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Instruction for use

Dental implants Alpha-Bio

' AlphaBio

1. MEDICAL DEVICE NAME

Dental Implants Alpha-Bio:

I. Dental implants Dual Fit Implant (DFI) with internal hex connection (IH):
1. DFI IH diameter 3,75 mm, length 8,0 mm.
2. DFI IH diameter 3,75 mm, length 10,0 mm.
3. DFI IH diameter 3,75 mm, length 11,5 mm.
4. DFI IH diameter 3,75 mm, length 13,0 mm.
5. DFI1 IH diameter 4,2 mm, length 8,0 mm.

6. DFI IH diameter 4,2 mm, length 10,0 mm.
7. DFI IH diameter 4,2 mm, length 11,5 mm.
8. DFI IH diameter 4,2 mm, length 13,0 mm.
9. DFI IH diameter 3,3 mm, length 8,0 mm.
10. DFI IH diameter 3,3 mm, length 10,0 mm.
11. DFI IH diameter 3,3 mm, length 11,5 mm.
12. DFI IH diameter 3,3 mm, length 13,0 mm.
13. DFI IH diameter 5,0 mm, length 8,0 mm.
14. DFI IH diameter 5,0 mm, length 10,0 mm.
15. DFI IH diameter 5,0 mm, length 11,5 mm.
16. DFI IH diameter 5,0 mm, length 13,0 mm.

II. Dental implants Dual Fit Implant (DFI) with conical standard connection (CS):
1. DFI CS diameter 3,75 mm, length 8,0 mm.
2. DFI CS diameter 3,75 mm, length 10,0 mm.
3. DFI CS diameter 3,75 mm, length 11,5 mm.
4. DFI CS diameter 3,75 mm, length 13,0 mm.
5. DFI CS diameter 4,2 mm, length 8,0 mm

6. DFI CS diameter 4,2 mm, length 10,0 mm.
7. DFI CS diameter 4,2 mm, length 11,5 mm.
8. DFI CS diameter 4,2 mm, length 13,0 mm.
9. DFI CS diameter 5,0 mm, length 8,0 mm.
10. DFI CS diameter 5,0 mm, length 10,0 mm.
11. DFI CS diameter 5,0 mm, length 11,5 mm.
12. DFI CS diameter 5,0 mm, length 13,0 mm.

Further in the text, abbreviated names of registered medical devices will be used: Implant, DFI
implant.

2. DESCRIPTION

Dental Implants Alpha-Bio are made of biocompatible Titanium alloy (Ti-6Al-4V ELI). The

implants are treated with NanoTec surface treatment.
Cover screw is delivered with implant package. The Cover screw is used to seal the implant

concealed under the soft tissue for the osteointegration period. The cover screws are made of
Titanium alloy (Ti-6A1-4V ELI). Cover screws are color coded in accordance with the implant’s

connection.
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Table 1 Color code for cover screw

IMPLANT TYPE IMPUNT CONNECTION COVER SCREW
DFI Internal Hex (IH) Blue
DF Conical Standard (C8) Green
Implants package identification labels indicates implant type, diameter and length are coded by
color
Q o
iU UU W

3. INTENDED USE

Designed to replace the tooth/teeth root and for supporting fixed or removable dentures in order
to improve and to restore chewing function.

4. APPLICATION AREA

Dentistry. Intended for professional use only.

5. INDICATIONS

Endosseous implants are indicated for the reconstruction of deficient dental

apparatus (tooth/teeth) by acting as a supporting bone fixed device for dental prosthesis in the
lower or upper jaw. The dental prosthesis may be fixed or a removable, single or multiple unit.
Implant can be used in immediate, one or two stage procedures, assuming an adequate primary

stability is achieved.
The cover screw is indicated for use with implants, with its corresponding implant connection.

6. CONTRAINDICATIONS

It is contraindicated to use Alpha-Bio dental implants and cover screws in.

» Patients who are medically unfit for an oral surgery.
* Patients in whom a physical limitation does not allow a safe support of functional/parafunctional

loads (limited implants size, numbers and/or positions)
* Patients who are allergic or hypersensitive to the following materials; titanium alloy Ti-6A1-4V

ELI (titanium, aluminum, vanadium).

7. WARNINGS

Over tightening of the implant can result in:
* Clinical damage to the implantation site in the short and/or long run.
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* Breakage and/or damage to the implant.

It is recommended to follow carefully the drilling protocol as described according to implants and
drill type to avoid over or under drilling.

Failure to recognize the proper length and size of osteotomies may lead to wrong drilling depth,
resulting in permanent injury to nerves or other vital structures. Drilling beyond the depth intended
for lower jaw surgery may potentially result in permanent numbness to the lower lip and chin or
lead to a life-threatening hemorrhage in the floor of the mouth.

Besides the mandatory precautions for any surgery such as asepsis, during drilling in the jawbone,
one must avoid damage to nerves and vessels by referring to anatomical knowledge and
preoperative radiographs.

Because of the small size of the cover screw, care must be taken that it will not be swallowed or
aspirated by the patient. It is appropriate to use specific supporting tools to prevent aspiration of
loose parts (e.g. athroat shield). It is recommended to use the prosthetic “grip” driver when placing

the screw in the implant. *

8. CAUTION

General:
One hundred percent implant success cannot be guaranteed. Especially, nonobservance of the

indicated limitations of use and working steps may result in failure. Treatment by means of
implants may lead to loss of bone, biologic or mechanical failures including fatigue fracture of

implants.
Close cooperation between surgeon, restorative dentist and dental laboratory technician is essential

for a successful implant treatment.

It is strongly recommended that Alpha-Bio Tec. surgical instruments and prosthetic components
are used only with Alpha-Bio Tec. implants, as combining components that are not dimensioned
for correct mating can lead to mechanical and/or instrumental failure, damage to tissue or
unsatisfactory aesthetic results.

It is strongly recommended that clinicians, new as well as experienced users of implants,
prosthetics, and associated software, always go through special training before undertaking a new
treatment method. Alpha-Bio Tec. offers a wide range of courses for various levels of knowledge
and experience. For more information, please visit www.alpha-hio.net.

When using a new device/treatment method for the first time, working with a colleague who is
experienced with the new device/treatment method may help avoid possible complications. Alpha-
Bio Tec. has a global network of mentors available for this purpose. It is especially important to
achieve proper stress distribution through adaptation and fitting of the crown or bridge by adjusting
occlusion to the opposing jaw. In addition, avoid excessive transverse loading forces, particularly

in immediate loading cases.

RC Ne FSZ 201 1/10261(ref. 4052 / 4053)
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Before Surgery:
Careful psychological, evaluation followed by clinical and radiological examination must be

performed to the patient prior to surgery to determine the suitability of the patient for treatment.
Special attention must be given to patients who have local or systemic factors that could interfere
with the healing process of either bone or soft tissue or the osseointegration process (e.g., cigarette
smoking, poor oral hygiene, uncontrolled diabetes, orofacial radiotherapy, steroid therapy,
infections in the neighboring bone or other situations that may jeopardize success as described in
the literature special caution is advised in patients who receive bisphosphonate therapy).

In general, implant placement and prosthetic design must accommodate individual patient
conditions. In case of bruxism, other parafunctional habits or unfavorable jaw relationships,

reappraisal of the treatment option may be considered.
With respect to pediatric patients, routine implant treatment is not recommended till complete

growth of facial, TMJ, jaws and cranium.
Pre-operative hard tissue or soft tissue deficits may yield a compromised esthetic result or

unfavorable implant angulations.
All components, instruments and tooling used during procedure must be maintained in good
condition and care must be taken that instrumentation does not damage implants or other

components.

At Surgery:
Care and maintenance of instruments are crucial for a successftal treatment. Sterilized instruments

not only safeguard your patients and staff against infection but are also essential for the outcome

of the total treatment.
Because of the small sizes of the devices, care must be taken that they are not swallowed or

aspirated by the patient.
The number of implants and angulation are introduced in professional literature and the user should

follow these recommendations.

After implant installation, the surgeon’s evaluation of bone quality and primary stability will
determine when implants may be loaded. 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.

Bending movements may create forces that are known to be most unfavorable, as they can
potentially jeopardize the long-term stability of an implant-supported restoration. In order to
decrease bending movements, the distribution of forces should be optimized by cross-arch
stabilization, minimizing distal cantilevers, having a balanced occlusion as well as decreased
cuspal inclination of the prosthetic teeth and should be very well balanced.

While modifying the restoration, use copious irrigation and appropriate protection equipment.
Avoid inhalation of dust created while preforming the above-mentioned procedure.

After Surgery: .
To help secure the long term-treatment outcome, it is advised to provide comprehensive patien
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follow up after implant treatment and to inform about appropriate oral hygiene.

9. POTENTIAL USERS

Potential consumers of the medical device are male and female patients with complete or partial
edentulism with a properly developed and documented growth phase of the jawbone.

The medical devices are intended for use by a qualified dentist who has completed a professional
course in implant surgery.

Pro itions;
The product is intended for use in a medical institution (in dental clinics), in a professional,
equipped dental office.

10. SIDE EFFECTS
Placement of dental implants and restorative components is an invasive surgical procedure that
may be associated with the following residual risks: pain, swelling, infection, bleeding, hematoma
and inflammation.
Drilling into the jawbone or misplacing an implant may (in rare cases) result in
fenestration/fracture of bone, damage to neighboring structures, nerve damage causing temporary
or permanent loss of sensation of the lower lip and/or tongue, damage to blood vessels, perforation
of nasal cavity and/ or maxillary sinus and local and systemic infection depending on drilling and
implant location.
During the placement of an implant and use of its devices, the pharyngeal (gag) reflex may be
triggered in sensitive patients.
Dental implants are part of a multi-component system that replaces tooth structures. As a result,
side effects similar to those occurring in natural teeth might develop overtime around replaced
teeth such as but not limited to mucositis, calculus, peri- implant it is, fistulas, ulcers, soft tissue
hyperplasia, soft/hard tissue recession/loss. Some patients may experience mucosal discoloration.
During submerged healing period, bone may grow over the cover screw. In some cases, the cover
screw may become prematurely exposed.
During soft tissue healing period, gingiva may grow over the healing abutment.

11. NOTICE REGARDING SERIOUS INCIDENTS

If, during the use of this device or as a result of its use, a serious incident has occurred, please
report it to the authorized representative of the manufacturer in your country and to your national
authority.

The contact information to report a serious incident is as follows:

Nobel Biocare Russia LLC, Moscow, st. Stanislavsky, 21, building 2, 109004;

Contact phone: +7 (495) 974-77-55.

Website: www.nobelbiocare.ru
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12. SURGICAL PROCEDURE AND HANDLING PROCEDURE

Drilling:

The im%lant site is prepared in a sequential procedure, using drills of increasing diameters with
depth indication laser marking that provide a reading of the desired drilling depth. Drills should
be replaced when their cutting efficiency is reduced. All preparation ofbone tissue must be carried
out under ample irrigation, with saline solution and using an intermittent drilling technique.

The drilling protocol should be adapted to the implant diameter and bone quality at

the site.
The instructed drilling steps are suggested for dense/cortical bone. In low density bone, fewer steps

may be performed. Drill sequence is recommended according to bone type and implant type.

13. PACKAGE. SET OF DELIVERY.

Product packaging is a modern and easy-to-use package designed for maximum comfort, absolute
sterility and superiority ergonomics.

LW 51?1 5M1393.75

Picture 1 Primary MD package

2 3

Tear the cardboard. Pull theTyvek*. Openthe cap-easy

Inner holder. one*l
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« 3

8

i i i Remove cover screw
Insertthe preferred  Inhelantisnowoxinected ~ implantcan be > "
tiefverina agmnm to thedriver andcan be inserted directly usingan apprgprlate
ctodcwise turn until removed. Verify there tosite. prosdietictb'iver.

hex Isfound. is nogap between the
(*«nchbfor ilittfiretionaniv} driveraid the It

Picture 2. Implant removing from package

1 Open the package - tear the cardboard, pull the tyvek, remove the inner holder.
2. Open the cap - this can be accomplished with an easy on hand operation.
3. Insert the preferred tool/driver (connected either to a ratchet or a contra-angle, or manually) in

a continuous clockwise turn until hex is found.
4. Implant is now connected and prepared to be removed from the package. Do it carefully while

verifying that there is no gap between the driver and the implant's hex. Implant may be inserted
directly to site using the preferred driver (ratchet driver, motor mount driver, or surgical

screwdriver). ,
5. Implant installation should continue until desired position is achieved, using ABTSs

recommended torque maximum of 35Ncm.
6. For Immediate loading, use the appropriate torque decided by the surgeon. The implant should

withstand occlusal forces. Depending on chosen surgical protocol, place a cover screw or an
abutment

Set ofdelivery

The implant together with the cover screw, packed in an individual (primary) package, is delivered
to the consumer in a group cardboard box. Instructions for the use of products are provided to the
consumer upon delivery by an authorized representative upon request.

14. MATERIALS

Dental implants and cover screws: titanium alloy Ti-6A1-4V ELI (titanium, aluminum, vanadium)

15. STERILITY AND REUSABILITY INFORMATION

Dental implants and cover screws are delivered sterile for single use only. Do not use after the
labeled expiration date.
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The sterilization method is radiation.

Caution: Do not use device if the packaging has been damaged or previously opened.

Caution: Dental implants and cover screws are single use products and should not be reprocessed.
Reprocessing could cause loss of mechanical, chemical and / or biological characteristics. Reuse

could cause infection.
Caution: Do not use device if the packaging has been damaged or previously opened.

16. PERFORMANCE REQUIREMENTS AND LIMITATIONS

To achieve the desired performance of Alpha-Bio Tec.’s dental implants, cover screws and healing
abutments the products must be used according to the Instructions for use and/or in accordance
with other Alpha-Bio Tec. components and the Instructions for Use of each product.

To confirm the compatibility of other Alpha-Bio Tec. products with the dental implants, cover
screws and healing abutments check the color coding, dimensions, connection type and/or any

other applicable marking on the product/product package.

17. IMPORTANT - DISCLAIMER OF LIABILITY

This product is part of an overall concept and may only be used in conjunction with the associated
original products according to the instructions and recommendation of Alpha-Bio Tec. (ABT).
Non-recommended use of products made by third parties in conjunction with Alpha-Bio Tec.
products will void any warranty or other obligation, express or implied, of Alpha-Bio Tec. The
user of Alpha-Bio Tec. products has the duty to determine whether or not any product is suitable
for the particular patient and circumstances. Alpha-Bio Tec. disclaims any liability, express or
implied, and shall have no responsibility for any direct, indirect, punitive or other damages, arising
out of or in connection with any errors in professional judgment or practice in the use of Alpha-
Bio Tec products. The user is also obliged to study the latest developments in regard to this Alpha-
Bio Tec. product and its applications regularly. In cases of doubt, the user has to contact Alpha-
Bio Tec. Since the utilization of this product is under the control of the user, they are his/her

responsibility.
Alpha-Bio Tec. does not assume any liability whatsoever for damage arising thereof

18. OPERATING, TRANSPORT AND STORAGE CONDITIONS. SHELF LIFE.

PATIENT CONTACT.
The device must be stored and transported in dry conditions in the original packaging

at room temperature and not exposed to direct sunlight. Incorrect storage and
transportation may influence device characteristics leading to failure.

The shelf life (sterility) of implants is 5 years.
Transportation of products should be carried out by all types of covered transport in compliance

with the conditions and requirements established for this type of transport.

Patient contact
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Product of long-term contact (more than 30 days). Implantable product In contact with bone and
soft tissues.

19. THE PROCEDURE AND CONDITIONS FOR THE DISPOSAL OR

DESTRUCTION OF MEDICAL DEVICES.
Safely discard potentially contaminated or no longer usable medical devices as healthcare

(clinical) waste in accordance with local healthcare guidelines, country and government legislation
or policy.

Separation, re-cycling or disposal of packaging material shall follow local country and government
legislation on packaging and packaging waste, where applicable.

Implant is delivered in a sterile, single use package (including cover screw) and intended for single

use.
Medical devices in the Russian Federation must be disposed of in local public/private

organizations in accordance with SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements
for the maintenance of the territories of urban and rural settlements, for water bodies, drinking
water and drinking water supply, atmospheric air, soils , residential premises, operation of
industrial, public premises, organization and implementation of sanitary and anti-epidemic

(preventive) measures.
Ifthe integrity of the sterile packaging is damaged, as well as when the expiration date has expired,

the product is disposed of in accordance with the rules for handling epidemiologically safe medical

waste, close in composition to municipal solid waste (class A).
The product that has come into contact with the patient's body is disposed of in accordance with

the rules for handling epidemiologically hazardous medical waste (class B).

The medical product does not adversely affect the human body and the environment during
operation, storage and transportation in accordance with the instructions for use.
20. SYMBOLS DESCRIPTION

lable : . symbols on me pacxage ucscupuuu
SYMBOL DESCRIPTION

Sterile. Sterilized using irradiation
smkdn J

Do not reuse

Caution!
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1 Consult instructions for use

Do not use if package is damaged

Use by date

2 1

unique device identification

Batch code

Catalogue number

Manufacturing date

Manufacturer

Federal (USA) law restricts the sale ot
this device to, or on the order of,
a licensed physician or dentist

I“only

Made in Made in

21. TECHNICAL REQUIREMENTS OF MEDICAL DEVICE
The main technical characteristics of the medical device "Alpha Bio Dental Implants" are

presented in Table 3.
The deviation of values not shown on the drawings is: = 0.05 mm (for values from 0.5 mm to 6

mm) and + 0.1 mm (for values from 6 mm to 30 mm) according to DIN ISO 2768.
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Table 3. Main technical characteristics and materials for the manufacture of the medical product

"Dental Implants Alpha Bio

Device name

T n~ntal imnlant Dual Fit Imolant (DFI) with internal hex connection (IHI*

1. DFI IH diameter 3,75 mm, length 8,0 mm.

2. DFI IH diameter 3,75 mm, length 10,0 mm.

3. DFI IH diameter 3,75 mm, length 11,5 mm.

4. DFI IH diameter 3,75 mm, length 13,0 mm.

5. DFI IH diameter 4,2 mm, length 8,0 mm.

6. DFI IH diameter 4,2 mm, length 10,0 mm.

7. DFI IH diameter 4.2 mm, length 11,5 mm.
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Device technical characteristics

Mass:0.23+0.03 gr
Diameter:3.85+0.02mm

General length;8+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass;0.30+£0.03 gr
Diameter:3.85+0.02mm

General length: 10+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4.9mm
Mass:0.37+0.03 gr
Diameter:3.85+0.02mm

General length:! 1.5+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm

Mass;0.43+0.03 gr
Diameter:3.85+0.02mm

General length:13+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm

Mass:0.30+0.03 gr

Diameter:4.2+0.02mm

General length;8+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass;0.39+0.03 gr

Diameter:4.2+0.02mm

General length:10+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass:0.45+0.03 gr
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8. DFI IH diameter 4,2 mm, length 13,0 mm.

9. DFI IH diameter 3,3 mm, length 8,0 mm.

10. DFI IH diameter 3,3 mm, length 10,0 mm.

11. DFI IH diameter 3,3 mm, length 11,5 mm.

12. DFI IH diameter 3,3 mm, length 13,0 mm.

13. DFI IH diameter 5,0 mm, length 8,0 mm.
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Diameter:4.2+0.02mm

General length:! 1.5+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw flH) length 4,9mm
Mass:0.54+0.03 gr

Diameter:4.2+0.02mm

General length: 13+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm

Mass:0.20+0.03 gr

Diameter:3.7+0.02mm

General length:8+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass:0.27+0.03 gr

Diameter:3.7+0.02mm

General length:10+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass:0.32+0.03 gr

Diameter:3.7+0.02mm

General length: 11.5+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass:0.38+0.03 gr

Diameter:3.7+0.02mm

General length: 13+£0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm

Mass:0.43+0.03 gr
Diameter:4.95+0.02mm

General length:8+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
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14. DFIIH diameter 5,0 mm, length 10,0 mm.

15. DFI IH diameter 5,0 mm, length 11,5 mm.

16. DFI IH diameter 5,0 mm, length 13,0 mm.

Mass:0.53+0.03 gr
Diameter:4.95+0.02mm

General length: 10+£0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm
Mass:0.63+0.03 gr
Diameter:4.95+0.02mm

General length:! 1.5+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7 mm.

Cover screw (IH) length 4.9 mm
Mass:0.73+0.03 gr
Diameter:4.95+0.02mm

General length: 13+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (IH) diameter 3,7mm,

Cover screw (IH) length 4,9mm

TT npntal imnlant Dual Fit Imolant fDFD with conical standard connection {Cb).----------=--------
1. DFI CS diameter 3,75 mm, length 8,0 mm.

2. DFI CS diameter 3,75 mm, length 10,0 mm.

3. DFI CS diameter 3,75 mm, length 11,5 mm.

4. DFI CS diameter 3,75 mm, length 13,0 mm.
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Mass:0.22+0.03 gr
Diameter:3.85+0.02mm

General length:8+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.29+0.03 gr
Diameter:3.85+0.02mm

General length:10+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.35+£0.03 gr
Diameter:3.85+0.02mm

General length:! 1.5+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.42+0.03 gr
Diameter:3.85+0.02mm

General length:13+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
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5. DFI CS diameter 4,2 mm, length 8,0 mm

6. DFI CS diameter 4,2 mm, length 10,0 mm.

7. DFI CS diameter 4,2 mm, length 11,5 mm.

8. DFI CS diameter 4,2 mm, length 13,0 mm.

9. DFI CS diameter 5,0 mm, length 8,0 mm.

10. DFI CS diameter 5,0 mm, length 10,0 mm.

11. DFI CS diameter 5,0 mm, length 11,5 mm.
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Mass:0.29+0.03 gr

Diameter:4.2+0.02mm

General length:8+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw fCS) length 5,5mm
Mass:0.37+0.03 gr

Diameter:4.2+0.02mm

General length:10+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5.5mm
Mass:0.44+0.03 gr

Diameter:4.2+0.02mm

General length:! 1.5+0.1mm

Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.53+0.03 gr

Diameter:4.2+0.02mm

General length:13+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.42+0.03 gr
Diameter:4.95+0.02mm

Genera! length:8+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.52+0.03 gr

Diameter: 4.95+0.02mm

General length:10+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm
Mass:0.62+0.03 gr
Diameter:4.95+0.02mm

General length:! 1.5+0.1mm

Hardness: no less than 30 HRC

Roughness: no more than 0.8 micro-meters
Cover screw (CS) length 5.5mm
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12. DFI CS diameter 5,0 mm, length 13,0 mm. Mass:0.71+0.03 gr
Diameter:4.95+0.02mm

General length:13+0.1mm
Hardness: no less than 30 HRC
Roughness: no more than 0.8 micro-meters

Cover screw (CS) diameter 3,15mm,
Cover screw (CS) length 5,5mm

Insertion torques should not exceed 50Ncm and shall be minimum 35Ncm in immediate loading
procedures.

22. WARRANTY OBLIGATIONS

To achieve the desired performance of Alpha-Bio Tec.’s dental implants, cover screws
and healing abutments the products must be used according to the Instructions for Use

for each Alpha-Bio Tec product.

To confirm the compatibility of other Alpha-Bio Tec. products with the dental implants,
cover screws and healing abutments check the color coding, dimensions, connection type

and/or any other applicable marking on the product/product package.
For questions about the quality of a medical product, manufactured by Alpha-Bio Tec Ltd.

please contact:
Authorized representative on the territory ofthe Russian Federation.

LLC «Nobel Biocare Russia»,
Russian Federation, 109004 Moscow, Stanislavskogo str., 21, bid. 2,

Telephone; +7 (495) 974-77-55 fax +7 (495) 974-77-66
Web-site: https://www.nobelbiocare.com

23. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF MEDICAL
DEVICES

Not provided. Products are sterile single use.
24. LIST OF APPLIED STANDARDS

EN I1SO 13485:2016/AC:2018 Medical devices — Quality management systems — Requirements
for regulatory purposes
BSENISO 13485:2016+ A 11:2021 /1SO 13485:2016

FDA QSR 21 CFR 820 Quality System regulation for medical device federal

r e g i s t e r
EN 1641-2009 Dentistry - Medical devices for dentistry - Materials
EN 1642-2011 Dentistry - Medical devices for dentistry - Dental implants
EN ISO 1497L2019/A11:2021 Medical devices - Apnlication of risk management to medical devices
ASTM F2503-20 Standard Practice for Marking Medical Devices and Other Items tor
Safetv in the Magnetic Resonance Environment
EN 62366-1:2015 + AC:2015 Medical devices - Part 1: Application of usability engineering to
A1-2020 medical devices (BS EN 62366-1:2015+A 1:2020 /1EC 62366.2015)—

MDD 93/42/EEC with Medical Device Directive 1
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ampnHment Directive 2007147IE
EN ISO 14155: 2020

MedDev 2.7/1 rev 4 June 2016
MedDev 2.12-1 rev 8 Jan 2013
MedDev 2/12 rev 2:2012 Januar
2012

MedDev 2.5/5 rev 3:1998

1SO 10451:2010
ASTMF136-13 2013

EN ISO 10993-1 2020

ENISO 7405:2018

EN ISO 14698-1 2003
EN 11137-1:2015 +A2:2019

180 11137-2:2013 +
Amd 1:2022

EN ISO 11737-1:2018+ A1:202

ENISO 11737-2: 2020

ENISO 14664-1:2015

ENISO 14664-2:2015

ISO/TS 13004:2022

EN ISO 14937:2009

EN I1SO 11607-1:2020
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Clinical investigation of medical devices for human subjects - uood

clinical practice
(BS ENISO 14155:2020/1S0O 14155:2020)

Clinical evaluation: Guide for manufacturers and notified bodies

Guidelines on a medical devices vigilance system
Guidelines on postmarketing clinical testings

Translation procedure
Dentistrv ~ Contents of technical file for dental implant systems

Standard Specification for Wrought Titanium-6Aiuminum-
4Vanadium ELI (Extra Low Interstitial) Alloy for Surgical Implant
Applications (UNSR 5 6 4 0 1 ) ----- -
Biological evaluation of medical devices - Part 1: Evaluation and

testing within a risk management process
tBS ENISO 10993-1:2020/1SO 10993-1:2018)
Dentistry. Evaluation of biocompatibility ot medical devices used in

dentistry

Cleanrooms and associated controlled environments -
Biocontamination control - Part 1: General principles and methods
(1SO 14698-1:2003)

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

(BS EN ISO 11137-1:2015+A2:2019 / I1SO 11137-1:2006+Amd
1:2013)

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

Sterilization of health care products - Microbiological methods Part 1.
Determination of a population of microorganisms on products —

CBS ENISO 11737-1:2018+A1:2021/1S0O 11737-1:2018)
Sterilization of medical devices - Microbiological methods - Part 2.
Tests of sterility performed in the definition, validation and
maintenance of a sterilization process

fBS ENISO 11737-2:2020/150 11737-2:2019).

Cleanrooms and associated controlled environments — Part 1.
Classification of air cleanliness by particle concentration

Cleanrooms and associated controlled environments. Part 2.
Monitoring to provide evidence of cleanroom performance related to
air cleanliness by particle concentration

Sterilization of health care products-Radiation-Substantiation of a
selected sterilization dose— Method Vdmjx”™

Sterilization of health care products — General requirements tor
characterization of a sterilizing agent and the development, validation
and routine control of a sterilization process for medical devices
Packaging for terminally sterilized medical devices - Part 1.
Requirements for materials, sterile barrier systems and packaging

systems

7



EN ISO 11607-2:2020

ASTMF 1929-15
ASTMF1980-21

EN 868-5:2018

ASTM F2096 (2019)

ASTM D4169 2022

ASTMF 1929-12
ENISO 20417-1:2021

ENISO 15223-1:2021

EN 556-1:2001/AC:2006

1ISO 14801:2016

1ISO 2859-1:1999

Instruction for use
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ms ENISO 11607-1:2020 /ISO 11607-1:2019-).

Packaging for terminally sterilized medical devices - Part 2:
Validation requirements for forming, sealing and assembly processes
(BS EN ISO 11607-1:2020 / 1SO 11607-1:2019)

Standard Test Method for Detecting Seal Leaks in Porous Medical
Packaeine bvDyeP e n etration

Standard Guide for Accelerated Aging of Stenle Barrier Systems tor
Medical D e v i c¢c e s .
Packaging for terminally sterilized medical devices. Part Y. sealable
pouches and reels of porous materials and plastic film construction -
Reauirements and test methods.

Standard Test Method for Detecting Gross Leaks in Packaging by
Internal Pressurization (Bubble Test).

Standard Protocol for Performance Testing ot Shipping Containers
and
Systems
Standard Test Method For Detecting Seal Leaks In Porous Medical

Packaging Bv Dye Penetration
Medical devices — Information to be supplied by the manutacturer

Medical devices — Symbols to be used with information to be
suDolied bv the manufacturer — Part 1: General requirements
Sterilization of medical devices. Requirements for medical devices to
be designated "STERILE". Requirements for terminally sterilized
medical devices. -

Dentistry — Implants — Dynamic fatigue test for endosseous dental

i m p |l a n t S . s —
Sampling procedures for inspection by attributes. Part 1. Sampling

schemes indexed bv acceptance quality limit for lot-by-lot inspection

25. THE NAME AND LEGAL ADDRESS OF THE ORGANIZATION-DEVELOPER,
PRODUCER OF MEDICAL DEVICES AND AUTHORIZED REPRESENTATIVE

OF THE MANUFACTURER:

Develoner:
Alpha-Bio Tec Ltd.

7 Hatnufa St., Kiryat Arye, POB 3936, Petach Tikva, 4951025, Israel

Manufacturer:
Alpha-Bio Tec Ltd.

7 Hatnufa St., Kiryat Arye, POB 3936, Petach Tikva, 4951025, Israel

Manufacturing site:
Alpha Bio Tec Ltd.,
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ctAlphuBio

21 HaReches Bivd. POB 264 Modi’in 7171102, Israel

Nobel Biocare Russia LLC, Moscow, st. Stanislavsky, 21, building 2, 109004;
Tel.: +7(495)974 77 55, Fax: +7(495)974 77 66

Date of issue or last revision of the instructions for use

NOVEMBER 2022
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IMepesoz ¢ A35Ka MBPHT K AHMTHHCKOTO f3bIka HA pYCCKHH A3bIK

Cepuitupi#i Homep 5048-3-23 Cepuitasiii HoMep 5048-3-23

dopma Ne 6 ®opma Ne 6

Vnocrorepenne BEPHOCTH KOITHH Vaoctosepenne BEPHOCTH KOIIMH

A, nuxenoanucasmmiica  HOsan [liaga S, mmkenoanucasumiics  10san I1nana
JluueHs¥s Ha OCYWICCTRICHNE HOTAPHAIbHON JlaneH3WS HA OCYIIECTBIECHHE HOTAPHANLHON
nesTenbHOCTH Ne 2084427 nesrenpHocTH Ne 2084427

HacrofimuM CBHACTENBCTBYIO, uTe MHe 6bur HacrofmuM CBHACTENLCTBYIO, 4YTO MHE OBUI
NPeABABJICH NpeABLABICH

® OpPHTHHAN ROKYMEHTa ® OPHTHHAN IOKYMEHT2

BepHaf KOTIHA OpArHHana BepHAs KOTIHSA OPHTHHANA

KONHMA OpHIHHAIA KOMHKA OPHTRHANA
un(opMalAs B IMEKTPOHHOMH Gopme (yKasaTs) u3 HH(pOpPMALUA B NEKTPOHHOHA dopMe (yxasats) u3
6a3bl AAHABIX «..oevvviennens 6a3bl JAHHBIX ..oveueenvsees
CocTraBneHHbli Ha aHITHICKOM A3BIKS, KOTOPLIM CocTaB/eHHBI! HA AHTTHHCKOM A3HIKE, KOTOPBIM A
cBOGOTHO B/IAZEIO. cB0GOAHO BIALCIO.
S noaTBEpXAal0 CBOCIO MOANMMCHIO H NMEYATEIO, S NOATBEPKAAIO CBOECIO MOAMMCHIO H MNCHATEHIO,
Yo mnpunaraeMeli JAOKYMEHT, OTMEHYCHHBIH yro npuiaraeMuil  ROKYMEHT, OTMEYSHHBIA
nurepoit  «A», ABNseTCH ToqyHOl Konuell auTepoit  «A», ABRILETCH TouHOM  KOomHEH
NpEAEABICHHOTO  MHE  NAOKYMCHTa  PUIH NpeALABNECHHOTO  MHEE  JOKyMEHTa  HIH
HHGpOPMALIHH. HHpOpMAIAH.
Ynocrosepero 07.03.2023 roaa Yamocrosepeso 07.03.2023 roaa
Babickana  HoTapuansHas — nommmuma: 82 Basickaga  HOTapEalbHas  momudua: 82
H3Pan/IbCKHX IeKed M3PAHIECKUX IICKET
[moanucs) [moamucs)
Ioamuce IMoanucs

ITeyath HOTApHyCa

[leyars HoTapHyca
{Teuars: HOTAPUYC IUJIAZIA IOBAT]
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Yraep:xaan»/«Approve»

Aasda-Buo Tex JIta. (Alpha-Bio Tec Ltd.)

Menexxep NPOEKTA HOPMATHBHO-NPABOBOTO PETYTHPOBAHHA
(ROJKHOCTB)

lann Apox

(nma)

[moanmcs]

Ioanucs

ramn:
Ansia-Bao Tex Jita. (Alpha-Bio Tec Ltd.)

WHCTPYKLMA 10 IPUMEHEHHMIO
JUISI MEAMIUHCKOr O H3AEJIUA

«MmMnaanTaTs cromaTonormdeckue Alpha-Bio»
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NHCTPYKLUMUS MO NMPUMEHEHW IO

MmnnaHTaTbl cTOMaTtonornyeckme Alpha-Bio c T AbiiaBIO,

1. HAVMMEHOBAHWE MEONUWMNHCKOIO USAENTNA

MmnnaHTaTel cTomatonorunyeckue Alpha-Bio:

I. mnnaHTatkl ctomatonoruyeckme Dual Fit Implant (DFI) ¢ BHYTPEHHUM LLECTUTPaHHbIM

coefvHeHviem (LLI):

1 DFI W gnameTtp 3,75 mMm, anvHa 8,0 Mm.

. DFI W gnameTp 3,75 MM, gnnHa 10,0 M.
. DFI LW anameTp 3,75 mm, gavHa 11,5 mm.
. DFI LW gnameTp 3,75 MM, AnnHa 13,0 Mm.
DFI W gnameTp 4,2 MM, anvHa 8,0 M.
DFI W anameTtp 4,2 mm, gnnHa 10,0 mm.
DFI LU gnameTp 4,2 MM, ginHa 11,5 Mm.

. DFI LU gnameTp 4,2 MM, ginHa 13,0 M.

. DFI LW anameTtp 3,3 Mmm, AnrHa 8,0 mm.
10 DFIIH gnameTp 3,3 mm, gnnHa 10,0 M.
11. DFI W anameTp 3,3 MM, AnnHa 11,5 mm.
12. DFIIH gnametp 3,3 MM, gvHa 13,0 M.
13. DFI W anameTtp 5,0 mm, aAnvHa 8,0 mm.
14. DFI W anameTtp 5,0 mm, gnvHa 10,0 Mm.
15. DFI LW grnameTp 5,0 MM, ginHa 11,5 mm.
16. DFI LU gnameTp 5,0 MM, gnHa 13,0 M.

©CONDUTDWN

Il. MUmnnaHTaTel ctomatonorndeckme Dual Fit Implant (DFI) ¢ KOH/MYECKMM CTaHLAPTHBIM

coegnHeHvem (CS):

1 DFI CS anametp 3,75 mm, gnnHa 8,0 Mm.

. DFI CS gnametp 3,75 MM, AnnHa 10,0 mm.
. DFI CS gnametp 3,75 mMm, gimHa 11,5 mm.
. DFI CS gnametp 3,75 mm, givHa 13,0 mm.
DFI CS gnametp 4,2 mm, anunHa 8,0 mm.
DFI CS guametp 4,2 mm, gnunHa 10,0 M.

. DFI CS gnametp 4,2 mm, gnnHa 11,5 M.
DFI CS anameTp 4,2 mm, gnmHa 13,0 mw.

. DFI CS gnameTp 5,0 mm, annHa 8,0 mm.
10. DFI CS gnametp 5,0 mm, anvHa 10,0 mm.
11. DFI CS gnameTp 5,0 MM, givHa 11,5 mm.
12. DFI CS pgnametp 5,0 mm, gnHa 13,0 mMm.

CONOUTE WN

[Janee no TekcTy 6yAyT MCMONb30BaHbl COKPaLLeHHbIE HAUMEHOBaHUSA PErUCTPUPYEMbIX MELMLIMHCKUX
v3penuii: MimnnaHrar, nmnniadtar DFL.

2. OMNMMCAHWME

MmnnaHTatbl cTomaTonornydeckme Alpha-Bio n3rotoBneHbl U3 6MOCOBMECTMMOINO TUTAHOBOTO
cnnaea (Ti-6A1-4V ELI). UmnnaHTaTbl 06paboTaHbl C NOMOLLLK 06paboTKN MOBEPXHOCTU

NanoTec.
BUHT-3arnyLiKa nocras/iseTca ¢ KakabiM nMmniaHtatoM. OH UCMNOoNb3YeTCa 41 repMmeTusaymm

2
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MHCTPYKLMSA NO MPUMEHEHUIO

MmnnaHTatbel cToMaTonoruvyeckune Alpha-Bio

MMNAaHTaTa, CKPbITOro NoA MArKUMU TKaHAMU, Ha NMepurog oCTeouHTerpaunmn. BUHTbI-3ar1yLKm
M3roToB/ieHbl U3 TUTaHOBOro cnnaea (Ti-6Al-4V ELI). OHU nMetoT LBETOBYO MapKMPOBKY B

COOTBETCTBUU C COEAMNHEHMEM NMITaHTaTa.

BuHT-3arnywka

Tvn MMnaadTaTa CoeauHeHVe umnaaHTara
DEI ["MennHeHne ¢ BHYTPEHHUM CuHun - T
rmecTUrpaHHMKOM [coeguHeHne
1
DFI KoHnuyeckoe ctaHgapTHoOe 3eNeHbIn

coennHeHwne fCS)

NaeHTU(MKALMOHHbIE 3TUKETKM Ha YNaKoBKax MMMIAaHTaTOB YKa3blBalOT TUM MMMNJIaHTaTa,
AVaMeTp W LBETOBYHO MapKVPOBKY MO A/IMHE.

Q .=°
Its UU w
3. HASHAUYEILLE MEOVLIMHCKOIO N34E/TNA

MpeaHasHauYeHbl 415 3aMeHbl KOPHS 3y6a 1 NoAAePXKKN HECHEMHBIX UMW CbEMHbIX 3Y6HbIX
MPOTE30B C Lie/bH YYULLIEHNS U BOCCTAHOB/EHNS XXEBATENbHON (DYHKLMN,

4. OBJTIACTb NMPNMEHEHWA

Ob6nacTb NpYMeHeHna: ctomaTosnorua. NpegHasHayeHbl TONILKO ANA I'IpO(*)eCCVIOHafIbHOI'O
MNCNo/1b30BaHWA.

5. MOKASAHVNA KMNMPUNMEHEHWNIO

BHYTPMKOCTHbIE MMMNJIAHTaTbl MOKa3aHbl A1 PEKOHCTPYKUMM AeeKTHOro 3y6Horo annapara
(3y6/3y6bl), BbICTyNasi B Ka4eCTBe MOAAEPXKMBAIOLLEr0 KOCTHOMO (PUKCUMPOBAHHOIO YCTPOCTBA
ANns 3y6HOro NPOTE3NPOBaHMSA Ha HUXKHEN UK BEPXHER YentocTu. 3yOHO NpoTe3 MOXET BbITb
HECHEMHbIM U CbEMHBIM U COCTOSITb M3 OAHOMO WM HECKONbKMX KOMMOHEHTOB. MMnnaHTaT
MOXHO MCMONb30BaTb B HEMENEHHbIX, O4HO- WM ABYX3TamHbIX Mpoueaypax npu ycroBun
AOCTVXXEHUSA [OCTAaTOYHON NEPBUYHON CTaBUIBLHOCTH.

BUHT-3arnyLika npefHasHavyeH 411 UCnosib30BaHNs C MMMNIaHTaTaMy U UMEET COOTBETCTBYHOLLIEE

MMMNNaHTaTy CoeguHeHne.

6. NMPOTUBOINMOKA3AHWA
MpoTuBonokasaHo NCMOML30BaTbh MMMJ/IaHTaTbl Alpha-Bio 1 BUHTBI 3ar/1yLLKu B CAeAYO L NX

cnyydasax:
- Ana nauneHToB, KOTOPbIE MO MEAULVNHCKMM MOKa3aHUAM He NoAXOAAT ANA YeNntoCTHO-NLEBOU

XUpyprum
- ns nauueHToB, Yy KOTOPbIX OrpaHuYeHne (U3MYECKOro XapakTepa He Mo3Bo/seT 6Ge3onacHo

BbLLEPXMBATb  (hYHKLMOHAbHbIE/MapagyHKLUMOHabHbIE Harpy3ku (OrpaHWuYeHHbI  pasmep
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WHCTPYKLMA NO NPUMEHEHUIO

MmnnaHTaTbel cTOMaTonorun4yeckune Alpha-Bio

VMMNNAHTATOB, X KOJIMUYECTBO U/U/ MOMOXKEHME).
- NS NaLMEHTOB C anneprvieli M NoBbILLEHHO YyBCTBUTENIbHOCTBIO K TUTAHOBOMY crinasy Ti-

6A1-4V (TUTaH, aIFOMUHWIA, BaHaAWNA).

7. TPEAYTIPEXAEHWNA

UpesmepHoe 3aTArnBaHve NMnaaHTaTa MoXeT NPUBECTU K.

. KNMHMYeCcKOMY MOBPEXAEHUIO MecTa WMMIaHTaUuuMyM B KPaTKo- W/WM 40NTrOoCPOYHOi
MepCreKTUBe.
. MonoMke W/wm NoBPeXKAEHUIO MMIJIaHTaTa.

PeKoMeH/yeTcst TLATebHO C/ie0BaTh MPOTOKONY CBEPNEHNS KOCTU, ONMUCAHHOMY B OTHOLLIEHIM
onpefieNneHHbIX UMMNIaHTATOB M TUMOB CBEP/IA, BO M36EXaHWe Ype3MEPHOro MW He0CTATOUYHOIO
CBEpP/IEHNS.

HenpaBunbHbIA BbIGOP A/IMHbI M pa3Mepa 0CTEOTOMA MOXET MPUBECTM K HEMPaBUIbHON ryGuHe
CBEP/IEHMS1 C MOCNeAYOLMM HeYCTPaHUMbIM MOBPEXAEHWEM HEPBOB WM [APYTUX >XU3HEHHO
BXHbIX CTPYKTYp. CBepreHUe HidKe TNyGuHbI, NpeAHa3HauyeHHOl A1 onepaLun Ha HUXKHel
UE/IHOCTM, MOXET MPUBECTU K MOCTOSIHHOMY OHEMEHWMIO HWXKHEW ry6bl M noaGopoaKa Mnm K
0MacHOMY A5l XXM3HU KPOBOTEYEHUIO B [IHE POTOBOIA MOMIOCTY.

MoMuMo 06s3aTeNbHBIX Mep MpPefOCTOPOXHOCTM BO Bpemsi NGO onepauuu, Harnpumep,
06e33apaXkMBaHus, BO BPEMS CBEP/IEHUS YENIOCTHON KOCTM HEOBXOAMMO CNeiuTh 3a TeM, UTOOGbI
He MOBPeAWTb HEPBbI U COCY/bl, UCMOMb3Ys CBOM aHAaTOMWUYECKME 3HAHUS W PEHTreHOBCKUE
CHVMKM, CAieNnaHHble 0 onepauyn.

M3-3a Manoro pasmepa BWHTa-3arfyLIKU HeoOGX0AWMO CNeAuTb 3a TeM, YTO MaLMeHT ero He
npornoTun WnM  He BAOXHYN. CneayeT MCNONb30BaTb CrewyanbHble  BCMOMOraTe/bHbIe
VHCTPYMEHTbI /151 MPe0TBPALLEHNS BAbIXaHWS He3aKPen/IeHHbIX AeTanei (Hanpumep, 3aliMTHbI
3KpaH An1s ropna). Bo Bpems yCTaHOBKM BMHTA B UMMMAaHTAT PEKOMEHAYETCS UCMOMb30BaTh

LLECTUrPaHHbIV PYYHOR KIHOU™.

8. MEPbLI MPEAOCTOPOXHOCTU

Oo6wume
HeBo3MOXHO rapaHTupoBatb 100% ycriex npy umnnaHTauum. B yacTHOCTM, HecobntodeHue

yKa3aHHbIX OrpaH1YeHnin Mo MCNOMb30BaHNIO M 3TanoB PaboTbl MOXET MPUBECTU K HEYAAaYHOM
MMNaHTaumKn. JleyeHne ¢ NCNOMb30BaHWEM MMIMIAHTATOB MOXET NPMBECTU K NOTepe KOCTHOM
TKaHW, a Takke OMOMOrMYECKUM WM MEeXaHUYEeCKUM MOBPEXAEHUAM, BK/IOYas YCTaNOCTHbIN
repenom UMMNaHTaToB.

[na ycnewHoW MMNAaHTaUWOHHOW Tepanuum Heob6XOAMMO TEeCHOe COTPYLHWYECTBO MeXAy
XWPYPromM, CTOMaTO/10roM, OCYLLECTBAIOLLMM BOCCTAHOB/IEHNE, M 3YOHbLIM TEXHUKOM.
HacToaTenlbHO peKOMeHAYEeTCA UCNO/Mb30BaTh XMPYPrUYeCcKUe MHCTPYMEHTBI U OPTONeAnNYecKme
KOMMOHeHTbI KomnaHun Alpha-Bio Tec. To/ibko COBMeCTHO ¢ umnnaHtatamu Alpha-Bio Tec.,

PY Ne ®C3 2011/10261(apT. 4052 / 4053}
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NHCTPYKLUSA MO NPUMEHEHWIO

MmnnaHTatbl cToOMatonornyeckme Alpha-Bio

MOCKO/MbKY COYETaHMe KOMMOHEHTOB, KOTOPble HE MOryT 06ecneunTb NPaBUIbHYH CTbIKOBKY,
MOXXET MPUBECTU K MEXAHNYECKUM W/ MHCTPYMEHTa/IbHLIM HEUCTIPABHOCTAM, MOBPEXAEHWIO
TKaHW WX HeY0BNEeTBOPUTE/IbHBIM 3CTETUYECKUM pe3y/ibTaTaM.

HacTosTenbHO peKOMeHAYETCS, YTOObI KIIMHULMCTbI, KAK HOBUYKM, Tak 1 OMNbITHbIE N0/b30BaTE/IN
MMNAaHTAToB, NPOTE30B M CBA3aHHOIO C HUMM NPOrpamMmMHOro obecneyveHus, BCerga Npoxoaunam
crneumasibHyo NOArOTOBKY, NPeXae YeM NpUcTynartb K HOBOMY MeTody niedeHus. Alpha-Bio Tec.
npegnaraet LWMPOKMWIA CNEKTP KyPCOB A5 pa3/IYHbIX YPOBHEN 3HaHWIA 1 onbiTa. s nonyyeHus
AONOMHUTENBbHOW MH(OPMaLMi noceTuTe cainT www.alpha-bio.net.

Ecnm npu nepBoM MCMONb30BaHUM HOBOTrO M3fenva/MeTofa flevyeHns paboTatb C KOJIErou,
VMEIOLLMM OMbIT Pab0ThI C HOBbLIM U34ENMEM/METOAOM NEYEHUS, TO MOXHO U30eXKaTb BOSMOXHbIX
OCNOXHeHWIA. Onsa 3Tux ueneii komnavms Alpha-Bio Tec. nmeeT rnobasnbHyro CeTb HaCTaBHUKOB.
OC06eHHO BaXXHO A00MTLCA Haf/iexallero pacnpefesnieHns Harpysku 3a cueT afantauyun u
MOArOHKM KOPOHKM WM MOCTa MyTEM PerynnpoBaHUS CMbIKaHUA C  NPOTMBOMOMOXHOM
4entocTbio. Kpome Toro, usberainte M36bITOYHON MOMEPEYHON Harpysku, OCOGEHHO B Clly4asnx

HeMeZ/IeHHOW Harpys3Ku.

[o Hauana onepauumn
Heo6X0A¥MO MPOBECTW TLLATENbHYH MCUXOMOrMYECKYH0 OLIEHKY MNalyeHTa C NocneayoLmm

KIMHUYECKIM 1 PEHTTEHOBCKMUM WCCNef0BaHNEM, C Lie/bH0 ONPeAeNeHrs FOTOBHOCTY MaLMeHTa K
NEeYEHNIo.

Oco60e BHUMaHVe cneayeT YAeNaTh NauyeHTaM, UMEOLLMM MECTHBIE U CUCTEMHbIe (DaKTOPbI,
KOTOpble MOTYT MOMeLLaTb MPOLIECCY 3aKMBEHNSI KOCTHOI MU MSAFKO TKaHW, WAK NpoLeccy
OCTEOMHTErpaumy (Hanpumep, KypeHue, Mnoxas rMrueHa monocTu Pra, HEKOHTPONMPYeMblii
caxapHblii AnaGeT, nyyeBasi Tepanus UeNOCTHO-NMLIEBOM 061acTi, CTepouaHas Tepanus,
VH(EKUMM B BNM3NEXALLEA KOCTU UM UHbIE CUTYaLIMK, KOTOPble MOTYT NOMeLLATh YCMewHoMy
npoBefieHNt0  nedeHnsi. COrnacHoO crieuuanbHoli  nutepaType, cneflyet 6biTb  0COGEHHO
OCTOPOXXHbIMY C MaUUeHTaMK, MPOXOAALLMMI NedeHne 6rothocthoHaTaMm)

B uenom, npyM YCTaHOBKE WMMaHTaTa M Bblbope Av3aliHa MpoTesa CcreyeT Y4uTbiBaTb
VHAVBWIYa/bHOE COCTOSHME MauuMeHTa. B cnyyae GpyKCWM3ma, MHbIX MapagyHKLMOHANbHbIX
MPUBbLIYEK UM HEY0BNETBOPUTENBHON OKKITHO3MM, MOXHO BbI6PATh ApYroii MeTos evYeHus.
UTo KacaeTcsi MaLMeHTOB [JETCKOro BO3pacTa, TO HE PEKOMEHAYETCS MPUMEHSTb CTaHAAPTHYHO
MMNNAHTALMOHHYIO Tepanuio 10 MOMeHTA MOMHOro (OPMUPOBaHNS NMLIEBOI 06MACTM, BCOUYHO-

HVYKHEYENOCTHOrO CyCTaBa, YeNHCTEN N YEpPenHOW KOPOOKM.
Jednunt TBEpAO Unm MArkom TKaHW A0 onepaumm MOXET YXYALWUTb 3CTETUYECKNIA pe3ynbTaT

WA NPUBECTU K HEXEeNaTeNbHOW aHrynaLmm nMniaHTara.
Bce KOMMOHEHTbI, MHCTPYMEHTbI 1 annapaTypa, UCrosb3yeMble BO BPEMS NPOLEeAYpbl, AO/DKHbI

NnoaJepXnBaTbC B XOPOLUEM COCTOSHWM; Takke Heob6XoAMMO CnefiuTb 3a TeMm, 4TOObI
MHCTPYMEHTbI He MOBPEANIN UMNIAHTaTbl UK APYTMe KOMMOHEHTBI.

Mpw NpoBegeHU onepaymm
[ns ycneLHoro neyeHnst He06X0AMM TLLATE bHbIV YX0[, 38 MHCTPYMEHTaMU 1 UX 06CNY>KMBaHWe.

CTepunnsoBaHHble MHCTPYMEHTbl He TOMbKO 3aWuMTaT Bawumx nauuMeHTOB M MepcoHan oT
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HHcTpyKUHSA N0 NPHMEHEHHIO

AMNJIaHTAaThl CTOMATOJIOTHYECKHE Alpha-Bio ~Al phABiO

nucbexunn, HO TaKXe AB/IOTCA HeoOX0AUMOCTBIO U1 YCNELHOCTH JIeYeHHA B LICJIOM.

M3-32 HeGOMBIIMX pa3MepOB H3JieMHH HEOOXOAHMO CIIEHTD, yTOOBI MALHEHT HX HE IPOrJIOTHI

HJIH HE BIOXHYIL.
KonMuecTBO MMIUIAHTATOB U HX aHTyJALMSA OMKCBHIBAIOTCA B npoecCHOHANBHON JIUTEPATY

10/1b30BaTENb JOMKEH CIIE0BaTh 3THM PEKOMEHALHAM.
TMocne yCTaHOBKM MMIUIAHTaTa XMPYPr OLEHMBACT Ka4iecTBO KOCTHOH TKaHH H TeEpB
CTaGMIBHOCTD, UTOO! OMPENEIHTb, KOTAa MOXHO GyAET HarpyXarh HMILIAHTATbl. OtcyTtcTBHE
JOCTATOYHOrO KOJIMYECTBA W/HJIH Ka4yecTBa OCTaBIUEHCH KOCTHOM TKaHH, MHbeKuus u obuue
3a60JieBaHHs MOTYT GBITh NOTEHUHAIBHBIMH NPHYHHAMH MIOXOM OCTEOMHTErPALHH KakK cpa3y ke
10c/le ONepaLiK, TaK M NoC/e NEPBOHAYANBHOrO JOCTHXEHHA OCTCOMHTErPALMH.

Cru6are/bHble JBHXECHHA MOTYT CO3aTh CHJIbI, CYHTAIOLMECS CaMBIMH He61aronpusTHEIMH,
MOCKONBKY OHH MOIyT OTPHLATENbHO CKasaTbCi Ha JONrocpouHOd  CTaGHIBLHOCTH
NPOTE3UPOBAHHA C OMOPOA HAa HMILIAHTATHL Yro6sl YMEHBIUHTh CruGarenbHble ABHXCHHA,
HeoOX0AMMO ONTHMH3HPOBATh PAcCNpeAeCHHE CHIl MyTeM nonepeyHo-apoyHOH CTaOHIIH3AlNH,
MHHHMH3ALMM  JMCTATBHBIX KOHCONeH, ofecmeyeHHs cOamaHCHPOBaHHOTO CMBIKaHHA H
YMeHbIIEHHs HaKIoHa Oyropka HCKYCCTBEHHBIX 3y60B, a TaKKe HeoOXoaMMO OGecnedHuTb

pe, H

HUHYIO

c6alaHCHPOBAHHOCTb 3THX CHIL.
[py M3MEHEHHWH pECTABPAUHOHHOH KOHCTPYKIHH Halle nonb3yiTecb HppUraTopoM H

HCIIONB3YATE COOTBETCTBYIOIIEE 3alUMTHOE 060PY AOBAHHE. He papIxaiiTe nbulb, 06pasyoLlyocs
B XOJ€ NPOBEJCHHA BbILICYKa3aHHOA MPOLEIYPbl.
ITocie onepanun

CHBIH

Y106bl JOOHTHCS JONFOCPOYHBIX PE3y/IbTATOB JIEYEHHS, PEKOMEHIYCTCA POBECTH KOMILJIEK
OCMOTp [MalUHEHTa MOCNE IMpPOBEACHHA HMIIAHTALIMOHHON TepanMH M pacckasaTb €My O

COOTBETCTBYIOLIUX NpaBHJIaX THUrMEeHBl NMOJIOCTH pTa

9. MHO®OPMALIMA O NOTEHLHAJIBHBIX NIOTPEBUT EJIAX

TToTeHUHATbHHIMU TOTPEGHTENIMH MEAHIMHCKOrO HIIENHS ABJIAIOTCS NaLMEHTHI MY’KCKOI'O H
JKEHCKOTO NOJIa ¢ TOJTHON MITH YaCTHYHOM a/leHTHEH C JO/IKHBIM 06pa3oM pa3BUTOI H
3al0KyMEHTHpOBaHHOH (a3oit pocTa YeJIIOCTHOH KOCTH.

KBanupHIHPOBAHHBIM

MeaMLMHCKME H3Jelud  NPEeXyCMOTPEHbl Ul HCIOJb30BaHUA
aHTallHOHHOH XHPYPrHH.

CTOMATOJIOrOM, TIPOIIEALIMM PodeCCHOHAIBHBIH KypC B o6nacTH UMILL

YcnosHs BbIITOJAHEHHA IPOLEAYPBI:

W3nenue npeaHa3sHa4Y€HO [N HCIONB30BAHUA B J1e4e6HO-NPOQHIAKTHYECKOM YUPEXICHHH (B
CTOMATONOTHYECKHX KIIMHUKAX), B POGECCHOHANBHOM, 060PYA0BaHHOM CTOMATOJIOTHYECKOM

kabuHere.
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MHCTPYKLUMS MO NMPUMEHEHUIO

MmnnaHTaTbl cTomatonormyeckune Alpha-Bio

10. TTOBOYHbLIE SOPEKTHI

YCcTaHOBKa  CTOMATONMOTMYECKMX  WMMMNAHTaTOB WM BOCCTAHOBMTE/IbHbIX ~ KOMMOHEHTOB
npeacTaBnseT Co60/ MHBA3VBHYO XMPYPrYECKYHD OMepaLivio, KOTopasi MOXKeT COMPOBOXAATbCA
CNeAyoLWMMI OCTaTOYHbIMM pUCKamm: Bosb, 0TEUHOCTb, MHGEKLIMSA, KPOBOTEUEHNWE, FEMATOMbI U

BOCMaNeHMe.
CBep/ieHVe YeNOCTHOM KOCTW UM HeMpaBU/bHOE pa3MelLeHne UMNiaHTaTa MoryT (B peakux

cyyasx) MpuMBeCcTU K AeekTy ypKauuu/nepesioMmy KOCTW, MOBPEXAEHUI0 NpuierarLwmnx
CTPYKTYp, MOBPEXAEHNIO HepBa, BbI3blBAOLLEMY BPEMEHHYKO WAW MNEPMaHEHTHYH MOTepto
YyBCTBUTENIbHOCTU B HWDKHEN ry6e w/vnm 53bike, MNOBPEXAEHWUIO KPOBEHOCHbLIX COCYAO0B",
nepopaumm HOCOBOM MNOMOCTM W/MAM HOCOBbLK MadyX, a TakKXXe MEeCTHOW WU CUCTEMHOM
NHMEKLMN, B 3aBUCUMOCTY OT CBEPJIEHNSA U MECTOMOJIOXKEHNA UMMNJIaHTaTa.

Bo Bpems yCTaHOBKM MMMaHTaTa U WCMO/Ib30BaHUA €ro KOMMOHEHTOB Y YYBCTBUTE/bHbIX
NaumMeHToB MOXET BO3HUKHYTb INOTOYHbIN (PBOTHBIN) pediekc.

CTOMaToNorMyeckme  UMNaHTaTbl  ABASKOTCA  YaCTbl0  MHOTOKOMMOHEHTHOW  CUCTEMBI,
3amMeHstoLLel CTPYKTYpbl 3y60B. Kak crefcTaue, CO BpEMEHEM B OTHOLLEHWUW UMMNIAHTATOB MOTYT
pa3BUTLCA MOBOYHBIE APMEKTLI CXOXKME C NOOBOYHLIMY 3((EKTaAMM, MPUCYLLUMMUN eCTECTBEHHBIM
3ybaM, B TOM uucCfie; BOCMa/leHWe C/U3UCTON 060N0YKM MONOCTU pTa, 3YOHON KameHb,
NepUMMNNIaHTHbIA 0CTEONOPO3, UCTY/bI, S3BbI, TUMEPNIasna MArkux TKaHel, peleccus/noteps
MArKOW/TBEPLOV TKaHW. Y HEKOTOPbIX NaLMEHTOB MOXKET U3MEHUTLCA LUBET C/IN3UCTOM 060/I0HKMN.

B nepurof 3aKpbITOro 3a>KMBEHNA KOCTb MOXKET HapacTy NOBEPX BUHTa-3aryLLKK. B HEKOTOPbIX

CNyYasix BUHT-3arNyLLiKa MOXET 0OHXXUTHCS paHbLLe BPEMEHN.
B nepviog 3aXMBNeHUs MATKNX TKaHe AecHa MOXKET HapacTy NOBepX 3aKUBNAIOLLIEr0 abaTMeHTa.

11. YBEAOMJIEHWME O CEPbE3HbIX MHUMAOEHTAX

Ecnv BoBpemMsi uin B pesynibTaTe UCMOMb30BaHWS LaHHOI0 M3Aenns NpPoM3oLlen CepbesHbl
MHUMAEHT, coobuimte 06 3TOM YMONHOMOYEHHOMY MNPeACTaBUTENI0 B CBOE CTpaHe U B
KOMMETEHTHbIV OpraH rocyfapCTBEHHON BNacTy.

KoHTakTHas nHgopmams 418 COOBLLEHNS O CEPbE3HOM UHLUMAEHTE.

OO0 «Hobenb brokeap Pawa», r. Mocksa, yn. CTaHUcnaBckoro, 4. 21, ctp. 2, 109004,
KOHTaKTHbIN TenegoH: +7 (495) 974-77-55;

Web-caint: www.nobelbiocare.ru

12. XMPYPTUNYECKAA MPOLLEAYPA N MPOLEAYPA OBPABOTKW
CsepnieHune
MecTo 4na MMniaHTaTa NoAroTaBIMBAETCA B NOC/ef0BaTe/IbHOM NpoLeaype C UCNoMb30BaHNEM
CBEpP/ YBEeNMUYMBAtOLLIErocs AnaMeTpa C la3epHON MapKMpPOBKOW C MHAMKaLMeR rny6unHbl, KoTopas
obecneynBaeT CUMTbIBaHMWE XKeNaeMo rnyouHbl ceeprieHns. Ceepna cnefyert 3aMeHsATb, KOrga ux
peXxyLlas CnocobHOCTb CHKaeTcs. Bcs NoAroToBKa KOCTHOM TKaHW A0/MKHA NPOBOANUTLCS NP
06MNbHOM  OpPOLUEHMM  (PM3MOSIOTMYECKMM  PacTBOPOM U C  WUCMOJIb30BAHWEM  TEXHUKM
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WHCTPYKLMA MO MPUMEHEHUIO

MmnnaHTatbl cToMaTtonornyeckume Alpha-Bio

MPepbIBUCTOrO CBEP/IEHNS.

[MpOTOKON CBEpPNeHUs AO/MKEH ObITb afarnTnpoBaH K gnaMmeTpy nmMmnaaHTata 1 Ka4eCTtBsy KOCTU B

MeCTe YCTaHOBKW.

VHCTPYKUMU MO CBEPNEHMIO MpeaiaratoTcs Ans NAOTHOW/KOPTUKaNbHOM KOCTU. B KocTu ¢
HU3KOI MNIOTHOCTbI0 MOXET ObITb BbIMOMHEHO MeHbLLE LLaroB. [ocnef0BaTeNlbHOCTL CBEP/EHNS

PeKOMeHOYETCA B COOTBETCTBUN C TUIMOM KOCTUA U TUMNOM UMIMJTaHTaTa.

13. YTTAKOBKA. KOMIMJIEKT MOCTABKW.

YnakoBKa M3fenns npeactaBnsieT co60iM COBPEMEHHYKO U YA0BGHYK B UCMO/b30BaHUN (POPMY
MOCTaBKM WMMMMaHTaTa, Cco4yeTalolWwytd B cebe MaKCUMaNbHbIA  KOMGOPT,

CTEPUIbHOCTb N YCOBEPLLUEHCTBOBAHHYIO 3PrOHOMUKY.

PuncyHok 1. NepBryHas yrnakoBka MeANLMHCKOI0 U3genns

1

Pa3opBuTe KapTOHHYIO MoTtAHuTE 3a
yrNaKoBKy A3bIYOK «TalBeK»
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3a’ermre BbIGp LU YBEKIIEOKUTO Mocne aToro MMnaHTar sgsgae(ligg:a:ﬁgﬂyww-
UMMNIaHTOeCoMmn MOXHONEPEeHOoOoTTb
BaMnnTNaHToeos COOTBETCTBYIOLLEM K/ 0 YLl
nocTeneHHo noeopa™ftoas VMM/aHTaTOM HeT 3a30poB. ~ HEMOCPe0TBEHHOB [Aloprone g eckix
. MOArOTOB/IEHHOE JIOKE.
€ro o YacoBoW CTpenKeA,u,o Tenepbumn/wrar KOKUMLLEHTLL
€ro 3aMblKaH« MPOYHO 3a<pesifieH Ha
B LUECTUrPaHHUKE ML LW TOBOAEUNETO
KMTNaHTaTa MOWM) 6e3onacHoniise”
i . N3YTLLOLLICH.
/104 - TPOLLUBTO - TO/IbKO a
WNNKOCTPrTaBHbIK LI,EJ'IFIXS<
PycyHOK 2. V13BneyeHre nMniaHTara 13 yrnakoBKu

1 BckpoliTe ynakoBKy, pa3opBMTE KapTOHHYK 4acTb, MOTAHMTE 3a Tyvek u BbiTawmTe
BHYTPEHHWIA fepXKaTenb.
2. OTKpOiTe KpbILWKY (3TO MOXHO cAenaTtb NPOCTbIM ABMXXEHMEM OAHOW PYKMK).
3. BcTaBbTe NpeanoYTUTe/IbHbIA MHCTPYMEHT/OTBEPTKY (MPUCOEANHMB TPELLOTOUHbIN KoY

WNX KOHTPYTNIOBOW HaKOHEYHWK, WKW BPYYHYHO) NyTeM ero/ee HemnpepbiBHOrO BpalleHus Mo
4acoBOVi CTPeSIKe A0 TeX Nop, MoKa He MoMafeTe B LEeCTUMPaHHNIK.

4, Tenepb MMNNaHTAT NOACOEAMHEH W TOTOB K WM3BNEYEHMIO M3 yMakoBKW. [enaliTe 3To
OCTOPOXHO M CneauTe 3a TeM, UTOObl MEeXAY UMNAAHTOBOAOM U LUECTUIPaHHUKOM MMMIaHTaTa
He 6bl10 3a30pa. MMNnNaHTaT MOXHO BCTaBUTb HEMOCPEACTBEHHO B JIOXKE, WCMONb3yA
NPegnoYTUTENIbHBIN TUN OTBEPTKM (TPELLOTOYHBIA K/IHOY, KpeneXHoe npucnocobnieHne unm
XVPYPruYeckyto 0TBEPTKY).

5. MpogomkainTe BCTaBNATb MMMIAHTAT A0 TeX Nop, NOKa He AOOLETECH XKEMaeMoro MosioXKeHus,
MCNoMb3ys PeKOMeHAYeMbliA KomnaHneidn ABT MakCUMasibHbIA KPYTALWMIA MOMEHT B 35 Hem.

6. [na  HemensieHHOM Harpysku WCMoMb3yiTe COOTBETCTBYHOLMIA KPYTALMA MOMEHT,
BbIOPaHHbIA X1pyprom. ViMniaHTaT AO/KEH BbIAEPXKUBATL CUMY CXKATUA YeNHOCTEN.

B 3aBMCUMOCTV OT BbIOPAHHOIO XMPYPrvYeckoro rnpoTOKoMa MOMECTUTE BUHT-3aryLKy wu

abaTMEHT.

KomnnekT nocTasku

MMnnaHTaT B UHAVBUAYyanbHOW (NEpBMYHOI) YMakoBKE BMECTE C  BUHTOM-3ar/yLUKOM
MOCTaBNSETCS B TPYMNMOBO/ KapTOHHOW KOpOGKe. WHCTPYKUMSt MO MPUMEHEHWIO M3[ennu
npeaocTaBnseTcs MOTPe6UTEN0 MpU  MOCTaBKe YMOMHOMOYEHHbIM  MpeacTaBUTeNeM Mo

TpeboBaHUIo.
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HHCeTpyKIHS 110 NPHMEHEHHI0

HMNJIaHTATbI CTOMATOJIOTHYECKHE Alpha-Bio d’AlphA BiO

14. MATEPHAJIBI
MOaHTaTH! W BHHTHI-3alMIYLIKH: THTAHOBBIA CIUI

BaHaaHii).

aB Ti-6Al-4V ELI (TuTaH, IlOMHHHI,

15. AHOOPMALIUA no CTEPWIBHOCTH H NMOBTOPHOMY
HUCNOJIb30BAHHIO

HMMnnantathl CTOMATOJIOTHYECKHE M BHHTHI-3ar JIYLIKH MOCTABJAIOTCA CTEPUJIIBHBIMH H
npeaHasHa4yeHbl TOJIBKO J1g OAHOPAa3oBOro ucnosnb3oBaHus. He HCI'IOJ'IBSyﬁTe nocJje ykasaHHoro

CpokKa roqHOCTH.

MeTtox cTepunu3allii — paaHalus.
BuuMAaHHe: He HCTIONB3YHTE H3/IE/HE, €CIIH YNaKoBKa ObL1a MOBPEXACHA UM paHee BCKpbITa.

Buumanue: VMIUIAHTAaThl CTOMATOJNOrHYECKHE M BHHTHI-3aLNIYIUKH SBJIAIOTCA OJHOPa3OBBIMH
W3NeNMAMH M HE MOANEXaT NoBTopHo# o6pabotke. IloBTopHas 06paboTka MOXET NMPHBECTH K
[oTepe MEXAHMYECKHX, XHMHUYECKHX H/HIH Guonordueckux xapaktepuctuk. IloBropHoe

MCIIONIb30BaHHE MOXET NMPHUBECTH K 3apaXXCHHIO.
BHuMaHHe: He HCIONB3YHTe, €C/IH YNakoBKa ObUTa NOBPEXACHA HIIH BCKpLITA.

16. SKCILTYATAI[MOHHBIE XAPAKTEPUCTHKH H OT PAHHUYEHUA

IIJ]’I JOCTHXXEHHS JKEJIAacMbIX XapaKTepUCTHK CTOMATOJIOTHYECKUX HMIJIAHTAaTOB, BHHTOB-

3armyuek ¥ ¢popMHpoBaTeel AECHBI Alpha-Bio Tec. npoAyKTbl AOJDKHEI MCMO/B30BATLCH B
COOTBETCTBHH C HHCTPYKUMSMH N0 MPHMEHEHHUIO JUIA KOKA0TO MPOIYyKTa Alpha-Bio Tec.

Jli1  NOATBEPXACHHA  COBMECTHMOCTH  APYrMX  MpPOAyKTOB Alpha-Bio Tec. co
CTOMATOJIOTHYECKMMH HMMIUIAHTaTaMH, BHHTaMH-3ariyllkamMd H ¢opMHpoBaTENAMH JECHBI
NpoBEPLTE LBETOBYIO MapKHPOBKY, PasMEpbl, THI COEAMHEHHA w/unu mobyro IApyryo

NPHMEHHMYIO MaPKHPOBKY Ha H3/IE/THH/YTIaKOBKE H3/CIIHA.

17. BAXXHO — OTPAHHYEHHME OTBETCTBEHHOCTH

10T NMPOAYKT SBIACTCA yacThl0 OOIed KOHUENLUHH H MOXKET HMCNOJIL30BAaTbCS TOJIBKO B

COYETaHHH C COOTBETCTBYIOLWIMMH OPHIMHAIBHBIMH TNpPOAYKTaMH B COOTBETCTBHH €
HHCTPYKUMAMH H PEKOMEHIAUHAMH Alpha-Bio Tec. (ABT). Hepexomernyemoe HCIOJIb30BaHHe
NPOIYKUHH, NPOH3BENCHHOH TPETbHMH CTOPOHAMH COBMECTHO ¢ nponyktamu Alpha-Bio Tec.,
aHHyNHpyeT MoOble rapaHTHH MM IpYyrue 06s3aTeIbCTBA, SBHbIE WIH M0Jpa3yMeBacMbiC

komnasnueit Alpha-Bio Tec. [Tons3oBarenb Alpha-Bio Tec. 0653aH ONPEaEIHUTb, NOAXONUT JIH TOT

WJIH MHOM MPOAYKT AJIS KOHKPETHOrO NauxeHTa u ob6ctosTensct. Alpha-Bio Tec oTka3biBacTCA

OT KakOH-MH60 OTBETCTBEHHOCTH, SBHO BBIPDOXEHHOH WIH nojgpazymeBaeMoH, H HE Hecer
OTBETCTBEHHOCTH 3a JIOObIE NPAMBIE, KOCBEHHBIE, IITPadHEIE UK HHBIC yObITKH, BO3HMKIIHE B
pe3yJ/IbTaTe WIH B CBS3H C JIIOOBIMH omu6KaMH B NPOYECCHOHANLHOM CYXACHHH HIIH NPAKTHKE
ucnonb3oBanus npoayktos Alpha-Bio Tec. Ilonb3oBaTenb TaKke 06s13aH peryJiipHO H3y4aTb

10
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HHCTpYKIHS 110 NPHMCHEARID

HMnaaaTaThl croMaToaoruueckue Alpha-Bio oF A[Ph ABIO.

TIOCHICAHAE Pa3paGOTKA B OTHOINCHHH AAHHON MPOXYKUHH Alpha-Bio Tec. i €ro KOMOOHEHTOB. B
ClTyqae COMHEHu# NOMbL30BATENb ROJKCH CBA3ATHCH C Alpha-Bio Tec. [TockonbKy HCIIONB30BAHHE
JAHHOTO NPOIYKTA HAXOAATCA 1O/ KOHTPOJIEM TO/Ib3OBATE/A, OH HECET OTBETCTBCHHOCTE 38 3T0.
Ambda-buo Tex. He HeceT HHKAKOH OTBETCTBCHHOCTH 34 OpRUMHEHHBIH ymepo.

18. YCJOBHSA IKCILIVATAIIH, TPAHCIIOPTHPOBKH H XPAHEHHA. CPOK

TOAHOCTH. KOHTAKT C NAIIHEHTOM
Menumuuckoe WM3fenHe AOKHO XPAHWTECA ¥ TPAHCHOPTHPOBATBCA B CYXOM MeCTe B
OPHIHHATEHO} YNakoBKe NpH KOMHATHOH TeMNCpaType H 6e3 po3AeiCTBHA MPAMBIX COTHEHHBIX
nyuelt. HenpapaiasHoe XpaweHHe M TPAHCNIOPTHPOBKA MOTYT MOBIHATE HA XapaKTEpHCTHKH
H3eNHA, ITO NPUBEACT K BLIXOAY €I'0 H3 CTPOA.
CpoK rogHoCTH (CTEPHIIHOCTH) MMIIAHTATOB COCTABIACT 5 ner.

TpancropTHpOBKa H3jieNAll JOMKHA NPOH3BOAMTECH BCEMH BHAMH KPBITONO TPAHCIOpTA C
cobmoaeHneM ycnoBhit H TpeGopanui, YCTAROBICHABIX Ha IAHHOM BHIC TpaHcTopTa.

KoHTAKT ¢ OpraHE3MOM:
Wsnenuwe noiaroppemenuoro Koutakta (Gomee 30 cyrox). HMmnnantupyemoe H3ACNHE,

KOHTaKTHPYIOIICE C KOCTHHIMY H MATKHMHA TKaHSIMH.

19.MOPAAOK H VYCJOBHA YTHIM3AIIMH WIH YHHUTOXEHHA
MEQUIIMHCKOT O H3AEJIVAL.
C OCTOPOXHOCTBIO YTHIM3HPYHTE NOTCHINANLHO 3ArpA3HCHHEIC HIH 6onee HENPHTOAHLIC 1N
HCTIONB30BAHMS MEARUMHCKHAES H3JCIHA KAk MCAMIHHCKAC (KMTMEHYECKHE) OTXOAB! B
COOTBETCTBHH ¢ MECTHBIMHM DYKOBOACTBAME B 00AacTH 3APaBOOXPAHEHHSA, HAUMOHAIBLHEIM H
roCyAapCTBCHHBIM 32KOHOAATENILCTBOM HITH MONHTHKOH.

CopTHpOBKa, MOBTOPHaX NepepaboTka HAH YTHIM3AMA YHAKOBOWHOrO MaTepuana JO/DKHA
OCYLIECTBIATECH B COOTBCTCTBMH ¢ MCCTHRIM HAIMOHAIBHLIM  H roCyJapCTBCHHBIM
3AKOHOLATE/IECTBOM KACcaTebHO YNAKOBKH M HCTIONE30BAHHOH YNAKOBKH, SCIIH NPHMCHAMO.

IMIIAHTETH MOCTABNAOTCA B CTEPHIbHON ONHOPAsOBOM YMAKOBKE (B TOM 49HCIE BHHTEHI-

3arNyuIKH) B NpeAHa3Ha4eHEl 15 OXHOPA30BOro HCMOMb30BAHMY.

Meauuuuckue u3aenus B Poccmiickoit denepauny A0MKHE! OBiTh YTHIH3UPOBAHH B MECTHRIX
rocyAapCTBEHHBIX/9ACTHBIX OPraHH3auHaxX B COOTBETCTBHH C CaglTuH 2.1.3684-21 "CanuTapHo-
SIMACMHONOTHYECKHE TpeGoBanHid K COACPXKAHHIO TeppuTOpUli TOPOACKHX H CENBCKHX
noceneunil, K BOAHBIM 00bEKTaM, IHTHEBOH BOAC H IHTHEBOMY BOZOCHA0XKEHHIO, aTMOChEpHOMY
BO3ZYXY, MOYBAM, KHNEM MOMEMEHHAM, JKCILTYaTallHH NpPOH3BOACTBEHHBIX, OOMECTBEHHBIX
noMelleHu#i, Oprasu3alliy M  NPOBEACHHIO  CAHHTAPHO- APOTHBOITHACMUYECKHX
(npodHNAKTHHECKHX) MEPOTIPUATHH"

[Tps nOBpPeXAEHHH LENOCTHOCTH CTEPHABHOH YIIAKOBKH, 8 TAIOKE IpH ACTEYEHHH CPOKA FOAHOCTH
W3ZeNHe YTHIHSHpYeTCA B COOTBETCTBHH C HIpPaBHRIAMH oOpalleHHS ¢ MEAMIHHCKHMH
MHAEMUOAOTHUCCKH Oe30NacHbIMH OTXOaMH, IpHGIMKeHHBIE O COCTABY K TBEPABIM OLITOBEIM
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WHCTPYKLMSA MO MPUMEHEHUIO

MmnnaHTaTbl cToMmaTonornyeckue Alpha-Bio

oTxogam (knacc A).
3penve, vMeBLUee KOHTAKT C OpPraHM3MOM MauueHTa, YTWIU3UPYETCA B COOTBETCTBUU C

npasuiamy 06paLLeHns ¢ MeaULMHCKUMM NUAEMUONOTMYECKI ONacHbIMK oTxoaamu (knacc b).

MeanLUMHCKOe W3[enne He OKasblBaeT HEeraTMBHOTO B/USHWSI Ha OpraHWM3M YenioBeka W
OKPY>KaIOLLYt0 Cpedy MpK SKCM/yaTaluu, XPaHeHUM 1 TPaHCTOPTMPOBKE B COOTBETCTBUM C

WHCTPYKLMEN NO NPUMEHEHMIO.

20. PACLLUN®POBKA CMBOJ10OB

Tabnuua 2. PacLumgpoBKa CUMBO/IOB Ha YrakoBKe
CIMBON PACLLUN®POBKA

CTepunbHO. CTepUNI30BaHO paamaLimelt

3anpeT Ha NOBTOPHOE NMpPUMEHEeHWe

OCTOpPOXHO! 06paTUTECH K MHCTPYKLMM MO
A MPUMEHEHMNIO

OGpaTUTeCh K MHCTPYKLMK MO NPUMEHEHUIO

He ncnonb3oBaTb NPy MNOBPEXAEHNM

(§ ) YMaKOBKY

Cpok rogHoctu (Mcnosnb3oBathb A0 ...)

lﬂ YHUKaNbHbIA  KOA4 AN MAEHTU(UKaLUm
| | n3gennsa (Unique Device ldentification)

LOI_ Ko naptum

Homep no Katanory

Jata nponsBoacTBa

M3rotoBuTesb
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VHCTPYKLMSA MO MPUMeHeHUo

MmnnaHTaTbel cToOMaTonornyeckume Alpha-Bio

CornacHo 3aKOHOAATeNbCTBY, NPOAAXKa

f/\o N I [aHHOr0 YCTPOICTBA pa3peLleHa ToMbKO
y NIMLLEH3POBAHHOMY Bpady My cTOMaTosnory

W1 No ero NopyyeHuno
MADE IN ISRAEL CaenaHo 8 V3paune

YnakoBka MpurogHa [Ans  MocnefytoLLeit
” nepepaboTKu

3HaK COOTBETCTBUA Tpe6OBaHI/IFIM AVNPEKTNB

Ct

. KonunyecTso:
Qty;

[MoXn3HeHHas rapaHTus
norotun

21. TEXHNYECKWME XAPAKTEPUCTUKWN MEOVNLINMHCKOIO UM3AENNA
OCHOBHbIE TEXHUYECKME XapakTEPUCTUKM MeAULMHCKOro m3genua «/mnnaHtarbl CTOMAaTO/I0OTMYEecKme

Alpha-Bio» npeactasneHbl B Tabnue 3. - n?
OTK/IOHEHME 3HAYEHWIA, HE YKa3aHHOe Ha YepTexkax, cocTasnseT: £0,05 mm (/19 3HadeHnn oT 0.5 MM

£o 6mMm) nz 0,1 MM (ansa 3Ha4eHuin o1 6 MM o 30 mm) cornacHo DIN ISO 2768.
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Ta6f||/|U|a.3 OCHOBHble TexHn4Yeckue XapaKTepPUCTUKN MeANUMNHCKOIo n3aenna «mnnaHTaThl

ctomartoniornveckue Alpha-Bio»

HanmeHoBaHue MU

r“rierviHerviem LU
1 DFI1H gpameTp 3,75 Mv,
AnnHa 8,0 Mm.

2. DFI LW grametp 3,75 mwm,
AnvHa 10,0 mw.

3. DFIIH anametp 3,75 mwm,
AnvHa 11,5 M.

4. DFIIH gnawvetp 3,75 M,
AnmHa 13,0 M.

5. DFIIH gnametp 4,2 mm,
AnnHa 8,0 Mm.

6. DFI1H amnamvetp 4,2 Mm,
AnvHa 10,0 M.

7. DFIIH grametp 4,2 Mm,
AnvHa 11,5 Mw.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

TexHun4yecKkne xapaktepuctmkm MU
I. ImnnaHTatbl ctomatonormyeckvie Dual Fit Implant (DFI) ¢ BHyTpeHHUM LIECTUrpaHHbIM

Macca: 0.23+0.03 r
AnamveTtp: 3.85+£0.02 mm

O6bwwas gimHa:8+0.1 Mm

TeepaocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (IH) gnametp 3,7 Mm
BuHT-3arnywka (in') givHa 4,9 mm
Macca: 0.30+0.03 r

JOnameTp: 3.85+0.02 Mm

O6uwas gnmHa: 10+0.1 mm
TBeppocTb: He MeHee 30 HRC
LLIepoxoBatocTb: He 60nee 0.8 MKM
BuHT-3arnywka (L) gnametp 3,7MMm
BuHT-3arnywka flH) gnivHa 4,9 mm
Macca: 0.37+0.03 r

Onametp: 3.85+0.02 Mm

O6wasn anmHa: 11.5+0.1 Mm
TBepaocTtb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (L) gnametp 3,7Mm
BuHT-3arnywka MNH) gavHa 4,9 mm
Macca: 0.43+0.03 r

Onamvetp; 3.85+0.02 Mm

O6bwas anvHa: 13+0.1 Mm
TeeppocTb: He meHee 30 HRC
LLIepoxoBatocTb: He 60nee 0.8 MKM
BuHT-3arnywka (LU) gnametp 3,7Mm
BuHT-3arnywka (LU) gnvHa 4,9 mm
Macca: 0.30+0.03 r

Onamvetp: 4.2+0.02 mm

O6was anvHa: 8+0.1 mm

TBepgocTb: He MeHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (L) gnametp 3,7 mm
BuHT-3arnywka NH) gnvHa 4,9 mm
Macca: 0.39+0.03 r

Onamvetp: 4.2+0.02 mm

O6wwas anmHa: 10+0.1 mMm
TBepgocTb: He MeHee 30 HRC
LLIepoxoBatocTb: He 60nee 0.8 MKM
BuHT-3arnywka (IH) gnametp 3,7Mm
BuHT-3arnywka (L) gnmHa 4,9 mm
Macca: 0.45+0.03 r
OnamveTp: 4.2:60.02 Mm




NHCTPYKLMS MO NPUMEHEHWIO

MmnnaHTaTtel cToMaTonornyeckue Alpha-Bio

8. DFIIH pyawmeTp 4,2 Mv,
AnvHa 13,0 M.

9. DFIIH pgnawmeTp 3,3 MV,
AnnHa 8,0 M.

10. DFIIH ppameTp 3,3 M,
AnvHa 10,0 mm.

11. DFIIH pramvetp 3,3 MM,
AnvHa 11,5 mm.

12. DFIIH pgyameTtp 3,3 M,
AnvHa 13,0 M.

13. DFIIH gpametp 5,0 mv,
AnmHa 8,0 M.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

O6wasn gvHa: 11.5+0.1 mm
TeepgocTb: He MeHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (IH) gnametp 3,7 mm
BuHT-3arnywka (1L givHa 4,9 mm
Macca: 0.54+0.03 r

Jvametp: 4.2+0.02 mm

O6wwas anvHa: 13+0.1 mm
TBepaocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 6onee 0.8 MKM
BuHT-3arnywka (L) gnametp 3,7 mm
BuHT-3arnywka (L) gaivHa 4,9 mm
Macca: 0.20+0.03 r

Ovametp: 3.72£0.02 mm

O6bwas gmHa: 8+0.1 Mm

TBepaocTb: He MeHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (L) gnametp 3,7 Mm
BuHT-3arnywka (LU) gnvHa 4,9 mm
Macca: 0.27+0.03 r

[Jvametp: 3.7+0.02 mm

O6wwas anmHa: 10+£0.1 Mm
TBepaocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (LU) guametp 3,7 Mm
BuHT-3arnywka (LU) anvHa 4,9 mm
Macca: 0.32+0.03 r

Ounametp: 3.7£0.02 Mm

O6wasa gamHa: 11,5+0.1 Mm
TeepgocTb: He meHee 30 HRC
LLIepoxoBatocTb: He 60/ee 0.8 MKM
BuHTt-3arnywka (L) ganametp 3,7 mm
BunTt-3arnywka (LU) anmHa 4,9 mm
Macca: 0.38+0.03 r

OunameTp: 3.7+0.02 mm

O6bwas gmHa: 13+0.1 Mm
TeeppocTb: He meHee 30 HRC
LLIepoxoBatocTb: He 6onee 0.8 MKM
BuHT-3arnywka (LU) gnametp 3,7 Mm
BuHT-3arnywka (L) gnvHa 4,9 mm
Macca: 0.43+0.03 r

Ounametp: 4.95+0.02 mm

O6wasn anvHa: 8+0.1 MM

TeepgocTtb: He meHee 30 HRC
LLIepoxoBatocTb: He 6osiee 0.8 MKM
BuHT-3arnywka (LU) gnavetp 3,7 Mm

BuHT-3arnywka (LU) gnvHa 4,9 mm
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MHCTPYKLMA NO NPUMEHEHUIO

MmnnaHTaTbel cTOMaTonornyeckme Alpha-Bio

14. DFIIH pviavetp 50 mv, Macca: 0.53+0.03 r
fnvHa 10,0 mm. OunameTp: 4.95+0.02 mm
O6bwas gnvHa: 10£0.1 mm
TeepaocTb: He MeHee 30 HRC
LLIepoxoBatocTb: He 6onee 0.8 MKM
BuHT-3arnywka (IH) guavetp 3,7 Mm
BuHt-3arnywka (IH) givHa4,9m ™
15. DFIIH gnamvetp 50 mv,  Macca: 0.63£0.03 r
AnvHa 11,5 Mm. Onametp: 4.95+0.02 Mm
O6bwas gnmHa: 11.5+0.1 mm
TBepaocTtb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (L) gnametp 3,7 mm
BuHT-3arnywka (IFD givHa 4,9 MM —---mmmmememeem e
16. DFI1H anametp 50 mv, Macca: 0.73+0.03 r
AnnHa 13,0 mw. OnawveTp: 4.95+0.02 Mm
Obwwasa gnvHa: 13+0.1 MM
TeepgocTb: He meHee 30 HRC
LLIepoxoBatocTb: He 60nee 0.8 MKM
BuHT-3arnywka (LU) gnametp 3,7 mm
BunTt-3arnywka NH) gnvHa 4,9 mm
Il. ImnnaHTatbl ctomaronorudeckvie Dual Fit Implant (DFI) ¢ KOHWYeCKV M CTaBapTHBIM
nopriviHeHvem (CS,
1 DFI CS anamvetp 3,75 mv, Macca: 0.22+0.03 r
AnnHa 8,0 M. OunawmeTp: 3.85+0.02 Mm
O6was amvHa: 8+0.1 Mm
TBeppocTb: He meHee 30 HRC
LLIepoxoBatocTb: He 6osiee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 Mm
BuHT-3arnywka (CS) gnmHa 5,5 mm
2. DFI CS gyametp 3,75 mv,  Macca: 0.29+0.03 r
AHa 10,0 mm. OunawmeTp: 3.85+0.02 MM
O6was gnmHa: 10£0.1 mm
TBepgocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 Mm
BunTt-3arnywka (CS) givHa55m ™
3. DFI CS gnametp 3,75 mv, Macca: 0.35+0.03 r
AnHa 11,5 M, Onamvetp: 3.85£0.02 Mm
Obwasa gnmHa: 11.540.1 mMm
TeepaocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (CS) guametp 3,15 MM
BuHT-3arnywka (CS) anvHa 5,5 mm
4. DFI CS apamvetp 3,75 mv, Macca: 0.42+0.03 r
AnHa 13,0 M. Ounamvetp: 3.85+0.02 Mm
O6wwas anvHa: 13+0.1 Mm
TBepaocTtb: He MeHee 30 HRC
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MHCTPYKLMSA N0 MPUMEHEHNIO

MmnnaHTtaTbl cTOMaTtonormyeckne Alpha-Bio

5. DFI CS gpametp 4,2 Mv,
AnnHa 8,0 M.

6. DFI CS grameTtp 4,2 Mv,
AnvHa 10,0 M.

7. DFL CS gunametp 4,2 Mv,
AnvHa 11,5 M.

8. DFI CS guametp 4,2 M,
AnnHa 13,0 M.

9. DFI CS gnamvetp 5,0 mMv,
AnvHa 8,0 M.

10. DFI CS gnametp 5,0 mMm.
AnnHa 10,0 M.

11 DFI CS gunametp 5,0 mm,
[vHa 11,5 mm.
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LLIepoxoBaTocTb: He 60n1ee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 Mm
BuHT-3arnywka (OS) givHa 5,5 mm
Macca: 0.29+0.03 r

Ouawmetp: 4.2+0.02 MM

O6wwas anvHa: 8+0.1Mm

TBeppocTb: He MeHee 30 HRC
LLlepoxoBatocTb: He 6onee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 Mm
BuHT-3arnywka (CS) givHa 5,5 mm
Macca: 0.37+£0.03 r

OnameTp: 4.2+0.02 MM

O6was anvHa: 10+0.1 mm

TBepzocTb: He MeHee 30 HRC
LLIepoxoBatocTb: He 60nee 0.8 MKM
BuHT-3arnywka (CS) auametp 3,15 Mm
BuHT-3arnywka (CS) gnnHa 5,5 mm
Macca: 0.44+0.03 r

OunaveTp: 4.2+0.02 mm

Obwas gnvHa: 11.5+£0.1 mm
TeepgocTb: He MeHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 mm
BuHT-3arnywka (CS) gnmHa 5,5 mm
Macca: 0.53+0.03 r

OunameTp: 4.2+0.02 mm

O6bwas AnmHa:13+£0.1 Mm

TeepgocTb: He MeHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BunTt-3arnywka (CS) gnametp 3,15 Mm
BuHT-3arnywka (CS) givHa 5,5 mm
Macca: 0.42+0.03 r

Onamvetp: 4.95+0.02 Mm

O6Lwas aonmHa: 8+0.1 Mm

TeepgocTb: He MeHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (CS) gnameTp 3,15MM
BunTt-3arnywka (CS) gnmHa 55m ™
Macca: 0.52+0.03 r

JdnameTp: 4.95+0.02 mm

O6bwas gnmHa: 10£0.1 mm

TBepgocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BunTt-3arnywka (CS) anametp 3,15 Mm
BuHT-3arnywka (CS) gnvHa 5,5 M M

Macca: 0.62+0.03 r
OnameTp:4.95=50.02 Mm
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WHCTPYKLMA MO MPUMEHEHUIO

MmnnaHTatbl cTOMatonornyeckme Alpha-Bio

O6wwas gnvHa: 11.5+0.1 mm
TeepgocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60n1ee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 mm
BuHT-3arnywka (CS) gnnHa 5,5 mv

12. DFI CS gyiametp 50 mv, Macca: 0.71+£0.03 r

AnnHa 13,0 M. Onametp: 4.95+0.02 Mm
O6was anmHa: 13+0.1 mm
TBepaocTb: He meHee 30 HRC
LLIepoxoBaTocTb: He 60nee 0.8 MKM
BuHT-3arnywka (CS) gnametp 3,15 Mm
BuHT-3arnywka (CS) gnvHa 5,5 mv

KpyTawmii MOMEHT Mpu YCTaHOBKe He [O/MkeH npesblwate 50 Hem n [0/mKeH COCTaBfsATh
MUHUMYM 35 Hem npu HeMeaIeHHOW Harpyske.

22. TAPAHTUWMHBIE OBA3ATE/IbCTBA

Ona  [OCTVXKEHMA >KenaemblX XapaKTepUCTUK CTOMATONOrMYEecKUX WMMNIaHTaToB, BWHTOB-
3arnywek n gopmMmuposateneid gecHsl Alpha-Bio Tec. nNpoayKTbl LO/MKHbI UCMOMb30BaTLCA B
COOTBETCTBUM C MHCTPYKLMAMM MO NPUMEHEHMIO ANA Kaxoro npogykra Alpha-Bio Tec.

Ons  NOATBEPXAEHWA  COBMECTMMOCTM  Apyrux  npogyktoB  Alpha-Bio  Tec. co
CTOMATO/IONMYECKMMN  MMMNJIaHTaTaMK, BUHTaMK-3arfylwkamMm u (opmmupoBaTensiMn  [ecHbl
MpoBepbTe LIBETOBYHO MapKMpPOBKY, pa3vepbl, TWM COeAVHEHWUS wW/wnn by  4pyryto
NMPUMEHVMYHO MapKMPOBKY Ha M3Aenuun/ynakoBke U3aenus.

Mo Bonpocam KayecTBa MeAMLMHCKOro nsgenus, nponssogctea Alpha-Bio Tec Ltd.
obpallarbesa no agpecy:

Y NONHOMOYEHHbIA NpencTaBuTenb Ha Tepputopumn Poccuiickoin depfepaynm:

000 «Hobenb buokeap Patua»

109004 Mocksa, yn. CtaHucnaeckoro, gom 21, ctp.2

Ten.: 8495 974 77 55, thakc: 8 495 974 77 66
OdmumanbHaa cTpaHmua B MHTepHeTe: https://www.nobelbiocare.com

23. TPEBOBAHUA K TEXHWYECKOMY OBCNAYXWBAHUWNKO W PEMOHTY
MEONUNHCKOIO N3AENNA

He npeaycmoTpeHsl. 3aenna aBnaroTca CTepusibHbIMU OAHOKPATHOTO MPUMEHEHUS.
24. TTEPEYEHbL MPUMEHAEMbBIX CTAHOAPTOB

EN ISO 13485:2016/AC:2018 Me,ﬂ'l/lU.VlHCKV]e n3pgenua - Cuctemsbl MeHe>KMEHTa KayecTBa -

TpeboBaHUA ANS Lieneit peryimpoBaHus

CRSRNISO 13485:2016+ A 11:2021 /1SO 13485:2016)
FDA QSR 91 PFR 820 PernameHT cUCTeMbI KayecTBa A1 hefilepasibHOro

B
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MHCTPYKLMA NO NPUMEHEHUIO

MmnnaHTaTtel cToMaTtonornyeckme Alpha-Bio

EN 1641:2009

EN 1642:2011

ENISO 14971:2019/A11:2021
ASTM F2503-20

EN 62366-1:2015 + AC:2015 +
A 1:2020

JOunpektnea CoeeTta 93/42/EEC
C NOnpasKon K JupeKTrBe
2007)47|EC

EN ISO 14155:2020

MedDev 2.7/1

Bepcus 4 nioHA 2016
MedDev 2.12-1

Bepcua 8 aHeapa 2013
MedDev 2.12

Bepcua 2:2012 ansapb 2012
MedDev 2.5/5 Bepcus 3:1998
ISO 10451:2010

ASTMF136-13 2013

180 5832-3:2021

ENISO 10993-1:2020

1ISO 7405:2018

ENISO 14698-1 2003

EN 11137-1:2015 + A2:2019

EN 11137-2: 2013 +Amd
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peecToa MEAUUMHCKMX U 3 O € N WU A

Cromaronorusi. MegnunHCK1e U3aenus Ans CTOMaTos1Iormyeckmx
ueneii. Matepuansl

Ctomatonorua. MeguumMHCKUeE N3[enna o CToMaTtosiormyeckmnx

uenei. imnnaHTatbl 4 e H Ta 1 b H bl €
MeguumHcKkue n3genus - MprMeHeHKe ynpaBieHns pUckamy K

MEANLIMHCKM M3OENNAM

CTaHfapTHas NMpaKTMKa MapKUPOBKU MeAULIMHCKMX U3AENUn 1
LpYyrvx NpeaMeToB Ans obecrieyeHnst 6e30MacHOCTU B MarHUTHO-

Pe30HaHCHOI cpege

MeaununHckmne nsgenns - Yactb 1. MNpoekTupoBaHve MeguLMHCKUX
V3MeNnii ¢ y4eTOM aKCryaTauMoHHOM NPUrogHocTn

B8 EN 62366-1:2015+A1:2020 / 1EC 62366:2015)

JOunpektnea Coseta 93/42/EEC ot 14.06.1993, Kacatoulascs

MeAVILIMHCKNX N3eniii

KnrHuyeckre nccnefoBaHnst MeaULMHCKUX U3AENNIA Ha Mo asx

Hagnexxallas KnMHu4Yeckas npakTuka
(BS EN ISO 14155:2020 /1SO 14155:2020)

KnHuueckas oLieHKa. PyKOBOACTBO /11 Npon3BoauTeneii 1
YMOJIHOMOYEHHbIX OPraHoB

PyKOBO/CTBO MO HaA30py 3a MeANLMHCKUMUN U3LeNNSMU

PyKoBOACTBO MO MOCTMaPKETUHIOBbLIM K/TMHUYECKNM
mcecnegoBaHUAM

Mpoueaypa nepesoja

Cromaronorus. CogepxaHue TeEXHUYECKOro ¢harina ans cucteM
JeHT&a/TbHbIX NMMNIaHTATOB

CTaHAapTHble TEXHUYECKME YCMOBUA Ha KOBaHbI/ CniaB TUTaH-
6antoMnHUIA-4-BaHaguii ELI (CO CBEPXHU3KMM MEXXTKaHEBbIM
VHTEPBAIOM) A5 MPUMEHEHUA B XUPYPTUYECKUX MMMIaHTaTax
(UNSR56401)

MmMnnaHTaTbl 48 xvpyprun. Metannanyeckue marepuasisl. Yactb 3.
Jechopmumpyemblii crnias Ha OCHOBe TUTaHa, 6-a/IloMUHUS 1 4-

BaHaaws

N3pennsa meguupnHekue. OueHKa 61M010rMyYeckoro aeicTemnst
MEeANLVHCKMX n3aenuid. Yactb 1. OueHKa 1 uccriefoBaHus
/RS EN 1SO 10993-1:2020 /1SO 10993-1:2018)
Cromartonorusi. OugHKa 61M0NOrMYecKor COBMECTUMOCTM
MSIKUHUHCKUX U3AENNIA, MTPUMEHSIEMbIX B CTOMATONOMNN---------------
UuncTble MNOMELLIEHMS U CBSA3AHHbIE C HUMK KOHTPOIMPYyeEMble
cpeapl. KoHTponb 6uosarpsasHeHuns. Yacts 1. O6Lme NpvHLUMMbI N
MeToAbl

080 14698 1:2003)

Crepnnmsauusi MeMLUMHCKOM NpoayKumn. PaamaumoHHas
ctepunmsaums. Yactb 1. TpeboBaHUS K pa3paboTke, Bamgaumm n
TeKyLLeMy KOHTPO/IK0 npoLiecca CTeEPUIM3aumm MeauLNHCKUX

n3nenvia
Crepunuaauma MeMLNHCKOM NpoayKuun. PagmaumoHHas

cTepunu3auus. Yactb 1. YCTaHOBNEHWE CTEPUNUIYIOLLEN A03bI
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VHCTPYKLUMS MO MPUMEHEHUIO

MmnnaHTaTel cTomaTtonoruyeckume Alpha-Bio

1:2022
EN ISO 11737-1:2018+

Al:2021

ENISO 11737-2:2020

ENISO 14664-1:2015

ENISO 14664-2:2015

ISO/TS 13004:2022

EN I1SO 14937:2009

ENISO 11607-1:2020

ENISO 11607-2:2020

ASTMF1929-15

ASTMF1980-21

EN 868-5:2018

ASTM F2096 (2019)

ASTM D4169 2022

ASTM F1929™N12

ENISO 20417-1:2021
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CTepunusaums MeauLMHCKIX U3gennii. Mnkpobuonormyeckme
meTofpl. YacTb 1. OueHKa NonynsuyMM MUKPOOPraHM3MOoB Ha
MPOAyKLMM

fBS ENISO 11737-1:2018+A1:2021 /1SO 11737-1:2018)
CTepunmsauma MeAULIMHCKMX U3aenuii. Mnkpo6buonormyeckmne
MeTofbl. YacTb 2. VcnbITaHnsl Ha CTEPUILHOCTbL, MPOBOAMMbIE NP
onpeaeneHnn, BaMaaLMM 1 NOAAEP>KAHUM NPOLLECCOB

cTepunmnsaumm
(BS ENISO 11737-2:2020/180 11737-2:2019)

UncTble NOMELLIEHNA U CBA3aHHbIE C HUMWN KOHTPOVpPYeMble
cpeapl. Yactb 1. Knaccugurkaumsa YnctoTbl Bo3gyxa no
KOHLIEHTOAUUM YacTuLy

UnCTble MOMELLIEHUSI U CBA3AHHbIE C HUMU KOHTPO/IMPYeMble
cpepl. YacTb 2 TeKyLmii KOHTPO/b 445 NOATBEPXKAEHNS
MOCTOSIHHOTO COOTBETCTBUSI YMCTOTbI BO34yXa MO KOHLEHTPaLMK

yacTuLy
CTepunusaums U3genvii MegULNHCKOro HasHaveHnss  OGyuveHue

— O060CcHOBaHMe BblIOpaHHOW CTepun3ytoLein aosbl: MeTtog,
VDmax

Crepunusauusa U3aenvii MeguLMHCKOro HasdHadeHus. O6Lme
TpeboBaHUA K XapaKTEPUCTUKE CTEPUTNIYIOLLENO CPEACTBa U
pa3paboTke, BaAM4aUMn 1 TEKYLLEMY KOHTPOJIIO npoLiecca
cTeonnM3aumMn MeamumnmHekmnx nagenmin. (1ISO 14937:2009)
YnakoBKa Ans1 MeANLMHCKNX U34enniA, noanexatinx QUHULLIHOM
cTepunusaumn. Yactb 1. TpeboBaHUA K MaTepuanam, 6apbepHbIM
cucTeMaMm A1 CTepun3aLmmn 1 yrnakoBOYHbIM CUCTEMaM

IBS ENISO 11607-1:2020/180 11607-1:2019)

YnakoBKa Ans MeAUUUHCKUX U3LENNIA, NoAeXalmx GUHNLLIHOM
cTepumsaummn. Yactb 2. TpeboBaHUA K Banmjaumm rnpoLeccos
(boomurooBaHUSA, repMeTmU3aLmn U c60pKn

CTaHAapTHbIN METOA UCMIbITAHWI ANs1 06HAPY>KEHNS yTeuek
M30M151LMN B MOPUCTON MEAMLIMHCKOM YMaKoBKe NMPOHNKHOBEHNEM

Kpackm

CTaHAapTHOE PYKOBOACTBO A1 YCKOPEHHOIO CTapeHust
CTENUbHbLIX CUCTeM bGapbepa g1s MeAULMHCKUX YCTPOKACTB
Martepuanbl 1 CUCTEMbI 4151 YTAKOBKN MeANLMHCKUX U3[ENNiA,
noaneXxatmx QUHNLLIHOM cTepunm3aumn. Yactb 5. TepmocToiikme
camo3areyaTbIBalOLLMECS MaKeTbl M pyKaBa U3 MOPUCTbIX
MaTepuasioB M MHOIOCMIOMHOM NAaTUKOBOW NeHKN. TpeboBaHUs U
MeTOo/Abl UCMbITaHW

CTaHAapTHbI MeToA UCMbITAHUI ANst 06HAPY>XKEHNS TPY6bIX
yTeyeK B yraKoBKe Ha BHYTPeHHee n306bITOYHOE AaBfeHNe
(cnbITaHWe Ha 0bpa3oBaHVE MY 3bl Peii)

CTaHAapTHbI MPOTOKO/ MPOV3BOANTENIBHOCTU

TecTMpoBaHNe MOPCKMX KOHTEHEPOB CUCTEM

CTaHZapTHbIV MEeTog, UCTbITaHWI 47151 06HAPYXKEHUS yTeUeK Yepes
YM/I0THEHWE B MOPUCTO MEAULMHCKOWM YraKoBKe MyTeM
NPOHUKHOBEHNS KpacuTens

N3penna megnumHckuve - MHdopmaumsa, noctasnsemMasi
M3roTOBUTESEM
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MHCTPYKLLMS MO MPUMEHEHUIO

MmnnaHTaTtel cToMmaTonnornyeckue Alpha-Bio

MeanunHckme nsgenus. Vicnonb3yemMble CUMBOSbI C MHJQOpMaLUyeid,
npenocTasnsemoii nponssogutenemM. Yactb 1; Obwme Tpe6oBaHN—
EN 556-1:2001/AC:2006 Crepunmnsaumsa MeanLNHCKNX |/|3p,€f||/||\/‘|. Tpe6OBaHVIF| K
MeANLMHCKUM U3LENUAM KaTeropmm "crtepusibHble . Yactb 1
TpeboBaHMA K MEAVULMHCKUM U3AeNUAM, Nog/exkaium (MUHAULLIHOM
cTepwn nunm3ay unmn --
Crtomaronorus. MimnnaHTaTbl. ¥YCTanoCTHbIe UCMbITaHNA 4/1A
BHYTMUKOCTHbIX CTOMATO/IONMYECKUX UMIMIAHTATOB

180 2859-1:1999 Mpoueaypbl BbIGOPOYHOr0 KOHTPO/IA MO KaYeCTBEHHbIM

npusHakam. Yactb 1. MNnaHbl BbIGOPOYHOIro KOHTPO/ISA C yKa3aHUeM
npuemnemMoro yposHsa Kadectsa (AQL) ansa nocrefosate/ibHOro

KOHTPO/1A napT|/||7|

ENISO 15223-1:2021

ISO 14801:2016

25. HASBBAHVE N NOPUANYECKNNA AOPEC OPFrAHU3ALUWMKM PA3PABOTUYUMKA,
MPON3BOANTEA N3AENNA MEOVNUWNHCKOIO HA3HAYEHWNA n
YMONHOMOYEHHOIO NMPEACTABUTENA MPON3BOANTENA:

PaspaboTumnk

Alpha-Bio Tec Ltd.

«Asba-bro Tek JIta.», N3pannb

7 Hatnufa St., Kiryat Arye, POB 3936 Petach Tikva, 4951025, Israel
MpowussoaunTens

Alpha-Bio Tec Ltd.

«Anbda-bno Tek N114.», N3panb

7 Hatnufa St., Kiryat Arye, POB 3936 Petach Tikva, 4951025, Israel

MecTo NPOn3BOACTBA MEAULMHCKOTO U3AeNnNs

Alpha Bio Tec Ltd.,
21 HaReches Blvd., POB 264, Modiin, 7171102, Israel
YMO/THOMOUYEHHbIN MPEACTABUTE/Ib MPOW3BOANTENA HA TEPPUTOPU N

POCCUNCKOW ®EQEPALLNW

OO0 «Hobenb brokeap Patua»

109004 Mocksa, yn. CtaHucnasckoro, gom 21, ctp.2
Ten.: 8495 974 77 55, hakc: 8495 974 77 66

JaHHble 0 BbIMYCKE NNW NOCNegHEM NMepPecMOTpPe UHCTPYKUUKM N0 NPUMEHEHUIO

HOABPb 2022

NoANNCh
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Poccuinckas degepauuns
[opon MockBa
BocemHapguaTtoro anpensa gBe TbicA4YM ABajlaTb TPeTbero roga

A, OeliHeko Jliogmuna BanepueBHa, BPeMEHHO UCMOMHSAKOWAA 0653aHHOCTM HOTapuyca ropojga
Mocksbl MNpokoLleHKoBOV EneHbl EBreHbeBHbI, CBUAETE/ILCTBYIO MOA/IMHHOCTL MOAMUCU MNepeBoYMnKa
KpalueHNHHMKOBO TaTbsHbI BaniepbeBHbI.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL MoanucasLLero AOKYMEHT YCTaHOB/EHaA.

3apeructpuposaHo B peectpe: Ne 21/86-H/77-2023- *
YnnayeHo 3a CoBepLLEHNE HOTapuasibHOro Aercteums: 400 py6. 00 kon.

1.B. OeliHeko

Mep6oBas neyaTb

NOAMMCL . "

MpoLUHYpOBaHO, NPOHYMEPOBaHO
W CKpenieHo nevatbto 42 (COPOK ABa) NmcTa.

J1.B. OeiiHeko
lepb6oBas nevaThb

HoTapuyca

MOAMNCh

Poccuitickaa degepauus
opos MockBa
BocemHaauaToro anpens Ase ThicAYM ABaALaTh TPETbLENO roja

A, OeiiHeko JlopMmina BareprieBHa, BpeMEHHO WCMO/HSHOWAS 00si3aHHOCTU
HoTapuyca ropogda MockBbl  [pOKOLLEHKOBOW  EneHbl  EBreHbeBHb,
CBUOETESBCTBYHO BEPHOCTb KOMWM C MPEACTaB/IEHHOr0 MHE IOKYMEHTa.

3apeructpuporaiiorsreectpe: Ne 21/86-H/77-2023- ~ J

YnnayeHo3kcoBeTUe NCHue HoOTapunanbHoro agelictena: 4 300py6. 00 kon.

HeKo
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