Notary No. 157/2019

AUTHENTICATION OF
SIGNATURE OF A PERSON
SIGNING ON BEHALF OF A

BODY CORPORATE OR IN THE
NAME OF ANOTHER PERSON

ON A DECLARATION
I, the undersigned, Sigalit Tzipora Rubin
Flor Notary holding license no. 2063442
hereby certify that on 26.12.2019 appeared
before me at my office located at 86
Hadkalim st. Kanionit Haklkar Pardes hanna
Karkur, lIsrael.
Mr. Levin Mark Meir whose identity was
proved to me by Identity Booklet No.
014140941 issued on 02.09.2007
And Mr. Topaz Tal whose identity was
proved to me by Identity Booklet No.
040901399 issued on 02.08.2015
and after | was satisfied that they
understand the language of the declaration-
English, that is known to me as well, they
read in my presence the declaration
attached and marked with the letter Al-13

And after having inquired and being
satisfied that Mr. Levin Mark Meir and Mr.
Topaz Tal understood the contents of the

affidavit and after | warned them that they
must tell the truth and that they will be
subject to the penalties prescribed by law if
they fail to do so, they confirmed the
correctness of the affidavit and signed It
voluntarily in my presence on behalf of
corporation

Paltop Advanced Dental Solutions Ltd
company number 514458744 located at
Hashita 5, Industrial Park Caesarea, lIsrael .
I confirm that | have been submitted the
document letter of signature rights issued
by Company's lawyer on 3.7.2019 as written
evidence, to my satisfaction, for the purpose
of proving their competence to sign as
aforesaid.

In witness whereof, | hereby authenticate
the signature of Mr. Levin Mark Meir and
Mr. Topaz Tal by my own signature and

this day 26.12.2019
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To whom it may concern,

The Company Paltop Dental Advanced Solution Ltd, company no. 514458744, Hashita 5
Industrial Park IL- P.O Box 3568- 3088900 Caesarea, Israel, represented by CEO, Tal Topaz,
and by CFO, Meir Levin acting on the basis of the Charter, declare that the information

provided here below is accurate and complete in all respects.

Instruction for Use (11-50026R Rcv.02)

Date:

Date: M . /L /O

_____________________________________________ Hashita 5, Industrial Park # +{972)4-627-1711 IM
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Instruction for Use - Paltop Dental Implant System
11-50026R Rev 2 dated: 28/10/2019

Warning

The following descriptions are insufficient to allow immediate use of the Paltop
Dental Implant System. Knowledge of dental implantology and instruction in the
handling of the Paltop Dental Implant System provided by an operator with the
relevant experience are always necessary.

The Paltop Dental Implant System has not been evaluated for safety and
compatibility in the MR environment. The Paltop Dental Implant System has not
been tested for heating or migration in the MR environment.

Do not use if package is damaged.
Disclaimer of liability

This product is part of the Paltop Dental Implant System and may only be used in
conjunction with the corresponding original components and instruments according
to Paltop LTD. Instructions and recommendations. Use of products and tools made
by third parties detracts from the efficient functioning of the Paltop Dental Implant
System and will void any warranty or other obligation, expressed or implied by
Paltop LTD. Advice on the use of our products is provided verbally, in writing, by
electronic media or in demonstrations. It does not relieve the user of Paltop LTD.
products of the responsibility of determining whether or not any product Is suitable
br the intended purpose, indications and procedures. Use of this product is not
within the control of Paltop LTD. it is the responsibility of the user. All liability for loss
or damage attributable to the use of this product is excluded. Within the framework
of the Conditions at Sale and Delivery of Paltop LTD, we warrant the quality of the
Paltop Dental Implant System.

Warranty

All Paltop LTD. products are guaranteed to be free from defects in material and
workmanship at the time of shipping. All of our products are designed and
manufactured to meet the highest quality standards. We cannot accept any liability
for failure of products which have been modified in any way from their originals, for
any failure due to misuse or application which is not in accordance with the
designer's Intentions. Products will lose their right to carry the CE sign in case they
will be changed or repaired at another place than Paltop LTD or a company
authorized by Paltop LTD to do the change or repair.

Availability
Some items in the Paltop Dental Implant System are not available in all countries.
Copyright and trademarks

Paltop and/or other products and logos from Paltop that are mentioned here are
trademarks or registered trademarks of Paltop LTD. and/or its affiliates
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PALTOP DENTAL IMPLANTS

Intended Use

The Paltop Dental Implant System is indicated for use in surgical and restorative
applications for placement in the bone of the upper or lower jaw to provide support
for prosthetic devices, such as artificial teeth, in order to restore the patient's
chewing function. The Paltop Dental Implant System is indicated also for immediate
loading when good primary stability is achieved and with appropriate occlusal

loading.

The Paltop Dental Implant

Paltop dental implant system is essentially a substitute for a natural root. Once fitted,
these components provide the foundation for long-term support of crowns, bridges or

dentures.
The Paltop dental implant is a screw type implant with internal hexagonal or conical

connection, which is intended for single use.

The Narrow Implant is indicated for use in surgical and restorative applications for
placement in the mandibular central, lateral incisor and maxillary lateral incisor regions
of partially edentulous jaws where the horizontal space is limited by the adjacent teeth
and roots, to provide support for prosthetic devices, such as artificial teeth, in order to
restore the patient's chewing function. The Paltop Narrow Implant is indicated also for
immediate loading when good primary stability is achieved and with appropriate
occlusal loading.

The Paltop Dental Prosthetic component is a pre-manufactured component directly
connected to the endosseous dental implant and is intended for use as an aid in
prosthetic rehabilitation.

The Paltop Surgical Instrument is essentially, as other dental surgical instruments
are available in the market, a stainless steel or titanium device intended for use in
reconstructive oral surgery to drill or cut into the upper or lower jaw and may be
used to prepare the bone to insert a dental implant.

Conditions for use, transport and storage

Products can be used , transported and stored in temperature between -18‘C and
55"C and RH between 0 to 100%.

Disposal

After the use the device has to be disposed as a contaminated healthcare waste

1. Description of the Paltop surfaces
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ind have a large grit sandblasted, acid-etched surface.
2. Indications and Contraindications

The Paltop Dental Implant System is indicated for use in surgical and restorative
applications for placement in the bone of the upper or lower jaw to provide support
for prosthetic devices, such as artificial teeth, in order to restore the patient's
chewing function. The Paltop Dental Implant System is indicated also for immediate
loading when good primary stability is achieved and with appropriate occlusal
loading.

The Narrow Implant is indicated for use in surgical and restorative applications for
placement in the mandibular central, lateral incisor and maxillary lateral incisor
regions of partially edentulous jaws where the horizontal space is limited by the
adjacent teeth and roots, to provide support for prosthetic devices, such as artificial
teeth, in order to restore the patient's chewing function. The Paltop Narrow Implant
is indicated also for immediate loading when good primary stability is achieved and
with appropriate occlusal loading.

Contraindications

Serious internal medical problems, bone metabolism disturbances, uncontrolled
bleeding disorders, inadequate wound healing capacity, poor oral hygiene, maxillary
and mandibular growth not completed, poor general state of health, uncooperative,
unmotivated patient, drug or alcohol abuse, psychoses, prolonged therapy-resistant
functional disorders, xerostomia, weakened immune system, illnesses requiring
periodic use of steroids, titanium allergy, uncontrollable endocrine disorders.

Relative contraindications

Previously irradiated bone, diabetes mellitus, anticoagulation drugs / hemorrhagic
diatheses, bruxism, parafunctional habits, unfavorable anatomic bone conditions,
tobacco abuse, uncontrolled periodontitis, temporomandibular joint disorders,
treatable pathologic diseases of the jaw and changes in the oral mucosa,
pregnancy, inadequate oral hygiene.

Local contraindications

Inadequate bone volume and/or quality, local root remnants, in whom adequate
sizes, numbers or desirable position of implants are not reachable to achieve safe
support of functional or eventually parafunctional loads.

3. Principles of treatment planning

The surgical part of implant treatment must be preceded by a comprehensive
patient evaluation, preoperative diagnostics and therapy planning. Inadequate
treatment planning may cause implant loss.

General precautions
One hundred percent implant success can never be guaranteed.

With respect to pediatric patients, routine treatment is not recommended until the
end of the jaw bone growth has been properly documented. Pre-operative hard
tissue or soft tissue deficits may yield a compromised esthetic result or unfavorable
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nplant angulation. The device is intended for single use only, reuse of the de
nay cause microbial contamination and loss of performance.

In case Short implants are used, clinician should closely monitor patients for any of
the following conditions: periimplant bone loss, changes to implants response to
percussion, or radiographic changes in bone to implant contact along the implants
length. If the implant shows mobility or greater than 50% bone loss, the implant
should be evaluated for possible removal.

Precautions Pre-surgery

A careful clinical and radiological examination of the patient has to be performed
prior to surgery to determine the psychological and physical status of the patient.
Special attention has to be given to patients who have localized or systemic factors
that could interfere with the healing process of either bone or soft tissue or the
osseointegration process (e.g., cigarette smoking, uncontrolled diabetes, oro-facial
radiotherapy, steroid therapy, infections in the neighboring bone).

In general, implant placement and prosthetic design must accommodate individual
patient conditions. In case of bruxism or unfavorable jaw relationships reappraisal of
the treatment option may be considered.

Precautions at Surgery

Particular caution should be used when placing narrow platform implants in the
posterior region due to risk of prosthetic overload. Lack of adequate quantity and/or
quality of remaining bone, infection and generalized diseases may be potential
causes for failure of osseointegration both immediately after surgery, or after
osseointegration is initially achieved.

Besides the mandatory precautions for any surgery such as of asepsia, during
drilling in the jaw bone one must avoid damage to nerves and vessels by referring
to anatomical knowledge and preoperative radiographs. Failure to recognize actual
lengths of step/twist drills relative to radiographic measurements or drilling beyond
the depth intended can result in permanent injury to nerves or other vital structures,
potentially resulting in permanent numbness to the lower lip and chin or leading to
hemorrhage in the floor of the mouth.

4. Side-effects and interactions, compiications with Paltop implants

Immediately after insertion of dental implants, activities that demand considerable
physical exertion should be avoided. Possible complications following insertion of
dental implants are:

Temporary symptoms
Pain, swelling, phonetic difficulties, gingivitis
More persistent symptoms

Chronic pain in connection with the dental implant, permanent paresthesia,
dysesthesia, loss of maxillary/mandibular ridge bone, localized or systemic
infection, oroantral or oronasal fistulae, unfavorably affected adjacent teeth,
irreversible damage to adjacent teeth, fractures of implant, jaw, bone or prosthesis,
esthetic problems, nerve damage, exfoliation, hyperplasia.
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It is recommended that the dental personnel brief the patients on the precaution
be taken, such as: abstinence from smoking and maintenance of dental hygiene.

Adverse events

Treatment by means of implants may lead to loss of bone, biologic or mechanical
failures including fatigue fracture of implants.

5. Placement of an implant after preparing the implant bed

5.1 Before the procedure, general contra-indication of the patients medical status
should be evaluated clinically and radio graphically.

5.2  Bone quality of the patient should be examined.

5.3 Implant length and diameter should be selected.

5.4 The surgical field should be exposed.

5.5 Using a marking drill an initial drill should be performed.

5.6  The drilling should gradually create a suitable hole Into which the implant will
be inserted.

5.7 The implant will be inserted Into the hole.
5.8 Using hex drives the screw should be removed.

5.9 Cover screw, healing screw or abutments should be applied according to the
clinician's judgment.

Do not use a high torque or high speed when inserting the implant (do not exceed
15 rpm).

6. Healing phase for Paltop dental implants
6.1 Immediate restoration of Paltop implants

Paltop implants allow, within the scope of indications, immediate restoration in
single tooth gaps and in an edentulous or partially dentate jaw. Good primary

stability and an appropriate occlusal load are essential. Two or more adjacent
implants should be prosthetically connected together.

6.2 Delayed restoration of Paltop implants

Delayed restoration is possible after 6 weeks:

if bone quality is good and bone volume adequate

using 04.2 mm or more implants with a length of 8mm or more
Delayed restoration is possible after 8 week:

with cancellous bone quality

using 03.75 mm or more implants
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using implants with a length of 6 mm or more

In situations where the implant surface is not completely in contact with the bo>"
where bone augmentation measures are necessary, a healing phase appropriat
the situation must be planned. A radiographic examination is recommended after a
healing phase of 6-12 weeks, before prosthetic restoration.

7. Packaging, Sterility, and Sterilization Method

Paltop dental implants are delivered sterile. The intact sterile packaging protects the
gamma-sterilized implant from outside influences and, if stored correctly, ensures
sterility up to the expiration date. When removing the implant from the sterile
packaging, the rules of asepsis must be observed. The sterile packaging must not
be opened until immediately prior to insertion of the implant. Implants with damaged
sterile packaging must not be used due to risk of contamination. It is recommended
to have a replacement implant on hand. Paltop Prosthetic Components and Surgical
Tools are provided either sterile or non-sterile according to the indication on the
labeling. Paltop Surgical Kits are provided Non-Sterile. Products provided as non-
sterile must be sterilized prior to use. Standard autoclave steam sterilization is
recommended using a pre-vacuum method with a minimum exposure time of 4
minutes (four pulses) at 135 *C / 275 “F in an FDA cleared sterilization pouch. While
drying times may vary according to load size, a minimum of 16 minutes is
recommended. This cycle has been validated by the overkill method to a sterility
assurance level (SAL) of 10-6 according to requirements or guidances outlined in
ISO 17665-1 Sterilization of health care products -- Moist heat - Part 1:
Requirements for the development, validation, and routine control of a sterilization
process for medical device, ANSI/AAMI ST79 and ISO 17665-2 Sterilization of
health care products -- Moist heat - Part 2: Guidance on the application of
ANSI/AAMI/ISO 17665-1. Prosthetic Components are to be used immediately after
sterilization.

8. Shelf Life

For sterile products only, the shelf life of the product has been validated for 5 years.
There is no shelf life for products which are not provided sterile.

PALTOP DENTAL PROSTHETICS

1. Description of Raw Material
Paltop dental prosthetics are made of biocompatible Tl 6AL 4V ELI, Gold parts
(Aub0%Pt19%Pd20%) and Zirconia (Zr02).

2. Indications

Paltop Dental Prosthetic component is a pre-manufactured component directly
connected to the endosseous dental Implant and is intended for use as an aid in
prosthetic rehabilitation. Paltop Dental Prosthetic component are Intended for single
use. Reuse of the device may cause microbial contamination and loss of
performance.

3. Contraindications

Do not use in cases of hypersensitivity to one or more of the metals contained in the
alloy.
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4. General precautions

Collaboration between the surgeon, restorative dentist and dental laboratory
technician is essential for a successful implant treatment.

Temporary PEEK abutments are recommended for use for up to 30 days.

5. Cleaning

We recommend cleaning and/or disinfecting abutment before sterilization. We
recommend using chlorhexidine gluconate 0.1~0.5w/v% solution, or alcohol 70% for
10-30 min, at room temperature. Do not use such disinfectants as Chlorine-based
disinfectant (sodium hypochlorite, etc.), Peroxide-based disinfectant (oxydol, etc.),
non-rust-proofing disinfecting surfactant. Place abutment in ultrasonic cleaner for 5
minutes at room temperature. If any cleaner is used, be sure to inject sterile water
and completely remove the cleaner, running water can be used instead of sterile
water. Completely dry and inspect abutment for integrity and flaws.

6. Sterility

The device may be delivered sterile or non-sterile. Please see indication on sticker.
The device must be sterile before use. it may be steam-sterilized using Standard
Sterilization Methods: steam sterilization for 10 minutes at 275 F (135° C). Steam
sterilization is necessary only in case of NON-STERILE products or to re-sterilize
"Not Used Devices".

7. Clinical Procedure

1. Modifications of abutments could be performed using appropriate tools. Use water
irrigation if adjustments are performed intra-orally.

2. Prior to placement inspect the implant-abutment interface. Damage to the interface
can lead to improper fitting. Do not process the interface area.

3. Fasten the abutment with the provided screw using a recommended torque value
as per table below.

4. After cementing the prosthesis on the abutment excess cement should be
removed immediately.

8. Storage:
No special condition required.

SURGICAL INSTRUMENTS

1. Caution

Please read all information contained in this insert. Incorrect handling and care as
well as misuse can lead to premature wear of surgical/dental instruments. All persons
using this device should have knowledge in the use and handling surgical
instruments, accessories and related equipment. Paltop Surgical Instruments are
reusable and should be replaced after being used up to 20 times, or prior to that if
cutting efficiency declines.

2. Initial Use of New Instrument

Unless removed from the sterile packaging, every instrument must be cleaned and
sterilized before it is used for the first time. All instruments were developed for
sterilization by autoclave and have shown good results using this method.

3. Inspection and Functional Check
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It is very important to carefully examine each surgical/dental instrument for brea’
cracks or malfunctions before use. It is especially essential to check areas such
blades, points, ends, stops and snaps as well as all movable parts. Do not use
damaged instruments. Never attempt to make repairs yourself. Service and repairs
should be referred to trained qualified persons only. Refer questions about repair to
the manufacturer or your biomedical engineering department.

4. Cleaning and Maintenance

Every surgical/dental instrument should be disinfected and thoroughly cleaned after
each use. Proper cleaning, inspection and maintenance will help ensure correct
function of the surgical instrument. Clean, inspect and test each instrument carefully.
Sterilize all instruments before surgery. A good cleaning and maintenance procedure
will extend the useful life of the instrument.

Special attention should be paid to slots, stops, ends hollow tubes and other highly
inaccessible areas. Do not use damaged instruments. If an instrument can be
disassembled, it should be cleaned in the disassembled state.

(NOTE: Keep all parts together and protected from being misplaced, do not intermix
with other or similar devices of other manufacture).

Cleaning and rinsing must take place immediately after each use for best effect.
Failure to clean promptly may result in adherent particles or dried secretions that may
resist cleaning and complicate or resist future sterilization. Instruments must be
completely cleaned and rinsed of all foreign matter. Use warm water and a
commercially available instrument presoak or cleaning agent. Enzymatic cleaners
should be used to remove protein deposits.

Do not use corrosive cleaning agents (i.e. bleach).Cleaning solutions and rinses at or
near a neutral pH (7.0) are best.

Do not use abrasive cleaners.
Only a soft bristle brush should be used.

Rinse and maintain all parts and inaccessible areas like inside channels etc.
Ultrasonic cleaners can be used. Check and retighten any fittings that may have
vibrated loose.

Can be disinfected in the washing machine up to 203° F (95° C).

Rinse thoroughly with distilled water.

Prepare for storage and / or sterilization.

After cleaning and rinsing, dry instruments completely and carefully with compressed
air (Highly Inaccessible areas like inside channels etc. have to be blown out).

NOTE: after cleaning and before sterilization, treat all instruments with an oil which is
considered as being physiologically safe (paraffin oil according to DAB 8 of Ph. Eur.
USP XX), especially their blades, ends, stops, snaps and all movable parts.

5. Storage and Re-use

Instruments should be stored in a clean, dry moisture free area. The instruments
should be stored individually in their shipping carton or in a protective tray with
partitions. Protect tips with cloth, gauze or tubing if stored in drawers. Steam
autoclave sterilization is recommended. Thoroughly clean instruments of all debris.
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tissue and foreign matter prior to sterilization. Follow the sterilizer manufactur’
instructions for operation and loading of steam autoclaves. There must be direc
steam exposure to all surfaces of the instruments being sterilized including the
internal surface and tubes channels. Allow instrument to air cool to room temperature
before use.

6. Standard Sterilization Methods

The device may be delivered sterile or non-sterile. Please see indication on sticker.
The device must be sterile before use. it may be steam-sterilized using Standard
Sterilization Methods: steam sterilization for 10 minutes at 275° F (135° C).

7. Handling

All surgical/dental instruments should be handled with the greatest care when being
transported, cleaned, treated, sterilized and stored. This is especially true for blades,
fine points and other sensitive areas. Surgical/dental instruments corrode and their
functions are impaired if they come into contact with aggressive materials. The
instruments should not be exposed to acids or other aggressive cleaning agents.

8. Warranty

All Paltop LTD. products are guaranteed to be free from defects in material and
workmanship at the time of shipping. All of our products are designed and
manufactured to meet the highest quality standards. We cannot accept any liability
for failure of products which have been modified in any way from their originals, for
any failure due to misuse or application which is not in accordance with the
designer's intentions. Products will lose their right to carry the CE sign in case they
will be changed or repaired at another place than Paltop LTD or a company
authorized by Paltop LTD to do the change or repair.

i \] Manufactured by

Paltop Advanced Dental Solutions LTD
Hashita 5 PO Box 3568

Casearea 30889

Israel

Tel +972-4-6271711, Fax +972-4-6275363

MedNetGmbH

Borkstrasse 10

48163 Muenster

Germany

Tel +49-251-32266-60, Fax: +49-251-32266-22

Authorized representative in Russia:
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% Step Dnils Fnal OLLb
0
g 20 24 32 38 .0 375 42 50

LS 20 24 32

1200- 300 700- 500- 400-
> 1500 1100 900 700 600 200 - 400

Torque Value / valour de
Prosthetic / Protheee/ Prothese/ couple/Dreivnomentwert
Protesi/ yyy / coppia dlserraqgio/ uy
prpnuimn (N/Cm)
btealing Cap / Capuchon de
ocatrisation / Heilabdeckung / 16
Cappetta di quariotone / nanm o

Screw/ Vis/ Schraube / Vite/ n a

80-70002 32-36
Screw/ Vis / ScfYaube / Vite / 1*Q 26-28
80-70006

Screw/ Vis/ Schfaube / Vite / ana

80-70010 28-30
PEEK Abutment / PEEK/ Piliera PEEK / 16
Monconi in PEEK / PEEK ruan

Mufti-Unit Abutments / Prothese

Vtssee / Mehreinheit / Moncom Muiti 32-36

Unit/ 0:31* '0*710

Bell Abutments / Prothese Amovibie
/ Herausr>ehmbarer Zahr>ersatz / 32-36

Mor>coni A Sfera/ *Tta rano
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Hotapuyc

HOTAPNYC

PYB/H ®JIOP LINMOPA CUTAJINT

HoTtapuyc Ne i57/2019

3ABEPEHWME MOoAMNMUCUN ®N3NUECKOT O JIMUA, NO4MNMNCBIBAIOWEIO AOKYMEHT OT
MMEHWN FOPUAVNYECKOT O JIMUA NI OT MMEHW APYTOIMo ®3UYECKOI O NTNLUA
A, Hwkenoanucaswascs, Curanut Liunopa Py6uH ®nop, HoTapuyc, Brafetowmin nuueHsnein Ne 2063442,
HacTOALMM NOATBEPXKAato, 4To 26.12.2019 B MO oduc no agpecy yn. Xaakanum 86 KaHUOHWT Xakukap
Mapaec xaHHa Kapkyp, W3paunnb, asunca

r-H JleeuH Mapk Meiip (Levin Mark Meir), IM4YHOCTb KOTOPOro Oblfa YAOCTOBEPEHa MHOW MyTem
npeabsABneHns MHe ygoctoeepeHmst nndHoctu Ne 014140941, sbigaHHoro 02.09.2007, u r-H Tona3 Tan
(Topaz Tal), nnyHOCTb KOTOPOro 6Gblla YAOCTOBEPEHA MHON NyTeM MpeabsBIeHWS MHE YLOCTOBEpeHUs
nnyHocTy Ne 040901399, BbigaHHoro 02.08.2015, u nocne Toro, Kak s yoeamnacs, UTo OHW MOHUMAKOT A3bIK
[eKnapaummn - aHruACKWMA, KOTOpbI MHE TakXe W3BECTeH, OHW MpoYMTan B MOEM MNPUCYTCTBUM
npunaraemyto aeknapauuio 1 noMeTunn 6yksoi A 1-13.

W nocne Toro, Kak s NoMHTEpecoBanacb W Obll YAOBNETBOPEHA TeM, YTO -H JleHMH Mapk Meip un r-H
Tona3 Tan NoHANW cofiepXkaHue NnokKasaHWii Noj NpPUCAroi, 1 nocsne Toro, Kak A npegynpeaunna ux, YTo OHu
[O/MKHBI CKasaTb Mpasay, ¥ YTO OHWM OYAYT NOABePraTbCs HakasaHWsAM, YCTaHOB/IEHHbIM 3aKOHOM, B Cly4ae
X OTKa3a OT 3TOro, OHU NOATBEPANAN MPaBUILHOCTL NOKa3aHWA Nog NPUCAron 1 4O6POBONLHO MOAMMUCAIN
NX B MOEM MPUCYTCTBUM OT MMEHW Kopriopaumn

«Manton 3pBaHcn [MOeHtan Contown3 Jitg» (Paltop Advanced Dental Solutions Ltd),
PErncTpaLUmMoHHbIA HoMep KomnaHun 514458744, pacnonoXeHHoi no agpecy: Xawwuta 5, MpoMbiLLieHHas
30Ha Kecapus, V3pavns.

f1 noaTBepXX4ato, YTO MHe OblO MPeAoCTaB/ieHO MUCbMO C AOKYMEHTOM O MNpaBax MOANWCK, BbliAaHHOE
topuctom Ko.mnaHum 3.07.2019. B KayecTBe MUCbMEHHBIX [0Ka3aTe/bCTB, K MOEMY Y/AOB/IETBOPEHUIO, C
LeNblo NOATBEPXKAEHUSA X NpaBa Noanvcu.

B y0CTOBEpPEHME Yero 5§ HaCTOALWMM NOATBEPXAAl0 MO/IMHHOCTL Nognucy r-Ha SlesuHa Mapka Meiipa
(Levin Mark Meir) n r-Ha Tonasa Tana (Topaz Tal) mMoeli COBCTBEHHON MOAMMUCLIO U NeYaTbiO CEro AHS
26.12.2019

HoTtapuanbHbIli cbop 426 Liekeneii
/Meyvats/
Hotapuyc
HOTAPNYC
PYBVH ®/10P LIUMOPA CUTANNT
/nognuce/

Mognuck
/Mevars/
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/NoroTwun:
«ManTton» (Paltop)/
KucToyn flentTcun KaxTaun (Keystone Dental Company)
/pyKonucHbli TekcT/
/Mevars:
HOTAPNYC
PYBVH ©/10P TUMIMOPA CUTAJTNT (RUSHS' FLOR TZIPORA SIGALIT)/
/nognuce/
[na npefbsaBeHNs No mMect>’ TpeboBaHms

Komnanusa «Manton deHtan 3aBaHch ContowHs J1ta.» (Paltop Dental Advanced Solution Ltd), Ne
KoMnaHun 514458744, opnanyecknin agpec: XawmTa 5 MHayctpuanbHbiii Mapk W1 - T/a 3568 - 3088900
Kecapus, U3pannb (Hashita 5 Industrial Park IL - P.O Box 3568 - 3088900 Caesarea, Israel), B ninue
"eHepanbHOro AupekTopa Tana Tona3 (Tal Topaz) n ®uHaHcoBOro AmpekTopa Melip JleBuH (Meir Levin),
[ENCTBYIOLLMX HAa OCHOBaHWUM Y CTaBa, 3adB/SeT, YTO MHPOPMALMS, YKa3aHHas HUXKE, ABNSETCA TOYHOM W
MOJHOA.

MHcTpyKuma no npumeHeHmnio (11-50026R Pep.02)

Mognwuce: /nognuce/ [Jara: 26.12.2019
Tan Tonas (Tal Topaz)
["eHepa/ibHbIN AUPEKTOp
/WTamn
Mnaton nporpeccuBHble
cTomaronoruyeckue peleHua NT4/
Moanuce: /mognucsk/ [Jara: 26.12.2019
Melip NleBuH (Meir Levin)
®PUHAHCOBbIN AUPEKTOP
/WTamn
Mnaton nporpeccrBHble
cTomaronoruyeckume petuenuns T4/

«Manton OgsaHcn fentan ComowHT J1Tn » (Paltop XawwTa 5 VIHgycTpranbHbIi +-(972)4.627-1711 "TPO_(D PaiiHnang” {TUV
Advanced Dental Solutions Ltd.) cooTBeTcTyeT ISO 9001, [IMapk 3088900 Kecapus, w'(972)4-627.5363 Rheinland)
1SO 17485 v OupekTtree CoseTa 93/42/1iEC W3pannb A 3568 iiiti'niialtoixlenlalcom «ManTon» (Paltop)

[Hashita 5 Industrial Park
3088900 Caesarea, Israel
POBox 3568)
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dpBaHcg eHtan ConowH3 lnmntes
NANTOMN
C Bamu K BepwmHam ycnexa

VIHCTpYKLmA Mo Skennyataumm - Cuctema AeHTaslbHbIX MMMIaHTaToB Maston
11-50026R m3meHeHust 2 oT 28.10.2019
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dpBaHch AeHtan ConowH3 Jiumntep,
NANTOMN
C Bamu K BepLlunHam ycrnexa

MpenynpexaeHue

CnepytolLee onucaHne SBNSETCS HEAOCTaTOUHbIM, YTOGbI Pas3pPeLLNTb HEMOCPEACTBEHHOE KCMO/b30BaHe
CUCTEMbI [IeHTa/IbHbIX MMMMAHTATOB ManTon. 3HaHWe AeHTaIbHON MMNNAHTONOMN U MHCTPYKLMWK MO
o6patLeHuto ¢ CcTeMol AeHTaNbHbIX MMMAaHTaToB MManTon, NpeAocTaBneHHOl 0nNepaTopoM ¢
COOTBETCTBYIOLLM OMbITOM BCErfia He06X0aNMO.

Cuctema [eHTanbHbIX MMMNIAHTATOB MManTon He oueHMBasiach Ha 6e30MacHOCTb U COBMECTMMOCTL B
cpege MR. Cuctema [eHTanbHbIX MMMNIAHTATOB [ManTton He Npoxofuna UCMbITaHWE Ha Harpes un
mMurpaumio B cpege MR.

He 1Cronb30BaTh, eC/v YMakoBKa MOBPEXIeHa.
OTKa3 0T 06s3aTe/bCTBA

[laHHOe n3aenve SBNSETCS YaCTbo CUCTEMbI AEHTabHbIX MMMNAHTATOB MManton 1 MoXeT GbETL
CNO/Nb30BAHO TO/IbKO B COYETAHWM C COOTBETCTBYHOLMMU OPUTUHANBHBIMI KOMMOHEHTaMM W
VHCTPYMEHTaMU B COOTBETCTBUN C VIHCTPYKLUMAMI M peKoMeHaaLUmsmmn Manton JIumuTes,
Mcnonb3oBaHue M3AenMiA U MHCTPYMEHTOB, U3rOTOB/EHHBIX TPETLUMM MLAMM, OTBEKAET OT
3((EKTUBHOTO (hYHKLIVIOHNPOBAHWS CUCTEMbI [EHTa/IbHBEX MMMNNaHTaToB ManTon 1 cAenaeT HUUTOXKHOI
NoBYI0 rapaHTUIO UNK ApYyroe 0653aTeNbCTBO, BbIpaXKEHHOE UK Nnoapasy-meaemoe Maaton SiumuTes,
COBET MO UCMO/b30BAHMIO HALLMX W3AENNIA JAeTCA YCTHO, NMUCbMEHHO, 3N1EKTPOHHBIMU CPEACTBaMM UK
AeMOHCTpaLusmn. OH He 0CBOGOX/AET MoMb3oBaTeNs uaenuii Manton JIMMUTES OT OTBETCTBEHHOCTY
onpeaensTb NOAXOANT UM He MOAXOAUT KakKoe-TO M3fenune ans AOCTUXKEHUS NOCTaBNEHHON Lienu,
yKasaHuii 1 npoueayp, Vcnonb3oBaHWe aHHOTO WM3AeNMs He HaxoauTcs NOA KOHTponem ManTon
NumnTeq. 3TO OTBETCTBEHHOCTb MO/b30BaTENSs. BCs OTBETCTBEHHOCTL 3a YTPATy WM NOBPEXAEHME,
MpUNMCbIBaeMas 1CNo/b30BaHUIO AaHHOTO M3MENMs, UCKYaeTcs. B pamMKax YcnoBuidi Npoaaxm 1
nocTasky ManTton JIumMnTe Mbl FrapaHTVPYyeM KauyeCTBO CUCTEMbI AEHTa/lbHbIX UMMIaHTAToB MManTon.

MapaHTMA

Bce n3genus Manton JIMMTE, rapaHTUPOBaHbl OT Hannumns feeKTOB MaTepuana U UCNONHEHUS BO
BPEMEHV TPaHCTMOPTUPOBKMW. Bce HalLM 13fennst KOHCTPYMPYHOTCA U U3rOTaBNMBAKOTCS, YAOBNETBOPSS
BbICOKMM CTaHapTam KauecTBa. Mbl He MOXXEM MPUHSATH KaKyH-G0 OTBETCTBEHHOCTb 3a HapyLLEHWE
(YHKLMN 130enunii, KOTopble ObIMN M3MEHEHbI KaKUM-TO 06Pa3oM MO CPaBHEHWKO C UX NEPBOHAYa/IbHbIM
COCTOSIHME, 33 KaKyH-G0 HEVNCNpPaBHOCTb, 06YCNOB/IEHHYH HEMPaBWIbHLIM MCMO/b30BaHNEM WX 3a
NPUMEHEHWE, KOTOPOE He COOTBETCTBYET HAMEPEHMAM KOHCTPYKTOpa. M3aenns >TpaTtaT cBoe npaso
HOCUTb 3HaK CE B TOM cryyae, /i OHU BYAyT N3MEHEHbI UM OTPEMOHTVPOBaHbI B pYroM MecTe
Hexenu Manton JIMMUTES AW B KOMNaHUK, YNONHOMOYeHHOI ManTton JIuMuUTe OCYLLECTBNNAT
rnepeaesnKy Uiy pemoHT.

JocTynHocTb
11eKoTOpble M3LENUS CUCTEMbI [eHTa/IbHbIX UMMIaHTaToB [ManTon He BO BCeX CTpaHaxX LOCTYMHbI.

ManTon w/vnu apyrve N3genms 1 n1orotunsl oT ManTona, KOTopble YNOMSIHYThI 3A4€eCh, SBNAIOTCS

TOBapPHbLIMU 3HaKaMW WK 3aperncTpUpoBaHHbIMW TOBaPHbLIMM 3HakaMu Manton Jiumuted. n/vnv ero
(hmnmanos.

«Cuncrtema fileHTanbHbIX MMNaaHTaTos MManTon»

Ha3HaueHue

«CucTema AeHTa/bHbIX MMMNaHTaToB ManTon» nNpefHasHauYeHa 415 UCMOb30BaHUS B XMPYPrUYECKMX 1
PECTaBPALMOHHbIX LIENSX /151 PA3MELLIEHIS B KOCTU BEPXHEN WM HIDKHEI YeNtocTU A/1s NOAAEPMKKA
MPOTE3HbIX KOHCTPYKLWIA, HanpuMep, UCKYCCTBEHHbIX 3y6OB, CNOCOGCTBYS BOCCTAHOB/IEHMIO YKEBATE/bHOM
(hYHKLMM NaumeHTOB. TakKe MoKasaHa A1l HeMe//IeHHOM Mofiaqum Harpy3Kkn Npy A0CTUXKEHNN XOPOLLE
MEPBUYHOI CTaBUILHOCTY M MPU COOTBETCTBYHOLLIEN OKK/HO3MOHHOI Harpyske.
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dpBaHcy JeHtan ConowHs lumntes
NANTOMN
C Bamu K BepLinHam ycnexa
Cuctema fieHTa/lbHbIX MMMNIAHTaTOB MaTon SBSETCA 3aMeHO eCTECTBEHHOIO KOpHS. IMoc/e ycTaHOBKM

NV KOMMOHEHTbI 06ECMeUMBalOT OCHOBY ANl [O/ITOBPEMEHHOV MOAAEPXKKM KOPOHOK, MOCTOB WM
3y6GHbIX NPOTE30B.

VimnnaHTatel CTOMaToforMyeckue [lanton -370 MMMAAHTAT BWMHTOBOrO TWMa C  BHYTPEHHUM
LECTUTPaHHbIM ~ WIN  KOHUYECKUM  COEANHEHUEM, KOTOprVI npeaHasHa4eH Anda  04HOPasoBOro

MCNnonb30BaHNA.

Y3KuiA uMnnaHraT npegHasHaveH A1 UCMO/b30BaHUA B XMPYPrUYeCKUX N BOCCTAHOBUTENbHBLIX LENsX
AN pasMeLLeHNst B HUXKHEYENKOCTHOM LIEHTPasbHOM, GOKOBOIM Pe3LOBOM M BEPXHEYENNHOCTHOW GOKOBLEX
pe3LOBbIX 06M1acTAX YaCTUYHO 6e33y6blX YeNHCTel, rhe ropu3OHTaslbHOE MPOCTPAHCTBO OrpaHUYeHo
cocegHMMM 3y6aMn N KOPHAMK, A1 O6ecneyeHns MNOLAEPXKKM MNPOTE3HbIX YCTPOWMCTB, TaKMX Kak
NCKYCCTBEHHbIE 3yObl, C Le/Ibl0 BOCCTAHOB/IEHUS YXeBaTe/IbHOW (DYHKLMW NaumeHTa. Y3KuiA uMnnaHTat
Manton noKasaH Takke A8 He.MeA3eHHOW Harpysku, Korfja [OCTMraeTcs Xxopowas nepBuyHas

CTabunbHOCTb U COOTBETCTBYHOLLAA OKKNHO3MOHHasA Harpyska.

OpToneanyecke KOMMOHeHTbl [ManTon npeAcTaBnseT co6oii  NpeABapuUTeNbHO  M3rOTOBMEHHbIN
KOMMOHEHT, HEMOCPeACTBEHHO COEAMHEHHbIA C  3HAOCKOMMYECKMM  3Y6HbIM  MMMMAHTaTOM |
npefHasHa4YeHHbIA ANS  UCMOMb30BaHMS B KayecTBe BCMOMOraTe/lbHOTrO CpeAcTBa B MPOTE3HON

peabunuTayum.

XMpYpruyecknii UHCTPYMEHT Manton Kak v Apyrue CTOMAToNOrMYecKue XMpypruieckne MHCTPYMEHTSI,
[OCTYMHble Ha PbIHKE, YCTPOWCTBO M3 HepXXaBelolleli CTanm WM TuTaHa, NpeAHasHauyeHHoe A
1CMO/b30BaHNS B PEKOHCTPYKTMUBHON XMPYPruv MOMOCTW pTa Ans CBEPNEHUs WM Pa3pe3aHns BepXHeit
WM HWKHEA YeNMocTM U MOXKET WCMo/b30BaTbCs [/ MOAFOTOBKM KOCTW K YCTAaHOBKE 3YGHOrO

MMnNnaH'rata

YcnoBus UCNosib30BaHUA, TPaHCMOPTUPOBKN N XPaHEHUA

V134enma MOXKHO MCMosb30BaTh, TPAHCTNIOPTUPOBATL M XpaHUTL Mpu TeMnepaType ot -18°C o S55RC 1 RH B
npegenax ot Opo 100%.

YrunusayHs

Mocne 1cnonb30BaHNs YCTPONCTBO JO/HKHO ObITb YTUIM3UPOBAHO Kak 3arpsisHeHHbIE MomnasLumne B OTX04b!
MeAMKO-CaHUTaPHbIE U3AENA.

1. OnucaHwe noBepxHocTel Manton
CToMaTo/MornyecKkme MMMaHTaThl ManTon U3roToB/eHbl 13 GMocoBMeCTMOrO crinasa Tl 6AL 4V ELI
[TvTaH mapku 5], 1 6onbLLas
2. lNokasaHusA 1 [NMpoTMBONOKa3aHWA
Cucrema feHTa/bHbIX MMMIAHTAToB [MasTon npegHasHaveHa 419 UCMosb30BaHWE B XMPYPrmyecKmx 1
BOCCTaHOBMTE/bHbIX OrnepaLmsX B LEMsX YCTaHOBKM B KOCTb BEPXHEN WM HIWDKHEI YeNtoCTu, YTO6bI Co34aTb
onopy AN KOMMOHEHTOB /15 NPOTE3VPOBaHMS, HaNPUMEP /19 UCKYCCTBEHHbIX 3y60B, YTOObI BOCCTAHOBUTb
YKeBaTe/lbHYH0 PYHKLMIO naumeHTa. CrucTeMa AeHTaNbHbIX UMMIAHTATOB [Manton npefHasHaveHa Takke ons
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dpBaHch feHTtan ConowHs Jlumurep,
NAJTTON
C Bamu K BepLlunHam ycrnexa
HEMEL/TEHHOM HarpysKku, Mo Mepe AOCTVKEHWS BbICOKOW MepBUYHOIA YCTONUMBOCTI M NPY COOTBETCTBYHOLLIEN
OKK/THO3VIOHHOW Harpyske.
VMnnaHTaT y3Koli niaTthopmbl NpesHasHaueH 418 UCNOb30BaHNS B XMPYPIYECKX 1 BOCCTaHOBUTE/bHBIX
orepaLmsaX B LeNsX YCTaHOBKY B 06/1aCTV LIEHTPa/IbHbIX, GOKOBbIX MepefHnX 3y60B HUXHEN YentocTy U
GOKOBbIX MepefHUX 3y60B BEPXHEN YeNOCTU, YeTHOCTEN YaCTUYHO SILLIEHHBIX 3Y60B, e ropy3oHTaIlbHoe
MPOCTPAHCTBO OrPaHNUYEHO CMEXHBIMM 3y6amMu 1 KOpHAMU, 06ecrieyriBas ornopy KOMIMOHEHTaMm f/1a
MPOTe3NPOBaHNS, HANPUMEP UCKYCCTBEHHBIX 3y00B, YUTOObI BOCCTAHOBUTL XEBATe/IbHYH (DYHKLMIO NaumeHTa.
MMnnaHTaT y3Koi nnargopmbl Maston npefHasHaueH Takoke A1 HEMe/1IEHHON Harpyski Mo Mepe A0CTUXEHUS
BbICOKOV MEPBUYHOI YCTORYMBOCTM W MPW COOTBETCTBYHOLLIEV OKK/HO3VMOHHOM Harpyske.
IMpoTrBONOKasaHMsA
Cepbe3sHble BHYTPEHHVIE MPO6/IeMbl MEAULIMHCKOrO CBOVCTBA, HapyLLEHWS 06MeHa BELLECTB B KOCTHOM TKaHW,
MPOgy3HOe KPOBOTEYEHUS, HeA0CTaTOYHasA PAHO3AXKMB/IAIOLLIAA CNOCOBHOCTb, MPaKTUYECKOe OTCYTCTBME
TrvieHbl POTOBOW MOJIOCTY, He3aBepLLIEHHOE PasBUTME BEPXHEN W HVDKHEN YeNOCTH, M/IOX0e COCTOsHIME
3[0POBbS B LIESIOM, HE CK/IOHHBIA K COTPYAHNYECTBY, HEMOTUBMPOBAHHDIV NALMEHT, a/IKOTO/IM3M W
HapPKOMaHWs, NMCKX03bl, J/IMTeNbHbIE He MOAAAOLLMECS /IEYEHNIO (PYHKLIMOHA/bHbIE HAPYLLIEHWS, CyXOCTb BO
pTy, 0CniabneHme UMMyHHOI CUCTEMbI, 3a60/1eBaHIS, MEPUOANYECKM TPeBYHOLLIME NPUMEHEHWS CTEPOMIOB,
1eprma K TUTaHy, He NoAfaroLLMecs KOHTPOHO HapYLLIEHUS 3HAOKPUHHOW CUCTEMBI.
OTHOCUTE/bHbIE NPOTMBOMOKAa3aHNA

MoaBeprHyThie paHee 06/1yUYEHNIO KOCTU, CaxapHbili AnabeT, aHTUKOarynsHTbI / reMopparMyecknin amares,
CKpeXkeTaHve 3ybamu, napagyHKLMOHa/IbHbIe MPUBBIYKY, HEGIaronpysTHbIe aHATOMUYECKIE COCTOSHMA KOCTH,
3710ynoTpeb/ieHne KypeHveM, HEMOLKOHTPO/IbHBIA MEPUOLOHTUT, HapYLLEHWS B BUCOYHO-YENIKOCTHOM CyCTaBe,
M3MeYnMble NaTo/orMyeckme 3a60/1eBaHNs YekoCTY U U3MEHEHNS B C/IM3UCTON 060/104Ke NOJIOCTY PTa,
6epemMeHHOCTb, He0CTATOYHasA TUrMeHa poToBOM MOJIOCTH.

MecTHble NPOTUBOMNOKa3aHs

He oTBeuvatoLLiee Tpe6oBaHMAM 06BbEM W/ KAYeCTBO KOCTU, OCTATKM MECTHOIO KOPHS, Y KOrO AOCTaTOYHbIE
pa3Mepbl, YXC/I0 WK YKe/laTeNlbHOE MOMIOXKEHME VMMJIAaHTATOB HEBO3MOXKHO LOCTUIHYTh, UTOObI 06UTLCA
Ha/eXHOI OMopbl (DYHKLMOHANbHBIX W B KOHEYHOM CUéTe napayHKLyoHabHbIX HAMPY30K.

3. MpuHUUNLI NIAHUPOBAHUA NIeYeHNs

Xunpypryuyeckomy 3atary fieYeHns UMM/iaHTaTammn A0/MKHO MPeALLIecTBOBaTL BCEOOLEMIOLLEE 06C/Ie0BaHNe

naLieHTa, NpeLonepaLMoHHas AMarHoCTMKa 1 NaHMpOoBaHWe Tepanin. He oTBe-vatoLLee TpeboBaHMSAM
MNaHMPOBaHME NIEYEHNS MOXET MOB/EYb 3a COO0I MOTEPHD UMM/IaHTaTa.

O6Lire Mepbl NPeaoCTOPOXKHOCTH

CTONpOLEHTHb[IA yCnex umniaHTaTa H1UKOr4a Hefb3a rapaHTUpoBaTh. B OTHOLLEHNM HeCOBepLUEH-
HOMETHUX NaLMEHTOB M/1IAHOBOE /IEYEHME HE PEKOMEHA0BAHO [0 TEX MOp, NOKa OKOHYaHue pocTa
YENIOCTHOM KOCTM He OTPaXKEHO B AOKYMEHTaX A0/MKHbIM 06pa3oM. [MNpegonepauyoHHbIin geduunt
TBEPAOV TKaHW WM MATKON TKaHW MOXET [aTb HeXenaTesbHbIA 3CTETUYECKUIA pe3ynbTaT uin
HebnaronpuATHYH YCTaHOBKY UMMNIaHTaTa nog yriom. YCTPOoNCcTBO NpeAHa3HaueHo TOMbKO Ans
OAHOKPaTHOro 1CMosnb3oBaHKs. MNOBTOPHOE NCNOMb30BaHNE YCTPOMCTBA MOXET NOB/EYb 3a COOOW
MMKPOGHOE 3arpsisHeHne 1 yTpaty' aKcniyaTauoHHbIX CBOMCTB.

B Tom cryyae, ecnm 1cnonb3ytoTcst KOPOTKME UMMaHTATbI, NPaKTUKYHOLLWIA BpaYy A0/HKEH BHUMATEIbHO
HabnogaTh NaLyieHToB Mo NOBOAY /H060ro K3 CEeAYHOLMX COCTOSHWIA: yTpaTa NepUMMI/IaHTATHON KOCTW,
M3MEHEHMSA peakLyn UMM/TaHTaTa Ha MepKyCCU0 W paguorpanyeckoe N3MeHEHIe KOCTU Ha KOHTaKT
MMNaHTaTa Mo 4/IMHe UMNMaHTaTa. B TOM cyyae ecnv uMniaHTaT 06Hapy»KMBaeT MOOGUILHOCTbL MW NOTEPHD
KOCTW 60/ibLLe YeM Ha 50%, MnnaHTaT A0/HKeH ObITh MPOaHaM3NMPOBaH Ha NPEAMET BO3MOXHOIO YAa/eHNS.

Mepbl NPeAoCTOPOXHOCTM Nepef, onepatmeit

TuwaTenbHOE KMHUYECKOE U pagmoornyeckoe 06¢1efoBaHMe naLmeHTa 40/MKHO OCYLLECTBIATLCA Mepes
XVPYPrYecKoli onepauyeid, YTobbl ONpeaennTb NCUXOOrMYECKOe U (IN3NYECKOe COCTOSIHME MaLMeHTa.
Oco60e BHMMaHWe [JO/MHKHO YAENATbCA MalyMeHTaM, y KOTOpbIX MMEOTCS SIOKaIM30BaHHbIE UK
cUCTeMHb(e (hakTopbl, KOTOPbIE MOFX Bbl MOMELLIATb MPOLIECCY 3aXKMBMEHUS NNOBO KOCTU, NMN60 MATKOWA
TKaHW WM NPOLLECCY OCCEOUHTErpaLymn (HanpuMep, KypeHre CUrapeT, HeM3neunmmblin anabeT, YentoCcTHO-
nnueBas pagmoTepanus, CTepomaHas Tepanms, MHEKLMM B COCEAHMX KOCTSX).
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3pgaHch deHntan ContowwH3 JiumuTes
MATTON
C Bam K BepLuvHaMm ycriexa
B 06Lem 1 Lenom, ycTaHOBKa UMMIaHTaTa U KOMMOHEHTbI ANA NPOTe3VPOBaHMA LOMKHbI
npucnocabnmneaTb MHAMBMAYA \TbUble YCI0BMA MaumeHTa. B cnyyae ckpexxeTaHve 3yb6amm uim

H66I'IaI'OI'IpVIF|THbIX COOTHOLLIEHWIN YENMHOCT MOXHO pacCMOTPETL BOMPOC O I'IOBTOpHOVI OLIEHKE BapuaHTa
NevyeHus.

Mepbl NPeOCTOPOXHOCTM BO BPEMS OnepaLum

Oco6asi 0CTOPOXKHOCTb JO/HKHA ObITb MPOSABEHA, KOr4a YCTaHaBIMBAKOTCA UMMNIAHTATbl Y3KOW
nnatopMbl B 3aAHel 06/1aCTW BBUAY PUCKA NPOTE3HON nepeHarpysku. OTCYTCTBME AOCTAaTOYHOIO
Konm4yecTBa UM KayecTBa OCTaBLUEACS KOCTW, MHAEKUMS 1 06LiMe 601e3HN MOryT 6biTb
NOTEHUMaIbHbIMM MPUYMHAMUN HECOCTOSIBLLIECS OCCEOMHTErpaLymn Kak HenocpeACTBEHHO noc/e
onepauumn UM nocne Toro Kak BHavane JOCTUrHYTa OCCEOMHTErpaLys.

MomMMMO 06s13aTe/NbHBLIX Mep NPEAOCTOPOXHOCTY 15 OGOV XMPYPriMyeckoii onepaumm, Kak HanpyMep
acericyc, Bo Bpemsi CBEP/IEHNS B KOCTU Ye/HOCTU [I0MKHbI 136EraTh NMOBPEXAEHMS HEPBOB 1 COCY/10B,
06PaTVBLLIMCH K aHATOMUYECKUM 3HaHWSIM 1 NMPEAoNePaLMOHHbIM PEHTIEHOBCKIM CHUMKaM. HesHaHve
(haKTNYECKOW [/IMHbI CTYMEHYATOr0/CrINPabHOro CBEp/Ia OTHOCUTE/BHO PaaMorpadiieckoro U3MepPEHs Wi
CBEP/IEHNE HIDKE HA3HAUEHHOI FyGUHBI MOXKET MPMBECTM K MOCTOSIHHOMY PaHeHUH0 HEPBOB W fIpYTUX
YKV3HEHHOBAXXHbIX CTPYKTYP, NOTEHLMaNbHO MPMBOAS K NMOCTOSIHHOMY OHEMEHWIIO HVDKHEN Ty6bl M NoA6opoaKa
W BeOs K KPOBOVMMSHKO B OCHOBAHWM pTa.

4. Mo60oYHble BO3AENCTBUA 1 B3aUMOAENCTBUA, OC.HOXKHENUa ¢ uMnaaHTaTamm MantoH

HenocpeaCcTBEHHO MOC/e YCTaHOBKU AeHTa/lbHbIX UMMNAHTATOB, CeAyeT U36erath AesTeNbHOCTMH,
KoTopasi TpeGYeT 3HAUNTENbHBIX (IM3NUECKUX Harpy3oK.

B0O3MOXKHble OC/TOXKHEHUS NOC/e BBEAEHUA AeHTa/IbHbIX MMMIAHTATOB CheaytoLme:
BpemeHHble CUMMTOMbI

Borib, MpunyxnocTb, 3aTPYyLHEHNUS peyn, TMHIUBUT

bonec gnuTenbHble CUMMTOMbI

XpoHuyeckast 60/b B CBA3M C eHTa/IbHbIM MMMNIaHTaTOM, NOCTOSHHOI NapecTesueid, ansecTe-3uei,
rnoTepeil BEpXHEUENHOCTHONO/HVXKHEYENOCTHOTO rPpe6HS albBEOPHON0 OTPOCTKA, IOKAN30BAHHOM W
CUCTEMHOI MH(EKLMEN, OpoaHTPasIbHbIMK WM OPOHA3a/IbHbIMM (DUCTYNaMK1, NOPAKEHHBIMU CMEXHbIMU
3y6amu, HeobpaTMMbIM MOBPEXAEHUEM CMEXHbIX 3yO0B, pa3/ioMaMy UMM/IaHTaTa, YecTU, KOCTU UK
npoTe3a, 3CTETUYECKMMM NPoGeMamMii, NMOBPEXAEHNEM HepBa, BbiNafeHNeM MOJIOUHbIX 3y60B,
runepnnasmen.

CTomaTonor n4eckoMy nepcoHaly PEKOMEHAYETCA NMPOMHCTPYKTUPOBATL MaLMEHTOB O Mepax
MPeAoCTOPOXKHOCTK, KOTOPbIe HALO MPUHATL, KaK HanpuMep: BO3AepXKaHue OT KypeHus 1 cobnogeHune
TUrieHbl 3y6oB.

HexxenatenbHble ABNeHNS

JleyeHne NOCPeLCTBOM MMIIAHTATOB MOXET MPUBECTU K NOTEPE KOCTU, O1010rMHECKUM 1N
MeXaHNYECKNM HapyLLUEHNAM B TOM 4nCNe yCTa/IOCTHOE pa3pyLUeHne MMMNIaHTaTOB.

5. YcTaHOBKa nmnnaHTaTa rnocne NoAroToBKWU fi0XKa HMH/laHTaTa

5.1 Mepepn npoLieaypoii 06LLye NPOTMBOMOKAa3aHKs B CBSA3W C .MeANLIMHCKMM CTaTyCOM MalMeHTOB
[OMKHbI ObITb OLIEHEHbI KIMHUYECKN U pafmnorpagmyecku.

5.2 [10/HO GbITb MCCMEA0BAHO KAYeCTBO KOCTM MalMeHTa.
5.3 [1o/XHbl BbITb BbIGpaHbl ANMHA U AWAMETP UMM/IAHTATA.

5.4 [o/mKHbI 6bITb 0OHXXEHO XMPYPruyeckoe none.
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C Bamu K BepLunHam ycrexa
55 MapKMpOBOLIHoe CBEP/IO A0JTKHO UCNOJIb30BaTbCA B Ka4€CTBE HaY4a/IbHOIo CBep/a.

5.6 CBeprieHVe OMKEH MOCTENEHHO CO3/aBaTh NOAXOASLLYHO NYHKY, B KOTOPYtO GYAET BBOAUTHLCS
VMMN/aHTaT.

5.7 ImnnaHTat 6yfeT BBOAUTLCA B NYHKY.
5.8 BUHT [O/KEH 6bITb YAaleH C UCNO/b30BaHWEM LLUECTUIPaHHbIX OTBEPTOK.

5.9 3arnyLuka, 3aK1BNSOLLMIA BUHT UK abaTMEHTLE JO/MKHbI MPUMEHSTLCA MO YCMOTPEHMIO NIEYaLLIEro
Bpava.

He vcnonb3yiiTe BbICOKUIA KPYTALLMIA MOMEHT W/ BbICOKYHO CKOPOCTb MY BBEAEHUM UMM/iaHTaTa (OHa He
[0/DKHA NpeBbILwaTh 15 060p0TOB B MUHYTY).

6. 3Tan 3aXNBNEHNA ANA AeHTaNbHbIX MMNaHTaToB lManton
6.1 HenocpefcTBeHHOe BOCCTAHOB/IEHME UMNIAaHTaTOB [ManTton

WmnnaHTaTbl Manton no3sosstoT, B Npeaenax yKasaHuii, HeMeaieHHOe BOCCTaHOB/IEHWE B OAMHOYHbIX
AEHTaNbHbIX MHTEpPBaaxX ¥ B YeMKOCTSAX 6e3 3yO60B MM B YEMHOCTSAX, YaCTUYHbIM INLLEHHBEX 3y60B.
XopoLuasi nepnYHas YCTONUYMBOCTb M COOTBETCTBYHOLLAS OKK/O3MOHHAsA HarpysKa MEetoT 3HaUeHme.
[lBa U 6onee CMeXHbIX VMMNIaHTaTa JOMKHbI ObITb MPOTETUYECKM COEAMHEHBI BMECTE.

6.2 OTCcpoYeHHOe BOCCTAHOB/IEHMEe HMHIaHTaros lManton
OTCcpoYeHHOe BOCCTAHOB/IEHWE BO3MOXHO MO UCTEYEHUN 6 Hepenb:

* €C/IN KayeCTBO KOCTM XOpoLuee, a 06beM KOCTU SABMISIETCS AOCTATOYHbLIM
* UCMOMb3ys MMNAaHTaTbl 0 4.2 Mm um 6onee, ANVHON 8 MM UK 6onee
OTCpoYeHHOEe BOCCTAHOB/IEHME BO3MOXKHO MO NPOLLECTBMU 8 Heaesb:

* C Ka4eCTBEHHbIM ry6yaTbiM BELLECTBOM KOCTM

* 1Cnonb3ys umnnanTatbl 0 3.75 MM 1K 60MbLLUE

* CMNO/B3YA UMMNJIAHTaTbI A/IMHOM 6 MM UK 60MbLUe

B Tex cutyaumsx, rae noBepxHOCTb MMMNaHTaTa He HAXOAWUTCA NOMHOCTHI0 B KOHTAKTE C KOCTHIO UK
Tam, rae Heo6Xo4AMMO Mepbl M0 YBEIMYEHWIO KOCTU, LO/MKHA ObITb 3aniaHMpoBaHa CTafns 3aXKMB/IEHNS,
COOTBETCTBYHOLLAA cUTyauun. Mo NPOLLECTBUM CTaAUN 3aKMBNEHWUSA NPOLO/IKUTENILHOCTLIO 6-12 Heaensb,
rnepes NpoTe3HbIM BOCCTAHOB/IEHNEM PEKOMEHAYeTCs pafmorpapmnyeckoe obcneoBaHue.

7. YNnakoBKa N CTEPUNbHOCTb

Cromartonormyeckme MniaHTaTbl [Manton nocTaBnsatoTCs CTepUsbHbIMK. HemnoBpeXaeHHas cTepuiibHas
yNaKoBKa 3aLLILLAeT MMIJ/IAHTAT, MOABEPTHYThIA raMMa-CTepUI3aLWN, OT BHELLHX BO3AEMCTBUIA 1, eCNN OH
XPaHWTCS NpaBWbHO, 0BeCneYMBaeT CTEPUIbHOCTb B/IOTh 0 UCTEUEHWS CPOKa AecTBUA. [py n3BneyeHn
VMIN/IaHTaTa U3 CTEPU/IbHOM YNaKoBKI [OMKHbI COO/I0AATLCA NpaBua acenTuky. CTepunbHas yrnakoBKa He
[0/KHA BCKPLIBATLCS BrU/IOTh 10 MOMEHTA HEMOCPEeACTBEHHOTO BBEAEHUS UMMNTaHTaTa. VMnnaHTaTbl ¢
MOBPEXAEHHOW CTEPWUIbHOM YNaKOBKOW He [O/MKHbI ObITb MCMO/Mb30BaHbI BBULY PUCKA 3arpsisHEHUS.
PeKkoMeHAyeTCs MMETb B HA/IMYMM CMEHHbIA MMM/IaHTaT.

OpToneanyeckne  KOMMOHEHTbl  [ManTon M XMpYPruyeckue  MHCTPYMEHTbI  MPeocTaBnstoTes /6o
CTEPUIbHBIMU, NGO HECTEPUNbHBIMI B COOTBETCTBUM C YKA3aHMEM Ha 3TUKETKE. XUpyprudeckme KOMMIeKTbl
ManTon NpeaoCcTaBNAOTCA HECTEPUIbHBIMI. MPOAYKTbI, NPEACTABNEHHbIE B KAYECTBE HECTEPUNBHBIX, AOMKHDI
ObITb  CTEpUIM30BaHbl Meped  Ucnonb3oBaHMeM.  CTaHfapTHas CTepwmsaums NapoM B aBTOK/aBe
PEKOMEHAYETCA C MCMO/b30BaHMEM MeTOfa MPefBapuUTENbHON0 BakyyMa C  MUHVMAIbHBIM - BPEMEHEM
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aKcnosuumm 4 MUHYTLI (Y4eTbipe MMMNYNLCa) Npy TemnepaTtype 135 ®C/ 275 ° F B CTepUIM3aLOHHOM MELLIOYKe,
ouvleHHoM FDA. XoTa BpeMs BbICbIXaHWA MOXET BapbWpOBaTbCA B 3aBMCMMOCTM OT pasmMepa 3arpysku,
PEKOMEHZYETCS He MeHee 16 MUHYT. 3TOT LMK GbU1 NOATBEPXAEH METOLOM Mepebopa 0 YPOBHS 06ecrneveHmns
cTepunbHOCTM (SAL) 10-6 B COOTBETCTBUM C TPEOOBAHUAMM MM PYKOBOACTBAMM, M3MOXEHHbIMA B CTaHAapTe
ISO 17665-1 cTepwmsaums MeSVLMHCKUX W3AenuiA-BnaxkHoe Temso-YacTb 1 Tpeb6oBaHMA K paspaboTke,
Ba/MAALMN U PErlaMeHTHOMY KOHTPOJIKO Mpouecca CTepumn3aumn MeguupmHeKnx usaenunii, ANSI/AAMI ST79
1 1ISO 17665-2 cTepunmsaumns MEAULMHCKMX U3LENNIA-BadKHOE Tenno-YacTb 2: pyKOBOACTBO MO MPUMEHEHNIO
craHgapta ANSI/AAMI/ISO 17665-1. TpoTe3Hble KOMMOHEHTbI A0/DKHbI MCMOMb30BATHCA Cpasy Mnocrne
CTEPUN3ALINNA.

8. CpoK rogHocTu

TonbKo /191 CTEPU/bHB[X NPOAYKTOB CPOK FOAHOCTY NPOAYKTa 6bi1 MOATBEPXK/EH B TeUeHMe 5 neT. He
CYLLECTBYET CPOKa FOAHOCTY 15 NPOAYKTOB, KOTOPbIE He SBNSHOTCA CTEPUbHBIMU.

KoMNOHeHTbI opTonegnyeckue Manton

1. OnucaHmne Cbipbs

[JeHTanbHble npoTesbl Manton M3rotasimBatoTCA U3 GUOCOBMECTUMBEX feTasei, cofepxatmx cnnias Tl
6AL 4V ELI. 30nota (Au60%PtI9%Pd20%) 1 gnokcuaa UMpKoOHUA

2. NMokasaHunsa

[eHTanbHbI KOMMOHEHT 415 NPOTE3UpOoBaHus Manton - 3TO NpeABapUTENbHO U3rOTOB/EHHBbII
KOMMOHEHT, KOTOpbI/i HENOCPEACTBEHHO COEAMHEH C 3HA00CCAIbHBIM AEHTaIbHBIM MMMIAHTATOM U
npejHasHaueH A1 UCMOMb30BaHUS B KAYECTBE BCMIOMOraTe/lbHOrO CPeACTBa B MPOTE3HOW peabunutauuu.
[eHTabHbIe KOMMOHEHTbI 415 NPOTe3MpoBaHUs ManTon npegHasHayeHb! A5 OfHOKPATHOTO
Mcnosb3oBaHUs. MOBTOPHOE MCMO/MbL30BaHNE YCTPOMCTBA MOXET BbI3BaTb MUKPOOHOE 3apaXKeHwe 1
yTpaTy 3KCM/yaTalMOHHbIX CBOIACTB.

3. MpoTmnBONOKa3aHmA

He VICHOﬂb3yl7'ITe B TEX C/y4asdx, eCnn UMEETCA MOBbILLEHHaA YyBCTBUTE/IbHOCTbL K OAHOMY WA
6onbu.|emy ynucny MeTasinos, coaepikalumxca B CriiaBe.

4. 06w me Mepbl NPeLOCTOPOXKHOCTH

[lNS yCNeLHOro fleYeHns UMNJaHTaTaMn BaXKHO COTPYAHUYECTBO XUpypra, CToMaTo/ora-TepanesTa v
TEXHWKa IeHTa/bHbII laGopaTopui.

[na ncnonb3oBaHus 4o 30 AHeV PeKOMEHAYHTCSA BpeMeHHbIe abaTMEHTbI C BOrHYTbIM NPOgIeM.

5. OuuncTtKa

Mbl peKOMeH/lyeM NPOBOANTL OYUCTKY /UMK fe3MH(EKLMIO abaTMeHTa Nepes cTepunmsauueit. Mbl
PEKOMEHAYEM UCMOMb30BaTb XIOPreKCUAMH rntokoHat 0.1-0.5 NpoLeHTHbI Mo Becy /06beMy pacTBop,
unn cnupT 70% B TeyeHne 10-30 MUHYT, NpK KOMHATHOI TemnepaType. He McnonbayiiTe Takue
Ae3VHpMLMPYHOLLME CPEACTBA Kak HanpuMep Ae3VH(EKTaHTbI Ha OCHOBE X/opa (TUMOXI0PUT HaTps 1
T.4.), AE3MH(EKTaHTbl Ha OCHOBE MepeKncy BogopoAa (OKCMaon M T.4.), He Bbi3biBatoLLee KOppo3wio
[e3NHPULMPYHOLLIEE NMOBEPXHOCTHO-aKTUBHbIE BELLECTBO. MoMecTVTe abarMeHT B y/IbTPa3ByKOBOA
OUYNCTUTENb HA 5 MUHYT MPU KOMHATHOI TeMnepaType. B ToM cryyae, eciv 1Cronb3yeTcs Kakoii-m6o
OUNCTUTENb, 06S3aTENBHO BNIEViTE CTEPUNBbHON BOAbI U MOMHOCTBLIO YA IMTe OUUCTUTENb, BMECTO
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CTEPU/IbHON BOAbI MOXET ObITb MCNO/b30BaHa MPOTOYHasA Boga. MOMHOCTLIO OCYLUMTE U NPOBEpPbTE
abaTMeHT Ha LLeNOCTHOCTb N HaTn4vmne I'IOBpG)Kp,EHI/IVI.

6. CTepunbHOCTL

YCTPOICTBO MOXET MOCTAB/ATLCSA KaK CTEPUIbHBIM, TaK U He CTepUbHBLIM. pocb6a NpoumnTaTh
yKazaHvie Ha NMPUK/IEeHHON 3TUKETKe.

YCTPOIACTBO AOMKHO ObITb CTEPU/BHLIM Mepes Ncnonb3oBaHneM. OHO MOXKET CTEPMIM30BaTLCS NapoM C
CMONb30BaHMEM CTaHAAPTHLIX METOA0B CTEPUIN3ALMN: CTEPUIM3aALMA MapoM B TeueHre 10 MUHYT npu
Temnepatype 275°F (135°C). CTepunnsalms napoMm Heobxoguma TobKo B cnydae HE CTEPUJIbHbBIX

n3aenuii Unn 4Ns NOBTOPHON CTEPUAM3aLMM “He UCMO/b3YEMbIX YCTPONCTB”.

7. KnuHnyeckas npoueaypa

1 MogudmkaLym abaTMEHTOB MO 6bl OCYLLECTBASTLCS C UCMO/b30BaHNEM COOTBETCT-BYHOLLIX
VHCTPYMEHTOB. VICMoNb3yiiTe CNPUHLIEBaHME BOAOM, €CIU NOATOHKU U HACTPOIKY OCYLLIECTBSAIOTCS
VHTPAOoPabHO.

2. Mepep ycTaHOBKOW NpoBepbTe YCTPOMCTBO COMPSKEHUA UMMNIaHTaTa 1 abaTMeHTa. MoBpexaeHue
YCTPOICTBA CONPSKEHNS MOXET NPUBECTW K HEMPaBW/IbHON MOAroHke. He obpabaTbiBaliTe 061acTb
YCTPOMCTBA COMPSXKEHW.

3. 3akpenuTe abaTMEHT npuiaraemMbiM BUHTOM, UCMOMb3ys PEKOMEHA0BAHHOE 3HAUYEHME KPYTALLErO
MOMeHTa B COOTBETCTBUM C TabAMLEN, NPUBELEHHON HIDKe.

4. Tlocne LEMEHTVPOBaHMSA NpoTe3a Ha abaTMeHTE UNMLLHWIA LIEMEHT JO/MKEH ObITb yaaneH
HEME//IEHHO.

8. XpaHeHwe:
Hunkakunx ocobbIx YCoBuii He TpebyeTcs.

XUpypruyeckmne NHCTPYMeHTbI
1. BHumaHune

Mpocbba npounTaTh BCO MH(OPMALIMIO, KOTOPas COAEPXMTCS B 3TOM BKNafbllle. HenpasuibHoe
obpaLleHue 1 yxo[, a Takke HernpasuibHOE KCMOb30BaHye MOTYT MoB/eYb 3a COB0 Npexaespe-
MEHHbI N3HOC XMPYPrMYECKMX/CTOMATONONMMUYECKNX MHCTPYMEHTOB. Bce nnua, KoTopble UCMosb-3yt0T
[laHHOe YCTPOICTBO, JO/MKHbI 3HATb, KaK M0/b30BaTbCA U 06paLLaTbCs C XMPYPruyecKumm
WNHCTPYMEHTaMW, NPUHAANEXHOCTAMUN U CBA3aHHBIM C HAMK 060pyL0BaHMEM. XUpYpruyeckue
WHCTPYMEHTbI [Ma/ITon MOXXHO MCMO/b30BaTh MOBTOPHO, U OHY JO/MXHbI 3aMEHSATLCA MOC/Ie TOro Kak UxX
ncnonb3osany 20 pas, v paHbLLe 3TOr0, eciv IPPEKTUBHOCTL Pe3aHsi CHUXKAETCA.

2. HayanbHOe ncnonb3oBaHMe HOBOMO MHCTPYMEHTa

B TOM cnyyae, eCniv OH He U3BNEYeH U3 CTEPUIbHOM YNAaKOBKU, KaXKAbIA MHCTPYMEHT LO/DKEH ObITb
NofBEPrHy TOUMCTKE 1 CTEPUNM3ALIAN MePe[ ero UCMONb30BaHNe B NepsbEl pa3. Bce MHCTPYMEHTbI Bl
pa3paboTaHbl C y4eTOM WX CTEPUIM3aLMN B aBTOKNaBe, M OHU MOKa3a/In XOpOLUME pe3y/bTaThbl C
MCMOMb30BaHNEM [JAHHOIO METOAA.

3. OcmoTp ¥ hyHKLUMOHANbHAA NpoBepKa

OuyeHb BaXXHO BHUMATE/IbHO W TLLATENbHO OCMATPUBaTh KaXKAbIA XMPYPruyecKunii/cToMaTonorn-4eckuii
WHCTPYMEHT Ha Ha/Inume MOJIOMOK, TPELLMH UM HEUCNPaBHOCTb Mepes 1crnonb3oBa-HueM. Oco6eHHO
BaXKHO MPOBEPATH TaKMe MeCTa, Kak HarnpyMep 1e3B1s, HaKOHEYHWKM, KOHLEBbIE feTain, OrpaHnYuTeNu
W 3aWENKK, a TaKkxKe BCe ABWKYLLMecs feTanun. He nonb3yiTech NOBPeXAeHHbIMWA NHCTPYMEHTaMU.
Hukorga He NbITaiiTeCb NPOM3BOANTL PEMOHT CaMOCTOATENBbHO. O6CMYXXMBaHME Y PEMOHT JO/MKHbI ObITb
[0BEPEHbI TONIbKO 06y4EHHOMY, KBa/IM(hULMPOBaHHOMY fepcoHany. Obpalyaiiteck ¢ BOnpocamu rno
PEMOHTY K MPOV3BOAWUTENSM WAW B CBOV 610.MEANLMHCKNIA TEXHUYECKINIA OTAEN.
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4. OUYNCTKa U TEXHNYECKOE 06CNY>KMBaHNe

Kax bl Xpypruyeckoin/cToMaTonormyecknin UHCTPYMEHT AO/MKEH OblTb AE3UH(ULMPOBaH U
TLIATeNbHO OYMLLEH MOC/E KaXXA0ro UCMOoNb30BaHWs. Hagnexallas ouncTka, 0CMOTP U TEXHUYECKOe
06Cny>X1BaHWe NOMoryT 06ecrneunTb NpaBnsbHOE MYHKLMOHMPOBaHWE XMPYPIYeCKOro MHCTPYMEHTA.
OunwaiiTe, ocMaTpuBaliTe U NPOBEPSANTE KAXKAbIA MHCTPYMEHT BHUMATE/IbHbIM 06pa3om. CTepuiunsyiirte
BCe MHCTPYMEHTbI Mnepef, onepaumein. [Jo6pocoBeCTHO NpoBefeHHas NpoLesypa OYUCTKN Y TEXHUYECKOro
06CNy>X1BaHMSA MPOANAT CPOK MOME3HOr0 MCMO/b30BaHUSA MHCTPYMEHTA.

Oco60e BHUMaHVe LOMKHO ObITb YeNeHO NPopessM, OrpaHNYNTENsSM, KOHLIEBbIM LeTansaMm, nosbim
TpybKaMm 1 pyruM MecTam C O4eHb TPYAHbIM AOCTYNOM K HAM. He Nnonb3yiTech NOBPeXAeHHbIMU
VHCTpYMeHTaMu. B TOM cry'yae, ecim MHCTPYMEHT MOXHO pa3obpaTb, TO OH JO/MKEH ObITb OUMLLEH B
pa3obpaHHOM COCTOSIHUN.

(MpumeyaHne; XpaHWUTe BCe AeTaN BMECTE U He [OMYCKainTe TOro, Ytobbl OHM Obln pa3bpocaHbl No
pasHbIM MecTaM, He CMeLUvBaliTe X APYrMMU UK aHaNorMYHbIMU YCTPOCTBAMU APYTUX
N3roTOBUTENEN).

OumMCcTKa M NPOMbIBKA [0/KHbI OCYLLECTBNATLCS CPasy Xe Moc/e Kakaoro UCronb30BaHus Ans
LOCTVXKEHUS HaUyuLLIEro pesynbTaTa. ECM He OUMCTUTb MHCTPYMEHT Cpasy e, TO Kak CleACcTBue
MPUCTABLLME K HEMY YaCTULbl UM BbICOXLUME BblAENEHNS MOTYT 3aTPYAHUTL OUNCTKY 1 OCNOXHUTbL UK
CHM3UTb KauyecTBO OyayLueli cTepunmnzaummn. VIHCTPYMEHTbI A0/KHbI GbITb MOTHOCTbLIO OYNLLEHBI, W C
HUX [OMKHbI BbITb CMbITbl BCE MHOPOAHbIE BELLECTBA. VIcnonb3yiiTe TNy BOAY W AOCTYMNHbIE /s
NPUOGPETEHNS BELLECTBA /11 OTMAUMBAHWA UM OUUCTKM MHCTPYMEHTa. [191 yaaneHns 6enKOBbIX
OT/I0XKEHWIA AOMKHBI GbITh UCMOMb30BaHbl (HePMEHTHbIE OUUCTUTENN.

e nonb3yiTech BELLECTBAMM [/15 OUYMCTKU OT PXKaBUMHBbI (T.€. 0TOENMBAOLLEE BELLECTBO). OumLLatoLLme
PacTBOPbI M CpeacTBa As MOMOCKaHMs Nlyyllle BCEro 6paTh C HEWTpabHbIM 3HadeHneM pH (7.0) um
OKO/10 3TOrO.

He nonb3yitecb abpasvBHLIMY OUUCTUTENAMN.
TOMbKO MArKas LWeTUHHasA LWETKa LO/MKHA UCMOb30BaThCA.

CronackuBaiiTe 1 COXpaHsiTe B YMCTOTE BCE A€TanM W TPYAHOAOCTYMHbIE MECTa Harogo6me BHYTPEHHUX
KaHasioB U T.[,

MoryT 6bITb MCNONL30BaHbI Y/IbTPAa3BYKOBbIE 0UMCTUTENN. [1pOBEpAITE 1 NOLATArMBanTe Nobble
(PUTUHIK, KOTOPble MOTYT pa3bonTaTbeca OT BUGPaLuK.

MO>KHO Ae3VH(ULMPOBATL MHCTPYMEHTbI B MOEYHOI MalliMHe npu TemnepaType Ao 203°F (95°C).
CnonackusaiTe TLaTeNbHO AUCTUIMPOBAHHON BOLON.

MoAroToBbTE ANA XPaHEHUS 1 / UnK cTepunm3aumi. MNocne O4NCTKM 1 CNONACKMBaHUS BbICYLIUTE
WHCTPYMEHTbI MOHOCTHIO M TLLATENbHO CXKaTbIM BO34YXOM (MecTa C 04eHb TPYAHbLIM AOCTYMOM,
Hanofo6ve BHYTPEHHNX KaHa/I0B U T.4., [O/MKHbI NMPOAYBaThbCs).

MpumeyaHre: Mocne OYUCTKN U nepes cTepunmsalvein, 06paboTatb BCe MHCTPYMEHTLI Mac/ioM, KOTOPoe
cumTaeTcs (M3nonormyeckn 6esonacHsIM (NapatmHOBOE Maco B COOTBETCTBMM C NHCTpyKumeli DAB 8
Ph. Eur. USP XX), 0c06eHHO MX Ne3Bus, KOHLEBbIE AeTann, OrPaHUYNTENN W 3aLLENKK, a TaKXKe BCe
[ABVXXYLLMECH feTasn.

5. XpaHeHue 1 NOBTOPHOE UCNONb30BaHUE

WHCTPYMEHTbI JO/MKHbI XPaHWUTLCSA B YMCTO.M, CYXOM, HE COZepXKaLleM Bnary MecTe. VIHCTPYMeHTbI
[O/MKHbI XPaHUTLCA OTAENBHO OT APYTMX NPeAMETOB B CBOEI TPAHCMOPTHONM KapTOHHOM YNakoBKe WK B
3aLUMTHOM NIOTKE C OTAENEHMAMM. 3alimLaliTe KOHLbI TKaHbH, Map/eid uam TpybKamu, eciim XpaHUTCS B
BbIABWKHbIX fALLMKaX. PekoMeHA0BaHa CTepun3aLumnsa B aBTOK1aBe Napom. TLaTenbHO ouuLaiiTe
VHCTPYMEHTbI OT BCEX 0OPE3KOB, TKaHN U MHOPOAHbIX BELLECTB Nepes CTepunusaLveil. BoinonHsiite
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dpBaHca AeHtan ConowHs Jinmntes,
MNANTOMN
C Bamu K BepLlunHam ycnexa
WHCTPYKLUUW NMPON3BOAUTENSA MO IKCNyaTaLMm CTepUIM3aTopa U 3arpy3ke napoBbIX aBTOK/1aBOB.
[0mKHbI 6bITb MOABEPTrHYTHI NPAMOMY BO3AEMCTBUIO NapoM BCe MOBEPXHOCTU UHCTPYMEHTOB,
NoANeXaLMx CTepUM3aLMmM, B TOM YMC/e BHYTPEHHME MOBEPXHOCTU U KaHaslbl TPYOOK. [aiite
VHCTPYMEHTY' OXNTaAUTbCS BO3AYXOM [0 KOMHATHOI TemMnepaTy'pbl nepes UCrosb3oBaHNEM.

6. CTaHAapTHbIE METOAbl CTEPUIN3AL N

YCTPOICTBO MOXET MOCTaB/ATLCA Kak CTEPU/IbHBIM, TaK U He CTepubHbIM. Mpockba npounTathb
yKasaHue Ha Hakneiike. YCTPOCTBO JO/MKHO ObITb CTEPUIIbHBIM Mepes UCMOoNb30BaHeM. OHO MOXET
CTEpPUIN30BATLCA NMapoOM C UCMO/b30BaHWEM CTaHAAPTHbIX METOLOB CTEPUIN3ALIN: CTEPUNM3ALMA NaPOM
B TedeHve 10 MUHYT npu Temnepatype 275®F (135@C).

7. ObpalleHne C HUCTPYMEHTamu

Co BoE.M/ XMPYPTAYECKVIMW/CTOMATONOMMYECKUMU UHCTPYMEHTaMI [I0/MKHbI 06PaLLaThCs Kak MOXHO Goree
3a60T/IMBO BO BPEMS MX TPAHCTMIOPTUPOBKY, OUICTKM, 06paGOTKM, CTEPUM3ALMN 1 XPaHEHUS. 3TO YKasaHIie
GOoribLLE BCErO OTHOCKTCS K /IE3BYSIM, OCTPO 3aTOUEHHBLIM KOHLAM 11 APYTM YYBCTBUTENbHBIM MECTaM.
Xvpypryeckne/CToMaToornyeckne MHCTPYMEHTbI KOPPOAVIPYIOT, 1 VX (hyHKLVIOHa/IbHbIE CBOICTBA
YXYALLAKOTCS, €C/IM OHU BXOAST B KOHTAKT C arpecCuBHbIMI MaTepuaiaMu. IHCTPYMEHTbI He JO/DKHbI
Mo/BEpraThCs BO3ASMCTBUIO KICMOT WK APYTYX arpecCMBHbIX OUMLLIAIOLLMX BELLECTB.

Npon3BeLeHO KOMMaHuen

w 1
Man 1011 3gBaHca OeHtan ContowH3 Jinmunses
XawwwmTa 5 M/A 3568

Kecapes 308389

W3pannb

TenedoH +972-4-6271711, dakc +972-4-6275363

|IECIREP

MeaHet Mm6X

bopkwTpacce 10

48163 MioHcTep

MepmaHus

TenethoH +49-251 -32266-60, Pakc: +49-25! -32266-22

YNOMHOMOYEHHbIN NpeacTaBuTeNb B Poccuu:

VHayeuayansHbii MpegnpuHimarens MessHep Miuxann Magnosuy, VHH 231123974722,
OI'PHMIM 315231100011861, aapec: 350049, KpacHopapckwin kpald, r. KpacHoaap, yn. uM. Boposckoro, Aom Ne 180,
kBapTvipa 10, TenedoH +7 918 483 39 03

( ~ 1936
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dasaHcy AeHTtan ContowH3 Jlinmutes

NAATOrM

C Bamu K BepLuMHam ycrnexa

KaranoxHuiii Homep

HOMep mapTHH

Bunmanne  ofpatutech K CONYTCTBYIOWWM

OOKYMEHTaAM

He icnonb3yere nosTopHO

He crepuneno

He ucnonb3yiite ecin RAKET NOBPEKALH

;%

CTepuin3oBaHo ¢ MCNONBIOBAHHEM rAMMa 00NyyeHns

Toneke no Apeanicatuio

Henone3osatne He No3HEE JaTh Cpoka AeHCTBHA

He noarseprate noaTopHOM CTepHNU3ALMMN
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dpBaHcg eHTan ComowH3 flumurtep,

MNANITON

C Bamu K BeplimHam ycnexa
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MepeBog JIOKyMeHTa BbIMOJIHEH nepeBoAYMKOM LLInaeBoi Mapweli
BVKTOpPOBHOM.

Poccuiickaa d®epepauyus
Nopon MockBa.
[OBapuatto AHBaps ABe TbicAYM ABafLATOro roga.

A, MBaHoBa BukTopus BanepbeBHa, BPEMEHHO MCMOMHAOWMIA 0653aHHOCTM HOTapuyca
ropoga MockBbl AKyLleHKO EBreHun AnekcaHApPOBHbI, CBUAETENLCTBYHO MOA/IMHHOCTL MOANUCU
nepesogunka LLinaesoil Mapuieli BUKTOPOBHOM.

Moanwuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb NofnucaBLLEro JOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peectpe: No 77/721-H/77-2020- C'

N N \VARS
B3bICKaHO rocyAapCTBEHHO MOLWMHbI (Mo Tapudy): 100 py6.00 wn.-
YnnayeHo 3a 0kasaHue yc/yr npasoBoro E

N TEXHNYECKOro XapakTepa: 300 py6. 00kon. 1 o/

epoBaHo ”
nuncta(oB)
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