISO 13485:
:2012/AC:2012

14 EN ISO 14971:2012

15 IEC 62366:2007

16 ISO 1797-2:1992

17 ISO 1797-1:2011

18 EN 1SO 3630-1:2008

26. Manufacturer

Sterilization of medical devices - Requirements for medical devices
to be designated "STERILE" - Part 1: Requirements for

terminally sterilized medical devices

Symbols for use in the labelling of medical devices

Information supplied by the manufacturer of medical devices

Medical devices - Symbols to be used with medical device

labels, labelling and information to be supplied - Part 1: General
requirements

Dentistry - Graphical symbols for dental instruments

Biological evaluation of medical devices - Part 1. Evaluation and
testing within a risk management process

Biological evaluation of medical devices - Part 5: Tests for in

vitro cytotoxicitv

Sterilization of health care products - Radiation - Part 3

Guidance on dosimetric aspects of development, validation and
routine control

Sterilization of health care products - Radiation - Part 2
Establishing the sterilization dose

Sterilization of health care products - Radiation - Part 1
Requirements for development, validation and routine control of
a sterilization process for medical devices

Packaging for terminally sterilized medical devices - Part 1
Requirements for materials, sterile barrier systems and
oackaqing systems

Packaging for terminally sterilized medical devices - Part 2
Validation requirements for forming, sealing and assembly
processes

Medical devices - Quality management systems - Requirements for
requiatorv purposes

Medical devices - Application of risk management to medical
devices

Medical devices - Application of usability engineering to medical
devices

Dental rotary instruments - Shanks - Part 2. Shanks made of
plastics
Dentristy - shanks for rotary instruments - Part 1: Shanks made of
metals

Dentistry - Root-canal instruments - Part 1. General requirements
and test methods

«VDW GmbH», Bayerwaldstraf*e 15, 81737 MQnchen, Germany,
Tel: +49 89 62734-0* dakc +49 89 62734-304
info@vdw-dental.com « www.vdw-dental.com

27. Authorized Representative in the territory of Russian Federation:

Dentsply Sirona LLC

115432 Moscow, prospect Andropova, dom 18, korpus 6, offices 1 39 40

+7 (495) 725 1087
cis@dentsply.ru
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ViHapyKuus No NpUMeHeHUHo

NHapymeHT aHgon0HTUYecKUA R - PILOT n3 HutnHona (NiTi) A4ns npenapupoBaHus
KOPHEeBbIX KaHa/N0B

MPOV3BOACTBA KOMIMaHUN
«VDW GmbH», BayerwaldstraBe 15, 81737 Munchen, Germany,
Tel: +49 89 62734-0

BOB MviGX, MepvaHnst

[/®b . 201)

MeHemep no pervctpauyn VDW GmbH Kamuina KB/TKOBCKA

YY CrnbH

81737 MUNCHEN. BAY ERWALDSTR . 15
TEL 039 /6 27 34-0, FAX 089 m6 27 34-190
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WHCTpYKUMS MO NPYMEHEHUIO
1. HavmeHoBaHue:
WHCTpymMeHT aHaofoHTUYeckuii R- PILOT u3 HuTtnHona (NiTi) ans
npenapvpoBaHnsa KOPHEBbIX KaHasl0B
2. ®opma Bbinycka:

1 WMHCTpyMeHT aHAaoaoHTMYecknin R -  PILOT u3 HutnHona (NiTi) Aansa
npenapupoBaHns KOPHEBbIX kaHanoB B 6auctepax no 6 wr., pasmepsl 12,5; anvHa
21mm.
2 WHCTpyMeHT aHgogoHTuyecknin R - PILOT u3 HutuHona  (NiTi) gns
npenapvpoBaHnsi KOPHEBbLIX KaHanoB B 6/si1cTepax no 6 wr., pasmepsl 12,5; ginHa
25 MM.
3. WNHCTpyMeHT aHpogoHTuyecknin R - PILOT w3 u3 HutuHona (NiTi) gns
npenapnpoBaHns KOPHEBbLIX KaHas/0B B 6aimctepax no 6 wr., pasmepbl 12,5; gnvHa
31mm.
4. WHCTpyMeHT aHpgofoHTuyYeckmin R - PILOT u3 HutnHona  (NiTi) gns
npenapuvpoBaHnsl KOPHEBLIX KaHasioB B 6/iMcTepax no 4 wr., pasmepsl 12,5; anvHa
21Mm.
5. NHCTpyMeHT 3sHpgogoHTuYeckuh R - PILOT w3 HutuHona  (NiTi) ansa
npenapuvpoBaHnsl KOPHEBbLIX KaHasioB B 6/mMcTepax no 4 wr., pasmepsl 12,5; anvHa
25 MM.
6. WMHCcTpyMeHT 3sHpogoHTuYeckuh R - PILOT wm3 HutuHona  (NiTi) ansa
npenapvpoBaHnsa KOPHEBbIX KaHas0B B 6amMctepax no 4 wr., pasmepsl 12,5; givHa
31mMmm.

3.Ha3HaueHwue:

Wcnonb3yetca B peuuMnpokHOM pexume A/ cOo34aHuUsi KOBPOBOW [OPOXKM MNpu
npenapvpoBaHUM CUCTEMbl KOPHEBbLIX KaHanoB nepen co3gaHnem  ¢opMbl
poTauMOHHbIM UM PEUUNPOKHbIM UHCTPYMEHTOM

4.0nnucaHne

NHCTpyMeHT saHgoaoHTu4Yecknin R- PILOT n3 HutuHona (NiTi) gns npenapupoBaHus
KOPHEBbIX KaHa/IOB WCMOMb3yeTCA MEeXaHW4Yecku B pexume peuunnpokHOro
Bpalll,eHMs C NTPUMEHEHNEM 3HAOAOHTUYECKMX MOTOPOB € HacTpoikamn RECIPROC.
KoBpoBass fopoXka OyaeT nosyyeHa nyteM NPUMEHEHUs O4HOro0 MeXaHW4ecKoro
WHCTPYMEHTa, BO BCEX C/lydasx AOJ/IKHO ObiTb WCMNOMb30BAHO MpenBapuTesibHoe
py4yHOe nccnefoBaHue KaHasa.

CornacHo npegnonaraeMoMy MPUMEHEHUD U3[eNnsd, OCHOBHOE B3auMoeWcTeue
WHCTpyMeHTa 3HgogoHTnyeckoro R - PILOT wu3 HutnHona  (NiTi) ans
npenapvpoBaHnsa KOPHEBbIX KaHas/I0B C Ye/NI0BEYEeCKMM OpraHu3mMoM npeacrasnser
co60l orpaHMYeHHbIN KOHTAKT C BHYTPEHHEWN YacTbio KOPHEBbIX KaHaoB, KOTOpble
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HeoO6X0AMMO BbINIEYNUTL: AEHTUHOM M OCTaTOYHON nynbnoi. OcTatoyHas nysbna
onpefenieHa Kak nysibna, OCTasBLUasACA Mocne Py4yHOro UCCMenoBaHWA KaHasia npu
MOMOLL, U PYYHbIX MHCTPYMEHTOB.

WHCcTpymeHT aHgofoHTUYecknini R- PILOT m3 HutuHona (NiTi) gna npenapvpoBaHus
KOPHEBbLIX KaHas/l0B nMpefHa3HayeHbl 4719 O04HOPAa30BOro MCnonb3oBaHuda. [AnA
npefoTBpalleHns crepunusaymn npoTekTop, pacnosararlieecd Ha XBOCTOBUKE
OyfdeT pacwmpaTbCA B Crlydyae NpoBefeHus npoueaypbl ctepunusauymn. Pasmepsl
3TOr0  MNpoTekTopa nocsie  cTepuiuMsaunm  genalT  CBA3b  UHCTPYMEHTa
aHpopoHTUYeckoro R - PILOT u3 HutuHona (NiTi) ana npenapupoBaHuMa KOPHEBbIX
kaHanoB ¢ paboueil O/IMHHOW HEBO3MOXHOW. Takum o6Gpasom, Npou3BOAUTENb
ob6ecrneynBaeT HEBO3MOXHOCTb NOBTOPHOMW 06pabOTKN UHCTPYMEHTOB. VIHCTPYMEHT
aHpoaoHTMYecknin R- PILOT u3 HutmHona (NiTi) gns npenapypoBaHUA KOPHEBbIX
KaHa/l0B MCNOJMb3YITCA B peXUMe peyunpoKHOro BpalleHus Ana npenapvpoBaHus
CUCTEMbl KOPHEBbLIX KaHasioB A0 (POpMMPOBaAHUA NpPU NOMOLU POTALUOHHOIO WU
pPeLnnpoKHOro MHCTPyMeHTa.

[aHHble WHCTPYMEHTbl WCNOJb3YTCA TOJ/IbKO B KJAMHUYECKOW Wan 6O0SIbHUYHOM
cpefe KBaMuumpoBaHHbIMW  MONb3oBaTeNsAMM  (Bpadyamum o6Wen npakTuku
(paHTMCTAMK), a Takxke cneuyuannuctamm nNo 3HAOAOHTUK), B COOTBETCTBUM C
npasunamMmn Hagsexawein cToMaTosIorM4eckon nNpakTuku.

JleyeHve gaHHbIM NPOAYKTOM MOTYT Moaly4yaTb BCe NalUeHThl.
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5.06nacTb NPUMEHEHUs! U3ENNS; TONLKO A1 UCMNOSIb30BaHNA B CTOMATOM0MMN

6.CoctaB paboyeil AIMHbI MHCTPYMEHTA:
Paboyas g/iHa MHCTPYMEHTOB aHAoAoHTUYecknx R- PILOT u3 HutuHona (NiTi) gns
npenapvpoBaHnUa KOPHEBbIX KaHa/ioB cAefniaHa W3 HUKeNb-TUTAHOBOro cniasa

(mapka M-Wire).

XBOCTOBWK M3rOTOB/IEH K3 Ch/laBa LMHKa U Meaun, (OCHOBHbIE KOMMOHEHTbI)

Cronnep n3rotaBnmMBaeTca U3 CUINKOHA.
MMpOTEKTOP M3rOTOBJIEH U3 aKPUNOHUTPUNOYTaANEHCTMPOIA.
Crtonnep M NPOTEKTOP MMEKT KOPUYHEBLIN UBET, 4TOObI pasnuyatb R - PILOT ot
OPYTUX WHCTPYMEHTOB M3-3a €ro npomexyToyHoro pasmepa (12,5). KopuyHeBbli

uset onpeneneH npoussogutesniem VDW GmbH.

Y. TexXHMYecKme xapakTepuctnkin

Pa3wvep: 12,5

Pabouasa gnuHa: 21, 25, 31 Mm

KoHyCHOCTb: 4%

OnameTp xBocToBMKa: 2,35 MM

Haceukn ansa onpegeneHust rnyo6uHbl, KOHycoobpa3Hasa n uunmHapuyeckas pabovas

4acCTb

Konnyectso Haceyek Ans

onpegeneHns rnybuHbl
[MonoxeHne Hace4yek
Haceuka 1

Haceuka 2

Haceuka 3

Haceuka 4

Haceuka 5
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NHCTPYMEHT ¢ paboueii
ONNHOR 21 MM
3

18 +/-040 mm

(ot KOHUYMKa
WHCTPYMeHTa Jo
cepeamnHbl Haceukn 1)
1+/-0,05 Mm

(oT cepeliMHbl Haceuku
1 o cepeauHsl
Haceukn 2)

1+/-0,05 Mm

(oT cepefuHbl Haceukm
2 o cepeanHbl
Haceukun 3)

He nprvmeHnmo

He npumeHnmo

NHCTpYymEHT ¢ paboueli
ANVHOI 25 MM
4

18 +/-0,10 mMm

(o1 KOHUYMKa
NHCTPYMeHTa o
cepeamnHbl Haceukn 1)
1+/-0,05 mMm

(OoT cepeaunHbl Haceuku
1 o cepeauHbl
Haceuku 2)

1+/-0,05 mm

(oT cepeamHbl Haceuku
2 4o cepenuHbl
Haceukn 3)

2+/-0,05 Mm

(oT cepeguHbl Haceuku
3 o cepeauHsl
Haceuku 4)

He nprvmeHumo

NHCTpYMEHT ¢ pabouei
AnnHon 31 MM
5

18 +/-0,10 Mmm

(o1 KOHYMKa
WHCTPYMEHTa [o
cepeamHbl Haceukm 1)
1+/-0,05 Mmm

(OT cepeamnHbl Haceukn
1 o cepeanHbl
Haceuku 2)

1+/-0,05 Mm

(OT cepeamnHbl Haceukn
2 o cepefuHbl
Haceukn 3)

2+/-0,05 MM

(oT cepeguHbl Haceuvkm
3 o cepeauHsl
Haceuku 4)

2 Mm +/-0,05 Mm



(oT cepeamHbl Haceyku
4 o cepegnHbl

Haceuku 5)
[nmHa  KoHycoobpasHoi  17+/-0,5 Mm 17+/-0,5 Mm 17+/-0,5 mm
paboueli yacTu
OnvHa  umnuHgpuueckoli 4 +/-0,5 Mm 8 +/-0,5 mm 14 +/-0,5 Mm

paboueii yactu
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B.lNoka3aHusa K NpUMeHeHuto

NHCcTpymeHT aHgogoHTu4Yecknin R- PILOT u3 HutuHona (NiTi) gna npenapupoBaHus
KOPHEBbIX KaHa/ioB - 3TO WHCTPYMEHT MO CO34aHUK0 KOBPOBOW [AOPOXKM B
peunnpoKHOM pexume BpalleHus, UCNoJib3yeMblil AN npenapupoBaHna CUCTEMbI
KOPHEBbIX KaHaNoB [0 MNpoBefeHusa npoueaypbl (POPMUPOBAHUA C MOMOLLLIO
POTOPHOIO UNN PELMMPOKHOIO MHCTPYMEHTA.

NHcTpymeHT aHgogoHTudecknin R- PILOT 13 HutnHona (NiTi) gns npenapupoBaHus
KOPHEBbLIX KaHas/IoB MOXeT OblTb MCMNO/Ib30BaH TO/IbKO B PELMUMPOKHOM pexunme
BpaLLleHus ¢ onpegeneHHon cuctemor NpMBoLOB C UCXOA4HbIMU HacTpoikamm VDW
RECIPROC, Hanpumep, npusog VDW.CONNECT wnn VDW.GOLD RECIPROC.
Vicnonb3oBaHne peuunpokHbIX NPUBOAHLIX CUCTEM 6e3 UCXOAHbIX HacTpoek VDW
RECIPROC MOxeT npuBecTu K MoJioMKe npubopa wiM ero HenpasBW/ibHOMY
NCMNO/1Ib30BaHMIO.

9. MNMpoTuBONOKa3aHUsA

Kak n Bce MexaHW4yeckne WHCTPYMeHTbl A/ 06paboTKM KOPHEBbIX KaHasoB,
WHCTPYMEHT 3HAoAoHTMYecknii R- PILOT n3 HutuHona (NiTi) gna npenapupoBaHus
KOPHEBbLIX KaHanoB Hesb3Ad UCNONb30BaTb B KOPHEBLIX KaHaslax C pe3kum
anukasibHbIM UCKPUB/IEHMEM Ha anukasbHOM Yy4yacTke, o06paboTka KOTOPOro
npou3BOAMTCA NpefBapuUTesibHO UCKPUBNEHHBIMU PYUYHBIMU UHCTPYMEHTaMMU.

10. A MpepynpexaeHns
HeT naHHbIX

11. V Mepbl NpeAoCTOPOXXHOCTH

WHCTpYyMEHTbI MOryT OblTb MCNOMb30BaHbl TOJIbKO creunasbHo 06YyYeHHbIM
nepcoHasioM B CTOMATO/I0MMYECKUX KabuHeTax Wian KINHUKax.

WMHCcTpymeHTbl  3aHgopoHTuMyeckne R - PILOT u3  HutmHona  (NiTi) ansa
npenapupoBaHNsA KOPHEBbLIX KaHas/IOB HAB/ATCA CTEPWIbHbIMU WHCTPYMEHTaMu
OZlHOPa30BOro MCNOJIb30BaHUA, pa3paboTaHHbIMU A1 UCMNOJIb30BaHUA TOJIbKO A1
ofiHoro monspa. VIHCTpyMeHTbl He MOryT 6bITb CTEPUIN30BaHbI NOBTOPHO.
Ncnonb3ayiite kodypepaam.

Bo Bpemsa npoBefeHus npouenypbl fied4eHns nposepbTe NpPUOop Ha MNpU3HaKK
NM3HOCa, Takme Kak pasBuMHUMBaHWE, KU3rM6 WM noBpexpaeHHble ne3sus. [pu
Ha/IM4YMM NOAOOHbLIX MPU3HAKOB UHCTPYMEHTbI A0/DKHbI ObiTb 3a6pakoBaHbl.
Ounwarite 60p0O34KM OT OCTATOYHOrO Mycopa B nogcTaBke interim stand uepes
Kaxable 3 yrnybneHna u opolwanTe kaHasl B COOTBETCTBMM C Hajg/iexalium
NnpoToKoNoM opolieHus, (nogctaska INTERIM-STAND VL 495)

K WHCTpymMeHTy aHpoaoHTuyeckomy R -  PILOT w3 HutnHona (NiTi) pansa
npenapvpoBaHnA KOPHEBbIX KaHa/loB AOJDKHO MPUMEHATLCA TOJIbKO Hebosibloe
pasneHve. Tpu HaAnyuMu COMPOTUB/IEHWE WM B CNyyae, €Cc/liM WHCTPYMEHT He
npoABuraeTcs, OYUCTUTE MWHCTPYMEHT, TnMpoBeauTe OpolleHne KaHana B
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COOTBETCTBUN C HaA/iexawmm MpPOoTOKO/IOM OpOLUEHMA W NOBepbTe KaHan Ha
Ha/imyme 3acopeHnsa c NnomoLb NHCTpyMeHTa C-PILOTpa3smepom kak MUHUMYM 08
WM  aHasioTMYHOro PYYHOro MWHCTPyMeHTa. 3areM BO3bMUTE - UHCTPYMEHT
aHpgoaoHTMyeckuii R- PILOT n3 HutMHoNna (NiTi) ana npenapupoBaHns KOPHEBbIX
KaHa/10B M OUYNCTUTE KaHasl, npoBeguTe Nno Hemy 6bICTPO, GOKOBbLIMU ABVMKEHUAMMU.

12. MNobouHbIe ABNEHUSA

B xoge npuMeHeHWsI 3KBUBANIEHTHbIX W3AEeNuii, Obl/I0 YCTAHOB/IEHO, 4TO €CTb
BEPOSATHOCTb MOJIOMKW WHCTPyMeHTa. Bce pucku, cBsi3aHHble C yKa3aHHbIMY
cny4yaem, 6bIIM pacCMOTPEHbI 1 YUTEHbI B OTYETE MEHEO)KMEHTA PUCKOB.

BcBA3M cyeM, NPUMEHEHUI0 MHCTPYMeHTa aHAoA0HTMYecKoro R-Pilot ns HuTMHONA
(NiTi) gnsa npenapupoBaHUsA KOPHEBbIX KaHa/i0B MOXHO cuuTaTb 6e3onacHbIM npu
ycnosum cobnogeHna  Mep nNpefoCTOPOXHOCTM, ykasaHHbiX B 11, Mepsbl
npenocTOPOXHOCTU

13. lNowaroBble NHCTPYKLUN
NHCTpyMeHT aHgogoHTuYecknin R- PILOT n3 HutnHona (NiTi) gns npenapupoBaHus
KOPHEeBbIX KaHa/I0B peKoOMeHA0BaH B CneayoLwmx crydasnx:

« T[pexnae Bcero, ANa TOro, YTo6bl CAENaTh CyLLECTBYIOLWYO 40POXKY
€CTEeCTBEHHOrO kaHasa rnajakoi o npuMeHeHns opMUpYrLLMX
NHCTPYMEHTOB.

* Bo Bpemsa npenapupoBaHUa KOPHEBOrO KaHasia C MOMOLLbIO UHCTP
RECIPROCbo Bcex cnyyasx, Korga npoasuXeHue ¢ NoOMOLWbo UHCT
RECIPROC3aTpyaHeHo (Hanpumep, RECIPROC R25 nnn RECIPROC

[0 NpyMeHeHNsT (POPMUPYHIOLLUX NHCTPYMEHTOB

1. YcTtaHOBUTb NPAMOM KOPOHKOBbLIA M paguKynapHbIA AOCTYN K YCTblO
KOpPHEBOro KaHasna.

2. WNcnonb3yiite nHcTpymMmeHT C-PILOT pasmepom kak MUHUMYM 08 wiu
NOXOXWIN PYYHOW MHCTPYMEHT ANa obecnevyeHns npoxoanmMocTum u
onpegeneHnsa paboyein A/IMHbLI C NOMOLbIO A00NEepaLMoHHOro
PEHTIeHOBCKOro CHMMKa [06513aTesibHO] U/unu anekcnokaropa

3. 3arem 1cnosnb3ynTe UHCTPYMEHT aHAoAOHTMYEeCKMA R- PILOT 13 HUTUHONA
(NIiTi) gna npenapnpoBaHNA KOPHEBbIX KaHan0B B COOTBETCTBUU C
WHCTPYKUMAMU, ONUCaHHBbIMK B pasgenax a-g, noka He 6yaeT AOCTUTHYTa
paboyas asvHa.

a) NMomecTuTe MppuraHT B NOMOCTb AOCTyNa KOPHEBOrO KaHasa.
6) NMomecTUTe MHCTPYMEHT 3HAOAOHTUYECKN R - PILOT n3 HutuHona (NiTi)
ONa npenapvpoBaHUs KOPHEBbIX KaHa/lloB B KaHa/l OTAeNbHO 6e3 CBA3YHLWMX
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anemeHToB. Haxmute kHonky BKJ//BbIK/T unn HOXHOW nepekniwo4varenb, Korga
WHCTPYMEHT HaxoAuTcAa Yy YCTbA KOPHEBOTO KaHana.

c) AABurante MHCTPYMEHT Mea/IeHHO BBOASA M BbIBOAS CBEPIO U3 OTBEPCTUS.
AMNAuTyaa OaHHbIX ABWKEHWIA He [AoshDKHa npeBbiwatb 3 MM. Ha WMHCTpyMeHT
OO/DKHO  OCYruecTBfISATbCA  O4YeHb cnaboe  pgaBrieHne. Takke  BO3MOXHO
OCYLLLeCTB/IEHME BbIMETalWMUX OBMXEHUI CO60Ky. WMHCTpyMeHT Oyaet cBO6GOAHO
npoABuUratbCA Mo KaHasy.

[Bvrainte WHCTPYMEHT MeA/IeHHO BBOASA W BblBOAA CBEPSI0 M3 OTBEPCTUSA.
AMNMTYyga [aHHbIX ABMXEHWI He [oshkHa npesbiwate 3 MM. Ha MHCTpymeHT
OO/DKHO  OCYLWIECTBMATLCA  O4YeHb cnaboe pgaBneHve. Takke  BO3MOXHO
OCYLLIECTB/IEHME BbIMETaWMX ABUXKEHUA COOKY. WHCTpymeHT 6yaeT cBO60AHO
npoABuUratbCA Mo KaHasy.

OpfHOo ABWXeHWe Tyga - croga = Of4HO yriybneHue.

4) OuncTuTe MHCTPYMEHT B noAcTtaske interim stand nocne 3 yrny6sieHunii.

e) MNMpoBeauTe opolweHne KaHana.

d) MoBTOpUTE Warn c-e 40 Nosly4yeHnss NosIHON paboyein ANvHbI.

4. Mpopomknte dpopMUpoOBaHME KaHasia C NOMOLWbI cucTemMbl parinos VDW no
Ballemy BblOOpY.

14. Bo Bpems npenapupoBaHna KOPHEBOrO KaHaslia C NOMOLLLI NHCTPYMEHTOB
mMapkn RECIPROC

B HekoTopbIX kKaHanax nHcTpymeHT RECIPROC MoXeT npekpaTtuTb NpoaBuxeHue,
NN NPOABMKEHNE UHCTPYMEHTa MOXET ObITb 3aTPyAHEHO.

Ncnonb3yinte nHctpymeHT C-PILOT pasmepoM Kak MUHUMYM 08 mnm aHasiormyHbIii
PY4YHOM  WHCTPYMEHT Ansa onpegeneHna paboyein A/IMHbI € NOMOLbHO
AoonepaunoHHOro peHTreHOBCKOro CHUMKa [06s3aTtenbHo] n/unu anekcnokaropa.

1. WNcnonb3yihte nHcTtpymeHT C-P1LOT pasmepom kak MUHUMYM 08 wiu
aHas/IoTMYHbIA PYYHOW UHCTPYMEHT 418 onpejesieHna paboyeit ANUHbI C
NMOMOLLbIO A00NepaLoHHOIo PEHTTEHOBCKOrO CHMMKa [06A3aTesibHO] n/nnu
anekcsokaropa.

2. 3aTem UCnosib3yinTe NHCTPYMEHT 3HAO0AOHTMYECKNn R- Pilot u3 HUTMHONA
(NIiTi) gna npenapnpoBaHNA KOPHEBbIX KaHaN0B B COOTBETCTBUN C
WHCTPYKLUAMKN, ONUCaHHbIMU B pasgene «llowaroBble UHCTPYKLUN»,
noanyHktax 3. a-p noka He 6yaeT fOCTUrHyTa paboyasa gnvHa

15. le3nHeKLMs, OUNCTKA, CTepUAM3aLmUs 1 yTUIN3aLms

NHCcTpymeHT aHaoaoHTnYecknin R- PILOT n3s HutuHona (NiTi) ana npenapupoBaHus
KOpPHEBbIX KaHa/ioB npefHasHavyeH TOMIbKO ANA 04HOPAa30BOro  MpUMEHeHus.
[e3nHdekunsa, ouuweHne un crepunusaumsa He pekomeHpayTca. [MoBTOpHoe
NCMNOSIb30BaHWEe UHCTpPYMeHTa 3HAoAoHTu4Yeckoro R - Pilot u3 HutuHona (NiTi) gna
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npenapvpoBaHMsl  KOPHEBbLIX KaHa/loB YyBenuuuBaeT
3arpsisHeHVs 1M NOJIOMKK npubéopa.

16. YcnoBusa 1 CPOK XpaHeHUs

XpaHutb npun Temnepatype 0°C - +30°C
OTHocuTenbHaa BnaxHocTb 50 - 60%
Bepeyb OT conHe4YHOro ceeta

Cpok xpaHeHusa: 5 net

17. YcnoBusa TpaHCnopTMpoBaHus

pucK

V3genua  pgoskHbl  TpaHCcnopTupoBaTbCA B COOTBETCTBUM
OEeVCTBYOLWMMN ANA KaXaoro smga TpaHcrnopTa npu Temnepatype -20°C - +60°C,

NPy OTHOCUTESIbHON BNaxHocTn 50-60%, BAa M OT COSTHEYHOIO CBETa

18. Tpe6oBaHUsA MO OXpaHe OKpyXKatoLlei cpeapl

NepekpecTHOro

c

npaBuiamu,

N3penue He okasbiBaeT HEraTMBHOTO BO3AENCTBMA Ha OKpyXawllyw cpesy B

MPOLIECCEe XM3HEHHOTO LMKNa

19. YcnoBusa akcnnyataumm

N3penua [0KHbI MCNOMb30BaTbCA TOJIbKO KBANUMPUUUPOBAHHLIM MeAULUHCKAM
NepcoHasioM B K/IMHUYECKUX yupexaeHuax npu Ttemnepartype 0°C - +30°C, npwu
OTHOCUTENbHOM BriakHocTn 50 - 60 %, BOa/IM OT COJIHEYHOro cBeeTa. M3pgenus
NPy Hanuunun B Hel
O6MONOTNYECKNX XUAKOCTEN MPU HOMMUHA/IbHbLIX 3HAYEHUAX TemnepaTypbl: OT 32° A0

NCMpPaBHO 3KCM/IyaTUPYTCA BHYTPWM POTOBOI MOJOCTY,
42° C

20. TexHU4Yeckoe 06CNY)KMBAHME U TEKYLLUIA PEMOHT

N3nenve npegHasHayeHo A1 O4HOKPATHOro NpuMeHeHus. N3aenve He noanexuT

PEMOHTY.
21. PaclumcpoBKa CMMBO/OB Ha MapKUPOBKe

LOT Kopg naptum
Wcnons3osatb A0 ...
y
iRfcEl Homep no katanory

4 wr B 6nuctepe

6 Wt B 61KcTEpE

He ncnonb3oBatb NpU NMOBPEXAEHNN YNaKOBKM
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3HaK 6peHaa

< r REAPRCC
3anpet Ha NOBTOPHOE MCMOb30BaHNe
3HaKk M- Wire HVKenb - TUTAHOBOIO Crasa
3Hak cepTudmkaymn EC
0123
PaguaunoHHaa ctepunmnsayma
STERILE R aAnan punnsau
HassaHve v agpec Npov3BoanUTENS
w 1
Rx only Haanncb «T0MLKO AN1F UCMOMb30BaHWA B
For Dental Use only CTOMAaToN0rMm»

23. YTnnusauymsa

YTunusaumsi B COOTBETCTBUM C CaHUTapPHbIMW NpaBuiamu U Hopmamu Poccuinckoi
dbepepauun CaHllvH 2.1.7.2790-10 «CaHntapHo-anugemMmunosiormyeckume
TpeboBaHUA K Ob6palleHUt € MeAULUMHCKAMM oTXodaMu». Knacc onacHocTu
MeaNLNHCKMX O0TX0A40B - B

24. "apaHTUn npoussoanTens
apaHTMpyeTcs, 4YTO NPOAYKLMA NOCTaBNAETCA nokynaTtesnto 6e3 AeekTtoB Cbipbsa U
NPON3BOACTBEHHbIX Ae(eKTOB
MponssBoanTesib He HeceT HUKAKOW OTBETCTBEHHOCTM W He BbinjavynBaeT
KoMNeHcauuno 3a BO3MOXHbIe NMOBPEXAEHUA UMW HecyacTHble C/lyyau, Bbl3BaHHbIE:

- HapyweHuem npasua UCNONbL30BaHUA NPOAYKTa, YKa3aHHbIX B
PyKOBOACTBE MOJ/1b30BaTeE A

- HapylieHnem npaBua UCNO/b30BAHMS NMPOAYKTA, YKAa3aHHbIX B
MHCTPYKLMMN MO NPUMEHEHUIO

- Wcnonb3oBaHMem npoaykTa B COYETAHUN C CUCTEMOI BO3BPATHO-
nocTynaTenbHOro ABUXeHUs (To ecTb 3HAO0A0HTUYECKNM ABUraTesiem)
6e3 HacTpoek NpPou3BOAUTENS;

- HecuacTHbIM cniyyaem, Ype3MepHbIM UCMO/Ib30BaHUEM,
npeHebpexeHnem TpeboBaHMAMMN WM HOPMasIbHbIM U3HOCOM.

Hn npu kakmx o6CTOsiITENbCTBAX NPOM3BOAWUTENIb HE HeceT OTBETCTBEHHOCTM 3a
Kakme-nmbo ocobble, NpPsiMble, KOCBEHHble, AUCUUNIMHAPHbIE, LWTPadHble WK
KOCBEHHble yObITKM wnn u3gepxkn. Mo Bonpocam KayecTBa MPOAYKUMU
obpawjanTecb K ynosTHOMOYEHHOMY NMpeacTaBuTesllo NPOU3BOANTENA.
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Ovpektusa 93/42/EEC MeauumHckne npubopsbl, yCTpoUcTBa, o6opygoBaHne

PernameHT (EC) Ne1907/2006 npasuia perncrpauum, oueHKn, CaHKLUMOHUPOBAHUSA U OTPaHUYeHUA XUMNUYECKUX BELLEeCTB
depepanbHas agMUHUCTPaALMA NO JieKapCTBEHHbIM cpeacTBam: pasgen 21 Kogekca pegepanbHbix npasus, Yacte 820
(2010) - PernameHT cuctembl KavyecTBa.

depepanbHan agMuUHUCTPaALMA MO NekapCTBEHHbIM cpeacTBam: pasgen 21 Kogekca pegepanbHbix npasun 801 (2010) -
MapknpoBka.

HopmaTuBHO - NpaBoBOe perynmpoBaHme AnoHUN O NIeKapCTBEHHbIX CpeAcTBax U MeAnLMHCKOro o6opyaosaHmsa (3akoH
PMD)

LPTH 812.21 - ®denepanbHblii 3aKOH O JIEKAPCTBEHHbIX CpeAcTBax U MeAuLMHCKOM o6opyaoBaHun (3aKoH O NpoayKTax
TepaneBTUYECKOro NpUMeHeHus).
ASTM F1929-15: 2015 CtaHgapTHbIi MeTog UcnbiTaHU 45 06Hapy>XeHUs yTeyek B NOPUCTON MeLULMHCKON ynakoBke
MeTOAO0M OKpallMBaHUS.

ASTM F1980-16: 2016 CtaHfgapTHOe PYKOBOACTBO MO YCKOPEHHbIM CTEpU/ibHbIM 6apbepHbIM CUCTEMAM ANS U3LeNNiA
MeAULMHCKOro Ha3HavyeHus.

ASTM F2004-16: 2016 CtaHgapTHbIi MeToA UCMbITaHU TeMNepaTypHOro npeBparueHnss HUKeNb-TUTaHOBbLIX CrNJ/iaBoB
MeTOAO0M TEPMUYECKOTO aHa/n3a
ASTM F2063: 2012 CtaHgapTHasa cneuudmkaymsa ona cnnaBoB U3 HUKeNb-TUTaHa ¢ appekToM namaTv oopMbl 415
MeAUUNHCKUX NU3AEeNnii N XUpypruyecknx UMnaaHTaTos.

ASTM F2516-14: 2014 CTtaHAapTHbIA MeToA UcnblTaHW AN NPOBeAeHUSA UCNbITaHNA Ha pacTshHKeHne CBepXanacTuyHbIX
MarepuasnioB U3 HUKeNA-TuTaHa.

EN 62366-1: 2015 3genua meguunHCKOro HasHavyeHus. Yactb 1. cnbiTaHus 061acTu NpUMEHEHNA U3aenunia
MeAULNHCKOro HasHayeHus.

IEC/TR 62366-2: 2016 N3genua meAuULWMHCKOro HadHayeHus. Yactb 2. PyKOBOACTBO MO MCNbITAHUIO 061acTn NpUMeHeHUs
ONA U3ennin MeauuMHCKOro HasHavyeHus.

DIN EN 556-1: 2002 Ctepunusauusa nsgennin MmeguumHCKoro HadHayeHus - TpeboBaHus K u3gennam meauunHCcKoro
Ha3Ha4yeHusi, KOTopble A0/IKHbI 0603HaYaTbCH KaK "CTepunbHble"

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



NF EN 1041 + Al: 2013 VNHpopmaunsa, npegoctaBneHHas nponssoguTtesieMm MmeauunHcKoro obopynosaHus

DIN EN 1041 + Al: 2013 lMNpepocTtaBrieHne nHGopMauun N3rotToBuTenem MeguunHCKNX n3aennii
DIN EN 1639: 2010 Ctomarosiornsa - MeguumnHckne npubopsl A CTOMATON0MMN - UHCTPYMEHTbI

ISO 1797-2: 1992 CtomaTtosiornyeckme Bpawjarowmeca MHCTPYMEHTbl. PyKoATKW. YacTb 2. PYKOATKM M3 naacTmMacc.
DIN ISO 2859-2: 1993 lNpreMOUHbI TECT HA BbIOOPKY, OCHOBaHHbIA Ha KO/IMYeCTBE OWMOOYHbIX eAUHUL, UK OLLIMOOK.
MpoBepka aTpubyTa - YacTtb 1

ISO 2859-4: 2002 Mpouenypbl BbIGOPKK 418 NPOBEPKN Nno atpnbytam. Yactb 4. Mpouenypbl OLEHKN 3a8BNI€HHbIX YPOBHEN
KayecTBa

ISO 3630-1: 2008 CtomaTosiorus. VIHCTpyMeHTbI AN KOPHEBbLIX KaHanoB. Yactb 1. O6uwime TpeboBaHna 1 Metoapl
NCNbITAHWA.

ISO 7405: 2008 Ctomaronorus. JoknmHuyeckas oueHka 6MOCOBMECTUMOCTN MeAUUMHCKUX U34enuii, Ncnosib3yemMblX B
cTromartosiornn. Metogbl UCMbITAHWNA.

ISO 7405 /A 1: 2013 CtomaTtonorusa - loknmyeckast oyeHka 6M0COBMECTUMOCTU MeAUUMHCKUX M34eSniA, UCNOMb3YyEMbIX B
cTromartosiornn. Metogbl UCMbITAHNI CTOMATONIOIMYECKMX MaTepnasion

ISO 8601: 2004 DnemMeHTbl gaHHbIX U popmatbl oomeHa. O6mMeH nHopmauuneii. NpeacrtaBneHne gaT u BpeEMeEHH.
DIN EN ISO 9001: 2015 Cuctembl ynpasneHUss kayecTBOM - TpeboBaHuUs
NF EN ISO 10993-1: 2010

DIN EN ISO 10993-1: 2010 Buonornyeckas oueHka MeguuMHCKMX n3gennin. Yactb 1. OueHka n TectupoBaHune.
EN ISO 10993-5: 2009 brnonorunyeckas oueHka MmeguunHcKux nsgenuin. Yactb 5. TeCTbl HA UMTOTOKCUYHOCTL in Vitro
NF EN ISO 10993-18: 2009 buonornyeckasi oueHka MeauumHCcKuX ndgenuii. Yactb 18: Xumumnyeckasi xapakrepuctmka
Marepuasnos
NF EN I1SO 11137-1: 2016 Crtepunusaums NnpoayKToB MeAuUMHCKOro HasHavyeHunsa. O6nydyeHne. Yactb 1. TpeboBaHusA K
paspaboTke, Banugauun n pyTMHHOMY KOHTPOJIKO npouecca cTepuansaunm nigenmi meguunHCcKoro HasHavyeHus.

DIN EN ISO 11137-1: 2006 + Al 2013 CTtepunmsauusa n3gennin MmeguumHCKoro HadHayeHus - Yacto 1
NF EN ISO 11137-2: 2015 Ctepunusauunsa nigennim MmeamumHCKoro HasHavyeHusi- Pagmaums - Yactb 2: YCTaHOBAEHME A03bl
cTepunmsaunm .

NF EN ISO 11137-3: 2006 CTtepunusauus nsgennii MeauumHCcKoro HasHavyeHus. Obnydenune. Yactb 3. PekomeHgaumnm no
[03UMETPUYECKUM acnektam.
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ANSI / AAMI / 1SO 11137-3: 2006 / (R) 2010 CTepunusauns nsgenmii MeanLMHCKOro HasHavyeHus - paguaums. Yactb 3.
PyKOBO,ﬂ,CTBO no AO3MMETPUYECKNM acnektam

NF EN ISO 11607-1: 2009 YnakoBka gJ/11 TEPMUYECKA CTEPUTN30BAHHbIX U3LeNnii MegULNHCKOro HasHavyeHns. Yactb 1
TpeboBaHuA K Mmatepuasiam, CTepuUsibHbIM 6apbepHbIM CUCTEMAM U YNaKOBOYHbLIM CUCTEMAM.
NF EN ISO 11607-1/A1:2014 NF EN ISO 11607-1 / Al; 2014 ¥YnakoBka g/ U3genuii ¢ NosIHbIM UUKIOM cTepuamnsauunen -
YacTb 1- Al

NF EN I1SO 11607-2 / Al: 2014 YnakoBka AN nNpocTepusin3oBaHHbIX U3aesimin MeanLMHCKOro HasHavyeHuns. Yactb 2.
TpeboBaHuA K BasiMgaumn onsa npoueccos hopMnpoBaHus, YNJIOTHEHNSA U c60pku. Monpaska 1
NF EN ISO 11607-2: 2006 YnakoBka Ans npocTepuan3oBaHHbIX U3genuin MeamumHCcKoro HasHavyeHuns. Yactb 2.
TpeboBaHusa K Bannpaunn ons npoueccos hopMnpoBaHus, YNAOTHEHUA U COOPKM
DIN EN ISO 11607-2: 2006 YnakoBka /11 oKOH4YaTesIbHOW COOpKMU.
N3penvini MeguUNHCKOTo HasHavyeHus. Yactb 2. TpeboBaHuA K Banivgauum Ans npoueccos hopMnpoBaHus, YNIOTHEHUS 1
c6opku (ISO 11607-2: 2006);
Elemeukas Bepcua EN ISO 11607-2: 2006
NF EN ISO 11737-1: 2006 + ACI: 2007 Ctepunusaumsa m3gennin MmeguumHCKoOro HasHavyeHnsa. Mukpobuonormyeckmne
MeToabl. Yactb 1. OnpegeneHne nonynsaunum MUKPOOPraHM3mMoB Ha MPOAYyKTax.
DIN EN ISO 11737-1: 2009 CTtepunusauus nsgennii MeguunHCcKoro HazHayeHus - Mukpobuonornyeckme npoueaypsbl -
YacTb 1. OnpegesieHne nonynaumm MUKpPOOPraHM3MoB Ha npogykrax
TNCO 11737-1: 2006); Hemeukaa sBepcua EN I1ISO 11737-1: 2006 + AC: 2009

ANSI / AAMI / 1SO 11137-2: 2009 CTtepunusaums nsgenmi MeAnLunHCKoro HasHayeHmss. Mukpobuonormyeckne meTosbi.
YacTb 2. icnbiTaHUs CTePUIbBHOCTU, BbINOJIHAEMbIE NPU onpefesieHnn, NpoBepke v noggepXxaHuu npouecca
cTepunmsaumnmn B

NF EN ISO 11737-2: 2010 Ctepunusaumsa n3gennin meanLmMHCKOro HasHauyeHnsa. Mmukpobuonornyeckme metogbl. Yacts 2.
TecTbl Ha CTEpPUNILHOCTbL, MPOBOAUMbBIE NMPU NPOBEPKEe npoLecca cTepunmnsannn.
NF EN ISO 13485: 2012 V3genua megnunHCKOro HasHadeHusi. CuctemMbl ynpaBneHns Kkavyectsom. TpeboBaHua K
HOPMaTUBHbLIM LeNAM
DIN EN ISO 13485: 2012 M3genua meanLMHCKOro HasHayeHnsa. TpeboBaHMA K CUCTEME MEHEMXXMEHTA KayecTBa A/s
uenenm perynmpoBaHus.
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NF EN ISO 14001: 2015 CucTtembl 3KO/IOMMYECKOTo MeHegKMeHTa. TpeboBaHUs U peKoMeHaaumMn no ero NCnosib30BaHuto.
NF EN ISO 14937; 2009 Ctepunusaumnsa ms3gennin MmeguumHCKoro HasHavyeHuns. Obwme TpeboBaHNA K XapakTepucTumke

CTEPUNIN3YIOLLErO areHTa 1 ans pas3paboTku, NPoBepKM M 0ObIYHOWN NPOBEPKM npouecca cTepunmsauum ans MmenuumHCcKnx
YCTPOWNCTB
DIN EN ISO 14937: 2010 Ctepunusaumsa n3gennin meguumHCKoro HasHavyeHus. O6umne TpeboBaHnA K xapakTepucTunke
cTepunuayioLlero areHta v paspaboTtka, NnpoBepka M pyTUHHOE ynpas/ieHe NpoueccoM cTepunnsaumm mMmenunumnHCKnx
npgennii (1ISO 14937: 2009)

NF EN ISO 14971: 2013 N3genuii MegnULUHCKOTO Ha3HayeHus. YnpaB/eHue puckamn ona nsgennini MeaunumHcKoro
HasHa4vyeHus.

DIN EN ISO 14971: 2013 N3genna MeAULMHCKOro HasHayeHus - ynpasneHus puckamu ans usgenui meguumnHckoro
HasHavyeHus

ISO 15223-1: 2016 MN3penna meauyMHCKOro HasHayeHusa. CMMBO/IbI, KOTOpbIe AO/MKHbI UCMNOJ/Ib30BATbLCA Ha 3TUKETKax
n3genuii MeguUNHCKOro HasHayeHuss u nHhopmaums, Kkotopas A0J/IKHA ObITb yKazaHa Ha HUX
ISO 16142-1: 2016 N3genna MeAUUNHCKOIN0 Ha3Ha4YeHUs - OCHOBHbIE NMPUHLMNbLI 6€30MacHOCTM U NMPOU3BOAUTEIbHOCTM
ISO/ TS 16775: 2014 YnakoBka ANns NPOCTEPUIN30BaHHbIX U3AENMNA MeANLMHCKOTo HasHauyeHnsa. PykoBoACTBO Mo

npumeHeHuo NCO 11607-1 n NCO 11607-2
EN I1SO 21531: 2009 CtomaTonorua. 'pacuyeckme cMMBObI ANA CTOMATO/IOTMYEeCKNX UHCTPYMEHTOB.

DIN EN ISO 21531: 2009 CtomaTtosiorns - 'paduyeckas CMMBO/bI AN CTOMATO/1I0MMYECKNX MHCTPYMEHTOB
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26. N3rotoBUTENb:

«VDW GmbH», Bayerwaldstraf*e 15, 81737 MCmchen, Germany,
Tel: +49 89 62734-0* dakc +49 89 62734-304
info@vdw-dental.com « www.vdw-dental.com

BAB Nm6X, MepmaHus

27. YNO/THOMOYEHHbIN nNpeactaBuUTeNb Ha Tepputopumn Po:

000 «JleHTcnnan CupoHa»

115432 MockBa, lNpocnekt AHgponosa, gom 18, kopnyc 6, oducel 1 39 40
+7 (495) 725 1087

cis@dentsply.ru
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URNr. 'K0423/2019

| hereby certify the authenticity of the foregoing signatures executed in my pres-
ence by

Kamilla Katharina Kwiatkowski,
born 7. August 1978,

business address: 81737 Munchen, Bayerwaldstr. 15, Germany,
identified by her identity card.

Munich, 18.02.2019

24855
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Poccuiickaa deaepaums
["opos Mocksa
LLlecToOro mapTa Age ThiCAYM AeBATHAALATOrO roja

A, MapTbiHoBa HaTama AHApeeBHa, BPEMEHHO WCMOMHAKLWAA 0083aHHOCTM HOTapuyca
ropoga Mocksbl AkumoBa [nieba bopucosuya, CBUAETENbCTBYH MOA/IMHHOCTL  MOAMMC
nepesoaumkKa Eroposoit AnmHbl ANEKCEEBHBbI.

Moanuck caenaHa B MOEM NPUCY TCTBUN.
JINYHOCTb NOANMCABLLENO JOKYMEHT YCTaHOBNEHA.

3aperncTpuposaHo BpeecTpe: No 77/09-H/77-2019- K ' A7 »

B3bICKaHO rocyaapcTBeHHOI nowuHbl (Mo Tapudy): 100pyo6.
YnnayeHo 3a oKasaHwe ycnyr npasoBoro v TexHM4Yeckoro xapakTepa: 200 py6.

r FepboBasi nevyatb
HoTapuyca r.MockBbl

AKuUumoB3 r.S.

H.A. MapTblHOBa
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