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1. Name of the medical device
Dental surgical implantation system Neobiotech, versions:

l. Dental surgical implantation system Neobiotech, version 1S-11 active Fixture
consisting of:

1. Dental implant S-Wide with a cover-screw, in one of the versions: BIS5005A, B1S5006A,
BIS5505A, B1S5506A, BIS5507A, B1S5508A, BIS5510A, BIS5511A, BIS5513A,
B1S6007A, BIS6008A,BIS60I0A, BIS60I1A, BIS6013A, BIS7007A, BIS7008A,
BIS7010A, BIS7011A, BIS7013A- not more than 25 000 packages.

2. Dental implant Narrow with a cover-screw, versions: BIS3508A. BIS3510A, BIS3511A,
BIS3513A, BIS3515A —not more than 25 000 packages (if necessary).

3. Dental implant Regular with a cover-screw, versions: BIS4007A, B1S4008A, BIS4010A,
BIS4011A, BIS4013A,BIS4015A, BIS4507A, BIS4508A, BIS4510A, BIS4511A,
BIS4513A, B1S4515A - not more than 25 000 packages (if necessary).

4. Dental implant Wide with a cover-screw, versions: BIS5007A, BIS5008A, BIS5010A,
BIS5011A, BIS5013A- not more than 25 000 packages (if necessary).

5. Cover-screw, versions: ISN300, 1ISC400, ISN30S, 1SN30M, ISN30L, ISC40S, ISC40M,
ISC40L ~ not more than 25 000 packages (if necessary).

6. Healing abutment, 1 pc./package, versions: ISUH4002, ISUH4003, ISUH4004, ISUH4005,
ISUH4006,1SUH4502, ISUH4503, ISUH4504, ISUH4505, ISUH4506 - not more than 25
000 packages (if necessary).

7. Healing abutment Narrow, 1 pc./package, versions: 1SH402, 1SH403, ISH404, ISH405,
1SH406, ISH407 - not moreth”~g”~ O O packages (if necess™y),

8. Healing abutment Regular, 1 pc./package, versions: ISH502~SHS03, 1™"H504, I1SH505,
ISH506, ISH507 - not more than 25 000 packages (if necessary).

9. Healing abutment Wide (3i), 1 pc./package, versions: ISH602, ISH603, ISH604, ISH605,
ISH606, ISH607 - not more than 25 000 packages (if necessary).

10. Healing abutment Wide (Branemark), 1 pc./package, versions: ISH702, ISH703, ISH704,
ISH705, ISH706, ISH707, ISH802, ISH803, ISH804, ISH902, ISH903, ISH904 - not more
than 25 000 packages (if necessary).

11. Multi Unit healing cap, 1 pc./package: MUAHCA48 - not more than 25 000 packages (if
necessary).

12. Implant stickers - 3 pcs. (if necessary);
13. Instruction for use - 1pc.

1. Dental surgical implantation system Neobiotech, version I1S-111 active Fixture
consisting of:

1. Dental implant Narrow, in one of the versions: 1S33508AP, 1S33510AP, 1S33511AP,
1S33513AP - not more than 25 000 packages.
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2. Dental implant Regular, versions; 1S34007AP, 1S34008AP, 1S34010AP, IS34011AP,
1IS34013AP, 1S34507AP, 1S34508AP, 1S34510AP, I1S34511AP, IS34513AP, 1S34515AP
- not more than 25 000 packages (if necessary).

3. Dental implant Wide, versions; 1S35007AP, 1S35008AP, 1S35010AP, 1S35011AP,
IS35013AP, I1S35015AP - not more than 25 000 packages (if necessary).

4. Dental implant S-wide, versions; 1S35507AP, 1S35508AP, 1S35510AP, IS3551I1AP,
IS35513AP, 1S35515AP, 1S36007AP, 1S36008AP, 1S36010AP, 1S360UAP, IS36013AP
- not more than 25 000 packages (if necessary).

5. Cover-screw, versions; ISN300, 1SC400, ISN30S, ISN30M, ISN30L, ISC40S, 1SC40M,
ISC40L - not more than 25 000 packages (if necessary).

6. Healing abutment, 1pc./package, versions: ISUH4002, ISUH4003, ISUH4004, ISUH4005,
ISUH4006, ISUH4502,1SUH4503,1SUH4504, ISUH4505, ISUH4506 - not more than 25
000 packages (if necessary).

7. Healing abutment Narrow, 1 pc./package, versions: 1SH402, 1ISH403, 1SH404, 1SH405,
ISH406, ISH407 - not more than 25 000 packages (if necessary).

8. Healing abutment Regular, 1 pc./package, versions: 1SH502, 1ISH503, ISH504, ISH505,
ISH506, ISH507 - not more than 25 000 packages (if necessary).

9. Healing abutment Wide (3i), 1 pc./package, versions: ISH602, ISH603, ISH604, ISH605,
ISH606, ISH607 - not more than 25 000 packages (if necessary).

10. Healing abutment Wide (Branemark), 1 pc./package, versions; ISH702, ISH703,1SH704,
ISH705, ISH706, ISH707, ISH802, ISH803, ISH804, ISH902, ISH903, ISH904 - not more
than 25 000 packages (if necessary).

11. Multi Unit healing cap, 1 pc»/eadl™™e: MUAH(™48 r ROt moje than 25 000 packages (if
necessary). '

12. Implant stickers - 3 pcs. (if necessary);

13. Instruction for use - 1 pc.

Hereinafter referred to as device, implant. IS-1l active Fixture implant, 1S-11l active Fixture
implant, cover screw, healing abutment.
2. Information on manufacturer, developer, and authorized representative of

manufacturer

Developer

Neobiotech Co., Ltd.

70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea
Tel.: +82 33 742 2885

E-mail; info@neobiotech.com

Manufacturer

Neobiotech Co., Ltd.
70, Sinpyeong-ro, Jijeong-myeon, Wonju-si. Gangwon-do, Republic of Korea
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Tel.:+82 33 742 2885
E-mail: infofg”™neobiotech.com

M anufacturing sites
Neobiotech Co., Ltd.

1 70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea

2. #102, 103, 104-1, 104-2, 105, 106,205,212, 306, 312, 509, 510, 511, 608, 704, 708, 710& IOF,
36, Digital-ro 27gil, Guro-gu, Seoul, Republic of Korea

Authorized representative of the manufacturer in the Russian Federation

GLAV DENTAL Limited Liability Company

Legal Address: 127015, the Russian Federation, Moscow, Vyatskaya street, 49, building 2, E 2
Unit | office 60

Tel.; +7 (499) 652-77-10; Email: info@gl-dent.ru

3. Intended use of the device with the indication of the potential consumer, scope of
application
3.1. Intended use.

The product is intended for use during surgical implantation of a dental implant into the
alveolar and/or basal bone of the upper and lower jaw as a supporting part in the form of a threaded
screw for installing and fixing a dental prosthesis (for example, a bridge, a separate tooth, a
covering prosthesis) during adentia and after removal of teeth of the upper and lower jaw.

3.2. Potential consumers, scope of application.

Scope; dental implantology, maxillofacial surgery. {u?1™IbloiS|

4. Indications, contraindications and possible side effects associated with the intended use
of the medical device

Indications

1. Itis used in dentistry for restorations with the loss of one tooth, with partial or complete
loss of teeth or already existing edentulism exclusively in the lower jaw by means of making a
suitable bone bed for the jawbone.
2. Inbones of any density and in the following clinical situations:
- The absence of one or more teeth, as well as complete edentulousness;
- Post-traumatic and postoperative defects of the jaw bones;
3. With appropriate bone characteristics (bone density, width and height):
- Single dental prostheses from incisors to premolars.
- Bridge on the jaw, both completely and partially devoid of teeth.
- Rigid fixation of prostheses by means of bars and ball fixation systems.
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Contraindications:

- Undergoing radiation therapy to treat a malignant tumor

- Patients with problems with jaw alignment and occlusion

- Patients with oral infection or inflammation (inappropriate oral hygiene, bruxism,
xerostomia)

- Pregnant, smoking patients, patients with mental disorders, for example, alcohol
abusers, drug abusers, patients with diseases of the central and peripheral nervous
system

- Diseases of the blood and blood-forming organs or decompensated diseases of the
cardiovascular system

- Allergy to device components

- General periodontal and surgical grounds for refusing any intervention

Age restrictions exist only for young people under 18 years of age. This is due to the fact that they
have not yet completed the growth of bone tissue and the formation of a bite.

Possible side effects:

- Complications such as malocclusion, paresthesia caused by neurological damage,
infection, injury or damage to other teeth or blood vessels, edema, hypodermal
bleeding, discomfort and pain, soft tissue ulcer can be arisen.

- Loosening of screw, fracture of implant or prosthetic.

- Bone defect around the implant and mucositis.

5. Precautions

Consider patient condition with bone dirSeSSb ((_)'stedj’\rosis, osteomalacia) or metabolic
bone disorder in advance.

Do not reuse devices.

Dispose of opened devices, even if they have not been used.

It is not recommended to use an implant with a diameter of less than 4.5 mm for molars
as there is a risk of fracture.

An implant with a diameter of 5 mm and a length of less than 7 mm should be used only
for molars and should be connected to it when installing the prosthesis.

Devices with diameter of 3.25 mm or less must be used exclusively for mandibular
anterior teeth in order to prevent fracture due to excessive occlusal load.

The implantation procedure can only be performed by a dentist who has undergone
special training and practice. The decision on the possibility or impossibility of
performing the dental implantation operation is made only by the doctor.

The doctor must fully master the technique that he will apply before the implantation.
In addition, he must choose the most suitable type of implants. The wrong approach to
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the patient and the wrong application of methods can be the reasons for failed dental
implantation or loss of bone strength around the implants.

- Patients with excessive tooth bite force need to have an implant of sufficient thickness
and length to prevent fracture of the implant.

- The device is sterile and must be used immediately after opening the package before
performing the operation.

- Magnetic resonance (MR) Statement: This Device has not been evaluated for safety and
compatibility in the MR environment. It has not been tested for heating, migration, or
image artifact in the MR environment. The safety of this Device in the MR environment
is unknown. Scanning a patient who has this device may result in patient injury.

6. Information about compatibility.

Dental implants, included in “Dental surgical implantation system Neobiotech” can be used
with any pennanent abutments, included in the device “Prosthetic components for dental implants
Neobiotech”, manufactured by “Neobiotech Co.,Ltd.” , Republic of Korea, for the versions 1S-11
active Fixture and IS-111 active Fixture, since the design of the coupling elements of the pennanent
abutment (all versions), as well as other abutments (temporary, bum-out, etc.) corresponds to that
of implants for precise fit and easy connection “Implant-abutment”.

“Prosthetic components for dental implants Neobiotech” for the versions IS-11 active Fixture
and IS-111 active Fixture are the upper parts of the dental implant system IS, as well as the CCM
cylinder-implant systems made of various materials as raw materials. Abutment, screws, etc. are
used as a support or restoration support after the installation of the substructure of the implant.

Installation of the “Dental surgical implantation system Neobiotech” should be conducted with
“Instruments and appliances Neobiotech for dental implantology”, manufactured by «Neobiotech
Co., Ltd.», Korea, j-r-

From “Instruments and appliances Neobiotech for t~taj irttf*aAplogy” the following devices
can be used with fixtures, contained in the “Dental sui”™aT inipahtation system Neobiotech” :
Fixture drivers are tools for installing implants or their intraosseous elements into the bone site.
Their purpose is to fix the implant to prevent contact of its intraosseous part with the hands and
the possibility of correct installation in the bone site.

Wrenches are implantology tools used to install screw implants.

Adapters are wrenches used for the purpose of installing implant heads.

Drivers are tools for fixing gum shapers, suprastructure screws, installing screws fixing the
prosthesis.

A torque wrench, aratchet wrench is atool for installing and tightening suprastructure elements
or installing implants in cases where precise control of the applied force is necessary.

7. Application procedure

Preparation for dental implantation
1. Check the patient's oral cavity and choose the most suitable dental implant.
2. Check the condition of the surgical instruments and sterilize them.

stage of surgery
1 Confirm the position of the implant, taking into account the height of the contact surface of
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10.

12.

13.

14.

15.

16.

2nd

1T

the adjacent tooth and the distance from the adjacent implant.

Make a gum incision at the site where the implant is to be placed.

Drill 1-2 mm in the cortical bone using a guided drill.

Attach a stopper of the appropriate length to the primary drill (initial cutter), taking into
account the required implantation depth (recommended speed 1200 rpm). Please note that
the drill (cutter) is longer than the implant by a maximum of 1.2 mm.

Adequate irrigation should be provided during drilling to minimize damage to bone tissue
due to heat.

After completing drilling, check the hole depth and floor condition using a depth gauge.
Use a parallel or cylindrical pin to check the exact position and direction of the hole and to
evaluate occlusion.

Select a spiral drill of the appropriate size according to the implant diameter and connect the
appropriate stopper according to the implantation depth, drill the hole to the full length.

In case of D4 bone density, drill to the previous stage using the final surgical drill; in case
of D3 bone density, drill to the final surgical drill. For D1 or D2 bone density, use a profile
tap/cortical tap (for immediate loading) or a dental reamer/cortical drill (for standard loading)
(recommended speed for a surgical tap is 50 rpm). See catalogs and brochures for detailed
surgical protocols, Figure 1 below.

Check the implant type, size and expiration date printed on the label, then open the sterile
packaging.

Connect the screwdriver (implant driver) for the implant, which is installed on the handpiece
or ratchet wrench, perpendicularly to the implant.

Be careful to avoid metal or saliva contamination when moving the implant inside the mouth.
Insert the implant into the hole, and then insert at 25'-35 rpm with a tip. Complete bone
implantation using the recommended tightening torque 35~45 Ncm. Do not exceed 50 Ncm
during implantation. Place the implant not more than 0.5 mm below the level of the alveolar
ridge to minimize bone loss.

Remove the screwdriver (rnij~nt (Jriver) for the implant \"y slightly lifting it. Avoid the use
of excessive force when ptofli%”the implants by usingia-r~c|™li;~inch or screwdriver
(implant driver). Excessive compression of bone tissue ean>"6dd to ifecrosis and various
defects.

In case of strong resistance (approx. 50 Ncm), remove the implant and then use a larger drill
(cutter) or thread using a surgical tap. However, in case of excessive tightening torque, insert
slowly the implant to the desired depth, or rotate counterclockwise, and then tighten again
with a tightening torque of40 Ncm (swing from side to side or gently rotate counterclock-
wise in case of difficulty in removing the screwdriver for the fixture).

Connect the guide pin after placing the implant to assess the occlusion and predict the
prosthetic outcome by choosing the appropriate abutment.

Connect the cover screw for 2-stage surgery or the healing abutment for 1-stage surgery with
a tightening torque of 8-10 Ncm by hand and suture the soft tissues.

4

stage of suruerv

Expose the cover screw by making an incision in the soft tissues at the place where the
implant was placed, after healing of the mucous membrane of the alveolar ridge and
completion of osseointegration.

Remove the cover screw and connect the healing abutment. Use a Multi Unit healing cap
when using the Multi-unit abutment. Any bone growth over the implant must be removed
using a bone profile before attaching the healing abutment.
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3. Suture the soft tissue around the healing abutment.

Installing the healing abutment

1 Make sure that the implant is installed correctly according to the treatment plan.

2. Check the expiration date and packaging condition of the healing abutment, select a device
that is appropriate in size.

3. Check the device packaging for damage. Dispose of the device if the packaging is damaged.

AH surgical instruments must be sterile before use.

e

Figure 1 Drilling sequence
Lindemann cutter, initial drill (cutter), surgical drill (cutter): 1200 rpm/35-45 Ncm - Cortical
tap: 50 rpm/50 Ncm
Rotary cutter: 50 rpm/50 Ncm (for standard load)
Implants with a diameter of 5.5 x 10 mm (D1/D2 bone type)
Implants with a diameter of 3.5 x 10 mm (D1/D2 bone type)
Lindamam

D)
tomm
D3

ipkgth
bt - fireboredssity Blovad siftdill Dramvitha | inderem et 2.3 ad isatteiiped
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Implants with a diameter 0f4.0 x 10 mm (D1/D2 bone tyi>e)
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Inmplants with a diameter of 4.S x 10 mm (D1/D2 bone type)

10mm
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1I?nn Ifttehoe drsity Slowvad softdill 10mm withasugical atien ©©B.5ad rettte Lt
Inplants with a diameter of 5.0 x 10 nm (DL/D2 bone type)
* -"demaim Sroical
s
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1Omm
N
Tokgh T
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Implants with a diameter of S.S x 10 mm (D1/D2 bone type)
Lmdemuin ical
adler Frits
02J

10mra

Iplegh
Inun * iirttebone dasity s lovand il drilll 10nun witha suicall adllerup ©04.5 and st tte inplant

8. Description of the device, principle of operation and characteristics of the medical
device

S.1.General description

IS-11 active Fixture and IS-111 active Fixture implants are a screw that is screwed into the jawbone
to replace a missing tooth root or several tooth roots. The implant forms a functional connection
with the bone called osseointegration. Thus, the implant acts as an artificial tooth root or serves as
a support for a non-removable or removable denture or jaw prosthesis, and the prostheses are
connected to the implant by means of a screw.

The dental implant is intended for single use and is supplied sterile.

The implants have a threaded body to provide initial stability and an increase in surface
area, which improves the osseointegration process. The recessed threads with 0.8 mm pitch for IS-
1 active Fixture implants have an inverted triangle design for a stronger and more stable initial
engagement between the bone and the iijiplant, which refers to mechanical stability, allows to
withstand effectively vertical and li*j~toads. TheiinCTeased contact area between the 0.9 mm
tliread pitch for IS-1ll active Fixture implants aiso*- contributps to increased stability and
osseointegration. Additionally, the body of the implants is equipped with grooves, the main
purpose of which is anti-rotation and osseointegration. The apex of the implants is effective when
installed and fixed in the bone due to self-sealing tapered top restoration.

The coronal section of IS-11 active Fixture implants is equipped with 0.5 mm macro-threads

and has an S-shaped configuration, which minimizes bone loss and helps to achieve initial
engagement between the bone and the implant.
Compared to I1S-11 Active Fixture, a MICRO groove and beveled area is created in the platfonn
area of I1S-11l active Fixture implants, which prevents bone loss by improving the tightness of the
gingival support and facilitates osseointegration from the cortical bone to the bone level. In
addition, the thickness of the coronal section is more than doubled compared to IS-11 Active
Fixture (criterion: fastening 4.0), and the cutting edge area is doubled.

S-11 active Fixture implants

(T) Internal hex structure (hex part); connects to the upper structure
(abutment) to prevent rotation and transfer torque when installing the
fixture.
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Figure 2. IS Il active Fixture

«<'

(D SLA treatment of the surface (surface): increases the area of
contact with bone tissue by microroughing through acid etching using

HCI, H2S04 and mechanical surface treatment with hydroxyapatite
(HA).

(D Tapered body: As atapered struemre, it fits into the hole created
for installing the Hxture and makes installation easier.

Cutting edge: has a structure that serves as the thread itself

lants

IS-11 active | ixturc Implants

S-111 active Fixture Imolants

Instruction for use
for the medical device

® Internal hex structure (hex part): connects to the upper structure
(abutment) to prevent rotation and transfer torque when installing the
fixture.

@ SLA treatment of the surface (surface): increases the area of
contact with bone tissue by microroughing through acid etching using
HCI, H2S04 and mechanical surface treatment with aluminum oxide.
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D (3) Tapered body: As a tapered structure, it fits into the hole created
for installing the fixture and makes installation easier.

Cutting edge: has a structure that serves as the thread itself.

Figure 3. IS-111 active Fixture Implants

IWfO0;«.

Figure 4. Cover-screw.

The cover screw is used in a two-stage prosthetics procedure, as the implant must
be securely closed before the flaps are sutured. The cover screw is installed during
the first surgical step and remov” before placing the abutment. The device protects
fully the inner surface of the implant, preventing the ingrowth of soft tissues and
bone into the hole of the implant after the installation of a dental implant. Cover
screws are single use and are supplied sterile.
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Figure 5. Healing abutment.

The healing abutment is the upper part of a prosthesis or a cylinder head screw of
various diameters and lengths that is used after the dental implant has been
placed. The restoration is used when the tissue is open for osseointegration,
the dental implant has healed, or a prosthesis needs to be fabricated without
removing the healing abutment. The device is necessary to create the correct
contour ofthe jaw or the formation ofgum tissue: the final result of prosthetics
depends on this element. The diameter and height ofthe healing abutment head
are selected individually, based on the size of the implant, as well as the
characteristics of the patient’s dentition. The final prosthetic outcome also
depends on the selection of components and the work of a specialist. The
duration of wearing the product and the degree of readiness to continue
implantation is determined by the specialist. This takes into account the
condition of the tissues, the individual reaction of the body, the complexity of

the procedure performed.

Multi Unit healing cap is an element of the implant structure used for simplified taking of
a dental impression. Its functions are to give the aesthetic appeal of the dental structure and to
model soft tissues in the postoperative period, as well as to protect the abutment from
contamination and damage. It has a special shape that allows to get the most accurate impression
with aminimum level of damage, which confirms the absence of bleeding.

8.2. General dimensions *

Table 6. Dimensions of IS-1l active Fixture Implants.

Model name/item

No. No 0 A mm 0 B, mm C, mm
IS-11 active Fixture Narrow
BIS3508AP 3,6 35 8.5
2 BIS3510AP 3.6 3.5 10,0
3 B1S3511AP 3,6 35 11,5
4 BIS3513AP 3.6 35 13,0
5 BIS3515AP 3.6 3,5 15,0
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IS-11 active Fixture Reeular

6 BIS4007AP
7 BIS4008AP
8 BIS4010AP
9 BIS4011AP
10 BIS4013AP
n BIS4015AP
12 B1S4507AP
13 B1S4508AP
14 BIS4510AP
15 BIS4511AP
16 BIS4513AP
17 BIS4515AP
IS-11 active Fixture S-Wide
18 BIS5005AP
19 BIS5006AP
20 BIS5007AP
21 B1S5008AP
22 BiS5010AP
23 BIS5011AP
24 B1S5013AP
26 BIS5505AP
27 BIS5506AP
28 BIS5507AP
29 BIS5508AP
30 BIS5510AP
31 BIS5511AP
32 BIS5513AP
36 BIS6007AP
37 B1S6008AP
38 BIS6010AP
39 BIS6011AP
40 BIS6013AP
43 BIS7007AP
44 BIS7008AP
45 BIS7010AP
46 B1S7011AP
47 BIS7013AP

* - Maximum tolerance +1%
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4,0
4,0
4.0
4.0
4.0
4.0
4.0
4.0
4,0
4,0
4.0
4,0

4.0
4,0
4,35
4,35
4,35
4,35
4,35
4.4
4.4
4,55
4,55
4.55 .
4,537
4,55
4.9
4.9
4,9
4,9
4.9
5.8
5,8
5.8
58
5,8

4.0
4,0
4.0
4,0
4,0
4.0
4.5
4.5
4.5
4.5
4,5
4.5

5,0
5.0
5.0
50
5.0
5.0
50
55
55
55
5,5
5.5

6.0
6,0
6,0
6.0
6.0
7.0
7.0
7,0
7,0
7,0

7,3
8,5
10,0
11,5
13,0
15,0
7.3
8,5
10,0
115
13,0
15,0

7,3
7,3

8,5
10,0
11,5
13,0
7,3
7,3
7,3
8,5
LOX0)

N clys.0
7.3
8.5
10,0
n.s5
13,0
7,3
8.5
10,0
11.5
13.0
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Table 7. Dimensions of I1S-111 active Fixture Implants.

Model name/item

0A

No No 0 A, mm 0 B. mm
IS-111 active Fixture Narrow
1 1S33508AP 3.7 35
2. IS33510AP 3.7 3.5
3. IS335UAP 3.7 35
4, 1S33513AP 3.7 il
IS-Il1 active Fixture Resular
5. 1S34007AP 41 4.0
6. IS34008AP 41 4.0
7. IS34010AP 4.0
8. 1S34011AP
9. IS34013AP 41 4.0
10. 1S34507AP 4.2 4.5
11. 1S34508AP 44 45
12. IS34510AP 4.2 45
13. IS34511AP 4.2 45
14. IS34513AP 44 4,5
15. IS34515AP 4.2 45
IS-111 active Fixture Wide
16. IS35007AP 4.35 5,0
17. IS35008AP 4,35 5.0
18. IS35010AP 4.35 5.0
19. IS35011AP 4,35 5.0
20. IS35013AP 4.35 5.0
21. IS35015AP 4.35 5.0
I1S-111 active Fixture S-wide
22. 1S35507AP 4,35 55
23. IS35508AP 4,35 55
24, 1S35510AP 4,35 5.5
25. IS35511AP 4,35 5.5

Instruction for use
for the medical device
Dental surgical implantation system Neobiotech. Ver.2.
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C. mm

8,5
10,0
115
13,0

7,3
8.5
0.0
11.5
13.0
7,3
85
10,0
115
13.0
15,0

7.3
8.5
10,0
11.5
13.0
15,0

7,3
8,5
10,0
11,5
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26.
27.
28.
29.
30.
31.
32.

IS35513AP
IS35515AP
1S36007AP
IS36008AP
1IS36010AP
IS36011AP
IS36013AP

* - Maximum tolerance +1%

Tabic 8. Dimensions of the cover-screw.

OND A WD

Item no.
ISN300
1SC400
ISN30S
1SN30M
ISN30L
1SC40S
1ISC40M
1SC40L

* - Maximum tolerance +1%

1</

4,35
4,35
4.4
4.4
4.4
4.4
4.4

Cover-screw
D(0)
3.19
3.35
3.45
3.45
3.45
3.6
3.6
3.6

Table 9. Dimensions of th*1”aling abutment.

© o N WDN

Instruction for use
for the medical device
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ISUH4002
ISUH4003
1SUH4004
ISUH4005
ISUH4006
ISUH4502
ISUH4503
ISUH4504
ISUH4505

55
55
6,0
6,0
6,0
6,0
6,0

Healine abutment

D(0)
4.0
4.0
4.0
4.0
4.0
45
45
45
45

13,0
15,0
7,3

8,5

10,0
11,5
13,0

L(mm)
5.45
5.85
5.85
6.85
7.45

6.4
74
8.0

C(mm)
2.0
3.0
4.0
5.0
6.0
2.0
3.0
4.0
5.0
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10.

11.
12.
13.
14.
15.
16.

17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.

30.
31.
32.
33.
34.
35.

36.
37.
38.

Instruction for use
for the medical device

ISUH4506

1SHA402
1SHA403
1SH404
ISH405
1SH406
1SH407

1SH502
ISH503
ISH504
ISH505
ISH506
ISH507

ISH602
ISH603
1SH604
1SHG05
1ISH606
ISHG07

1SH702
ISH703
ISH704
ISH705
1SH706
ISH707

1SH802
ISH803
ISH804

45

Healink abutment Narrow
4.8
4.8
4.8
4.8
4.8
4.8
Healing abutment Regular

55
55
55
55
55
55
Healing abutment Wide (3i)
6.0
6.0
6.0
6.0
6lo spiral-

6 T J

Healing abutment Wide (Branemnrk)
6.8
6.8
6.8
6.8
6.8
6.8

f .
* 0 ’
Healing abutment Wide (Branemark)
8.0
8.0
8.0

Dental surgical implantation system Neobiotech. Ver.2.
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6.0

2.0
3.0
4.0
5.0
6.0
7.0

2.0
3.0
4.0
5.0
6.0
7.0

2.0
3.0
4.0

70

20
3.0
4.0
5.0
6.0
7.0

2.0
3.0
4.0
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39. 1ISH902 9.0 2.0

40. ISH903 9.0 3.0

41, ISH904 9.0 4.0
* - Maximum tolerance +1%

Tabic 10. Dimensions of the Multi Unit healing cap

Multi Unit healing cap
D{0) L(mm)
L MUAHC48 4.8 4.1
* - Maximum tolerance 1%

9. List of standards that the medical device complies with.

Directive 93/42/EEC, I1SO 13485, EN ISO 14971, 1SO15223-1, ISO/IEC 17050-1, EN
1642, 1SO 5832-3, ASTM F 136-13, ASTM F67-13, 1SO14801, ASTM F1980;07,
EN556-1, ISO 10993-1, ISO 10993-3, ISO 10993-5, 1SO 10993-6, 1SO 10993-10, ISO
10993-11, I1SO 11137-1, 1SO 11137-2, ISO 11607-1, ISO 11607-2, MEDDEYV 2.7.1

Rev.4., KS | ISO 14644-1, KS Q 1S02859-1.

These standards are used in their latest revised versions: the organization will keep and
update the list of reference standards as a record of its own management system in

compliance with 1ISO 13485.

10. Interpretation of symbols used on the labeling of consumer and transport packages.

nreiinQi]_________ . ")
Symbol Interpretation Symbol Interpretation
Manufacturer Lot number
d Lol
|RE:| Catalogue number (part Use before
number)
Manufacture dale A Caution!
- Do not use if the packaging
(D Prohibition of reuse (§) is damaged
[V-30"C chl Rx only” text- only as
Temperature limit _ prescribed by a doctor (in
TC-A Trptaon oy English)
Radiati terilizati Please, refer to the
adiation stertlization m instructions for use

Do not re-sterilizc

Keep away from sunlight

Instruction for use
for the medical device
Dental surgical implantation system Neobiotech. Ver.2.
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11. Requirements for maintenance and repair of the medical device

The devices do not require maintenance and repair.

12. Sterilization, cleaning and disinfection

Neobiotech Co., Ltd. uses gamma irradiation as a sterilization method.

Sterilization of the devices “Dental surgical implantation system Neobiotech” is carried
out with gamma radiation (25 kGy).

The sterilization validation of “Dental surgical implantation system Neobiotech” was
carried out in accordance with the protocol in compliance with requirements described in the 1SO
11137-2 standard.

A validated sterilization dose of 25 kGy for an assured sterility level of IO* is acceptable
as the microbiological load of 1,000 CFU/unit and verification tests carried out using the
verification dose meet the acceptance criteria. According to I1SO 11137, VDmax is 25, which
allows using a minimum dose of 25 kGy as a dose for routine sterilization.

13. Transportation, storage and operation conditions

Devices packed into shipping containers should be transported by all types of covered vehicles
considering the precautions indicated on the shipping container and in accordance with the guidelines for
goods transportation by the specific type of transport.

Transportation conditions:
Temperature - +1to +30 °C;
Relative humidity - there are no special requirements;
Atmospheric pressure - there are no special requirements.

Storage conditions: in a dry place away from direct sunlight:
Temperature-+1 tO420°C; . j
Relative humidity - there are no special requirements;"*

Atmospheric pressure - there are no special requirementaX T ~ .TLJ

Indoor operating conditions:
Temperature - +18 “C to+30 °C.

14. Shelf life.
Shelf life of the implants IS-1l active Fixture, IS-11l1 active Fixture and IS-11 active Fixture,
containing cover-screws - 8 years from the manufacturing date.
Shelf life of healing abutments and cover-screws in individual packages - 5 years from the
manufacturing date.

15. Procedure for the disposal and destruction of a medical device

The medical devices “Dental surgical implantation system Neobiotech” after their intended use
are classified as epidemiologically hazardous waste (products contaminated with blood and/or
other body fluids of patients, as well as products contacted with patients having infectious diseases).
In this case, a medical organization performs only collection and temporary storage of the above
waste. Waste is collected to single-use bags or containers with color marking adopted for
hazardous medical waste in a room or in places for temporary storage of medical waste before

Page 19 of 20
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further transportation to a destruction or disposal site.

Transportation of medical waste (used implants or components) from medical facilities, and their
disposal is provided by specialized organizations licensed to treat epidemiologically hazardous
medical waste.

Consumer packing, rejected and expired unused products are classified as epidemiologically safe
waste (non-hazardous waste not contacting body fluids of patients, patients having infectious
diseases), which is close by its composition to municipal solid wastes (MSW). However, it is
recommended to dispose of them separately as industrial waste by specialized organizations
licensed to carry out this kind of activity.

Non-hazardous waste is collected in reusable containers or disposable bags (excluding bags of
color used for hazardous waste). Disposable bags are placed inside reusable containers. Waste
receptacle should be labelled and placed on the special site (indoors). After emptying reusable
containers should be cleaned and disinfected. The procedure for collection and storage of non-
hazardous waste is detennined in accordance with the waste management scheme in each specific
organization.

Transportation and disposal are performed considering requirements adopted for a given region,
in accordance with the sanitary legislation of a particular country for the maintenance of populated
areas and treatment of production and consumption waste.

ir-1P'tjgiio;,
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Jlara: 10 mona 2023 r.
«YTBEpKACHO»

/noonucy/ (NOANHKCH)

Xeo IOur Ky (Heo Young Ku)

eHepanbHBIE AUPEKTOP

«HeoGaiiorex Ko., JIta.» (Neobiotech Co., Ltd.)

[[Tenamy xomnanuu «Heobatiomex Ko., /Imo.»]

[[Texam»: Hotapramsaas xorropa «IU.3JL.3C. TAPTHEPC», HoTapnyc Ilak Caa-Xo]

Hucrpyxnss 0o NPHMEHEHAI0 HA MEJEIHHCKOE B3AC/IRE

Cucrema xEpypraveckoii AenTanbuoll ymMnaanTannn Neobiotech

Ha xaxcooii cmpanuye:
[[Teuams xomnanuu « Heobatiomex Ko., JImo.»]
({Tevams: Horapuameras xoutopa «J4.3J1.3C. [IAPTHEPC», notapuyc ITak Can-Xo]

Bepeua 2
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1. HanMenopanne MEARMHHCKOTO H3CAHA

Cacrema xupyprudeckoil aearannnoli sMmoaasTanns Neobiotech, BapHaBTel HemoaHenHS:

L. Cucrema xupypruveckoii aenTanbnoli uManTanuu Neobiotech, Bapuanr
acnoanenus 1S-1 active Fixture B cocTase:

I.Amnnanrar AewtanbHblt S-Wide ¢ BHHTOM-3armymko#, B OJHOM H3 BapHaHTOB
ucnonnenns: BIS5005A, BIS5006A, BIS5505A, BIS5506A, BIS5507A, BIS5508A,
BIS5510A, BISS511A, BISS513A, BIS6007A, BIS6008A, BIS6010A, BIS6011A,
BIS6013A, BIS7007A, BIS7008A, BIS7010A, BIS7011A, BIS7013A — ne Gonee 25000
yn.

2.AMnnanTaT AeHTANbHBIA Namrow ¢ BHHTOM-3aIVTyIDKOH, BapHAHTH HCIOJNHEHHA:
BIS3508A, BIS3510A, BIS3511A, BIS3513A, BIS3515A — se Gonee 25000 yn. (npu
HeOOX0AMMOCTH).

3.AMnnanTar AeHTabEENY Regular ¢ BAHTOM-3arnymikoill, BapHaHTBl HCIONHCHHA:
BIS4007A, BIS4008A, BIS4010A, BIS4011A, BIS4013A, BIS4015A, BIS4507A,
BIS4508A, BIS4510A, BIS4511A, BIS4513A, BIS4515A — we Gonee 25000 yn. (npu
HeOOXONAMOCTH).

4. UvnnanTaT AcHTaNbHbIE Wide ¢ BHHTOM-3aryIIKO#, BapHaHTh! ncnonHedss: BIS5007A,
BIS5008A, BIS5010A, BIS5011A, BISS013A - ne OGonee 25000 yn. (npw
HeoOX0MMOCTH).

5.BMHT-3ar/TyIuKa, BapdaHTH ucnmonHenus: ISN300, ISC400, ISN30S, ISN30M, ISN30L,
ISC408S, ISC40M, ISC40L - ne Gonee 25000 yn. (npn HOOXOAUMOCTH).

6. GopmupoBaTens AecHH, | wr/ym., BapuaHThl HcnonHesws: ISUH4002, ISUH4003,
ISUH4004, ISUH4005, ISUH4006, ISUH4502, ISUH4503, ISUH4504, ISUH450S,
ISUH4506 — ne Gonee 25000 yn. (npu HeobxomuMocTH).

7.®opmupoBatens AecHn Narrow, | mr./yn., BapuaiTel HenoxreHna: ISH402, 1SH403,
ISH404, ISH405. ISH406, ISH407 — He Gonee 25000 y1. (npn HEOOXORHMOCTH).

8. ®opmuposatens AecHn Regular, 1 mr./yn., papuantel ucnomaesus: ISH502, ISHS503,
ISH504, ISH50S, ISHS06, ISH507 — ne Gonee 25000 yn. (npa HeoOXomMMOCTH).

9. ®opmuposarens AecHu Wide (3i), | mr./yn., sapHante Benomuenus: ISH602, ISH603,
ISH604, ISH605, ISH606, ISH607 — re Gonee 25000 yn. (npn HEOGXOAUMOCTH).

10. dopmuposatens aechn Wide (Branemark), 1 mt./yn., BapuanThi ucnonnennn: ISH702,
ISH703, ISH704, ISH705, ISH706, ISH707, ISH802, ISH803, ISH804, ISH902, ISH903,
ISH904 — ne Gonee 25000 yn. (mpn #eo6X0oBMOCTH).

11. Kommauok samutHeii s Myastuionnt, 1 wr./yn.: MUAHC48 — ne Gonee 25000 yn.
(npu HeobxomMMOCTH).

12. Haknetixn HMIUIaaTaTa — 3 1UT. (NPpH HEOOXOAMMOCTH);

13. MucTpyKips no 3xkciutyaraunu — 1 mr.

II. Cacrema xupyprudecko# aenTanbuoili amMnaanTauun Neobiotech, BapranT
ucnonrennsa IS-III active Fixture B cocrabe:

1.Amnnantar aeHramsauii Narrow, B OZHOM H3 BapHaHTOB HcnonHeHua: IS33508AP,
IS33510AP, 1S33511 AP, IS33513AP — ne Gonee 25000 yn.

2. Umnnantar neHtamsubii Regular, papuanthl Hcnomuenus: IS34007AP, IS34008AP,
IS34010AP, 1S3401 1 AP, 1S34013AP, IS34507AP, IS34508AP, IS34510AP, IS34511AP,
IS34513AP, IS34515AP - ue Gonee 25000 yn. (npu HeoOXoaMIMOCTH).

3.UmnnanTar AenranbHeni Wide, Bapuantn ucnonnemua: IS35007AP, IS35008AP,
IS35010AP, IS35011AP, IS35013AP, IS35015AP - He Gonee 25000 yn. (npu
HeOOXOOHMOCTH).

HBCTPYRUHS N0 MPIMEHEHHIO HA MEAHUNHCKOS HITCAME:
CHcTeMa Xupypriuveckoit acymanuiioll HMIIENTAUNK Neobiotech. Bepcus 2. C‘lpauuua Im20
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4. VimnnaHTaT pfeHTanbHbli S-wide, BapuaHTbl wucnonHeHusa: 1S35507AP. IS35508AP,
IS35510AP, IS35511AP, IS35513AP, IS35515AP, IS36007AP, 1S36008AP, IS36010AP,
IS36011AP, IS36013AP - He 60nee 25000 yn. (NpnM HEO6XOAUMOCTMK).

5. BuHT-3arnywka, sapuaHTtbl ucnonHenna: ISN300, ISC400, ISN30S, ISN30M, ISN30L,
ISC40S, ISC40M, ISC40L - He 60nee 25000 yn. (npn HeobX0ANMOCTHN).

6. PopmupoBaTenb fecHbl, 1 wT./yn., BapuwaHTel ucnonHeHusa: ISUH4002, ISUH4003,
ISUH4004, ISUH4005, ISUH4006, ISUH4502, ISUH4503, ISUH4504, ISUH4505,
ISUH4506 - He 60nee 25000 yn. (npn Heo6X04MMOCTH).

7. ®opmuposaTtens fAecHbl Narrow, 1 wT./yn., BapuaHTbl ucnonHeHusa: ISH402, ISH403,
ISH404, ISH405, ISH406, ISH407 - He 60nee 25000 yn. (Npn Heo6XoANUMOCTHN).

8. ®dopmuposaTtens fAecHbl Regular, 1 wT./yn., BapnaHTbl ucnonHeHua: ISH502, ISH503,
ISH504, ISH505, ISH506, ISH507 - He 60nee 25000 yn. (Npu HEOBXOAUMOCTH).

9. ®opmuposartenb gecHol Wide (3i), 1 wTt./yn., BapuaHTbl ucnonHeHma: ISH602, ISH603,
ISH604, ISH605, ISH606, ISH607 - He 60nee 25000 yn. (Npy HEO6XOAUMOCTN).

10. ®opmuposatens gecHbl Wide (Branemark), 1 wr./yn., BapuaHTbl ncnonHeHusa: ISH702,
ISH703, ISH704, ISH705, ISH706, ISH707, ISH802, ISH803, ISH804, ISH902, ISH903,
ISH904 - He 60nee 25000 yn. (Npn HEO6XOAMMOCTHK).

11. Konnayok 3awuTtHbli gnd MynbTutoHnT, 1 wTt./yn.: MUAHC48 - He 6onee 25000 yn.
(npn HeobxogMMoOCTH).

12. Hakneliky umnnaHtata-3 wWT. (Mpy HEOOXOAMMOCTH);

13. NHCTpyKUmMa no skcnayaraumm - 1 wt.

Acnee No TeKCTy - u3genne, umnnaHTaT cuctembl IS-11 active Fixture, mmnnaHTaT IS-II
active Fixture, mmnnaHTaT cuctembl IS-I1l active Fixture, umnnanTaT IS-I1l active Fixture
BUHT -3arnywka, oopmupoBaTeNb LEeCHbI.

2. CBefieHMs 0 pa3paboTuMKe, NPON3BOAMTENE U YNONTHOMOUYEHHOM MpeacTaBUTENe

Pa3paboTuunk

Neobiotech Co., Ltd. («Heob6ainoTek Ko., /ITa.»)
70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea
Ten.:+82 33 742 2885
E-mail: info@neobiotech.com
MpoussognTenb

Neobiotech Co., Ltd.
70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea
Ten.:+82 33 742 2885
E-mail: info@neobiotech.com
Mpon3BOACTBEHHbIE N/IOWAAKN

Neobiotech Co., Ltd.
1.70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea
2.#102, 103, 104-1, 104-2, 105, 106, 205,212, 306,312, 509,510,511,608, 704, 708,710
& I0OF, 36, Digital-ro 27gil, Guro-gu, Seoul, Republic of Korea

YNonHOMOYEHHbI NpeacTaBuUTeNb NPON3BOAMTENS B Poccuiickoin degepauunm

000 «I'MMAB OEHTA/b»
127015, ropog MockBa, ynuua Batckasa, gom 49, ctpoeHue 2, 3 2 NMOM | KOM 60
TenethoH +7 (499) 652-77-10; Email: info@gl-dent.ru

WHCTPYKLMSA NO MPUMEHEHWNIO Ha MEAULIMHCKOE U3fenue:
CucTema xmpypruyeckoit feHTanbHoin umnnaHTayum Neobiotech. Bepcus 2. CTpaHmu,a 413 20
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3. Haznauenne H3aeaHu C YKajaHHEM NOTCHUHAJALHOIO norpeﬁu’re.rm, 00aacTh
NPpHUMCHECHHS

3.1. HazHa4ueHHe H3geAHSA

HU3nenne npenHasHa4yeHO [UIA HCMOJIb3OBAHHSA BO BpEMs XHPYPru4eckoil HMIUIaHTaLHH
JEHTAIBHOIO HMIUIAHTaTa B albBCOJAPHYIO H/MiM 0a3ajbHYIO KOCTb BepXHEH H HHXHeMH
4eJIOCTH B KayecTBe ONOpHO#H 4acTH B popMe pe3pOOBOro BHHTA JUIS YCTAHOBKH H (HKCALHH
JEHTAILHOrO NMpoTe3a (HalpHMep, MOCTa, OTAENbLHOro 3y0a, NOKPLIBHOIO NpoTe3a) NpH ailecHTHH
H nocJie yaajieHHs 3y6oB BepXHel H HHXKHER 4enoCTH.

3.2. loTeHUHAJIbHBIE MOTPEOHTEH H 006,12CTH IPHMEHEHHS.
BpauHn-cTOMaToNOrH-XHPYPrH, YEIIOCTHO-THLEBBIC XKPYPrH H XHPYPru-HMILUIaHTOJIOTH.
O6nacTb NpUMEHEHHA: JEHTANbHAA HMIJIAHTOJIOTHSA, YENIOCTHO-THLICBAsA XHPYPrHs.

4. Tloxa3aHusi, NPOTHBONOKA3aHHH H BO3MOXHbIe N00oYHbIe YPPexThl, CBA3aHHBIE C
NpHMeHeHHEeM MEeIHUHHCKOro H3e/IMS M0 Ha3HAYECHHIO,

IloxazaHus.

Hcnonbiyerca B CTOMaTONOrHH [UIs pecTaBpalldi mpH notepe oaHoro 3y6a, npu
YaCTHYHON HJIH MOJIHOH noTepe 3yOOB MIIM yXe CYLIECTBYIOLIEM 3JEHTYJIM3ME B BEpXHeH H
HHXKHEH 4YeJNIOCTH MNOCPEACTBOM H3TrOTOBJICHHA COOTBETCTBYIOUIEr0 KOCTHOIO JioXa IS
YEMIOCTHOH KOCTH.

B kocTH 11000i IIOTHOCTH H B CJEXYIOIMX KITHHHYECKHX CHTYalLHAX:

— OTCYTCTBHE OZHOIrO MJIH HECKOJIBKHX 3y0O0B, a TaKxKe MOJIHAs aleHTHS;

- TlocTTpaBMaTHYecKHe U MOCTONEPalHOHHBIE Ne(EKThl YEMOCTHBIX KOCTEH.

[Ipy COOTBETCTBYIOMIMX KOCTHBIX XapaKTE€PHCTHKaX (MJIOTHOCTb, LIHPHHA H BbICOTa

KOCTH):
— EnuHuuHble 3yOHBIC MpOTE3bl HA IPOMEXYTKAX OT PE3LOB 10 MPEMOSPOB;
— MocToBHAHBIE MPOTE3 HA YENIOCTH, KaK MOJHOCTBIO, TaK M YaCTHYHO JIKLIEHHON
3y60B;
— JKecTkoe KpemjeHHe TMpOTE30B MNOCPEACTBOM OanoK H CHCTEM LIAPHKOBOMH
¢ukcaumu.
[TpoTHBONOKa3aHHus:

— [TlpoxoxnaeHue JTyueBoi TepanuH AJIA JEUYEHHs 3JI0KAYeCTBEHHOH OIYyXOJIH;

— [MauuenTsl, HMeloLIME MPOOIEMBI C COOTHOLIEHHEM UYENIOCTENH H OKKJIIO3HEH;

— TManueHTnl ¢ MH}eKUHEH NONOCTH pTa HIH BOCHAICHHEM (HECOOTBETCTBYIOLIAN
rHrHeHa MoNoCTH pTa, OpyKCH3M, KCEPOCTOMHA);

— DBepeMensble, KypAlHe MAlKEHTHI, MAUHEHThl C MCHXWYECKHMH pacCTPOHCTBAMH,
HampuMmep, 3/10ynoTpebidiolMe  alKoroneM, HApKOTHKaMH, TIAUHEHTHl C
3a60/1€BaHUA LEHTPAIbHOH H NEepHPEpHYECKOH HEPBHOH CHCTEMBI,

— 3afoneBaHHs KpOBH M KPOBETBOPDHBIX OpraHoB HJIM [E€KOMIEHCHPOBAaHHBIC
3a00neBaHUs CEpACHHO-COCY IUCTOR CHCTEMBI,

— Anneprus Ha COCTaB/ISIOLIME H3MEIIHA;

MHCTPYKLHS N0 MPHMEHEHUIO HA MEIHLIMHCKOE H3ACHe:
CHcTema xupypruueckolt eHTansHol umnaantaunk Neobiotech. Bepens 2. Crpannua S u3 20
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- O0mme DapoAOHTANBHHIE H XHpPYPTHYeCKHMe OCHOBAHHA IA OTKala oT moboro
BMEIIATENLCTRA.

Bospacrabie orpaHHYeHns CYIIECTBYIOT TONBKO IIA MONOAMX Jymoaed He moctarmmx 18 ner.
OTO CBA3aHO ¢ TeM, 9T0 Y HHX €Mll¢ He 3aKOHYEH POCT KOCTHOM TKaEM ¥ (GOpMMpOBaHHE

npHKYCa.

Bo3moxabie NoS0THNE HPhexTH:

-~ MoryTt BO3HHMKATL OCNOMHEHHA, HalpUMep, HeNpaBUIBHBIN NPHKYC, NapecTe3ud

B pe3yibTaTe HEBPOJOTHUECKOrO WTOBPEXACHHY, MHQEKIHA, TpaBMa WIH
' HOBpEeXJICHAE APYIHX 3yOOB MIN KPOBEHOCHRIX COCYAOR, OTEK, THIOACPMATLHOS

KPOBOTEUYCHHE, MUCKOMMOPT H G0Nk, 1382 MATKHX TKaHeH;

— OcnabneHne BHHTa HMMIUIAHTaTa, oOpasoBaHHEe TPEINHHEI B HMIUIAHTATE WIH
mpoTese;

— HedekT XocTHON TKAHH BOKPYT HMILIAHTATA U MYKO3HT.

5. Mephl npesocTopoKROCTA

— IlpensapuTentHO THIATEALHO HCCNEAOBATH COCTOAHHE NALMEHTOR C 3a0ONCBaRMAMH
KOCTHOM TKaHH (0CTEOMmopo3, 0CTEOMANAIMA) HIH HapYITEHHAMHE KOCTHOro obMeHa.

— He rcnons308aTh H3ACHA IOBTOPHO.

~  YTHIA3APOBATH BCKPHITHIC H3ASHHSA, NaXkKe €CIH OHM HE HCTIONb30BATIHCH.

- He pekomeHiyeTca HCHIONB30OBAaTL MMIUIAHTAT € AHAMETPOM MeHee 4.5 MM miA
KOpEHHBIX 3y00B, OCKOJIBKY CYIIECTBYET PHCK IIepesioMa.

— HWmunnanrar auaMeTpoM 5 MM H AJHMHON MeHee 7 MM AODKEH OBITH MCHONB3OBAH
TONBKO AJiI KOPEHHBIX 3y0OB M NPH YCTAHOBKE MPOTE3a A0J/DKEH OWITE COC/THHEH C HEM.

— Hspeyms mmamerpoM 3,25 MM HIH MeHee JODKHEI HCIOJB30BATHCS HCKMIOUMTENLHO
A nepeaHuX 3y0oB HHXHEH 4YemOCTH, 9TO0B NPEAOTBPATHTL INEPENOM H3-3a
9pe3MEpHOH OKMO3HOHHON HAIPY3KH.

— Ilponmexypy HMNIAHTAMH MOXET NPOBOAMTL TONBKO CTOMATOJNOr, NPOWEAUIHH
cnenHansHoe o0ysicHue H MpakTHKY. PelleHHe O RO3MOXHOCTH HJIH HEBO3MOXKHOCTH
NPOBENCHHS ONCPAIMA JCHTANLHON HMILIAHTALAH NPAHAMAET TONBKC Bpad.

— liepen npoBeseHHEM HMMIUIAHTAUWMM BpaY JODKEH MOJNHOCTBIO OCBOMTH METOAHKY,
KoTopy1o Oyaer nmpumenaTs. Kpome atoro on nomkeH snbpars HauGonee moaxoasmmit
BHJ| MMIUIaHTaTOB. HenpaBHasHBLE NoAX0A K NALHEHTY H HEMPaBHILHOE MPUMCHCHHE
METOIOB MOIYT CIIY)EKHTh NIPHUMHAMH HEyZadHOH MMILIAHTAIMM 3y0OB HIM HOTEPH
TMIPOYHOCTH KOCTECH BOKPYI HMILIZHTATOR.

— IlanneHTam, xoTopeie oOnanaloT HIMMmMHEH CWIOK yKyca 3y6aMHM HyXHO CTABHTD
AMIUIAHTAT ¢ JOCTATOYHON TONIIMHOH B JUIHHONM, 9TOOH NpEROTBPATHTH NMEPEIOM
HMILIAHTATA.

- HWanenue cTePRILHO B AOMKHO GHITH HCHONB30OBAHO CPa3y HOCTE BCKPHITHA YIAKOBKH
nepen NpoBeficHHEM OTICPALIHH.

— 3adBleHAE O MarHHTHO-pe3oHaHCHOH (MP) COBMECTHMMOCTH: HaHHOE H3IAC/IHE He
NPOXOAHNO OLEHKY Ge30MacHOCTH H COBMECTHMOCTH JUIA HCHONE30BaHEA B MP cpeze.
O=Ho He NIPOXOAMNO HCILITAHUA HA HAIpeB, CMEIICHAE H apTedakTsl (HEAOCTOBEPHOCTS)

HHCTPYXUHA N0 APHMEHEHHIO HA MELMUHACKOE HIACAKE:
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miobpaxenus B MP cpeme. bBesonacsocrs magemua B MP cpeae HemamectHa.
CxamApoBaHAe D[aUMEHTa, KOTOPOMY YCTQHOBICHO H3ACAHE, MOXET BEeCTH K
TPABMHPOBAHHIO NIALHEHTA.

6. HadopMannsa 0 COBMECTEMOCTH

HMnnauTaThl OEHTANGHEIE, BXOAAIODME B COCTAaB MEAMIMHCKOro H3aenns «CucreMa
XHpYpradeckof AcHTanbHOM uMIadTaudd Neobiotech», pexoMeHAyerca nNpHMEHATDH
COBMECTHO ¢ MOGHIMH TTOCTOAHHBLIMH a03TMEHTAMH H OPYFHMH KOMIIOHEHTAMH, BXOAAIHMH B
cocraB H3penus «KOMIIOHGHTH! IS NpPOTE3HPOBAHHA JANA HMMIUIAHTATOB JACHTANbHBIX }
Neobiotech», npouszpoactea «Neobiotech Co., Ltd.», Pecnybmmka Kopes ans BapuanToB |
ncmomHerua IS-II active Fixture um IS-III active Fixture, Tak KaK KOHCTPYKIHA 37€MEHTOB |
COmpsOKeHHsA MOCTOSHHOrO abaTMeHTa (BCeX BApHAHTOB HCHOJHEHHS), KaK H IpyIMX abaTMeHTOB
(BpeMEHHHKIX, BEDKHIMaeMEIX M T.I.) COOTBETCTBYET TAKOBOM HMIUIAHTATOB JUIS TOYHOIO
HOpHIEraHus M JIErkoro coeauHeRns « IMIIaHTaT-abaTMenT».

«KOMDOBEHTBl VI TIPOTE3UPOBAHHAA 11 MMIVIAHTATOB JeHTILHKX Neobiotech» mna
paprEanToB ucnonHenns IS-II active Fixture u IS-III active Fixture npeacrapnsmior coboi
BEPXHHEC 4YaCTH CTOMATONOTHYECKOM cHcTeMbl MMIUiaHTaToB IS, a Takke cucremm CCM
IWIMHAP-UMILIAHTAT, H3rOTOBICHHBIC M3 PAIHIHEIX MATEPHANOB B K&9€CTBE CHPbi. AGaTMeHT,
BHHTH H T.J. HCNIONB3YIOTCA B Ka9eCTBE ONOPH HIIH NOMUCPIKKE PECTABPALIHE IOCJIE YCTAHOBKH
CyOCTPYKTYPH Ha HMIIAHTAT.

YCTaHOBKY MEAMIMHCKOTC H3jeiHs «CHCTeMa XHPYPruYecKol JEHTANbHOM MMILIAHTALMH
Neobiotech» pexoMeHnayercs nNpoBoauTh «MUHCTpyMeHTaMu M npucnocoOneruamMu Neobiotech
1A AEHTANbHON HMIUIAHTOMOIEHY, Tpou3eoacTea «Neobtotech Co., Lid.», Kopes.

H3 umacTtpyMeHTOB M nprcnocobacauit Neobiotech mna aeHTanbHOM HMIIAHTONOIHA
HENOCPEACTBEHHO € HMIDIAHTATAMHM [JCHTAILHLWIMM, BXONSUIMMH B coctaB CHCTEME
XHpyprudeckolf rentamsHold mMmnanTauun Neobiotech ucnonssyrores:

MMNIaHTOBOAK — MHCTPYMEHTH AJIS YCTAHOBKH HMIUIAHTATOB HAH HX BHYTPHKOCTHBIX
3NEMEHTOB B KOCTHOE Aoke. X HasHayenue — 3a(pHKCHPOBATh HMILTAHT A2 NPEAOTBpALICHHS
KOHTAKTa €10 BHYTPHKOCTHON 9aCTH ¢ PYKAMH B BO3MOXKHOCTb KOPPEKTHOMH YCTAHOBKH B JIOXKE.

Knioud — HHCTpYMEHTH [JI1 HMIUIAHTOJIOTHH, HCNOAb3yeMEle AId YCTAHOBKM BHHTOBBIX
HMMILIAHTOB.

AnanTepsl — K094, IPAMCHICMbIC ¢ HENBIO YCTAHOBKH rO/IOBOK HMILIAHTOB.

OTBepTKM — HHCTPYMCHTH MWIA ANA ¢HkcammdH ¢QOPMHpOBaTeNelf JecHH, BHHTOB
CYNpacTPyKTYpPhl, YCTAHOBKH BAHHTOB, (PHKCHPYIOIHX MPOTE3.

JaraMoMeTpuyecknif KmodY, KNOY-TPEIOTKA — MHCTPYMEHT I YCTAHOBKH H 3aTSKKH
3MEMEHTOB CYNPacTPYKTYphl HIKM YCTAHOBKH HMIINAHTATOB B TeX CAyJasX, KOrAa HeoOXoaHM
TOYHBIM KOHTPOJIb MPHKAAALIBASMOTO YCHIHA.

7. lopaaok npEMeHeHUS

IT BKA K MMILI 3y60B
1. IlpoBepuTs coCTOsHHE MOJOCTH PTa NAUMEHTa ¥ BeIOpaTh Hambonee moxoaaumit no
pasMepy HMIUIaHTaT 3y6a.

2. IlpoBepHTH COCTOAHME XHPYPFrHYECKMX HHCTPYMEHTOB B CTEPH/IH30BATD HX.

1-# sTan xupyprageckol onepauus
1. TloarBepmMTh PAcHONIOKCHHE HMIUIAHTATA, YYHTHIBAA BHCOTY KOHTAKTHON NMOBEPXHOCTH

coceanero 3yba u paccTOSHUE OT COCEAHET0 HMILIAHTATA,
2. BunonHHTL pazpe3 AECHEI B MECTE, B KOTOPOE AOIDKEH OBITh YCTAHORBJICH HMILIAHTAT.
3. Ipoceepmarh [~2 MM B KOPTHKAIbHON KOCTHOM TKAHH C MCNOAbL30OBAHWEM CBEpia ¢

HHCTpYRUMS 10 MPHMCHEHIIO HA MCAHLIMHCKOS HANEAHE:
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10.
11.

12.

13.

14.

13.

16.

HampaBasIomeit.

TloncoeqMAHTE CTONOP COOTBETCTBYIOINEH MMMHH K TMEPBUMHOMY CBepiy (HadamlbHas
¢pe3a) ¢ yderoM HeoOxoaumol riryOuHn HUMIUIaHTAUHM (PEKOMEHAOBAHHAA CKOPOCTh
1200 o6/mMaH). HeobxomuMo y9HTHBATE, 9TO CBepio (dpe3a) AMMHHEe, YeM MMILIAHTAaT,
MaKCHMYM Ha 1,2 MM.

B npomecce cBepneHHS HeOOXOAWMO BBIIONHATE HOCTATOMHOE OpPOMEHME A
MHHHMH3AIHY NOBPEXACHAS KOCTHOR TKAHM o NeACTBAEM TeIIa.

ITocne 3apepmieHHs CBEp/ICHHA, NPOBCPHTL FIYOHHY o0pabaThiBaeMOro OTBEPCTHA H
COCTOAHHE €T0 HA ¢ HCIONB30BAHEEM ITyOHHOMEpa.

Hcnons3opaTs napaieNbRHA WIH DATHHADHYSCKHH mMTHQT AN NPOBEPKH TOYHOTO
PACIIONIOKCHHES H HANPARICHUA OTBEPCTHA, & TRKKE OLICHKH OKKIIO3HH.

BrifpaTs CIHpasbHOS CBEPIO COOTBETCTBYIOMErO pasMepa B COOTBETCTBHH € JHAMETPOM
HMILIAQHTaTa H TNOACOSAMHMTh COOTBETCTBYIOIHMIf CTONOP B COOTBETCTBHE C IMyOMMoH
FMIUIARTallAH, IPOCBEPIINTH OTBEPCTHE HA MOAHYIO JUTHHY.

B cayvae IUIOTHOCTH KocTHOH TkaHEm D4, cBepiuTs A0 NpeawAYIIEro 3Tana ¢
HCOOJL30BAHHEM KOHEMHOI'O XHPYPIHYECKONO CBEpJa;, B ClIy9ae MJIOTHOCTH KOCTHOH
TkaHd D3, cBepNMTL A0 KOHEIHOIO XHMPYPru4ecKoro cpepia. B ciydae mmoTHocTH
xocTHOH Tkauu D1 uma D2, ucnons3opath npodHIbENY METUHK/KOPTHKARLEEDRE METIHK
(1A HEMEANCHHOR HATPY3KH) HIH CTOMATOJIOMHYESCKYIO Pa3sBEPTKY/KOPTHKAILHOE CBEPIIO
(ana cranmapTHOM Harpy3km) (pexoMeHAOBaHHAA CKOPOCTh AN XHPYPrU4ecKOro METUHKA
cocrapiser 50 o00./MuH.). CM. Katalord H OpoomOpH OTHOCHTEIEHO NOAPOOCHHIX
XHPYPru4ecKHX POTOKOJOB, PHCYHOK | HEDKe.

ITpoBepHTE THI HMIUIAHTATA, pa3Mep H JaTy MCTEYCHHA CpPOKa XPaHEHHS, HANCUATAHHEIC
Ha ITHKCTKE, 3aTCM BCKPHTH CTCPHBLHYIO YIAKOBKY.

TToacoemaEuTh OTBEPTKY (MMIUIAHTOBOA) U1 MMIUIAHTATA, KOTOpad YCTAHABIMBACTCA Ha
HAKOHCYHHK HJIH TPCILOTOIHLIN KINOY, K HMILIAHTATY NePIeHAMKYIAPHO.

CobmoaaTs OCTOPOXHOCTh BO H30eXKaHMe KOHTAMHHALIMH METAUIOM WM CIIOHOM NpH
nepeMeINeHRH HMIUIAHTaTa BHYTPH pPOTOBOH DOJOCTH. YCTAHOBHTH MMIUIAHTAT B
OTBEPCTHE, MOCIE Sero BCTABHTH HA CKOPOCTH 25~35 00./MHH. IpH NOMOINE HAKOHEYHHKA.
3apepmHTP HMIUIAHTAIMIO B KOCTHYIO TKaHb € MCHONB30BAHHECM PEKOMEHICBAHHOTO
3Ha49eHNMA MomeHTa 3aTmkku 35~45 H.om. He mpessnmats 50 H.cmM B mpomecce
AMIUIAHTAlMHE. YCTaHOBHTh HMIUIAHTaT He¢ Oonmee d9eM Ha 0,5 MM HIDKke YpoBHSN
aNbBEONAPHOro rpefHg AN MUHHEMH3AILKH YTPaTH KOCTHOM TKAHM,

Hasneus oTBepTKY (MMILIAHTOBOX) AJI HMIIAHTATA, Clierka Npanoaaas e¢. He pomyckars
OpAMEHeHHA H30RITOYHON CHIIK MIPH YCTAHOBKE HMILIAHTATOB B CIy9ae HCIIONb30BAHMA
TPEIIOTOYHOrO KINIOYA WK OTBEPTKH (MMINIaHTOBOAa). M30LImounas KoMopeccHa KOCTHOHK
TKAHH MOXET BECTH K HEKPO3Y M paTHUHBEIM AedexTaM.

B ciayuae cunpHoro conpotumicHus (npubmusurersHo 50 H.cMm), m3pmeus uMnaaHTar,
[IOCJIC 9€r0 HCNOB30BaTh cBepio (ppesy) Gonbiuero aMaMeTpa MR BEUIONHHTH Hape3Ky
pe3sOBl C MCNONB30BAHMEM XHPYPrHUCCKOro MeTuMka. TeM HE MeHee, B COyuae
H30KTOUHOr0 MOMEHTA 3aTSKKH, MEeAJICHHO BCTABHTH HMILUIAHTAT HA XKelaeMylo rny0HRy
nabo BpamaTh NPOTHB YACOBOM CTPENKH, a 3aTeéM CHOBA 3aTAHYTh ¢ MOMEHTOM 3aTAXKH 40
H.cM (B caydae 3aTpyAHATENHHOTO M3IB/ICHEHHA OTBEPTKH IS MMIUIAHTATA, Ka9aTh M3
CTOPOHK B CTOPOHY HJIA aKKYpaTHO BpaInaTh MPOTHB YaCOBOH CTPEIKH).

Tlocnie yCTaHOBKM MMIUIAHTATA, OOACOSAHHHTR HANpaBIAiOmMi WITHGT Ana OUECHKH
OKK/MIO3HA H TNpPOrHO3HPOBAaHHMA pe3yJbTaTa HOpPOTE3HpOBaHHA 3a cueT Bbibopa
COOTBETCTBYIOIICTIO abaTMeHTa.

TlofcoeAMHMTP, BHHT-3ATNYHMIKY JUIA 2-3TanHOH XHMpYpruveckoli omnepaluy HIM
¢dopMupoOBaTEND ACCHEI A 1-3TANHOK XMPYPrHYECKOii ONepaui ¢ MOMEHTOM 3aTHXKKH 8-
10 H.cM BpyHHYIO H 3aIIKTH MATKHE TKAHH.

HIHCTPYKUHA TI0 IPHMEHEHHIO KA MEIHIHHCKOE HIACIHE:
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2- 3aTan XMpypruyeckoi onepaymm

1 Mocne 3aXWBMEHMA CAM3UCTOW O0OO0NOYKM aNbBEONIAIPHOTO TPebHS U 3aBepLUeHUS
OCTEOMHTerpauum oO6HaXXUTb BUHT-3arNyLWwKy, CAenaB pa3pe3 B MATKUX TKaHAX B MecTe, B
KOTOpOe 6bl/1 yCTaHOB/IEH MMNNaHTAT.

2. Y panuTb BUHT-3arNyLWwKy U NOACOEAUHUTL JopMuMpoBaTe/b AeCHbl. B cnyyae npuMeHeHus
abaTMeHTa My/NbTUIOHUT MCNOMb30BaTh 3alMTHbLIA KONMavyoKk. epef nofcoefuHeEHUEM
3aXUBAAOLWero abatMeHTa, He06X04MMO yaanuTb BCE HapacTaHWs KOCTHOW TKaHW NOBepX
MMnaaHTaTa ¢ MICNOb30BaHWEM KOCTHOMO npoduns.

3. 3alWnTb MATKNE TKaHN BOKPYT (POPMMPOBATENS AECHbI.

Y cTaHOBKa (POpMMpOBATENA LECHbI

1. Y6eanTtbCA, 4TO MMNIAHTAT YCTAHOB/IEH KOPPEKTHO B COOTBETCTBUUN C MAAHOM NEYeHUs.

2. TpoBepuTb [JaTty WUCTEYEHUA CpPOKa XPaHEHUd U COCTOSHWE YNakoBKM (opmupoBartens
AECHbI, BbIGUPaTb N3fenne, COOTBETCTBYHOLLEe N0 pa3Mepy.

3. TlpoBepuTb YNaKOBKY W3[4eNMA Ha Haauume NOBPeXAeHWin. B cnydae noBpexpeHus
YNaKoBKW YTUIN3NPOBATL U3aefnne.

4. Bce WHCTPYMeHTbl ANS XUPYPruyeckoi onepauumn [OMKHbl HAXOAUTLCA B CTEPUIbHOM
COCTOAHMY Mnepej UCMNOJSIb30BaHMEM.

PuncyHok 1 MocnefoBaTtesibHOCTb CBEP/IEHNA
®pesa (J/InHgemaHHa) Lindemann, HauvanbHaa pgpenb (thpesa), xupyprudeckas gpenb (thpesa)
120006/M1H / 35-45H.CM - KOpTUKaNbHbI METYMK: 50 06/MUH / 30H.cm
KopTukanbHas hpesa: 50 06/MnH / 30H.cm (ana ctaH4apTHON Harpysku)
MmnnaHTaTtbl 05.5 x 10 MM (Tun Koctn D1/D2)

Mmnnantatel 03.5 x 10 mm (Tvn kocTtn D1/D2)

®pesa ®pesa ®pesa MeTumnk
TTAHTTPbIAHHS HayanbHasa x~pyjamecjcaa KOPTUKaNbHbI i
022 03.0 035

02J

a
@

10mm

JwBrakoTuna

1 bIM
*ECM nioTHOCTb KOCTU HI3Kast 1 Msrkast, npoceepnvte 10 mm ceepriom Lindemann O 2/] n yctaHoBuTe uvniaHTar

MmnnaHTatbl 04.0 x 10 mm (Tun koctn D1/D2)

P pesa dpesa MeTuynk
HayanbHas *Y>Yprueckas xq'YJ:“««:Kaﬂ KOpTUKaAblo i
NuiaemanHa
023
10 bIn ®
ANnHa KoHYnKa
1MM *Ecnn MNNOTHOCTb KOCTU Hn3kaa n markas, npocsepnaute 10 Mm ao 0 3,0 xupypruyeckoin ~3e3oii, a 3aTeM ycTaHOBUTEe MUMNnNaHTaT

WHCTPYKLMS N0 NPUMEHEHUIO HA MEAWLVHCKOE U3ae/ue:
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WmnnanTtatel 04.5 x 10 mm (Tun koctn D1/D2)

dpesa
®pesa Ppesa Ppesa Ddpesa npypwyeckas  MeTuvK
}'I)[(Jn eMaHHa HayanbHas XXypreveckas —LWpypruyeckas KOPTBC&/TbHbIN
053
10 bl
AnuHa KoHunca
1bMm *ECNM NNOTHOCTb KOCTW HU3Kas H Msrkasi, rpoceepnnte 10 bibl 40 0 3,5 «hypruuecko6 (pesoid, a 3aTemM yCTaHOBWUTE UMMIAHTAT
mnnaHTatel 05.0 x 10 mm (Tvin KocTH D1/D2)
(hpesa Xxupypruyeckas
®dpesa Ppesa MeTunk
N3ewcblaHT HavanbHas KopTucanbablii
023 03.5 04.0 04.5 0S.0

HOMmbI

Auwa KoHYnKa

1 o
‘Ecnn NAOTHOCTb FOXNW HU3Kas W bisrkaa, npocsepnute 10 Mm o 0 4.0 xupyprudecmbl! dpe3oid, a 3aTeM YCTBKXUTE UMMNIAHTaT
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thpesa Xpymmnyeckaa

®pesa MeTunk
NnHgemakHa KOPTUKB/bKbIA
02J 053
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@

10 mbl

AnnHa KoHuuKa

Lmm *£CAMN NNOTHOCTb KOCTU HW3Kas U bisirkasi, MpocB MLITe 10 MU CMpanbKbLl cBepsiom 4o 0 4,3, a 3aTeM YCTaHOBWTE MMM/IAHTaT

8. OnucaHune n3genuns, NPUHUNN AeACTBUA U XapaKTEPUCTUKN MeAULMHCKOFO n3genns

8.1. O6uiee onncaHme
MmnnaHTtatbl IS-11 active Fixture, IS-11l active Fixture npeacTaBnfaldT CO60M BUWHT,
KOTOpPbI/i BBMHUYMBAETCS B Ye/IHOCTHYK KOCTb ANS 3aMeHbl OTCYTCTBYIOLLIET0O KOPHSA 3yb6a Wnaum
HeCKONbKMX 3y60B. MmnnaHTaT GopMupyeT (YHKLMOHANbHYK CBf3b C KOCTbK, KOTOpas
Ha3blBaeTCA OCTeOMHTerpayuein. Takum o6pa3om, wuMnINaHTaT [AelcTByeT B  KayecTBe
MCKYCCTBEHHOT0 KOPHSA 3y6a WMAM CAYy>XWUT ONopok ANsS HECLEMHOrO0 WA CbHEMHOF0 3y6HOro
npoTesa AW NpoTe3a YearcTu, a NPoTe3bl COEAMHEHbI C UMNIAHTAaTOM NOCPEACTBOM BUHTA.

WHCTPYKLMA MO NPUMEHEHWIO HA MEAULMHCKOE U3AENE;
CucTeMa XMpypruyeckon geHtanbHoli nmnnaHTaumm Neobiotech. Bepcus 2. CTpaHmu,a 10 n3 20
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MmnnaHTaT [feHTanbHbIA  nNpegHasHayeH ANns  OAHOPA3OBOr0  UCMOMIb30BaHMA U
NMOCTaB/NAETCA B CTEPUSIbBHOM BUJE.

MmnnaHTaTel MMeEOT pe3bb0BO  Kopnyc And  o6ecrneyeHMs  MepBOHavaNbHOWM
CTabunbHOCTM M YBe/IMYEHUA  NAOoWafn  MOBEPXHOCTM»  4TO  ynyyuwaeT  rnpouecc
OCTeOMHTEerpaymun. YrnybneHHas pessb6a ¢ warom 0,8 MM Ans MMNAaHTaTtoB cuctembl IS-11
active Fixture nmeet gu3aiiH nepeBepHYTOro TpeyroabHMKa ana 60see NPOYHOro 1 cTabmabHOro
Ha4yanbHOrOo 3auenieHns MeXxay KOCTbH M MMMNAaHTaTOM, KOTOPOe OTHOCMTCA K MeXaHWYeCKOoiA
cTabunbHOCTU, NO3BONAET 3P(PEKTUBHO BblfepXXMBaTb BEPTUKANbHbIE U GOKOBbIE HAarpysku. Y
nmnnaHtaTos IS-11l active Fixture yBenmyeHHasa nnoulagb KOHTaKTa Mexay warom pesbbbl 0,9
MM TakKXe Crnoco6CTBYeT MOBbMMNEHWIO CTabUALHOCTM W OCTeouHTerpayuun. LONONHUTENbHO
Kopnyc MMMNNaHTaToB OCHalWleH KaHaBKaMW, OCHOBHOE Ha3HayeHWe KOTOpbIX - aHTMpoTauuma u
OoCTeoMHTerpayusa. Anekc MMNIaHTaToB 3PMEKTMBEH MPU yCTaHOBKe U (hUMKcauuMn B KOCTU 3a
CYET CaMOyNNOTHAK L EACA KOHCTPYKLMUMN C KOHUYECKON BEPLLIMNHOIA.

Y nmnnanTtatoB IS-Il active Fixture KOpoHKOBas YacTb CHabxeHa 0,5 MM MaKpope3bb60il 1
nmeeT S-o06pasHyl0 KOHMUrypayuto, 4T0 MUHUMU3UPYET MOTEPI0 KOCTHOW MacCbl M nomoraeT
LOCTUYb HayanbHOe 3aLenneHne MexXxay KOCTbi0 U UMNIaHTaTOM.

Mo cpaBHeHWIO ¢ uMmnnaHTatamm cuctembl 1S-11 Active Fixture, y MniaHTaToB CUCTEMBbI
IS-111 active Fixture B o6nactu nnatgopmbl co3gaHa MUKPO-60po3gka U ckoweHHas 061acTb,
4yTO NpejoTBpalLaeT NOTEP0 KOCTHOM MACChl 3a CHET YNYULIEHUSA TePMETUYHOCTM OMNOPbl AeCHbI
M cnoco6CTBYeT OCTeOMHTEerpaumMy OT KOPTUKANbHON KOCTW [0 YPOBHA KOCTU. K TOMy Xe
TONUWMHA KOPOHKOBOW 4YacTu yBenn4yeHa 60/see 4em B 2 pasa No CPaBHEHUK C MMNAaHTaTaMu
cuctembl IS-1I Active Fixture (kputepuii: kpenneHue 4.0), a nnowagb pexylleld KPOMKWK
yBefnyeHa B 2 pasa.

MmnnaHTaTekl 1S-11 active Fixture

J— ® (M) BHYTPEHHUI KOHNYECKWUIA LLIECTUTPaHHUK (LUeCTUrpaHHas YvacTb);
/ COefJNHSIETCA C BepXHeli CTPYKTYpOit (abaTMeHT) 4ns NpefoTBpaLLeHns
BpaLLeHNa 1 nepefayvn MOMeHTa 3aTSXKKW MPpu YCTaHOBKE MMMJIaHTaTa.

® — (2) SLA o6paboTka NoBEPXHOCTM (MOBEPXHOCTD); YBE/IMUMBAET M/IOLLa]b
" f KOHTaKTa C KOCTHOM TKaHbH 3a CHET MPUAAHNS MUKPOLLEPOXOBATOCTH
)T/ J;ﬁ |{ NnocpeacTBOM TpaB/EHNS KMCIOTOM ¢ ucnosb3oBaHneM HCL, H2S04 n
MeXaHM4eCKoi 06paboTKM MOBEPXHOCTU rugpokcmanatutom (HA).

KoHMYecKoe Teno; Kak KOHMYeCKas CTPYKTypa, OHO yCTaHaB/IMBAETCS
B OTBEPCTUE, CO3aHHOE A/l YCTAHOBKM MMMNJIaHTaTa, M ynpoLiaeT
YCTaHOBKY.

(5) PexxylLian KpoMKa; MMeeT CTPYKTYPY, KOTOpast BbIMOMHAET (YHKLMIO
pe3bbbl KaK TaKoBOM.

PucyHok 2. UmnnaHnTat IS Il active Fixture

WHCTPYKLMSA NO NPUMEHEHWNIO Ha MeJULIMHCKOE U3fenue:
CucTtema Xxnupypruyeckoii geHtanbHoli umnnadtauun Neobiotech. Bepcus 2. CTpaHmu,a 11 n3 20
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HmnaantaTrit IS-I1I active Fixture

(@) BuyTpenumit KoHHIECKHH MECTATPAHHUK (NECTHIPAHHAR 1ACTL):
coeaHHACeTCA ¢ BepXitelt cTpYRTypoH (afaTMeHT) ANS NPeAOTBPAIRCHHA
BPAIICHHA H NEPOIAYH MOMEHTA IATIKKH NPH YCTAHOBKE NMILIANTATA.

(@ SLA ofipaboTxa NOBEPXHOCTH (IOBEPXHOCTS): YBEHIMBAET
MIOMAAL KOHTAKTA C KOCTHOH TKAHLIO 33 CYET NIPRAIHEN
MHKPOIIEPOXOBATOCTH NOCPEACTEOM TPABNCHHA KHCAOTOH ¢
ucnonsiosanueM HCL, H2S04 n mexammzeckoli ofpaGorku
NOBEPXHOCTH OKCHAOM AMOMUHHA.

(3) KoHirieckoe Teno: KaK KOHHUECKAR CTPYKTYPA, OHO YCTARABIHBACTCA
B OTBEPCTHE, CO3AAHAOE AU YCTAROBKH HMIUISHTATA, H YNPOIMACT
YCTAHOBKY.

(%) Pexcyiman KpoMKa: HMeeT CTPYKTYPY, KOTOpas BHIOJHACT QyHKIIO
peaslu xak Takopoll.

Pucynok 3. Ammnasarar IS I active Fixture

HHCTPYKUHN N0 IPHMEHERKIO HA MGIHUMICKOE HIIEIHE:
Crerema XHpyprivvecskodl aenTansuol wuMnnanTamn Neobiotech. Bepeus 2. Crpanuna 12 u3 20
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Pucynok 4. Bunt-3arinymxka

BHHT-3arTylIKa HCIIOJIB3YETCA NpPH ABYX3TalHOH MpoUeaype NMPOTE3HPOBAHHS,

TaK Kak HMIUIAHTaT AOJDKEH OBITh Hale)XXHO 3aKPhIT A0 TOro, Kak Ha JIOCKYThI

OyayT HanoxeHbl WBBL. BHHT-3armymika ycTaHaBIIMBaeTCS BO BpeMs MEPBOIO

XHpYpPrHyecKoro 3tana M yJausercs nepel yctaHoBko# abarmeHTa. U3nenue
NOJIHOCTBIO 3allMINAET BHYTPEHHIOI MOBEPXHOCTh MMIUIAHTaTa, NpeAynpexias BpacTaHHE
MATKHX TKaHell U KOCTH B OTBEPCTHE MMIUIAHTaTa, NoOc/e YCTAHOBKH 3yOHOro HMMIIAHTaTa.
BHHTHI-3arylIKH TpeQHa3HayeHbl [UIS OJHOPAa3’0BOIO MCIMOJNB30BAHHS M IOCTaBISIOTCA B
CTEPHJILHOM BHJIE.

Pucynok S. @®opMHpoBaTe/b AeCHbI
dopmupoBaTeNnb AECHbI NpeacTaBaseT coO0H BEpXHIO 4YacTb NpoTe3a HIH
BHHT C UWJIHHAPHYECKOH TroJIOBKOH, HMelomel pa3iH4yHble JUAMETP H
IUTHHY, KOTOpas MCHONb3yeTcs I0Cjle YCTAHOBKH CTOMAaTOJOrH4YeCKOro
' uMIIanTata. KOHCTPYKLHS MCNOJb3yeTcs, KOrAa TKaHH OTKPBITH JUIA
OCTEOMHTErpallii, CTOMATONOTHYECKHH HMMILIAHTAT 3aXHJI HiIH Tpedyercs
H3rOTOBHTH NpoTe3 6e3 ynaneHHs 3axuBsowmero abarmenrta. Hsnmenue
HeOOXOAUMO JUIA CO3JaHHA MNPaBHJIBHOTO KOHTYpa HEJIOCTH HJIH
(OpMHpOBaHHA TKaHeH HECHBI: OT 3TOr0 JJIEMEHTa 3aBHCHT KOHEYHbIH
pe3ynbTaT NpoTe3HpoBaHMs. [luaMeTp H BBICOTY rofOBKH (OpMHpOBATEs
JECHbl MOAGHpPAIOT B HHAHWBHIYAJIbHOM MOPAAKE, HCXOAd H3 pa3MEpOB
MMILUIAHTATa, a TakXke ocobeHHocTel 3y6HOro psana naumenra. Ot noabopa
KOMIOHEHTOB H pabOoThl CHEIHAIMCTa TaKXkKE 3aBHCHT (QHHAIBHBIA
pe3yJbTaT MpH NpPOTe3HpOBaHHH. JUIMTENBHOCTL HOIIEHHS H3AEIHsA H
CTENEHb FOTOBHOCTH K NMPOJO/KEHHIO MMILIAHTAllHH YyCTaHaBiIHBaeT crnenuanuct. [Ipu sTom
YYMTHIBAETCS COCTOAHME TKaHe#, HHIMBHAyalbHas peEaKlHs OpraHM3Ma, CJIOXKHOCTb

NpOBEeACHHOMN NpOLELYPHI.

WHCTpYKUAS 10 MTPHMEHEHHIO HAa MEAHLIMHCKOE H3AE/IHC:
Cucrema xupypruveckoft aenransHol umnaanrauuu Neobiotech. Bepeua 2. CTpaHuua 131320
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Konnayok 3awmnTHbIl gng MynbTUIOHUT - 3TO 3/1IeMEHT UMNNAHTALWOHHON KOHCTPYKLUH,
NPUMEHAWMIACA LNA YNPOWEHHOro CHATWA 3y6HOro cnenka. Ero ¢yHkuum - npugaHue
CTOMATO/IOrMYECKOM KOHCTPYKUMM 3CTETUYECKON MNpPUBAEKATENbHOCTU W  MOAENMpoBaHue
MATKUX TKaHeil B MocTonepauMoHHbIN nepuoj, a Takxe 3awmrta abaTtMeHTa OT 3arpAsHeHuin un
nospexgeHuii. OH nmeeT ocobyto (opmy, KoTopas MNO3BOASET MONYYUTb Hambosiee TOYHbINA
CNenoK C MWHWMaNbHbIM  YPOBHEM  MOBPEXAEHMA, UTO NOATBepXAaeT OTCYTCTBME
KPOBOTEYEHMUS.

8.2. OCHOBHble pa3smepbl™

Ta6bnuua 6. Pasamepbl umnnaHTaToB IS-Il active Fixture

HanmeHoBaHUe
mMogenun/ apTukyn
MmnnaHTtaTt IS*Il active Fixture Narrow

0 A, MM 0 B, mm C, MM

1 BIS3508AP 3,6 3,5 8,5
2 BIS3510AP 3,6 3,5 10,0
3 BIS3511AP 3,6 3,5 11,5
4 BIS3513AP 3,6 3,5 13,0
5 BIS3515AP 3,6 3,5 15,0
M.mn.taHTat IS-11 active Fixture Regular
6 BIS4007AP 4,0 4,0 7,3
7 BIS4008AP 4,0 4,0 8,5
8 BIS4010AP 4,0 4,0 10,0
9 BIS4011AP 4,0 4,0 11,5
10 BIS4013AP 4,0 4,0 13,0
11 BTS4015AP 4,0 4,0 15,0
12 BIS4507AP 4,0 4,5 7,3
13 BIS4508AP 4,0 4,5 8,5
14 BIS4510AP 4,0 45 10,0
15 BIS4511AP 4,0 4,5 11,5
16 BIS4513AP 4,0 4,5 13,0
17 BIS4515AP 4,0 4,5 15,0
MmnnaHTtat IS-11 active Fixture S-Wide
18 BIS5005AP 4,0 5,0 7,3
19 BIS5006AP 4,0 50 7,3

VIHCTPYKLMS MO MPUMEHEHMIO Ha MEAMULMHCKOE U3fenue:
CucTeMa XMPYPruyeckoii AeHTanbHol umnnaHTauun Neobiotech. Bepcus 2. CtpaHuua 14 n3 20
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20
21
22
23
24
26
27
28
29
30
31
32
36
37
38
39
40
43
44
45
46
47

* - INpepenbHoe OTK/IOHEeHWE +1%

Tabnuuya 7. Pasmepbl umnnantaTtos IS-111 active Fixture

AW

o

WHCTPYKLMS N0 NPUMEHEHWIO HA MEULUHCKOE U3aenue:

BIS5007AP
BIS5008AP
BIS5010AP
BIS5011AP
BIS5013AP
BIS5505AP
BIS5506AP
BIS5507AP
BIS5508AP
BIS5510AP
BIS5511AP
BIS5513AP
BIS6007AP
BIS6008AP
BIS6010AP
BIS6011AP
BIS6013AP
BIS7007AP
BIS7008AP
BIS7010AP
BIS7011AP
BIS7013AP

HammeHoBaHue

4,35
4,35
4,35
4,35
4,35
4.4
4.4
4,55
4,55
4,55
4,55
4,55
4,9
4.9
4,9
4,9
4,9
5.8
5.8
5,8
5,8
5.8

5,0
5,0
5,0
5,0
5,0
5,5
5,5
55
5,5
5,5
5,5
5,5
6,0
6,0
6,0
6,0
6,0
7,0
7,0
7,0
7,0
7,0

0 A, mm 0 B, mm
mogenn/apTukyn

MWmnnauTtat IS-111 active Fixture Narrow
IS33508AP 3,7 3,5
IS33510AP 3,7 3,5
1S33511AP 3,7 3,5
IS33513AP 3,7 3,5

MmnnaHTat IS-111 active Fixture Regular
1S34007AP 41 4,0
1S34008AP 4,1 4,0

CucTema XMpypruyeckon feHTanbHon nmnnaHTaunym Neobiotech. Bepcus 2.
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7,3
8,5
10,0
11,5
13,0
7,3
7,3
7,3
8,5
10,0
11,5
13,0
7,3
8,5
10,0
11,5
13,0
7,3
8,5
10,0
115
13,0

8,5

10,0
115
13,0

7,3
8,5

CrtpaHuua 15 13 20



7. IS34010AP 4,1 4,0 10,0
8. IS34011AP 4,1 4,0 11,5
9. IS34013AP 4,1 4,0 13.0
10. IS34507AP 4,2 4,5 7,3
11. [S34508AP 4,2 4.5 8.5
12. IS34510AP 4,2 4.5 10,0
13. IS34511AP 4,2 4.5 11,5
14. IS34513AP 4,2 4.5 13,0
15. IS34515AP 4,2 4.5 15,0
Hmnaaurar IS-I11 active Fixture Wide
16. IS35007AP 4,35 5,0 7,3
17. IS35008AP 4,35 5,0 8.5
18. IS35010AP 4,35 5,0 10,0
19. IS35011AP 4,35 5,0 11,5
20. IS35013AP 4,35 5,0 13,0
21. IS35015AP 4,35 5,0 15.0
Hmmaanrar IS-III active Fixture S-wide
22. IS35507AP 4,35 5.5 7.3
23. IS35508AP 4,35 5.5 8.5
24. IS35510AP 4,35 5,5 10,0
25. IS35511AP 4,35 5,5 11,5
26. IS35513AP 4,35 5,5 13,0
27. IS35515AP 4,35 5,5 15,0
28. IS36007AP 4,4 6,0 7,3
29. IS36008AP 4.4 6,0 8,5
30. IS36010AP 44 6,0 10,0
31. IS36011AP 4.4 6,0 11,5
32. IS36013AP 44 6,0 13,0
* . [IpenensHoe oTicIOHenHe £1%
Ta6anua 8. PazMephi BHHTR-3aTIYIKH
L
BuBT-3araymsa
Apraxyn (@) L{mm)
1. ISN300 3,19 5,45
2. ISC400 3,35 5.85
3. ISN30S 3,45 5,85
4, ISN3OM 3.45 6,85
S. ISN30L 3,45 7,45
6. ISC408 3,6 6,4
7. ISC40M 3,6 7.4
8. ISC40L 3.6 8,0
* - Npeaenvroe ovkionenne £1%
HAHCTDYXUMS IO MPHMEHEHHIO KA MEAHUHHCKOE HIACTNE:
CreTema xHpyprieckol aeuTensuol soanganram Neobiotech. Bepous 2. Crpanmna 16 u3 20
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Ta6bnuua 9. Pasmepbl popmupoBaTens AecHbl

© oND ok wWwDdN PR

-
©

n.
12.
13.
14.
15.
16.

17.
18.
10.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.

30.
31.

®opmMupoBaTeNb AECHDI

0(0) C(mm)
ISUH4002 4,0 2,0
ISUH4003 4,0 3,0
ISUH4004 4,0 4,0
ISUH4005 4,0 5,0
ISUH4006 4,0 6,0
ISUH4502 4,5 2,0
ISUH4503 4,5 3,0
ISUH4504 4,5 4,0
ISUH4505 4,5 5,0
ISUH4506 4,5 6,0
d®opmupoBaTenb gecHol Narrow
ISH402 4,8 2,0
ISH403 4,8 3,0
ISH404 4,8 4,0
ISH405 4,8 5,0
ISH406 4.8 6,0
ISH407 4.8 7,0
dopmuposaTesb gecHbl Regular
ISH502 55 2,0
ISH503 55 3,0
ISH504 55 4,0
ISH505 5,5 5,0
1SH506 55 6,0
ISH507 55 7,0
®opmupoBatens gecHbol Wi< e(3i)
ISH602 6,0 2,0
ISH603 6,0 3,0
ISH604 6,0 4,0
ISH605 6,0 5,0
ISH606 6,0 6,0
ISHE607 6,0 7,0
®opmuposaTenb gecHbl Wide (Branemark)
ISH702 6,8 2,0
ISH703 6,8 3,0

WHCTPYKLMS N0 NPUMEHEHUIO Ha MEAULIMHCKOE 13aenne:
CuncTtema Xupypruyeckoii geHtansHol umnnaHtaummn Neobiotech. Bepcus 2.
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32. ISH704 6,8 4,0
33. ISH705 6,8 5,0
34. ISH706 6,8 6,0
35. ISH707 6,8 7,0
Q—D—-O
dopmuposareasp gecubl Wide (Branemark)
36. ISH802 8,0 2,0
37. ISH803 8,0 3,0
38. ISH804 8,0 4,0
39. ISH902 9,0 2,0
40. ISH903 9,0 3,0
41. ISH904 9,0 4.0

* - IpeaenbHoe oTKAOHeHHE £1%

Taoauna 10. Pazmepsi Kosina4uka zamutHoro s MyabTHIOHHT

Koanayok 3amuTHbIi 18 MyJIbTHIOHHT

D(9) L(MM)
1. MUAHC48 4.8 4.1

* - IIpeaesibHoe oTKIOHeHHe £1%

9. Hepeqem. CTAHAAPTOB, KOTOPLIM COOTBETCTBYECT MEAHIIHHCKOC H31€JIHE

Hupextua 93/42/EEC, ISO 13485, EN ISO 14971, 1SO15223-1, ISO/IEC 17050-1, EN
1642, ISO 5832-3, ASTM F 136-13, ASTM F67-13,1S014801, ASTM F1980:07, EN556-1,
ISO 10993-1, ISO 10993-3, ISO 10993-5, ISO 10993-6, ISO 10993-10, ISO 10993-11, ISO
11137-1,ISO 11137-2, ISO 11607-1, ISO 11607-2, MEDDEYV 2.7.1 Rev.4., KS I ISO
14644-1, KS Q 1SO2859-1.

CnpaBo'-mme CTAaHAApPThl HCIOJB3YIOTCA B nocjcaHeH PC€AAKIIHH:. OpraHu3alis COXpaHA€T H

OOGHOBJIAET CIIHCOK CNPABOYHBIX CTAHAAPTOB Kak 3alHCh COOCTBEHHONH CHCTEMBI YNpaBJICHHS B
cooTBeTcTBHH ¢ ISO 13485.

10. PacmudpoBKa CHMBOJIOB, NPHMEHSieMbIX B MADKHPOBKE NMOTPEeOHTEILCKOM H
TPaHCNOPTHOH YNAKOBKH

Tabanua 11. CumBoJab! H pacmHppoBKa

Cumson Pacundpobka Cumpon Pacummdposxa

HHCTpyKUMS MO NPHMEHEHHIO HA MEAHIIMHCKOE H3ENHE:
Cucrema XHpypruueckoii aAentansHol umnianTanku Neobiotech. Bepcus 2. CTpamma 18 u3 20
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CumBon Pacumadposica Cumson Pacumdponics

“ Mpoussoaurens LOT Homep naptun
Homep no karanory g
REF ( ) «HUcnonbaosats 1o...»
ﬂ JlaTa U3rOTOBNCHUA A «Ocropoxso!»
® 3anpeT Ha NOBTOPHOE @ He #cnons3o8ats npu
NPUMEHEHRE NOBPERXACHHH YTIAKOBKH

0°C R only Haanuch «ToNbKO No
Mpenen reMnepatyps Prascription endy MPEANHCAHIO BPaTa»
1 (Ha anrn. A3ske)

Paamandontas OGpatuTech K HHCTPYKIHH
~T
L CTepraAH3aNMA m MO PHMEHECHHIO

L -
PR T He gonyckath
'ﬁ% BO3ZICHCTBUA CONHEYHORO He crepuminiosars
S, coeTs DOBTOPHO

' -l

11. TpeGopanua x TexHHIECKOMY 06CTYKHBRHHIO H PEMORTY MCAHIHHCKOr0 H3ACIHA

W3nenus B TeXHUUSCKOM OOCITYXHBAHAM H PEMOHTE HE HY KAAIOTCA.

12. CTepaan3anus, 09HCTKA H AesnHbexuHs

Komnanua Neobiotech Co., Ltd. mpuMeHser ramMa-oOiyueHHe B KadecTBE MeToAa
CTEpHIH3AIAH.

Crepworanua mifenuit  «CucreMa XHDYpruueckol JCHTAILHON HMILIaHTALAU
Neobiotech» mpoBoanTca ramma-u3myaesneM (235 kI'p).

Bamupamua crepuamzamad  u3nenmdf  «CHcTeMa  XHDYPrHYeCKo# — AEHTaIBHON
wMrnaHTanus Neobiotech» BEIOMHERA B COOTBETCTBHH € IPOTOKOMOM COTJIACHO TpeOOBaHMAM,
ONHCAHHEIM B cTasgapre ISO 11137-2.

IMonTBepxkacHHas n03a crepunmsammmu 25 xI'p Ang ypoBHA rapaHTHPOBAHHOH
crepunsHocTn 10 gBasercs mpuemnemol, MOCKONBKY MEKpoOHONOrMueckas Harpyska 1000
KOE/emuunna ¥  BepupHMKAIMOHHBIE HCNBITaHHA, BBIMONHECHHEIE C HCNONB30BaHHEM
BepHHEKAIMOHHON JI03El, COOTBETCTBYIOT KDHTEPHAM NPHEMIEMOCTH. B COOTBETCTBHH €O
cranaapToM ISO 11137, VDuMake. cocraBasier 25, 9TO HO3BOMIIET HCMONL30BaTE MUHHMAJEHYIO
no3y 25 xI'p B xa4yecTBe AO3H AIS PYTHHHON CTEPRIIH3AIMH.

13. YeaoBHA TPARCNIOPTHPOBKH, XPAHEHHS H IKCIVIYATAIHH.

TpaucnoprupoBaue H3ACAMY, YNAKOBAaHHBIX B TPAaHCIOPTHYIO Tapy, MOIDKHO
OCYHIECTBASTBCA BCEMH BHIAMHA KpPBITBIX TPaHCHOPTHRIX CPescTs ¢  cobmoseHMeM
NPEAOCTOPOKHOCTEH, YKA3AHHAIX HA TPAHCIOPTHOH Tape H B COOTBETCTBHH C HpPaBHJIAMH
MEPEBO3KH IPY30B, AcHCTBYIOIMMEA Ha TPAHCIIOPTE AAHHOTO BHAA.

Ycaosas TPaHCIOPTHPOBRHHA:
- Temmeparypa — oT 1 ac +30°C;
- OTHOCHTEJILHAA BIAXHOCTh BO3AYyXa - 0CO0RIX TpeGobanuit Het;
- atMocepHoe AaBnenne: ocoObIX TpeboBaHuli HeT.

HHCTPYKUKS IO NPHMEHEHHIO HA MEIHUHHCKOC HACAKE:
Crereama xupyprasieckolt aewransiolt iumnanrawnd Neobiotech. Bepens 2. Crpanuna 19 u3 20
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YcnoBHs XpaHEHHA: B CYXOM MeCTe BAAIH OT NPAMBIX COJIHEUHBIX JTyueil:
- TeMneparypa — ot 1 no +30°C;
- OTHOCHTeJIbHas BIAXHOCTb BO3QyXa — 0COOBIX TpeOOBaHHI HET;
- arMocdepHoe nasieHne: ocobbix TpeboBaHUM HeT.

YCcnoBHA B NOMEIIEHUAX NPH 3KCILTyaTallHH METHIIMHCKOTO H3E/ U
- Temneparypa ot +18°C mo +30°C.

14. Cpok roaHocTH

Cpok roaHoctd uMmniaHTatoB cucteMsl IS-11 active Fixture, B T.4. ¢ BUHTaMH-3arTy1nKamMu
B cocTaBe, H cucTteMbl IS-11I active Fixture — 8 neT ¢ AaTh! H3rOTOBJIEHUS.

CpOK FOAHOCTH d)opmlpoaarenei& ACCHBI H BHHTOB-3arTyHICK B OTACJIbHBIX YNTaKOBKax — 5
JIET C 1aThbl H3TOTOBJICHHA.

15. l'lopsmolc OCYIECTB/JICHHA YTH/AH3AUHH H YHHUTOXCHHA MECIHUHHCKOI0O H31€JIHA

Menuuuuckue w3neaus «CucTreMa XHPYPrHY4eCKOW JEHTaJbHOW HMMIUTAHTALMM
Neobiotech» nocne Hcrnonb3oBaHMs HX MO Ha3HAYEHHMIO OTHOCATCH K JMHAEMHMOJIOTHYECKH
ONMacHbIM OTXOAaM (M34enus, 3arpA3HEHHbIE KPOBbIO H/MJIH JpPyrMMH OHONIOrHYECKHMH
KHAKOCTAMH MAUHEHTOB, a TaKXKE H3JC/MHA, KOHTAaKTHPYIOIOHE C MAalHEHTaMH ¢
HHQEKLHOHHBIMHA O0NE3HAMHU).

B nanHOoM ciyyae MeAMUHHCKas OpraHH3alMs OCYLIECTBJAECT TONbBKO cCOOp H BpEeMEHHOE
XpaHEHHE BhIIIEyKa3aHHbIX OTX040B. COOp OCYyLUECTBNSIOT B NAKeTbl WIH B KOHTEHHEPHI
OJXHOKPATHOrO NMPHMEHEHHS C LIBETOBOH MapKHPOBKOH, MPHHATON Ul OMacHBIX MEXHLIMHCKHX
OTXOJOB B MOMELICHHH HJIH B MECTax JUIS BPEMEHHOIr0 XpaHEHHs MEIHLIHMHCKHX OTXONOB M0
nociexyoLero TPaHCNOPTHPOBAHHSA K MECTY YHHUTOXKEHHS HJIH Y THITH3ALHH.

TpaHcnopTHpoBaHHEM MEOHUHMHCKHX OTXOHOB (MCMOJMb3OBAHHBIX HMIUIAHTATOB HJIH
KOMMNOHEHTOB) H3  MEIMUHHCKHX  YuYpexAeHHH, HX  yTMiaM3auued  3aHMMaroTCs
CNeUHATH3MPOBaHHbIE OpPraHW3aliMH, HMEIOIIME JIMLEH3HI0O Ha obpaileHHe ¢ OnacHbIMH B
3MHUAEMHOIONHYECKOM OTHOIIECHHH MEIHLIHHCKHMH OTXOJIaMH.

[MoTpebuTenbckas ynakoBka, OpakOBaHHBIE HM3AEJIHA M HEHCNOJIbL30BAaHHBIE H3NENHA C
MCTEKIUHM CpPOKOM T[ONHOCTH OTHOCATCA K 3MHAEMHONOrH4eckH 6e3omacHbIM OTXOJaM
(HeonacHbIM OTXOAaM, HE HMEIOIIMM KOHTaKTa ¢ OHOMOTHYECKHMH >KHMIAKOCTAMH NalMEHTOB,
HHQEKUMOHHBIMH GONLHBIMH), NMPHOIHKEHHBIM MO COCTaBy K TBEPAbIM OBLITOBBIM OTXOJaM
(TBO). OnHako peKOMEHIYETCS YTHIH3HPOBaTh HX OTACIbHO KaK MPOMBILLICHHbIA OTXOR Yepes
CreLMaNM3MpOBaHHbIC OPraHU3alUMH, HMEIOIIHE THLEH3HIO Ha NaHHbIH BHI ACATEIBHOCTH.

C6op HeomacCHBIX OTXOJOB OCYIIECTBJAECTCS B MHOrOpa3OBbI€ €MKOCTH HIIH OJJHOpa3oBble
nakeThbl (32 HCKIIOYEHHMEM MAKETOB IBETA, NPHHATOrO [UIA OMacHbIX 0TX0a0B). OmHOpa3oBbIe
nakeThl pacrnojiaraloTcs BHYTPH MHOropasoBbIX KOHTeHHepoB. EMkoctH mns cGopa orxonos
JOMXHB ObITH NMPOMAPKUPOBaHbI M YCTaHOBJIEHBbI Ha CHICLHAILHON MIOIIAAKE (B MOMEIICHHH).
MHoropa3sosas Tapa NocJie OlOpOXHEHHS NOUIEXHT MBITBIO H Ne3HHEKUMH. [TopAIOK MBIT H
Ne3sHHPEKUHH MHOropa3oBOi Tapbl ONpeNeNAeTCs B COOTBETCTBHH CO CXeMOH ofpaiueHus
OTXOJOB B KaXKOH KOHKPETHOH OpraHH3aliiH.

TpaHCIIOPTHPOBaHHE U YTHIH3ALMUS OCYUIECTBISAIOTCS C YUeTOM TpeOOBaHUHA, NPHHATBIX 115
JaHHOM TEpPHTOPHH, B COOTBETCTBHH C CAHHTAPHLIM 3aKOHOAATEILCTBOM TOH HJIH HHOH CTPaHblI
K CONEPXKAHHIO TEPPHTOPHI HaceNeHHBIX MECT H OOpallleHHIO C OTXOJaMH NPOW3BOACTBA H

norpebeHHs.

UHCTpYKUHS NO NMPHMEHEHHIO HA MEAWLMHCKOE H1EIHE:
CHcTema xupyprideckoit aeHtanshoi wmnnantauuu Neobiotech. Bepeus 2. Crtpanuua 20 u3 20
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H&Cu Bewrsep [lpim Tayop 3 ko, 1 509, 38-21,  JOPHIIHMECKAS ®HPMA  (Ten) 026330-8660

[Dopma Ne 43)
[Texcm doxymenma Ha GH2ARICKOM U KOPETCKOM R3BIKAX udeHmuveH]

Peractpaumonnnt HoMep: 2023 — 1413

HOTAPHAJBHOE CBUAETEJLCTBO
Pxu Hesurs (Ji Iseud),

noeepeHnniii Xeo IO0nr Ky, resepanniaoro fupekropa

«Heo6atiorek Ko., JIta.»,

JIMHO SBEBINHICA KO MHE, OPH3HAI YKA3aHHYIO

noam¥ch AopepuTtens Ha npaiaaraemoit HHCTPYKIHWH ITO IIPUMEHEHHIO HA

MEAUIIMHCKOE U3JIEJIUE.

Hacrosmuwm 3acBuaeTenscTeoBaHo 7 aexadpa 2023 rona B ykasaHHOR HOTapHATBHON KOHTOpE.

HaumenoBaHHe HOTAPAATLHON KOHTOPKI:
«AH.J1.IC. HAPTHEPC»

Otrocares k [Tpokyparype 10xH0r0 okpyra Ceyna

AJIpec KOHTOpPH:
H&Cu Benuep Jlpum Tay2p, 3 kom., Ne 509, 38-21,

Humxuran-po, 31-ran, Kypo-ry, Ceyn, Kopes

/nodnuce/
IToanuce HOTapHyca
ITak, Can-Xo (Park, Sang-Ho)

[ZZexamv: Hotapuansnas konropa «J1.3J1.2C. ITIAPTHEPC», sorapuyc [Tak Can-Xo]
[[Tevamv: Hotapranssas korTOpa «JU.3J1.9C. IIAPTHEPC», HoTapHyc [Tak Can-Xo]

Hactosmas HoTapHanbHas KOKTOpa yNolHoMo9eHa ManacTpoM Ioctinrd Pecmy6mixu Kopes
IPEeaOCTABIATH HOTapHallbHEIe YCIYTH ¢ 7 dpenpana 2020 rona B COOTBETCTBEM C 3aKOHOM
Ne 15150.

210 MM x 297 MM
(Baank ¢ 3amuTol) (1 kareropus) 70 r/m?
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MepeBof faHHOTO TeKCTa BbIMOMHEH NepeBoJuYMKOM MantoLioBoit AHHOV AHAPEEBHO

noannmco

Poccuiickas depepayns
Mopog MockBsa
UeTbipHajLaToro gekabps Ase TbiCAYM ABajLaTb TPETbLErO roga

A, Bepemuii HOnus WropesHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYK MOLJIMHHOCTL MOAMNMCH
nepeeofuMKa MantoLoBo AHHbI AHAPEEBHDI.

Moanvce caenaHa B MOEM MPUCYTCTBUN.

NnyHocTb NofnucaBLLero JOKYMeHT YCTaHOB/IEHa.

3aperucTpupoBaHo B peecTpe: Ne 77/2194-H/77-2023-

YnnayeHo 3a coBeplLUeHme HoTapuanbHoro aenctams: 400 py6. 00 kon.

noannch FepboBas nevatsb fep6oBas nevatb
HoTapuyca r. MocKBbl HoTapuyca r. MocKBbl
Bepemuii 1O .U. Bepemnii HO..
FO.N. Bepemnii

Bcero npoLLHypoBaHo, MPOHYMepPOBaHO
N CKpenseHo neyarbto 43 nnct(-a,-0B).

HoTapuyc:
Poccuiickas depgepayuns

"opos MockBa
YeTblpHaguaToro gekabps ABe ThicAYN ABajLaTb TPETbEro roga

4, Bepemuii HOnms HoTapuyc ropoga MOCKBbI, Be{"CcTb
npeacTasnieHHoro*Tae ~Moxkymelrra.

3apervnctpmpo™Ni(T-§' b7 LW 114-11/77-2023-

YnnayeHo 3a oB® anbiior|> gelictens: 4400 py6

TP MpoHyMepoBaHo
ckpenn”™A”evatbto 43 nucTt(-a,-oB).
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