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n Unitek 2724 South Peck Road
Orthodontic Products Monrovia, CA91016U.S.A

To Whom It May Concern:

In my capacity as Regulatory Affairs Manager, 3M Unitek, | certify that the attached
English version of the Instruction for Use (IFU) for Orthodontics Hand Instruments
intended for Russia is truthful and accurate.

Sincerely,

Mark Burville Date
Regulatory Affairs Manager
3M Unitek

STATE OF MINNESOTA)
COUNTY OF RAMSEY ) ss

On April _21L_. 2017, before me, a Notary Public within and for said county,
personally appeared Mark Burville, known by me to be the person described in and who
executed the foregoing instrument and acknowledged that he executed the same as his
own free act and deed.

ori].l. Sheetz, Notary Public
My Commission Expires, January 31,2020

MrfiiT Y
LORI J SHEETZ
sttotacy Publks
MinneeotQ
tlsston Exvo3 Jaiuan/ 31,2020
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3M Unitek Orthodontics Hand Instruments
Instructions for Use

Intended use

The instruments are designed for the positioning, disengagement, and debonding of devices for
orthodontic applications.

Indication(s):

- Cutters are used to cut various sizes of orthodontic wires, pins, and auxiliaries.

- Pliers are used to adjust, place, bend, loop and twist wires, bands, auxiliaries, ligatures, and
appliances.

- SmartClip Appliance Wire Disengagement Instrument is designed for removing archwires.

- Unitek Self-Ligating Bracket Debonding Instrument is designed to debond 3M Unitek Self-
Ligating brackets.

- Unitek Bracket Debonding Instrument debonds Clarity brackets with a squeeze.

- Unitek Bracket Positioning Gauge is used to measure from bracket slot to incisal/occlusal
surface of tooth.

- Unitek Bracket Placement Instrument is used to pick up Self-Ligating Brackets and Standard
Twin Brackets and place the bracket onto the tooth.

Scope of use: Orthodontia. For professional use only

Contraindications
No known contraindications

Warning

1 Use instruments for indicated use only. Failure to do so may result in breakage of the
instrument and injury to patient or orthodontic professional. Safety glasses recommended for
patient and orthodontic staffwhen using these instruments.

2. Before cutting wire in the mouth with any non-safety hold cutter, place a gauze pad or cotton
roll next to the wire end to catch wire fragments and to prevent Injuiy to patient.

3. Stainless steel contains nickel and chromium. A small percentage of the population is known
to be allergic to these metals.

If an allergic reaction occurs, direct patient to consult a physician.

Safety glasses recommended when using these instruments.

Authorized Service Center; Precision Plier Service. All instruments should be sent to the 3M
Unitek Authorized Service Center for evaluation to determine credit, replacement, or repair. The
Authorized Service Center will determine, upon receipt of instrument, if the instrument is to be
covered by warranty. Materials, workmanship, and corrosion resistance are the only items
covered by the warranty. Misuse or abuse will void warranty. Customer will bear any charges
regarding repair of out of warranty instruments.

For technical assistance, call the 3M Unitek Technical Helpline at 1-800-265-1943, 1-626-574-
4577.

For regular maintenance (cleaning, re-sharpening, re-conditioning), please send instruments to
the Precision Plier Service.

Disinfection Information
These instruments are not supplied in a sterile state. Cleaning, disinfection and sterilization is
required for the device’s first use after removal of the protective packaging and prior to each use.

Page 10f8

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



Effective cleaning and disinfection is an indispensable requirement for proper device
sterilization. Three cleaning and disinfection procedures are provided; an automatic procedure
using a thermal disinfector unit (washer-disinfector), as well as two manual procedures
(ultrasonic cleaning/disinfection and manual cleaning/disinfection).

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

(b Cautions

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

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

* Do not expose devices, cassettes, trays or sterilization containers to temperatures higher than
141C / 286®F. Exposure to higher temperatures is the responsibility of the user.

» Do not use detergents or disinfectants containing the following substances;

Do not use detergents or disinfectants containing the following substances:

(a) Strong alkalines (>pH9)

(b) Strong acids (<pH4)

(c) Phenols or iodophors

(d) Hydrogen peroxide (H202)

(e) Interhalogenic agents/ halogenic hydrocarbons / iodiophors

(f) Strong oxidizing agents / peroxides

(g) Organic solvents

» Water quality may influence the result of the cleaning and disinfection of the devices.
Therefore, use only sterile or low contaminated water (maximum 10 germs/mi, maximum 0.25
endotoxin units/ml), for example, purified water/highly-purified water (PW/HPW according to
the pharmacopeias) for post-rinsing, as well as for other processing steps that require water.
Corrosion of instruments may be caused by high contents of chloride or other minerals in tap
water. If stains and corrosion occur and other reasons can be excluded, it may be necessary to
test the quality of the tap water in your area. Most water quality problems can be avoided with
the use of deionized or distilled water.

* Please refer to subsection 12 for additional instructions for specific instruments/ devices.

Limitations on Reprocessing

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

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

Preparation at Point of Use

* Handle used and contaminated devices with protective gloves that fulfill the requirements of
Directive 89/686/EEC.

» Remove excess soil with disposable cloth/paper wipes.
* Avoid drying and Fixation of tissue debris onto the surface of devices.
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Containment & Transportation

» Contain contaminated devices in an approved sealed container during transport from the point
of use to the decontamination area.

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

Preparation

Selection of cleaning detergents - consider the following in the selection of detergents:

« Suitability of the cleaning detergent for cleaning devices.

» Compatibility of cleaning detergent with the devices (see section 1, Cautions).

» Compatibility of cleaning detergent with thermal disinfector unit (washer-disinfector) or with
ultrasonic treatment.

» Compatibility of the cleaning detergent with the disinfectant.

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

» Suitability ofthe disinfectant for disinfection of devices.

 Compatibility of the disinfectant with the devices (see section 1, Cautions),

» Compatibility of the disinfectant with the cleaning detergent.

* Approved efficiency of disinfectant, i.e., DGHM/VAH, RKI approval or CE marking or at least
intermediate level disinfectant.

* Instructions of the disinfectant manufacturer regarding concentration and soaking time.
Preparation (required for all three cleaning and disinfection procedures listed in section 6)

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

 Use a soft brush for manual removal of coarse impurities-do not use metal brushes or steel
wool.

» For hinged instruments, open and close the hinge at least 5 times with the instrument
submerged in an enzymatic cleaner or disinfectant solution.

* For instruments with blind holes (i.e., a hole that does not go through the material), rinse the
blind hole intensively with a syringe (use a syringe with a needle if the size of Uie hole is too
small to adequately rinse with just the syringe).

* The disinfectant should be aldehyde-free (otherwise fixation of blood impurities could occur),
possess an approved efficiency (i.e, DGHM, RKI approval or CE marking or at least
intermediate level disinfectant), be suitable for disinfection of instruments and be compatible
with the instruments (see section 1, Cautions).

» Follow the instructions of the manufacturers for the cleaning detergents and the disinfectants.

Cleaning and Disinfection

Method 1- Automated Cleaning & Disinfection

Equipment: Thermal Disinfector Unit (Washer-Disinfector)

Consider the following when using a thermal disinfector unit (washer-disinfector);

» Efficiency of the thermal disinfector unit (washer-disinfector) (e.g. EN 1SO 15883-1, HTM
2030 if required by local regulations and guidelines).

» Thermal disinfection program that is approved [e.g. according to EN/ISO 15883-1 with Ao
value > 3000 (for example to be established by application of 90RC/ 194®F for 5 minutes) or by
application of formerly common programs with “overkill” (for example: 93°C / 200®@F for 10
minutes)] and suitability for devices as well as sufficient rinsing steps.[The application of Ao
values > 600 (as required in some European countries) is not recommended. If an Ao value >
600 is applied, the user is responsible for demonstrating sufficient efficiency of the cleaning and
disinfection process by performance ofa product, process, and device specific validation.]
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» Thoroughly post-rinse, preferably with high quality water, e.g.,, PW/HPW (see section 1,
Cautions).

Washer-Disinfector Procedure

1 Disassemble instruments if applicable (not required for hinged instruments) or open hinged
instruments completely.

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

3. Initiate the cycle.

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

Thefundamental suitability of the devicesfor an effective automated cleaning and disinfection
way demonstrated by an independent accredited test laboratory by application o fthe disinfector
G 7836 GD, Miele & Cie, GmbH & Co., Giitersloh, Germany, (thermal disinfection) and the
cleaning detergent Neodisher medizym (Dr. Weigert GmbH & Co. KG, Hamburg, Germany)
considering the specifiedprocedure.

Method 2 - Ultrasonic Cleaning & Disinfection

Equipment: Ultrasonic Cleaning Unit.

Cleaning Procedure:

1 Disassemble instruments if applicable (not required for hinged instruments) or open hinged
instruments completely.

2. Completely submerge devices in the cleaning solution for the time that the manufacturer of the
cleaning detergent recommends. Note: There should be no contact between the instruments; do
not overload the ultrasonic cleaning unit.

3. Use the processing time recommended by the manufacturer of the ultrasonic unit. If using a
cassette system, the ultrasonic cleaning time has to be at least 16 minutes, unless the
manufacturer of the cleaning detergent requires a longer exposure time.

4. Remove devices from the cleaning solution and post-rinse thoroughly at least 3 times for at
least one-half minute each time with high quality water, e.g., PW/HPW (see section 1, Cautions).
5. Inspect devices for good cleaning result and repeat procedure if necessary.

Disinfection Procedure:

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

2. Remove devices from the disinfectant solution and post-rinse them thoroughly at least 5 times
for at least one-half minute each time with high quality water, e.g., PW/HPW (see section 1,
Cautions).

The fundamental suitability of the devices for an effective cleaning and disinfection was
demonstrated by an independent accredited test laboratory by application ofthe ultrasonic bath
SONOREX SUPER RK 514 H (BANDELIN electronic GmbH & Co. KG, Berlin, Germany) as
well as of the cleaning detergent Cidezyme/Enzol and the disinfectant Cidex OPA (ASP, Irvine,
USA / Johnson & Johnson GmbH, Norderstedt, Germany) considering the specifiedprocedure.
Method 3 - Manual Cleaning and Disinfection

Equipment: Not applicable.

Cleaning procedure:

1 Disassemble instruments if applicable (not required for hinged instruments) or open hinged
instruments completely.

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

3. Remove devices from cleaning solution and rinse thoroughly at least 3 times for at least one-
half minute each time with high quality water, e.g., PW/HPW (see section 1, Cautions).

4. Inspect the devices for good cleaning result and repeat procedure if necessary.
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Disinfection procedure:

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

2. Remove devices from the disinfectant solution and post-rinse thoroughly at least 5 times for at
least one-half minute each time with high quality water, e.g., PW/HPW (see section 1, Cautions).
The fundamental suitability of the instrumentsfor an effective cleaning and disinfection Ugj
demonstrated by an independent accredit test laboratory by application ofthe cleaning detergent
Cidezyme/Enzol and the disinfectant Cidex OPA (ASP, Irvine, USA /Johnson & Johnson GmbH,
Norderstedt, Germany) considering the specifiedprocedure.

Drying

» Allow post-drying step in a clean place, or use filtered air for drying to prevent
recontamination.

* Ifdrying is achieved as part of a washer-disinfector cycle, do not exceed 120RC/ 248RF.

» Completely dry devices before packaging.

Inspection, Maintenance, Testing

* Inspect devices for impurities, damage and wear. Instrument cutting edges should be tree of
nicks. Ifdevices are still dirty, repeat cleaning and disinfection procedures.

* Reassemble disassembled instruments. Check for smooth movement of hinge without excessive
“play”. Locking (ratchet) mechanisms should be checked for action.

» Lubricate hinges slightly with sterilization-capable, vapor-permeable lubricant (e.g., a
paraffinic white oil) suitable for steam sterilization with manufacturer’s certification that the
lubricant will not affect the sterilization efficiency of the oiled instruments, and that the
biocompatibility of the lubricant will be maintained during the sterilization cycle.

Packaging

Consider the following in the selection of suitable sterilization containers:

* Conformity with ANSI AAMI (EN) ISO 11607 (EN 868-8)

» Suitable for steam sterilization (temperature resistance up to 141®C (286®F)

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

« Sterilization container - regular maintenance according to the manufacturer’s instructions
Alternatively, standard sterilization packaging (e.g., paper/foil, single or double packaging) can
be used. Consider the following during the selection of suitable sterilization packaging:

* Conformity with ANSI AAMI (EN) ISO 11607 (EN 868-2...)

» Suitable for steam sterilization (temperature resistance up to 141®C (286®F)

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

Sterilization

Use only the procedure recommended below. Other sterilization procedures are the
responsibility of the user.

» Use a fractionated vacuum autoclave or a gravity displacement autoclave (with sufficient
product drying). If possible, a fractionated vacuum procedure should be used for sterilization. A
gravity procedure should be used only ifa fractionated vacuum autoclave is not available; in this
case, the significantly lower efficiency ofa gravity displacement autoclave has to be considered.
* The sterilizer should be validated according to ANSI AAMI (EN) ISO 17665 (and HTM 2010
if required by local regulations and guidelines).

* Do not use the flash sterilization procedure.

* Do not exceed a sterilization temperature of 138°C/ 280°F.
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the joints gently open and close for a few minutes. Proceed
with sterilization instructions according to the manufacturer’s
instructions. Lubricate again after instruments have been
cooled and dried.

Warranty Information

3M Unitek warrants that this instrument will be free from defects in materials, workmanship or
separation of brazed cutting edges for a period of 1year from the date of purchase. 3M Unitek
further warrants that this instrument will be resistant to corrosion for 5 years from the date of
purchase. Failure to follow recommended use, maintenance and sterilization procedures will void
all warranty claims.

Recommended maintenance includes cutter tip/blade re-sharpening and reconditioning (cleaning,
polishing, adjusting screw as necessary) every six months.

3M Unitek’s sole obligation and customer’s sole remedy in the event of a claimed defect shall be
limited to, at 3M Unitek’s option, repair, replacement of merchandise, or reftmd of the purchase
price. ALL IMPLIED WARRANTIES, INCLUDING IMPLIED WARRANTIES OF

MERCHANTABILITY OR FITNESS FOR ANY PARTICULAR PURPOSE OR USE ARE
DISCLAIMED.

Limitation of Liability

Except where prohibited by law, 3M Unitek will not be liable for any loss or damages arising
from this Product, whether direct, indirect, special, incidental or consequential, regardless of the
theory asserted, including warranty, contract, negligence or strict liability. All instruments should
be sent to the 3M Unitek Authorized Service Center at the address below for evaluation to
determine credit, replacement, or repair. The Authorized Service Center will determine, upon
receipt of instrument, if the instrument is to be covered by warranty. Materials, workmanship,
and corrosion resistance are the only items covered by this warranty. Misuse or abuse will void
warranty. Customer will bear any charges regarding repair of out of warranty instruments.

Materials the medical devices are made of

Hard Wire Cutter - Stainless Steel BG42, 410,430

Universal Cutter Long Handle - Stainless Steel BG42,410,430

Slimnosc Weingart Pliers - Stainless Steel 425M or DIN 1.4116, 430

SmartClip Appliance Wire Disengagement Hand Instrument - Plastic and Stainless Steel 430F or
303,425Mor420, 18-8

Unitek Self-Ligating Bracket Debonding Instrument - Nickel-Titanium (Nlitinol) Alloy and
Stainless Steel 32CrI3Mo GB/T 20878-2007, 430F or 303

Unitek Debonding Instrument - Stainless Steel 425M or DIN 1.4116, 430

Unitek Bracket Positioning Gauges - Stainless Steel 17-7PH, 18-8, and Brass

Unitek Bracket Placement Instrument - Stainless Steel 420 or DIN 1.4024

Labelling of the medical devices contains the following information:

Products are supplied in a package with labelling containing the following information: product
name and reference number; name and address of the manufacturer; contents; batch number;
information about trade mark; and symbols - CE conformity mark; Attention! Referto IFU.

Description of Packaging
Primary package: Moulding Foam (Plastic Case or Poly Bag). Secondary package; Paperboard
Box and/or Poly Bag.

Shelf Life
There is no expiration date for the Unitek Orthodontics Hand Instruments.
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Disposal and recycling

Packaging/contents should be disposed in accordance with the local/regional/national/
international regulations.

Medical devices should be disposed by the local public law organizations in accordance with
SanPiN 2,1.7.2790-10 “Sanitary and Epidemiological Requirements for Medical Waste
Treatment” waste Class B).

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

Authorized representative on the territory of the Russian Federation:
ZAO “3M Russia”

Russia 121614, Moscow, Krylatskaya str. bldg. 17/3

Tel.: +7 (495) 784 7474 | Fax: +7 (495) 784 7475

E-mail: 3mra@mmm.com
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MepeBOA C aHIFNAMMNCKOTO A3blKa HA PYCCKMMA SA3bIK
L TaTt MMHHecoTa

CekpeTapb LWiTaTa

AMNOCTUAND
(Faarckass KOHBeHUWA OT 5 okTA6Gpa 1961 r.)

1. CTpaHa: CoeagnHéHHbIe LWL TaTel AMepUKM

Hactoawwmnih opmyumanbHbl it OKYMeHT: JokyMmeHT ans 3M O HuTekK
2. 6bl1 noanucaH Nopw Ox. Wwuy (Lori J Sheetz)
3. BbiCTynawouwei B HoTapuyca wrtata MunHHecoTa
KayecTBe
4. ckpenneH Nopw Ox. Wwny (Lori J Sheetz), HoTapuyca wTata MuHHecoTa
nevyaTtb/WTaMnom
yYpoctoBepeHo
5.8 r. CeHr-Mon, wrar 6. 0aTa 24 anpensa 2017 r.
MunHHecoTa

7. cekpeTapem wWwTaTta MuUHHecoTa

8. 3a No 9473893-3

9. neyaTb /U Tamn: «bonbwas neyatsb 10. Nognuce /nognwuce/
wTata MuHHecoTa * CTtu CailmoH
1858» (Steve Simon)

CeKkpeTapb lWITaTa
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LLLFOHMTEK 2724 Cayc lMek Poyp

/OpTOAOHTUK MpoaakTe MoHposus, KanudopHua 91016 CLUA
(8M Unitek (2724 South Peck Road
Orthodontic Products) Monrovia, CA 91016 U.S.A))

3M

Mo mecTy TpeboBaHUA

B kayectBe Cneuuanucta HOPMaTWBHO-MPaBoOBOro perynvposaHuda, 3M  HOHWUTeK, 4
CBUAETENBbCTBYIO, UTO MpUAoKeHHass VHCTpyKuua rno npumeHeHuto (IFU) MHCTpyMeHTOB Ans
YCTaHOBKWN BGPeKeTOB M NPUCNOCO6eHN AnA (hOPMUPOBaHNSA OPTOAOHTUYECKUX anmnapaToB Ha
aHT/IMACKOM $13bIKE SABNSIETCA BEPHO U TOYHON.

C yBaxXeHuem,

/moanuce/ 21 anpensa 2017 roga
Mapk Bypsunn, Jarta

Cneumannct HOpMaTUBHO-MPaBOBOI0 PEry/IMPOBaHSA

3M HOHuTEK

LLitat MunHHecoTa)
Okpyr Pamcu) SS

21 anpensa 2017 roga Mapk BypBunn nM4HO 3acBUAETeNIbCTBOBasia CBOE MPUCYTCTBUE Mepeso
MHOM. HoTapuycoM YyKa3aHHOro OKpyra, MOATBEPAMB MHE MpPeLbsAB/IEHUEM [OCTATOUHbIX
[0Ka3aTeNbCTB, YTO OH AB/ISETCA JIMLOM, YbMM WMEHEM MOAMUCAH MpuiaraemMblii JOKYMEHT, U
NOATBEPANS MHe, YTO OH MOAMMCa ero rno CBoe COBCTBEHHOW BOJIe U COr/Iacuio.

/nognuce/
Jlopu Ox. Wny, (Lori J. Sheetz), HoTapuyc
CpoK Momx nosiHoMoumnii uctekaet 31 aHBaps 2020 roga

LLUTamn: nopu A>k. Wwuy (Lori J. Sheetz)
HoTapuyc
MUWHHecoTa

CpoK MOMX MONHOMOYUIA McTekaeT 31 aHBapsa 2020 ropga
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‘M Unitek

VIHCTpYMeHTbI AN YCTaHOBKM  OpeKkeToB M MNpuUCrnocobneHnii  ana  hopMmpoBaHus
OPTOZOHTMYECKUX annapaToB

WNHCTPYKUMM N0 NPUMEHEHWIO

Ha3HaueHne
VHCTpyMeHTbI NpeAHasHayeHbl 415 YCTaHOBKM, 3aMeHbl 1 CHATUS BPeKeToB U NPUCNOCO6/1eHN
4Ns popMMpPOoBaHUA OPTOAOHTUYECKUX anmnaparTos.

[MoKasaHWA K NPUMEHEHNIO:

Kycaukn npegHasHayeHbl [/19  OTpe3aHVMsi  OPTOLOHTWUYECKOW  Ayrn,  WNWIeK W
BCMOMOraTe/IbHbIX YCTPOMCTB Pa3/IMyHbIX pasMepoB.
- Wynubl npefHasHayveHbl 41 PerynvpoBKW, YCTAHOBKW, CrubaHusa, 06pasoBaHus MeTav u
CKpyuMBaHUSA [ayrun, 6aHfaXKHbIX KO/ew, /uvratypbl, BCMOMOraTe/lbHbIX W YCTaHOBOYHbIX
YCTPOWCTB.
- VHcTpymMeHT CwmapTkaun npegHasHadeH pans 3ameHbl gyr (SmartClip Appliance Wire
Disengagement Instrument).
- NHCTpyMeHT FOHUTEK /191 CHATUSA CaMOSIUTUPYIOLLMXCHA OPEKeTOB NpefHasHayeH AN CHATUSA
camonnrnpyoLmxcsa 6peketToB nponssogactea 3M Unitek.
- IHCTpyMeHT KOHUTEK aNns cHATUA 6pekeToB. CHUMAET co oxxaTtnem b6pekeTbl Clarity.
- WN3meputenb ycTaHOBKM 6pekeToB HOHUTEK. W3MepsieT paccTosiHMe OT nasa 6pekeTa [o
pe3L0BO / OKKJ/THO3MOHHOM NMOBEPXHOCTN 3y6a.
- MuHUeT obpaTHbIN KOHUTEK UCMONb3YeTCA 4718 YAepXaHUa caMoNMrnpyroLLerocs bpexkeTta nam
CTaHAapPTHOro ABOMHOr0 6peKeTa M pasmeLLeHNs ero Ha 3y6e.

O6nacTb NpuMeHeHnsi: OPTOAOHTUS. TOMbKO A5t NPOJECCUOHAIbHOTO UCMO/b30BaHUS.

M poTnBONnoOKasaHWNA
He BbISIB/EHBI

MpenynpexaeHne

1 Vcnonb3yiiTe MHCTPYMEHTbI TOMIbKO MO HasHayeHuo. HeBbIMOMHEHME JaHHOro TpeboBaHUS
MOXET MPUBECTU K MOJIOMKE WHCTPYMEHTa M MPUYMHEHUS TpaBMbl MauMeHTy WM Bpady-
OpTOAOHTY. lMpK MCNONb30BaHUWN AAaHHbLIX UWHCTPYMEHTOB PEKOMEHAYETCS HafeBaTb 3alUTHbIe
OYKM MaLMEHTY N OPTOAOHTUYECKOMY MepPCOoHany.

2. Mepep paspe3aHnem gyru B pOTOBOM MOMOCTM C MOMOLLbO NHOObIX KycayeK ¢ He6e30MmacHbIM
Jepxkatenem, MOMeCTUTE Map/ieByH0 MPOKNALKY WM BaTHbIA BaMK 3a KOHLUOM Ayrun [Ans
ynaBnvBaHuA hparMeHTOB Ayrn 1 NpefoTBPaLLEHMS TpaBMbl NaLMeHTa.

3. Hactodwmin npoayKT COAEPXMUT HUKeNb U XPoM. Hebonblioli NPOLEHT HaceneHUst MOXeT
NUMETb aNfIeprnyeckKyto peakumo Ha NoAobHble MeTa bl.

B cnyuae anneprmyeckoii peakuum HanpaebTe NauMeHTa Ha KOHCYNbTauMilo K TepanesTy.

Mpn ncnonb3oBaHMM HACTOAWMX WHCTPYMEHTOB pPeKOMeHAyeTcA HafjeBaTb 3alUTHble
OYKMW.

ABTOPM3NPOBaHHbIA CEpPBUCHbIN UEeHTP: [MpecuxeH [Mnaitep Cepsuc (Precision Plier
Service). Bce WHCTPYMeHTbl CnefyeT OTNPaBUTb B aBTOPM3NPOBAHHbI CEPBUCHBLIA LEHTP
KoMmnaHun 3M Unitek ans OUgHKM C Uenbio onpeaeneHns fbFOTHON0 MNPUOBPETEHUS, 3aMEHbI
WM peMOHTa. ABTOPU3MPOBaHHbLIN CEPBUCHBLIA LEHTP, MOoC/Ae MNOMyYeHUss WHCTPYMEHTA,
onpegenuT, 6yaeT M JaHHbIA WHCTPYMEHT MOKPbIBATLCA HACTOSALLEA rapaHTuein. Matepuasbl,
KayeCcTBO M3roTOB/IEHUSA U YCTOMYMBOCTb K KOPPO3UWN ABNAKOTCA eUHCTBEHHbLIMW 3/1eMEHTaMW.
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KOTOpble MOKPbIBAOTCA AaHHOW rapaHTueid. HeHagnexatlee Ucnonb3oBaHne nUam ynotpebreHune
npuBefeT K MNoTepe rapaHTMW. 3akasuuk OyaeT HEeCTU pacxofbl, CBf3aHHble C PEMOHTOM
WNHCTPYMEHTOB, /19 KOTOPbIX CPOK FrapaHTUM YXKe 3aKOHUMIICS.

Ona nonyyeHWss TEXHWYECKOW MOMOLLM MO3BOHUTE Ha ropsyyto nuHuio 3M Unitek Technical
Helpline no TenegoHy 1-800-265-1943, 1-626-574-4577.

[Onsa npoBefeHUs pernamMeHTHOr0 TEXHUYECKOro 06CnyXuBaHUA (Y4MCTKa, MOBTOPHasA 3aTouka,
BOCCTAHOB/IEHME COCTOSIHMS), MOXa/TylcTa, OTMAPaBbTE WHCTPYMEHTbl B CEPBUCHbIN LEHTP
Precision Plier Service.

MHpopmauns no gesvHgpekymm

Mpy NepBOM MPUMEHEHUN UHCTPYMEHTA Noc/e YAareHUsA 3alMTHON YNakoBKN U Nepes KaxabiM
MCMOMb30BaHWEM  HEOOXOAMMO  BbIMOMHUTL  YUCTKY, AE€3UH(EKUMIO U CTEPUIN3aLNIo.
AhheKTMBHAA YMCTKA U Ae3VH(EKLMS ABNSOTCA He06X04MMbIM TpeboBaHMEM AN1A HaLexXallel
CTepuIM3auun MHCTPYMeHTa. B JaHHOM AOKYMeHTe yKasaHbl TpU Mpouegypbl AN YUCTKUA U
Je3snH(eKLMM: aBToMaTuyeckass npoueaypa C MCMonb30BaHMEM TEPMWYECKOro annapara Ans
Je3snHGeKunn (MoMKa-ae3snHGEKTOP), a TaKXe [Be py4Hble Mpoueaypbl (ynbTpasByKoBasi
YNCTKAY fE3NHMEKLMA 1 pyUHas YNCTKa/fe3nHpeKLNS).

Monb3oBaTesib HECET OTBETCTBEHHOCTb 3a CTEPU/IbHOCTb MHCTPYMEHTOB. Y6eauTecb B TOM, YTO
ONS UACTKM, Le3VH(EKLNN U CTEPUIM3ALMN UCMOb3YIOTCA TONbKO YTBEPXKAEHHbIE MPoLeaypbl.
O6opyfoBaHue AN CTEPUNN3ALNN LO/HKHO TaKXe PerynspHo 06CNy>XvMBaTbCA M MPOBEPATHLCS,
TaKkKe Kak yTBepPX/eHHble napaMeTpbl 415 UMKI0B YACTKU, Ae3NH(EKLNN U CTEPUIM3ALNN.

MpegynpexaeHns

* He Ucnonb3yinTe MeTa/NIMYECKYIO LLETKY WU CTa/IbHYIO MOYa/IKY A58 YUCTKU UHCTPYMEHTOB,
MOCKO/IbKY OHM MOTYT MOBPEeANTb (DMHWULLHOE MOKPbITUE NHCTPYMEHTOB.

* He wucnonb3yiiTe MWHepasibHOe Mac/fo WA  CUIMKOHOBbIE CMaskKy /1S LIapHUPOB
WHCTPYMEHTOB, MOCKOJ/IbKY OHU BHEAPSOT MUKPOOPraHU3Mbl, NMPeaoTBpaLlatoT NMPOHNKHOBEHWIO
napa Ha NoBepXHOCTb MHCTPYMEHTA, U UX OYEHb C/IOXKHO YAa/IUThb.

* He nopgBepraiTe WHCTPYMEHTbI, KacCeTbl, KIOBETbl WA KOHTEWHepbl NS CTepuamsaumnm
TemnepaTtypam Bbllle, Yem141°C / 286°F. Bo3geicTBUe BbICOKUX TeMmnepaTyp SB/SETCA 30HOWN
OTBETCTBEHHOCTM MO/Ib30BATE/IA.

* He ncnonb3yiTe MoloLwme AN AesnHPULMPYIOLLME CPeLCTBa, KOTOPbIe COAepXKaT creaytoLme
BeLLleCTBa:

(@) CunbHble wenoun (>pH9)

(b) CunbHble K1CcNoTbl (<pH4)

(c) PeHonbl nnn nogoopsl

(d) Mepeknce Bogopopa (H202)

(e) NHTeprasioreHHble areHTbl / ranoreHocoAepxatlume yrneBogopoab! / hofoopsl

(f) CunbHble okncnsaoWye BelecTsa / NepoKcUbl

(g) OpraHunyeckne pacTBOPUTENN

o KauyecTBO BOAbl MOXET B/USATbL Ha pe3ynbTaT UUCTKM WU AE3NHMDEKLUUM WHCTPYMEHTOB.
CnepoBaTeflbHO,  MCMOJMb3yiiTe TOMIbKO CTEPU/IbHYKD WM HU3KO  3arpsi3HEHHYH0  BOAY
(MakcmanbHO 10 6akTepuii/Mn, MakcMMasibHO 0.25 3HAOTOKCMHOBbIV eAnHUL/MN), Hanpumep,
OYMLLEHHYIO  BOAy/BbiCOKOOuUMLLEHHYO Bogy (PW/HPW cornacHo chapmokonein) ans
nocnesytoLleid NPOMbIBKK, a Takxke ANA APYrnx 3TtanoB 06paboTKu, B KOTOPbIX WUCMO/b3yeTcs
Boga. Koppo3ns MHCTPYMEHTOB MOXET BO3HMKATb B C/lyvae BbICOKOIO COAepXXaHus xsopa um
APYTUX MUWHepasibHbIX BeLLeCTB B BOAOMPOBOAHON Boge. lMpu nosBMeHUU MATeH U CNejoB
KOPpO3uun, W, eCNn Apyrue NMpUUnHbl OTCYTCTBYIOT, HEO6X0AMMO MPOBECTM MPOBEPKY KayecTsa
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‘BOJOMNPOBOAHON BOAblI B Balleii MeCTHOCTWU. BOoNbLUMHCTBO Npo6iemM KauvecTBa BOAbI MOXHO
136eXKaTb NPV UCMO/Ib30BAHUW AEOHN3MPOBAHHONM UM AUCTUINMPOBAHHON BOabl.

e Moxanyiicta, obpaTuUTecb K MOAMYHKTY 12 ANt NOMyYeHUs AOMOSHUTENbHbIX WMHCTPYKLMWIA
KacaTte/lbHO cneunasibHbIX UHCTPYMEHTOB / MPUOBOPOB.

OrpaHnYyeHuns 4na NOBTOPHON 06paboTKK

Komnanmna 3M Unitek rapaHTupyeT, 4YTO WHCTPYMEHTbI He OyAayT WMeTb [JePeKToB B
MaTepuanax, c6opke wnv oTAeNEHUS MPUNASHHBIX PeXYLLMX KPOMOK Ha nepuof 1 rog oT gatbl
nokynku. KomnaHmsa 3M Unitek B ganbHelileM rapaHTUpYeT, YTO AaHHbIA UHCTPYMEHT 6yaeT
YCTOMUYMBBIM K KOPPO3UMW B TeuyeHue 5 neT OT gaTbl MOKYMNKW. HeBbINOMHEHWE WHCTPYKLUWIA
KacaTe/lbHO PeKOMEHA0BaHHOI0 WCMo/b30BaHNSA, MNpoueayp TeXHUYECKOro O00CMY>XMBaHUA W
cTepununsaLmn NpuBeAeT K aHHY/IMPOBAHUIO BCEX NPeTEH3UA MO rapaHTUHLIM 065A3aTe/IbCTBaM.
PekomeHoyeMoe  TeXHUYECKoe  06CMy>XMBaHMe  BK/IKOYAaeT  MOBTOPHYH  3aTOYKYy WU
BOCCTAHOB/IEHNE  KOHUYMKOB/PEXYLUMX KPOMOK KycayeK (Npyv  HeobXOAMMOCTU  UUCTKY,
NOMIMPOBKY, PEry/IMpoBKY BUHTA) Kax[ble 6 MecCsLEB.

Monb3oBaTesib  HeceT OTBETCTBEHHOCTb 32 OCMOTP  WHCTPYMEHTOB  Mepef  KaxibIM
NCro/Ib30BaHNEM.

[MoAroToBKa Ha MecTe UCNONb30BaHMUA

» Ob6paLaritecb € UCMONb30BAHHBIMW U 3arPA3SHEHHBIMU MHCTPYMEHTAMM C MOMOLLbIO 3aLUTHBIX
nepyaTokK, KOTopble YA0BNeTBOPAIOT TpeboBaHUAM AupekTnBbl 89/686/EEC.

* Yaanute n3bbITOK Macna ¢ NomMoLbi 0AHOPA30BOM TKaHW/6yMaXKHbIX MOMN0TEHEL,

* M36erainTe 3acbIXxaHUA U 3aTBepAeBaHNA OCTATKOB TKaHW Ha MOBEPXHOCTU MHCTPYMEHTOB.

M3onauma n TpaHCNoOpPTMPOBKA

o [lepXnTe 3arpsi3HeHHble WHCTPYMEHTbI B 0f0OPEHHOM repMeTMYHOM KOHTeliHepe BO Bpems
TPaHCMOPTUPOBKU OT MECTa UCMO/Ib30BaHNS K 30HE [e3VH(EKL MM,

* MoBTOPHO 06pabaTbiBaiTE MHCTPYMEHTbI KaK MOXHO ObICTpee Nnepes KaxabIM MOC/efyoLnm
MCNOIb30BaHMEM.

MoaroTtoBka

Bbl60p UNCTAWNX CPEACTB - npumute K cBefjeHUl cnepylwlyue peKoOMeHAaUun no BbIGOpy
TaKUX CPEeAcCTB;

eMPUTOLHOCTb YMCTSALWETO CPeACTBA AN UNCTKN UMHCTPYMEHTOB.

e COBMECTMMOCTb yncTsaw ero cpeactBa € WMHCTPYMeHTamu (cmoTpuTte rnasy 1,
MpepynpexpeHus).

e COBMECTUMOCTb YUCTAWEr0 CPEeACTBA C TEPMMUUYECKUM annapaTtom Ans pges3nHdekymm (Molika-
LEe3VNH( eKTOpP) AN yNbTpa3BYKOBO 06pabOTKOW.

«COBMECTMMOCTb YNCTSAWETO CPpeACcTBa C Ae3UHPULUPYHOWUMN cCpefCTBaAMN.

e MHCTPYKLMUMN NPOU3BOAUTENS UYUCTALWEro cpepcTBa KacaTe/lbHO KOHLUEeHTpauuu u BpPeMeHwu
BblAEPXKMW.

Bb|60p ,EI|63VIH(*)VILI|VIpy}OLU|EFO CPeacCTBa - npumunTe kK cBEeeHUI0 cneAylolMe peKOMeHaalLnm no
Bbl6Opy nogo6HOro cpeacrtea:

epUrofHOCTb AE3UH(PULNPYILEro CPpeacTBa AN AE€3UH(M EKLUN UHCTPYMEHTOB.

e COBMECTMMOCTb Je3unHdpuumpylwero cpeacrtsa € MHCTpyMeHTamMu (cmoTpuTe rnasy 1,
MpepynpexpaeHus).

«COBMECTUMOCTb A€3NHPULMPYOLWETro CPEACTBA C YNCTSAWMUM CPELCTBOM.

e OpobpeHHas 3P eKTUBHOCTb pfe3nHpuumpyrwwero cpepcrsa, T.e., DGHM/VAH, RK1
opo6peHne unm mapkuposka CE, unm no kpaliHell mepe pgesuHduuupyrwouee cpenctso Ans

cpefHero ypoBHS Ae3UH(eKUNN.
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VHCTpYKLMM NPOM3BOAMTENS Ae3MHPMUMPYIOLLEro CpeAcTBa KacaTe/lbHO KOHLEeHTpauum u
BPEMEHU BbIAEPXKKN.
lNofrotoBka (TpebyeTcsa A8 BCeX TpexX NpoLeayp YMCTKM U Le3nH(EKLNN, YKa3aHHbIX B rfaBe
6)
* YaanuTe KpyrnHble 3arpA3HeHNss Ha MHCTPYMEHTax Hesamef/MTe/lbHO rnocnie npumeHeHus (B
TeyeHMe MaKeMMyM 2-X 4acoB).
* Vicrnonb3yiiTe MArKy0 LETKY /19 PYYHOr0 yAa/leHUA KPYMHbIX 3arPsA3HEHUI - He Nernosb3yinTe
MeTa/IINYeCKMe LLETKN WK CTa/lbHble MOYa/IKN.
o [INA WapHUPHbIX MHCTPYMEHTOB, OTKPONTE WM 3aKpOMTe LapHUP He MeHee 5 pas, Mpu 3TOM
WHCTPYMEHT AO/IKEH ObITb MOrpy>XkeH B MOKOLLEe CPeACTBO C BOAOPACTBOPUMbIMU hepMeHTamm
M Ae3NHMOULMPYOLWKNIA pacTeop.
* [N IHCTPYMEHTOB C FNIyXMMU OTBEPCTUAMM (T.e., OTBEPCTMEM, KOTOPOE He MPOXOAUT Yepes
mMaTepuan), MHTEHCUMBHO MPOMOWNTE [/lyX0e OTBEPCTUE C MOMOLLbI Wnpuua (UCNonb3ynTe
LLNPUL, C UTONIKOI, eCNN pasmep OTBEPCTUS CNIULLKOM MasleHbKUA ANs1 Hafiexalleil NpoMbIBKN
NPOCTO LLMNPULLOM).
* [leanHuumpyloLLee CPeACTBO He AO/KHO CoAepXKaTb anbaerns (B NPOTUBHOM C/lyyae MOXKET
NPOV30ATN 3aTBepAeBaHme OCTaTKOB KPOBM) LO/MKHO UMETb OA06PEeHHY0 3(h(PeKTUBHOCTL (T.€.,
DGHM, RKI opobpeHne nnn CE MapKMpOBKY, WK MO KpaiiHei mepe Ae3vHpuumpytoLLee
CPeACTBO [AN1A  CPefHero ypoBHA Ae3nH(eKuun), ObITb MNPUrogHbIM A8 Ae3nHpeKumn
WHCTPYMEHTOB N COBMECTUMbIM C UHCTPYMeHTamu (CcMoTpuTe rnasy 1, MpeaynpexaeHus).
» Cobnogarite MHCTPYKLUUN NPOU3BOANTENS YNCTALMUX U Ae3NHPULNPYIOLLMX CPEeACTB.

UuncTtka v gesnHgekuma

MeTog 1- ABTOMaTMYeCcKas YNCTKA U Le3nHPeKLns

O6opyaoBaHMe: TEPMUYECKUI annapat ans aesnHdeKumn (MoKa-ae3vHpeKTop)

MpumMnTe K CBEAEHUIO Clefyloline peKoMeHZaumm npu  UCMosib30BaHUU  TEPMUYECKOro
annapara ans ge3nHgekumm (Monka-Le3snHgpeKTop):

* AheKTUBHOCTL PaboTbl TEPMMUYECKOro annapara Ana AesvHgeKunn (Molika-4e3nH(eKTop)
(hanp. EN ISO 15883-1, HEM 2030, ecnn TpebyeTcd MeCTHbIMW HOpMaTuBamm W
AVMpPEKTUBaMMN).

* Mporpamma TepmMn4yecKoin 06paboTKM, KoTopas mmeeT ogobpeHune [Hanp. cornacHo EN/ISO
15883-1 ¢ Ao 3Ha4deHuem > 3000 (Hanpwumep ANnsi 040OPEHHOr0 NPUMEHEHUSA NPU TemnepaType
90°C / 194°E B Te4YeHUe 5 MUHYT) UAM NpU UCMOJSIb30BaHUK 60/iee paHHUX MpPorpamMm 06LLEro
Ha3HayeHns ¢ “MHOroKpaTHbIM npumeHeHneM” (Hanpumep: 93°C / 200°E B TeyeHre 10 MUHYT)]
N MPUrOAHOCTU AN WHCTPYMEHTOB, a Takke A0CTATOYHOro KOMM4YecTBa 3TarnoB MPOMbIBKU.
[MprmeHeHre Ao 3HayeHnit > 600 (Kak TpebyeTcs HEKOTOPbIMU EBpONENCKMMK CTpaHamu) He
pekomeHayeTcAa. Ecnm  npumeHdetca A0 3HadeHue > 600, Torga nonb3oBaTe/lb HeceT
OTBETCTBEHHOCTb 3a o06ecrneyeHve Hag/exawen 3PPeKTUBHOCTU npouecca UUCTKU U
Je3nHMeKUMM MocpesCcTBOM CreunasibHOro of006peHnsa aMeKTUBHOETM NMPOAYKTa, npoLecca u
npuobopal.

» TwaTenbHaa nocrefyoLan NpPoMbIBKa, NPenoyTUTENIbHO BOAOM BbICOKOINO0 KayecTBa, Hanp.,
OYNLLIEHHON BO/0//BbICOKOOYNLLEHHO BOAO PW/HPW (cmoTpuTe rnaBsy 1,
MpepynpexaeHns).

Mpoueaypa ans paboTbl MOMKMU-Le3nHMEKTOPA

1 PasbepuTe WHCTPYMEHTbI, €C/iM 3TO BO3MOXHO (He TpebyeTca AN  LAPHUPHbIX
WHCTPYMEHTOB) WX NOSTHOCTbIO PACKPOWTE LLAPHUPHbIE NHCTPYMEHTbI.

2. NMomMecTUTe MHCTPYMEHTbI B TEPMUYECKUIA annapat 418 Ae3nHgpeKLumn (MoiKa-Ae3nHgpeKTop),
nybeanTeeb B TOM, YTO MHCTPYMEHTbI He KacaloTcs Apyr gpyra.

3. 3anycTuTe UMK MOMKU-AE3NHGEKLNN.

4. BblHbTE MHCTPYMEHTbI U3 TEPMUYECKOro annaparta gns AesnHpekumn (MoKa-ae3vH(eKTop)
nocsie OKOHYaHUA LnKa.
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pyHLamMeHTanbHass MNPUTOAHOCTbL WHCTPYMEHTOB AN 3P PeKTMBHON aBTOMaTUYECKON
YNCTKN © Je3nHpekymm 6Gblna NPOAEMOHCTpPUPOBAHA He3aBUCMMOW aKKpeaUT OBaHHOW
TecTOBOW nabopaTopuen npm Mcnonb3oBaHUn gesnHpekTopa mapku G 7836 GD, Miele & Cie,
GmbH & Co., Gutersloh, Germany, (TepMUYeCKMA pAe3nHPEKTOP) U 4YNCTSAWEro cpeacTBa
Neodisher medizym (Dr. Weigert GmbH & Co. KG, Hamburg, Germany) npuHumass BO
BHMMaHMe yKa3aHHY npouegypy.

MeTopg 2 - Y nbTpa3ByKoBas YMCTKa N Ae3nH(eKLns

O6opyfoBaHuVe: ybTpasByKoBas OUUCTUTEIbHAA YCTaHOBKaA.

Mpouenypa YNCTKN:

1 Pas3bepuTe WHCTPYMEHTbI, €C/M 3TO BO3MOXHO (He TpebyeTcAa 418  LIAPHUPHbIX
WHCTPYMEHTOB) WM MOJIHOCTbIO PAaCKPONTE LUAPHUPHbIE MHCTPYMEHTbI.

2. T10/THOCTBIO MOrpy3nTe UHCTPYMEHTbI B YMCTALLNIA PaCcTBOP Ha BPeMs, KOTOPOe peKOMeHAyeT
npon3BoOaNTENb YNCTALLErO CpeacTBa. I‘Ipmwleanme: MHCTPYMEHTbLI HE O0/IKHbI CONPUKacaTbCA
JPYT C ApYroM; He neperpyxarite ynbTPasByKOBYH OUNCTUTE/IbHYHO YCTAaHOBKY.

3. Wcnonb3yiite Bpems 00paboTKW, PeKOMeHOBaHHOE MPOU3BOAUTENIEM Y/bTPa3BYKOBOWA
yCTaHOBKN. [Mpy MUCMONb30BaHWUM KACCETHOM CUCTEMbI, BPEMST YNbTPA3BYKOBOM YMUCTKU AO/HKHO
ObITb He MeHee 16 MMWHYT, eCiM NPOM3BOAMTE/Ib YUCTSALLEro CcpeacTBa He TpebyeT 6osee
LNTENIbHOrO BPEMeEHN AN1s 06paboTKu.

4. BblHbTe MHCTPYMEHTbI U3 YMCTALLEro pacTeopa 1 3aTeM TLLATE/IbHO MPOMONMTE He MeHee 3-X
pa3 B TeYeHMe MWHUMYM MO/IMUHYTblI BOAOM BbICOKOINO KayecTBa, Hamp., O4YULLEHHOWA
BO/OM/BbICOKOOUMLLLEHHOWN Bogon PW/HPW (cmoTpuTe rnasy 1, MpegynpexaeHus).

5. OCcMOTpUTE WMHCTPYMEHTbI Ha Ha/Muve Hafiexalnx pesy/ibTatoB YUCTKU U MOBTOpPUTE
npoueaypy npu Heo6xo4MMoCTH.

Mpouenypa fge3nHpeKLmnn:

1 TMONHOCTBbIO MOrpy3nTe WUHCTPYMEHTbI B A€3MHMULMPYHOLLWIA PacTBOP M OCTaBbTeé B HEM Ha
BpeMs, KOTOPOe PeKOMeHAYeT MPon3BOAUTE b Ae3UHUNLMPYIOLWEro cpeacTea. MHCTPYMEHTBbI He
[O/MKHBI conpuKacaTbesa ApYyr C APYroMm.

2. BbIHbTE UHCTPYMEHTbI M3 Ae3NHMULMPYIOLLEr0 pacTBopa U 3aTeM TLLATe/IbHO MPOMONTe He
MeHee 5-1 pa3 B TEYEHNE MUHUMYM MOSIMUHYTbI BOAOW BbICOKOrO KadecTBa, Hamp., O4YULLEHHOM
BOJO/BbICOKOOUMLLLEHHON Bogoi PW/HPW (cmoTpuTe rnasy 1, MpegynpexaeHus).
dyHfaMeHTanbHass NPUTOLHOCTb MHCTPYMEHTOB AN 3P EKT MBHOW UUCTKU U Ae3nHMDEKLUM
6blna NMPoOAeMOHCT pMpOBaHa HEe3aBUCUMOW aKKpegMTOBAHHOW TecTOBOK nabopaTopuein npu
MCNONb30BAaHMWN YNbT pa3BykKoBOlW BaHHbl .mapkm SONOREX SUPER RK 514 H (BANDELIN
electronic GmbH & Co. KG, Berlin, Germany), Tak>e uncrsauwero cpegcrtea Cidezyme/Enzol
n gesnHpuumpytowero cpeacrea Cidex OPA (ASP, Irvine, USA / Johnson & Johnson GmbH,
Norderstedt, Germany) NnpMHMUMas BO BHUMaHMe yKa3aHHY Npoueaypy.

MeTtof 3 - Py4Hasd ynctka v gesvHgekymns

O6opyaoBaHue: He NPUMEHSETCS.

Mpouenypa unMcTKn:

1 Pa3bepuTe WHCTPYMEHTbI, €ciM 3TO0 BO3MOXHO (He TpebyeTca [N LWAPHUPHbIX
WHCTPYMEHTOB) WM NOSTHOCTbIO PACKPOMTe LLAPHUPHbIE MHCTPYMEHTbI.

2. T10NIHOCTBLIO MOrpy3nTe UHCTPYMEHTbI B YACTALLMI pacTBOP Ha BPeMsi, KOTOPOe PEKOMeHAyeT
NPOn3BOAUTENb YUCTALLEro cpeacTsa. py HEOGXOAMMOCTU WCNOJb3YNTe MATKYH LUETKY AN
TWATEeIbHON OUUCTKN UHCTPYMEHTA.

3. BbIHbTe MHCTPYMEHTbI M3 YUCTALLEro pacTBopa W 3aTeM TLATe/IbHO MPOMOMTE He MeHee 3-X
pa3 B TeyeHVWe MWHUMYM MOJIMUHYTbI BOLOW BbICOKOrO KayecTBa, Hanp., O4YMLLEHHOM
BO/OM/BbICOKOOUMLLEHHOW Bogon PW/HPW (cmoTpuTe rnasy 1, MpegynpexaeHus).

4. OCMOTPUTE MVHCTPYMEHTbl Ha Ha/v4yve Hag/exawmx pesynbTaToB YUCTKM M MOBTOpPUTE
npouesypy npv He06XoAUMOCTH.
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Mpoueaypa aesnHpeKLmnn:

1. MoNHOCTBLIO MOrpy3nTe MHCTPYMEHTbI B YACTSALWMIA pacTBOP Ha BPeMSsl, KOTOPOE PeKOMeHAYeT
NPOVN3BOANTESb YUCTALLEro cpeacTBa. VIHCTPYMeHTbl He [O0/DKHbI conpukacaTtbca Apyr ¢
Lpyrom.

2. BbiHbTe VMHCTPYMEHTbI U3 Ae3MH(PULNPYIOLLLEro pacTeopa M 3aTem TLATe/IbHO I'IpOMOI7IT6 He
MeHee 5-1 pa3 B TeueHMe MUHUMYM MNO/IMUHYThbI BOAOW BbICOKOIO Ka4decTBa, Harp., OUMLLEHHOA
BO/01/BbICOKOOUMLLEHHOW Bogoin PW/HPW (cmoTpuTe rnasy 1, MpeaynpexzaeHus).
dyHpaMeHTanbHass NPUTOAHOCTb MHCTPYMEHTOB ANA 3P (PeKTUBHON UNCTKU U Je3UHPEeKLUM
6blna NMpoAeMOHCTpMpOBaHa HEe3aBUCMMOIW aKKpeaMTOBaHHOW TecTOoBOW nabopaTopueid npu
mcnonb3oBaHMM ymcrTauwero cpeacTea Cidezyme/Enzol n gesmHpuyupyrouwero cpegcrTea Cidex
OPA (ASP, Irvine, USA / Johnson & Johnson GmbH, Norderstedt, Germany) npuHuMmas BO
BHMMaHWe YKa3aHHY npoueaypy.

Cywka

» ObecneybTe MOCNEAYHOLLYIO CYLIKY B YACTOM MECTe, WM UCMOMb3YNTe OUMLLEHHBIA BO3AYX
AN CYLLKK, 4TO6bl NPefoTBPaTUTb NOBTOPHOE 3arpsi3HeHME.

e Ecnm cywKa BbINOMHSETCA KaK 4acTb UMKIa paboTbl MOMKU-AE3VMHGEKTOpPa, Torga He
npeBbILLainTe TemnepaTypy 120°C / 248°F.

* MONHOCTBIO BbICYLUNTE UHCTPYMEHTbI NePes YNaKoBbIBaHNEM.

OcMmoTp, 06CNy>XXMBaHUe, TECTUPOBaHME

o OCMOTpPUTE WMHCTPYMEHTbI Ha HaMuuve 3arpsasHeHWA, NOBPEeXAeHWn u K3Hoca. Pexylune
KPOMKW MHCTPYMEHTa LO/DKHbI 6bITb 6e3 3a3yO0puH. EC/IM MHCTPYMEHTbI MO-MPEeXXHeMY IPs3HbIE,
NOBTOPUTE NPOLeLYPbl YACTKN U Ae3UHPeKLMN.

* NoBTOPHO cobepuTe pasobpaHHble MHCTPYMEHTLI. poBepbTe MNaBHOCTL PaboThl LAPHMPOB
6e3 MpPUYMeHEHMS 4Ype3MepHOro “ycunvs”. BNOKMPOBOYHbIE (3arOpHble) MeXaHW3Mbl crefyeT
NpPoBepUTbL Ha PaboTOCNOCO6HOCTb.

* HeMHOro cmaxbTe LUAPHUPbI C MOMOLLBbI CTEPUIbHOIO, NaponpPOHULAEMOr0 CMas3o4yHOro
cpeacTBa (Hanp., napauHUcToro 6en10ro macna) NPUrogHOro AN NapoBOR CTepuaM3auum C
CepTUPUKATOM NPOU3BOAMTENSA, B KOTOPOM YKasaHO, YTO CMa304HOe CPeACTBO He 6yaeT BAMATb
Ha 3(PEeKTUBHOCTL pPaboTbl CMas3aHHbIX WHCTPYMEHTOB, M 4TOo OyaeT obecrneymBaTbCcs
6ronornyeckasi CoBMeCTUMOCTb CMa304HOr0 CpeAcTBa BO BPEMS LiMK/IA CTEPUn3aLmni.

YnakoBka

MpyMmnTe BO BHMMaHWE CredyloLinMe pPeKoMeHJauuu Mo  BbI6Opy  CTepUIM3aLMOHHbBIX
KOHTEHepOB;

» CooTBeTtcTBMe Hopmateam ANSI AAMI (EN) ISO 11607 (EN 868-8)

* MpUrogHoOCTb 4718 NapoBOM cTepumnsaumm (TemnepaTypocTonkocTb Ao 141°C (286°E)

* Hapgnexauwian sawurta WMHCTPYMEHTOB W CTEPUIN3ALMOHHON YNakKoBKM OT MeXaHWUYeCKMX
NOBPEXAEHNIA

o CTepUNN3aLMNOHHBIN KOHTEMHep - perynsipHoe TeEXHUYeCKoe 06CNyXUBaHWe B COOTBETCTBUU C
NHCTPYKLUMAMU MPOU3BOANTENSA

B KauyecTBe asibTepHaTVBbl, MOXET MCMNOMb30BATLCA CTaHLAPTHAA CTEPUIN3aLMOHHAsA YNakKoBKa
(Hanp., 6ymara/ponbra, OAMHOYHAA WM [BOWHAA YynakoBkKa). [MpyMuTe BO BHUMaHWeE
clefyloLme peKoMeHjaLmm KacatelbHO Bblbopa Haf/iexallert CTepuim3aLloHHON YNakoBKN:

» CootBeTtcTBue Hopmatmeam ANSI AAMI (EN) I1SO 11607 (EN 868-2...)

* MpurogHocTb 4N NapoBoi cTepunmnsalmm (TemnepaTypocToikocTb 4o 141°C (286°E)

* Hagnexauwiaa sawmrta WMHCTPYMEHTOB M CTEPUIM3ALMOHHON YNAaKOBKU OT MeXaHUYECKMUX
NOBPEXAEHNIA
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/CTtepunusauus

Mcnonb3yinTe TONbKO PEKOMEHAYEMYHD HWXe npoueaypy. Mpu Mcnonb3oBaHUK ApYrux
npoueayp crepunmnsaunm oTBETCTBEHHOCTb OyAeT HECTM MO/Ib30BaTE/lb MHCTPYMEHTOB.

* icnonb3yiiTe (PpakunMoOHMPOBaHHbIA BaKyyMHbI aBTOK/IaB UM rpaBUTaLMOHHbIA aBToK/aB (C
[JOCTATOYHOM CYLIKOM npogykTta). [Mpyv BO3MOXHOCTW, (DPaKUMOHMPOBAHHYK BaKyyMHYHO
npoueaypy crefyeT MUCMNoNb3oBaTb ANA CTepunvsaumn. ['paBUTaLMOHHYIO Mpoueaypy cnepyet
NCMOMNb30BaTh TO/IbKO, ecI PPaKLNOHMPOBaHHbIA BaKyyMHbI aBTOK/IaB HEAOCTYMEH; B 3TOM
cflyyae Heo6XOAMMO MPUHATH BO BHUMAaHME 3HAYUTESIbHO HU3KYH 3((EeKTUBHOCTL pPaboThbl
rpaBMTaLMOHHOIO aBTOK/IaBa.

» ABTOKNaB [0/KeH yA0oBNeTBOpPATbL Hopmatusam ANSI AAMI (EN) ISO 17665 (M HTM 2010,
ecnv TpebyeTca MeCTHbIMW HOPMaTUBaMU N AUPEKTUBAMMU).

* He npvmeHsanTe npoueaypy CKOPOCTHOM CTepUm3aLnn.

* He npeBblilwaiTe TemnepaTypy cTepumsauumn BennymHon 138°C / 280°F.

e He npeBblWwaiiTe MaKCUMa/lbHYH0 HarpyskKy aBTOK/IaBa MNpU CTEPUIN3ALNN  HECKONTbKMUX
WHCTPYMEHTOB B OZHOM LMKJ/Ie paboTbl aBTOK/1aBa

* [MapoBas cTepunmsauma coriacHo Hopmatmea EN 13060 1 EN 285, ecnu TpebyeTcsl MeCTHbIMM
HopMaTMBaMWn U AUPEKTUBAMN.

* Vicnonb3yiite O4WMH W3 CNefylowWwmnx nepuosoB CTepuamsaumm npu 3afaHHoON TemnepaTtype
cTepunuzauuun: cMoTpuTe rnasy 12, ChneumanbHble npoueaypbl, ANA NoayyvyeHUs MHGopmaumun
KacaTe/lbHO [OMOJ/IHUTENIbHOrO0 BPEMEHW W TeMnepaTypbl CTepuaMsaumn 418 BblOpPaHHbINA
WHCTPYMEHTOB.

» O paKLUNOHMPOBAHHbI BaKyyMHbIi aBTOK/1aB

- TP MUHYTbI Npy Temnepatype 132°C / 134°C (270°F / 273°F), nnm

- fjBajuaTb MUHYT npyn Temnepatype 121°C (250°F)

* paBUTALMOHHbIV aBTOK/1aB

- NATb MUHYT Npy Temnepartype 132°C / 134°C (270°F / 273°F), nnn

- fjBajuaTb MUHYT nNpu Temnepatype 121°C (250°F)

dyHAaamMeHTanbHass NPUITOAHOCTb MHCTPYMEHTOB AN 3P eKTUBHON UYUCTKU U Ae3NHPeKLUn
6blna NpPofeMOHCT pMpPOBaAHA HE3aBUCUMOW aKKpegM TOBAaHHOW TecTOBOW nabopaTopueid npwu
MCNOoNb30BaHMM NapoBOro crTepumnmsaTopa Systec V-150 (Systec GmbH Labor-Sytemtechnik,
Wettenberg) wn npouegypbl ¢GpakKUMOHMPOBAHHOIO BaKyymMa, a TaKXXe TrpaBUMTauUOHHOWM
npoyefypbl. ANns 3aToOro cneagyeT™ MNPUHSATbL BO BHUMAaHME TUNWYHbIE YCNOBUSA B KIWMHWUYECKOW W
BpauyebHOW NpakKTuMKe, a Tak> e yKasaHHYH npoueaypy.

XpaHeHune

XpaHUTe MHCTPYMEHTbl nocne crepunmisaumm B CyXom M cBO6OAHOM OT Nblan MecTe. dpdekT oT
crepmnnunsagynmm MOXHO ob6becneynTb TONbKO B TOM cnyyae, ecnnM UHCTPYMEHTbl OCTaHyTCA
ynakoBaHHbIMMU nnn 3aBepHyTbIMU, HenpoHunuyaemMmbl MU ansa MWKpPpOOpPraHmsmos, nocne
opob6peHHOl cTepunuszaummn. CoCTOAHME CTepunum3auuMm [ONXKHO ObITb YETKO YyKasaHO Ha
ynakKoBKax WUnu KOHTeVIHean. Mo COOﬁpa)KeHVIHM 6es3onacHocTHn, AepXNTe CTepunbHblEe N He

CTEpUNbHbIe MHCTPYMEHTLI OTAENbHO APYT OT Apyra.

YcnoBua xpaHeHus
OpTOAOHTUYECKME PYUYHble UHCTPYMeHTbl HHWUTeK cnepyetr XpaHWUTb MNpPU  KOMHATHOW
Temnepatype B UNCTOM, NPOBETPMBAaeMOM NOMELW eHNN BHE arpecCMBHOW BO3AYWHON cpeabl.

Ycnosus TpaHCNOPTUPOBKU

3HayeHNsa TemnepaTypbl, BNa>XHOCTU U AaBNeHUA He pernameHTUpyrTCA.

Ycnosusa npuMeEHeHNs
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/T KOMHaTHOl TemnepaType B CTOMATO/IONMYECKOM KabWHETE, 3HAYEHMS BAXHOCTM U
[AaB/IEHNS He pernaMeHTMpPYTCS

CneumanbHble npoLeaypsl

LLlapHMpHbIE MHCTPYMEHTI OTKpOTe N 3aKPONTE MHCTPYMEHT HECKO/IbKO
pa3 BO BpeMsi MpoLecca YMCTKU U MPOLLECCOoB
Je3VH(eKLUN.
CMakbTe LUapHMpbI Nepef cTepuavsaunein u
obpabaTbiBaiTe B OTKPbLITOM MO/IOXKEHUN BO
BpPeMS CTepUIn3aLmm.

LLIapHMpPHbIE UHCTPYMEHTbI Vicnonb3ayiite TOJIbKO cnepytoLine
REF 804-171, TnHUET o06paTHbIi HOHUTEK pPeKOMeHZauun 4is YNCTKU/Le3VHIEKLNN 3TUX
(Unitek Bracket Placement Instrument) WHCTPYMEHTOB.

MeTtog 1, ABTOMartM4yeckasd 4UUCTKA U
Je3nHpeKkums, Unn Metog 3, PydHaa umicTka m
[le3nHpeKums.
REF 804-160, WMHcTpymeHT CmapTkann anss  CHMMWTE MNIacTMacCoBYH pamMKy K 0cnabbTe
sameHbl ayr (SmartClip Appliance Wire 60K0BO/ BWHT, 4T06bl 06ecreynTb MO/HOe
Disengagement Instrument) pacKpbITVe WHCTPYMeHTa nepes MNOBTOPHOWA
06paboTKOM, YMCTKOM W [Ae3nH(eKLUMei
(Tonbko  ynakoBka W  CcTepuiMsaums B
C/TIOXKEHHOM MONOXXEHUN). Mocne
cTepunusaumn, NAOTHO 3aTAHUTE 6GOKOBOWA
BUHT C MOMOLLbIO YHWBEPCASIbHOIO raevyHoro
KloYa, KOTOpbIA MOCTaB/ISAETCA BMeCTe C
WHCTPYMEHTOM. MMWHMMaNbHOE  KOJSIMYeCTBO
UMKIOB CTepuav3aumm [as  nNnacTMaccoBoiA
pamkn  coctaBnder 20  umknioB.  [AnA
nsacTMaccoBbIX pamMok cylecTByeT
BO3MOXXHOCTb 3ameHbl (REF 804-161).
Kycauku Meped MCnonb3oBaHMEM HaHECUTE CMa304HbIiA
MaTepuas, Tako Kak DSX Medic 365 wu
npueeanTe B  [felicTBue COYJIEHEHUS,
pacKpbiBasd 1 3aKpblBasg UHCTPYMEHT B TeUeHUe
HECKO/TIbKNX MUHYT. TpOA0/IKUTE BbIMOIHEHNE
WHCTPYKUMIA N0 CTepuaM3auum  CcornacHo
TpeboBaHUAM MPOU3BOANTENA MHCTPYMEHTOB.
MOBTOPHO CMaXbTe WHCTPYMEHTbI MOc/e WX
OX/TXKAEHNA W BbIChIXaHUA.

WHopmaums no rapaHTUiAHbIM 0653aTeNbCTBaM

KomnaHmss 3M Unitek rapaHTupyeT, 4YTO [AaHHbIA WHCTPYMEHT He uMeeT AedeKTOB B
MaTepuanax, Ka4ectBe M3roTOB/IEHUA WIN OTAENIEHUSA CMAasHHbIX PeXYLLMX KPOMOK Ha nepuog 1
rog OT garbl MOKynKW. Takke KomnaHus 3M Unitek rapaHTupyeT, 4TO AaHHbIA WHCTPYMEHT
OyfeT yCTOMUMBbIM K 00pa3oBaHMI0 KOppo3UW B TeyeHMe 5 feT OT [JaTbl MOKYMKMK.
HeBbINONHEHVE WHCTPYKUMIA  KacaTe/lbHO pPeKOMEeHAO0BaHHOro WUCMosib30BaHWsA, MpoLeayp
TEXHUYECKOr0 06CNY>XUBaHUA 1 CTepuM3aumy NpuBeaeT K aHHY/IMPOBAHUIO BCEX NMPeTEH3NIA Mo
rapaHTuiiHbIM 06513aTeNIbCTBaM.
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PekomeHnayemoe TEXHMYECKOE 0OC/TY>XMBaHME BK/IOYAET NOBTOPHOE 3aTOYKY U BOCCTAHOB/IEHME
KOHUYMKOB/PEXYLLMX KPOMOK KycaudeK (Mpu Heo6XOAMMOCTM UUCTKY, MOMMPOBKY, PErynpoBKy
BUHTA) KaX/ble LLUeCTb MeCALEB.

EAuHCTBEHHBIM  0653aTeNnbCTBOM  KoMnaHum 3M  Unitek 1 UCKAOUMTENBbHBIM - CPEACTBOM
NpaBoBOM 3alUTbl 3aKasumka B C/lyyae 3asBeHHOro AeekTta OyAeT BbICTynaTb, MO BbIGOPY
KomnaHmm 3M Unitek, peMOHT, 3aMeHa ToBapa, Wau NoJsIHOe BO3MELLLEHNE CTOMMOCTU U3MeNuns.
BCE TNOAPA3YMEBAEMbLIE TAPAHTU, BKJ/TIOUAA T1OAPA3YMEBAEMBbIE
FTAPAHTUN KOMMEPYECKOW MPUTOAHOCTW TOBAPA WAV MPUrOAHOCTW A4
OCOBbIX LIENEN N NCMNO/b30OBAHNA HE MPU3HAKOTCA.

OrpaHnyeHne 0TBETCTBEHHOCTHU

3a VCK/IOYEHMEM MOJIOXKEHWIA, 3anpeLleHHbIX 3aKoHo4aTebecTBOM, KomnaHus 3M Unitek He
OyfeT HecT OTBETCTBEHHOCTb 3a YObITKM WM  MNOBPEXAEHUS, BO3HWKaOLLMe Mpn
MCMOMb30BaHNN HacTosAwero [MpoayKTa, NPsAMbIX, KOCBEHHbIX, 0CO6bIX, C/y4YaliHbIX WX
JIOTUYECKN BbITEKAIOWNX, HE TMPUHUMAas BO BHVMaHWE YTBepPXAEHHble METOAUKW, BK/IOYas
rapaHTUO, KOHTPAKT, HebpeXXHoe OTHOLWIeHWe WM NPSAMYH0  OTBETCTBEHHOCTb. Bce
WHCTPYMEHTbI C/efyeT OTNPaBUTb B aBTOPU3UPOBAHHbLIA CEPBUCHbIN LEHTP KoMnaHun 3M
Unitek no HwmkeykasaHHOMY afpecy [N OUEHKM C Uefbilo  OrnpefesieHus  NibroTHOro
npuobpeTeHnsi, 3aMeHbl WM  PeMOHTa. ABTOPU3NPOBAHHbLIA CEPBUCHbLIA  LEHTP, MNocse
NoslyyYeHNs NHCTPYMEHTa, ONpeaenuT, 6yaeT N faHHbIA WHCTPYMEHT MOKPbIBATLCA HACTOSLLEl
rapaHTvein. Martepvasibl, KayecTBO W3rOTOB/IEHUA W YCTOMYMBOCTb K KOPPO3UM SABNAIOTCA
eVUHCTBEHHbIMW 3/1leMeHTaMu, KOTOpble MOKPbLIBAIOTCA [aHHON rapaHTueld. HeHagnexatee
MCMoNb30BaHMe WM ynotpebnieHne nNpuBeLeT K MNOTepe rapaHTUW. 3aka3uuk 6yaeT HecTu
pacxofbl, CBfi3aHHble C PEMOHTOM WHCTPYMEHTOB, [N KOTOPbIX CPOK rapaHTuM Yyxe
3aKOHYN/ICS.

Martepuansbl, U3 KOTOPbIX U3rOTOB/IEHO U3aenue

Kycauku npsamble gna ayr- Hepxkaserowasa ctans BG42, 410, 430

Kycauku guctasibHble yasiMHeHHble -Hepxasetowasn ctasib BG42, 410, 430

LLinnupb! BaliHrapTa ¢ MasibiMu1 LWevkamu- Hepxxasetowas ctanb 425M wnm DIN 1.4116, 430
MHcTpymeHT CmapTkamn ang 3ameHbl ayr- Mnactmk CAS 61128-46-9 n HepxkaBseloLaa cTasb
430F nnm 303, 425M wnn 420, 18-8

WHCTpyMeHT HOHUTEK A4/19 CHATUS CaMOSIUTUPYIOLMXCA OpeKeToB- HUKeNb-TUTAaHOBbLIN Ch/iaB
(HnTunHon) Alloy 1 Hepxkasetowas ctaib 32Cri3Mo GB/T 20878-2007, 430F nnn 303
WHCcTpymMeHT FOHUTEK 418 CHATUA 6pekeToB- Hepxxasetowas ctasib 425M wim DIN 1.4116, 430
M3mepuTesnb ycTaHOBKM 6pekeToB KOHUTEK -Hepykasetowasa ctanb 17-7PH, 18-8, Mefab

MuHueT obpaTHbIN KOHUTEK -HepxxaBetowan ctasib 420 wan DIN 1.4024

MapKnposka MegnULMHCKOro U3aenuns CoAep>XUT NHOopMaLmio

WM3genna noctaBnaoTCA B YNakOBKe C MapKUPOBKOW, cofepiKallell Cnelyouyo NHpopMauuio:
HaVIMeHOBaHWe 1 HOMep WU3LeNMA MO0 KaTasiory; HaMMeHOBaHWE W ajpec Mpov3BOAUTENS;
COLEPXXMMOE; HOMepP NapTuK; UH(OPMALLMI0 O TOProBOM MapKe, a TaKXXe CMMBOJIbl COOTBETCTBME
TpeboBaHuaMm EC. BHumaHwue, obpatutech K QKCMNNYATALUNOHHBLIM JOKYMEHTAM.

OnuncaHne ynakoBOYHOIro mMmatepunana
MepBMYHaa ynakoBka: ®OpMOBOYHasA neHa (N1M60 NAaCTUKOBLIV (OyTAAP WAW MONUSTUIEHOBbIN

naket). BTopnyHas ynakoBka: KapToHHas Kopobka u/vnv nosmaTUIeHOBbIN Maker.

CpokK rogHocTtu
[N opTOJOHTUYECKUX PYYUHBIX MHCTPYMEHTOB HOHUTEK HeT JaTbl MCTeYeHUs CPOKa rofHOCTMW.
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YTunusauma v nepepabotka

YTunusaumsa  ynakoBKU/COAEPXXMMOr0  [0/KHA  OCYLLECTBNATbCA B COOTBETCTBMUM €
MECTHbIMW/PernoHasibHbIMU/HaLMOHaNbHBLIMU/MEXAYHAPOLAHbIMN TPeboBaHNAMMU.

MeanuuHckre  mn3genua  [O/MKHblI - YTUM3MPOBATLCA  MECTHbIMW  MY6/IMYHO-NPaBOBbIMU
opraHmsaumsamu B cootBeTcTBUM € CaHlnH 2.1.7.2790-10 «CaHuTapHO-3NnaeMnonormyeckue
TpeboBaHMA K 06paLleHnto ¢ MeAULMHCKUMM 0TX04aMm» KacC 0TX040B b).

OurunanbHbIA NPOM3BOANTEND
«3M HOHuTek KopnopaiiwH» (3M Unitek Corporation), CLLA
2724 South Peck Road, Monrovia, California, 91016, USA

YNONHOMOYEHHbIV NPeACcTaBuTeNb Ha TepputTopun Pd:

3A0 «3M Poccua», 121614, r. Mocksa, yn. Kpblnatckas, 4. 17, ctp. 3, +7 (495) 784 7474 | +7
(495) 784 7475 (thakc), 3mra@miTim.com

MepeBof C aHrNMNCKOro A3blKa Ha pPycCKU A3bIK BbINOJAHEH MNepeBOoAYMKOM D apdopoBCKON
AnNnHoNn EBreHbeBHO
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Poccuiickas Pefepaums
"opog Mockea
lMaToe mas ABe ThiCAYM CEMHAALATOrO0 roga

A, 3on0To0Ba INbBMpPA BanepuesHa, BpeMeHHO McnonHsAw U ad 06593aHHOCT U HOT apuyca
roposga Mockebl AGYy6MKepoBOi PaBunu PaBUNbeBHbI, CBUAETENbCTBYH BEPHOCTbL KOMWUM C

npeacTaBNeHHON MHe MHCTPYKUMKN no npumeHeHunto Orthodontics Hand Instruments.

Mpun'sToM CBUAETENbCTBYHW MNOANUHHOCTSbL NOANMCKU nNepeBogumka P apdpopoBCKOIi
A.MNHbI EBreHbeBHbLI.
Mognnce cpenaHa B .MOEM MNPUCYTCTBUM. JIMYHOCTbL MNepeBOoAYMKA YyCTaHOB/eHa,

4eecnoco6HOCT b NPOBeEpPeHa.
3aperucrpupoBaHo BpeecT pe: No

B3blckaHO rocygapcTBEeHHOW nownunHbl (no Tapudy): 100 pybnen + 100 pybnei.
YANMNAGHO 3a oKaszaHWe ycnyr npaT BOTO

UpwpxHuubu)ro xapakTepa: 2 ~ py6neii + 500 py6nein.

y0£ w 3.B. 30n0T0BA

BPNC (MHMUmansl, hamunns BPMNO)

Bcero  npowHypoBaHo”

MPOHYMEPOBAHO » CKPEMEA
MEYATBIO CaEb\ou

II"HOTAPNYY6" A
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