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1. Name of the medical device

Dental surgical implantation system Neobiotech: IS-111 active Fixture S-Narrow consisting of:

1. Dental implant, in one of the versions: I1S3SN3008AP, IS3SN30I0AP, IS3SN3011AP,
IS3SN3013AP - not more than 25 000 packages.

2. Cover-screw S-Narrow: ISC25S - not more than 25 000 packages (if necessary).

3. Healing abutment S-Narrow, versions: 1SH3003, ISH3005, ISH3803, ISH3805 - not more

than 25 000 packages (if necessary).

Implant stickers - 3 pcs. (if applicable);

Instruction for use - 1 pc.

o &

hereinafter referred to as device, 1S-111active Fixture S-Narrow, implant o fthe system IS-111active
Fixture S-Narrow. 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
Tel.:+82 33 742 2885 N
E-mail: info@neobiot*h.com
Manufacturing 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. Purpose of the device with the indication of the potential consumer, scope

3.1. Indications.

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 (he 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.
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3.2. Potential consumers

Dentist surgeons, maxillofacial surgeons and dental implant surgeons.
Scope; dental implantology, maxillofacial surgery.

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

Indications

Itis used in dentistry for restorations with the loss of one tooth, with partial loss of anterior
teeth or already existing edentulism exclusively in the lower jaw by means of making a suitable
bone bed for the jawbone.

In bones of any density and in the following clinical situations:
- The absence of one or more anterior teeth of the lower jaw;

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 wiili mental disorders, for example, alcohol
abusers, drug abusers, patients with diseases of thej™nfij™ ~d-pfcripheral nervous
system; A

- 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 fonnation 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 disease (osteoporosis, osteomalacia) or
metabolic bone disorder in advance.
— Do not reuse devices.
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- Dispose of opened devices, even if they have not been used.

- 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 perfonned by a dentist who has undergone
special training and practice. The decision on the possibility or impossibility of
perfonning 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 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.

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

- 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: IS-1ll active Fixture S-
Narrow” can be used with any permanent abutments, included in the device “Prosthetic components for
Neobiotech implants” since the design of the coupling elements of the permanent abutment {all
versions), as well as other abutments (temporary, '
bum-out, etc.) corresponds to that of implants for precise fit and easy connection “jinplant-abutment”.

“Prosthetic components for Neobiotech implants” are the upper parts of the dental implant system IS-
Il active Fixture S-Narrow. Abutment, screws, etc. are used as a support or restoration support after the
installation ofthe substructure ofthe implant.

Installation of the medical device “Dental surgical implantation system Neobiotech; IS-11l active
Fixture S-Narrow” is recoinmended to conduct by “Instruments and appliances Neobiotech for dental
implantology”, manufactured by “Neobiotech Co., Ltd.”, Korea.

From “Instruments and appliances Neobiotech for dental implantology” with dental implants, included
in “Dental surgical implantation system Neobiotech: IS-111 active Fixture S-Narrow” the following devices
can be used;

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 ofinstalling implant heads.

Drivers are tools for fixing gum shapers, suprastructure screws, installing screws fixing the prosthesis.
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A torque wrench, aratchet wrench is a tool forinstalling and tightening superstructure elements or installing
implants in cases where precise control ofthe applied force is necessary.

7. Application procedure

P* stage of surgery
1 Confirm the position of the implant, taking into account the height of the contact surface
of the adjacent tooth and the distance from the adjacent implant.

2. Make a gum incision at the site where the implant is to be placed.
3. Drill 1~2 mm in the cortical bone using a guided drill.
4. 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.

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

6. After completing drilling, check the hole depth and floor condition using a depth gauge.

7. Use a parallel or cylindrical pin to check the exact position and direction of the hole and
to evaluate occlusion.

8. 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.

9. Incase 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, FigurtJ”™elow.

10. Check the implant type, size and expiration date printed on the labeljthen open the sterile
packaging.

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

12. 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.

13. Remove the screwdriver (implant driver) for the implant by slightly lifting it. Avoid the
use of excessive force when placing the implants by using a ratchet wrench or screwdriver
(implant driver). Excessive compression of bone tissue can lead to necrosis and various
defects.

14. 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 o f excessive tightening torque,
insert slowly the implant to the desired depth, or rotate counterclockwise, and then tighten
again with a tightening torque of 40 Ncm (swing from side to side or gently rotate
counterclock-wise in case of difficulty in removing the screwdriver for the implant).

15. Connect the guide pin after placing the implant to assess the occlusion and predict the
prosthetic outcome by choosing the appropriate abutment.
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16. 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.
2"stage of surgery

1. 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.

2. Remove the cover screw and connect the healing abutment. Any bone growth over the
implant must be removed using a bone profile before attaching the healing abutment.

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 adevice
that is appropriate in size.

3. Check the device packaging for damage. Dispose of the device if the packaging is
damaged.
4. All surgical instruments must be sterile before use.

Application procedure for Healing Abutment

1. Determine the location of the cover screw by palpation ofsoft tissues or a periodontal probe.

2. Expose the cover screw using a sterile surgical scalpel.

3. Remove carefully all bone tissue that has grown over the top of the implant so as not to
damage the implant.

4. Remove the cover screw using a 1.2 hex driver by turning it counterclockwise.

5. Check for bone, soft tissue or blooA ™ dlwes inside the implant and fiseettihe surgical sike
with disinfected water.

6. Position the healing abutment over the implant using the 1.2 hex driver. Check the seating
of the screws. Then connect to the implant with 8-10Ncm by hand.

7. Suture the soft tissue.

Figure 1. Drilling sequence
Lindemann cutter, initial drill (cutler), surgical drill (cutter); 1200 rpm/35-45 Ncm - Conical laj

50 rpm/50 Ncm
Rotary cutter; 50 rpm/50 Ncm (for standard load)
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ImpUot with a (UatcCcer ol 3.2 x 10 mm (D1/D2 bone t>pe)

Lindemann Initial Surgical Cortical
cutter cutter cutter tap
01.35 ou 02.7 03.2

10 mm

drill lip

1.2mm . . . . . -
A surgical drill with a diameter of 2.2 it the last drill in the cate of soft bone (D4)

If the Cortical Tap Drill for contra angle gets stuck in a bone«
continue tapping by connecting ratchet connector and torque ratchet

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

S.l.General description

IS-1l1 active Fixture S-Narrow 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.
Instruction for Use for the medical device
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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 increased contact area between the 0.9 mm pitch also
contributes 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.

Construction of IS-Il1 active Fixture S-Narrow Implant
(M) Internal hex structure (hex part): connects to the upper structure (abutment)

to prevent rotation and transfer torque when installing the fixture.

(2) 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.

(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 2.1S-JI1 active Fixture S-Narrow Implant

IS>IIl active Rxlure S-Ninow Implants

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 removed 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 3. Cover-screw.

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 of the jaw or the formation of gum tissue: the final result of prosthetics depends
on this element. The diameter and height of the 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.

Figure 4. Healing abutment

8.2. Main dimensions*
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Table L Dimensions o fIS-111 active Fixture S-Narrow Implants

Ne  Model/item No.

IS3SN3008AP

2 IS3SN3010AP
3 IS3SN3011AP
4 IS3SN3013AP
-M

Length (mm)

aximum tolerance +1%

Table 2. Dimensions ofCover Screw SNarrow

1

Item no.
ISC25S

= - Maximum tolerance +1 %

D
(0)
3.2
3.2
3.2
3.2

(0)
3.2
32

3.2
3.2

»(0)
3.0

Table 3. Dimensions ofS~Narrow Healing Abutment.

=

ENFANN

*. Maximum tolerance 1%

Item No.
ISH3003
ISH3803
ISH3005
1SH3805

Instruction for Use for the medical device

Dental surgical implantation system Ncobiotcch: IS-111 active Fixture S-Narrow ver.2.

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

D(O)
30
38

3.0
3.8

8.5

10.0
115
13,0

L(mm)
4.8

C(mm)
3.0

5.0
5.0
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9. List of standards that the medical device complies with

Directive 93/42/EEC, 1SO 13485, EN ISO 14971, 1S015223-1,180/1EC 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, 1SO 10993-5, I1SO 10993-6, I1SO 10993-10, 1SO 10993-11, I1SO 11137-1, ISO 11137-2, 1SO
11607-1, I1SO 11607-2, MEDDEV 2.7.1 Rev.4., KS | 1ISO 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 1SO 13485.

10.Interpretation of symbols used in the labeling of packages.

Table 4. Symbols and interpretation.

Symbol Interpretation Symbol Interpretation
il Manufacturer ILOT]| Lot number
Catalogue number (part
| ref | gnumber) (p Use before
Manufacture date A Caution!
Do not use if the packaging
Do not reuse .
(D (8) is damaged
n”30-c Jonl Rx only" text- only as
Temperature limit only prescribed by a doctor (in
Pritcrtp(ion onty .
) English)
n
. e refer to the
Radiation sterilization . .
tatl tHizatl iuUnictkMU for use
oi/ N

Keep away from sunlight Do not re-sterilize

11. Rec”Muirements 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-111 active
Fixture S-Narrow “ is carried out with gamma radiation (25 kGy).

The sterilization validation o f “Dental surgical implantation system Neobiotech: IS-111 active

Fixture S-Narrow” was carried out in accordance with the protocol in compliance with requirements
described in the 1SO 11137-2 standard.
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A validated sterilization dose of 25 kGy for an assured sterility level of 10""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 1ISO 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 - +1to +30 ®C
relative humidity - there are no special requirements
atmospheric pressure there are no special requirements

Indoor operating conditions
temperature - +18 °C to +30 °C

14. Shelf life

Sheflife: 5 years from the date oTfrianufacture. K-

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

The medical devices “Dental surgical implantation system Neobiotech: IS-111 active Fixture
S-Narrow” 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
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.
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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 determined 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.
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1. HanmeHoBaHWe MeAULVHCKOrO MU34enms

Cuctema xupypruyeckoin geHtanbHon nmnnaHtauum Neobiotech: IS-I11 active Fixture S-Narrow
B cOCTaBe:

1. mnnaHTaT AeHTanbHbIA, B OAHOM W3 BapuaHToB wucnonHeHusa: IS3SN3008AP,
ISSSN3010AP, IS3SN3011AP, IS3SN3013AP - He 60nee 25000 yn.

2. BuHT-3arnywka S-Narrow: ISC25S - He 6onee 25000 yn. (npn Heo6X0AUMOCTH).

3. ®opmupoBaTenb AecHol S-Narrow, BapuaHTbl ucnonHeHusa: 1ISH3003, ISH3005, ISH3803,
ISH3805 - He 6oniee 25000 yn. (npn HEO6XOAUMOCTH).

4. Hakneliky umnnaHTata - 3 WT. (B cNyyYae NPUMEHEHUS);

5. MHCTpyKUMA no skcnayataumm —1 wr.

panee no TekcTy - mgenve, umnnadHTaT IS-111 active Fixture S-Narrow, umnnaHTaT CUCTEMbI
IS-111 active Fixture S-Narrow. BUHT-3arnywka, oopmMupoBaTeNb LECHbI.

2. CaefeHus o pa3paboTumke, NPpoM3BOANTENE N YNOSTHOMOYEHHOM MNpeacTaBuTene
npov3BOANTENS

Pa3paboTuunk
Neobiotech Co., Ltd. («Heob6aioTek Ko., /IT4.»)
70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea
Ten.:+82 337422885
E-mail: info@neobiotech.com

MpownssognTens
Neobiotech Co., Ltd.
70, Sinpyeong-ro, Jijeong-myeon, Wonju-si, Gangwon-do, Republic of Korea
Ten.:+82 337422885
E-mail: info@neobiotech.com

Mpon3BoACTBEHHbIE NJIOWALKN
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

YNOoNHOMOYEHHbI NpeAcTaBMTeNb NponM3BoANTEeNa B Poccuiickon ®egepayunm
O6L,ecTBO C OFpaHNYeHHON 0TBETCTBEHHOCTbIO «JTAB ALEHTA/b»

127015, Poccuiickas ®egepaymns, Mocksa, ynuua Batckas, gom 49, ctpoerue 2, 3 2 NOM | KOM 60
TenegoH +7 (499) 652-77-10; Email: info@gl-dent.ru

3. HazHayeHue wu3gennsa ¢ YyKasaHUEM TMNOTeHUMabHOIO I'IOTpEﬁVITeﬂFl, obnacTb
NPUMEHEHNA

3.1. Ha3dHauyeHune

N3genvne npefHa3HayeHO 41s UCMOJb30BaHWS BO BPEMS XMPYPrUYecKor UMMNIaHTaumMm LeHTabHOro
MMMNaHTaTa B afbBEONAPHYIO /UK 6a3a/bHY0 KOCTb HVDKHEN YeNitocTU B KAa4yecTBe OMOPHOW 4vacTu B
(bopme pe3bO0BOro BUHTA A4/ YCTaHOBKM M (hUKCAUUWM [eHTa/lbHOro npoTesa (Hanpumep, MOCTa,
OTfeNbHOro 3yba, MOKPLIBHOTO MpoTesa) NpW afeHTUW W nocne yganeHus nepegHux 3y00B HUDKHEN
YentcTu.

VIHCTPYKLMS MO NMPUMEHEHMIO Ha MEAULIMHCKOE U3fenue: CUCcTeMa XUPYPruueckoi AeHTanbHO MMNNaHTaLum
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3.2. llorenuHanLubie NoTpebATENN H 00.32CTL NPEAMEHERRS

CToMaTONOrH-XUpypIH, YeHOCTHO-IHIEBbI¢ XHPYPrH H XHPYPri-HMILIAHTOOTH.
OOnacTs IpAMEHEeHAA: ACHTAIbHAY AMILIAHTOJIOTEA, YC/IIOCTHO-JIHLICBAsA XAPYPrHs.

4, NokazaHHd, NPOTHBOMOKAIAHAS H BOIMOXKHBIE Nobounnie 3ddexTHl, cBUlaAHHEIE ¢
NPHMEHCHHEM MEIHNNHCKOr0 H3AeMHUS 110 HAIHAYICHHI0

ITokazanns:

Henonesyercss B CTOMATOJIOTHH AnS pectaspanmii npH noTepe oaHore 3yGa, npu
4aCTHYHON moTepe mEepeARHX 3y00B HAN yike CYIMECTBYIOMEM 3JICHTYIHIME HCKIHOTHTENLHO B
HHOKHed YemoCTH NOCPeACTBOM M3TOTOBJIICHHA COOTBETCTBYIOWIETO KOCTHOIO NOXKA [iA
YeMOCTHOM KOCTH.

B KocTH moGoi NIOTHOCTH H B CNEAYIONIHX KITHHHYSCKHX CHTYANMSX:

— OTCYTCTBEE OSHOTO HITH HECKONBKHX TICPEIHHX 3y60B HIKHEH 9emocTn;

HlpoTHBONOKaAZaHHUY:

— [IpoxoxnaeHHe Mydenol Tepanny JUIq JICYCHUS ITOKAYECTBCHHON Oy X0

— TaureHTH, HMeOLIME MPOONEMEI C COOTHOIIEHAEM HenocTell B okkmosnelt

— TMaumeHTnl ¢ HHEpeKIMel MNONCCTH PTa HIH BOCHANCHHEM (HECOOTBETCTBYIOIAA
IHTHEHa MOJIOCTH Pra, OPYKCHIM, KCEPOCTOMH)

— bepeMeHnnme, KypsiMe DAIMEHTH, NAUMEHTH C DCHXHYECKAMM paccTpoiicTBamu,
HAaOpHMEp, 3NOYHOTPeOMIONME  QJIKOTONEM, HAPDKOTHKAMH, DAIMCHTH ¢
3abosieBaHis LCHTpANbHOH ¥ nepudeprHuecKold HEPBHOM CHCTEMEL.

— 3abonepaHHA KPOBM H KPOBETBOPHEIX OpPraHOB MJH JAeKOMICHCHPOBAHHHE
s3afoneBaHud cepAeuHO-COCYZHCTOM CHCTEMBI

—~ AJneprus Ha COCTARIAIONUME H3ACITHIA.

~ O0mue NApOROHTANBHKIE H XHAPYPrUYEcCKMEe OCHOBAHHA JUIS OTKasza ot Jnoboro
BMCIIATEILCTBA

Bo3pacTHBIE OrpaHHYEHHS CYINECTBYIOT TOJBKO JUIA MOJIOABIX JOAECH He AocTHrmmx 18 ner.
JTO CBA3aHO € TeM, YTO Y HMUX €€ He 3aKOHYEH pPOCT KOCTHOH TKaHH H ¢OpPMEpOBaHHE

NpHKYCca.

Bo3moxnasie noboynsie KThI:

— MoryT BO3HHKATE OCNOXHCHHA, HANPUMED, BCNMPABUIBHBIN NPHKYC, NapecTe3ud B
pesyibTaTe HEBPOJIOTHIECKOIO MOBPEKACHHSE, HHPSKIHA, TPABMA HIIA NOBPEKICHHE
JApYTHX 3yOOB MM KpOBEHOCHHIX COCYNOB, OTEK, MOAKOMKHOEC KPOBOTEUCHHE,
muckoMbopt B 60Jb, A3Ba MATKUX TKaHEHH.

— Ocna0OneHne BHHTA MMIUIaHTaTa, OOpasoBaHUe TpPEINMHE B MMIUIAHTATS MM
nporese.

— JledekT XOCTHO#H TKAHH BOKPYT HMIUIAHTATA H MYKO3HT,

HRcTpyxuss 10 NPHMERCHIIC HA MEXHIBMHCKOS Hanenue: CHETEMA XHPYPITICCKoH ACHTATLHON HMILIAHTAIMH
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5. Mepni mMpenocTOpOEHOCTH

— JIpeasapHTeNbRO TIATENLHO HCCIEN0BATH COCTOSHHE MAIMEHTOB ¢ 3a00/eBaHMAMH
KOCTHO# TKaHH (OCTE0mopo3, OCTEOMANALMA) HIIH HAapyIIEHHAMH KOCTHOrO oOMeHa.

— He Hcnons30BaTh H3AEIMA NOBTOPHO.

= YTH/M34pOBaTh BCKPHTHIC H3AeM1s, faxe eC/IH OHH He HCTIONb30BAINCh.

— Wsaenua mmamerpom 3,25 MM HIH MEHEE A0/DKHEI HCHIONB3OBATECA HCKIIOUYMTENLHO
WA nepeganx 3y0oB HIKHEH 4eMmOCTH BO H30EKaHME MMEPEJIOMOB H3-3a upe3MepHol
OKK/IO3HOHHOH Harpy3KH.

— [Ilponmexypy HMNAAHTAIHH MOMXET NPOBORUTH TONBKO CTOMATONOr, MPOLICAIIHH
coenManbHoe OOYuUCHHE M OPaKTHKY. PemneHHe 0 BO3MOXHOCTH MMM HEBO3MOXHOCTH
DNPOBEACHMS ONEpallHK AeHTANbHON HMIUIAHTAIME IPHHHMAEST TONBKO BpaY.

— [Ilepea mpoBencHMEM HMOJAHTANMM Bpay RO/DKEH MOMHOCTBIO OCBOUTL MCETOMMKY,
xoTopyio Oyaer mpuMeHaTs. Kpome 3Toro, oR AoneH BLIGpaTh HauGosnee nmomxoamumuit
BHJ MMILIaHTaTOB. HenpasuntHeil DOAXOA K NAUMEHTY ¥ HENpaBWIbHOC NPUMEHEHAE
METOAOB MOTYT CAYXKHTHL APHYHHAMH HeyAaqdHOH MMIUIAHTAlMH 3y6OB MNM IOTEpH
[POYHOCTH KOCTel BOKpYT HMIIAHTATOB.

— TlanuentaM, o0mafgalomMM HVIMIIHCH CHIOH YyKyca, HYKHO CTaBHTH HMIUIAHTAT
JXOCTATOMHOH TONIMIMHL K JUIHHEI BO H30CKAHNE €10 NEPEIOMa.

— Hsnemne crepbHO M JODKHO OHITH MCTIONB30BAHO CPA3y MOCHAE BCKPHTHA YIAKOBKH
nepe NpoBEACHAEM ONCpaHH.

— 3aspaeame © MP-COBMECTHMOCTH: JaHHOE H3ENHE HE MNPOXOJAIO OLCHKY
6e30macHOCTH ¥ COBMECTHMOCTH I HCNo/b3cBaHuA B MP cpese. OHo He npoxoamno
HCNBITAHAS HA HATPEB, CMCIICHHE H apTedakThl (HEAOCTOBEPHOCTH) H300paXeHHA B
MP-cpexne. besonacuocTs u3genus B MP cpeae HenzpecTHAa. CKARNPOBAHNE NAIMEHTA,
KOTOPOMY YCTAHOBJICHO M3AAC/THC, MOXKCT BECTH K TPABMHPOBAHHIO [IAIIACHTA.

6. HadopManus 0 COBMECTHMOCTH

HUmruiaHTaThl RCHTANbHBIC, BXOAALIHE B cOCTaB «CHCTEMbl XHPYPrHUECKOH ASHTANLHON WMILIANTAMH
Neobiotech: IS-IIT active Fixture S-Narrow», pexOMEHAYETCA INPHMEHATh COBMECTHO ¢ JUOSHIMM
NOCTOSHHEIMY A0ATMEHTAMH M APYTHMH KOMTIOHCHTaMH, BXOAAIUMMH B COCTaB M3fenus «KoMImoHeHTs!
NPOTETHYECKHE ANd KMIaHTaToB Neobiotech», TAK KaK KOHCTPYKUHA 23MEMEHTOB COMNPKSHMS
MOCTOAHHOrO abaTMeHTa (BCEX BAPHMAHTOB HCTIONTHEHMA), KAK K MPOUMX AGATMEHTOB (BPEMEHHBIX)
COOTBETCTBYET KOHCTPYKUMH MWMIUIAHTATOB [/ TOMHOrO MNPHACrAHHUR H JIETKONO COCAWHEHHA
«HmmnarTaT-a6aTMedT?.

«KomnoneHTs mpoTerHueckue ang nMnnanTatos Neobiotech» npeacragnsor coboit Bepxure yacTy
cromMaronornueckoil cucTemst wmmnanTatoB Neobiotech: IS-INl active Fixture S-Narrow xoropsmie
HCTIONL3YIOTCA B KAUSCTBE ONOpH WM MOAMCPKKH PECTABPALMH MOC/Ie YCTAHOBKH CYGCTPYKTYpH Ha
HMNNBHTAT.

YCTaHOBKY MeEARIMHCkOro HyaeaMx «CHCTEMB XMDYPIUMeCKON OeHTANbHON HMMIaHTaUMW
Neobiotech: 1S-lIl active Fixture S-Narrow» pexomenmyerca nposogums «HHCTpyMeHTaM# M
nprcnocobnennamMu Neobiotech min aenransnod HMnanTonorin», nponssoactea Neobiotech Co., Lid.,
Kopes.

H3 wucTtpyMenros M npucnocoGuenwdi Neobiotech mna  gewransmoit  MMmIaETOROHH
HEMOCPCACTBEHHO ¢ MMIVIAHTATAMH AEHTANLHEIMM, BXOJAMMH B cOCTaB CHCTEMB XHPYprHdYeckoH
AeHTanbHoH HMInaHTauuH Neobiotech: IS-I11 active Fixture S-Narrow nenoasayiorca:

UBCTPYKIHA N0 NPHMCHCHIIO HA MCAHUMKCKOE HAACME: CUCTEMA XUPYPIAICCKOi JCHTANLHON HMILIAHTRIHK
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HMnnaHToBBOABI — MHCTPYMEHTH A1 YCTAHOBKH MMIVIGHTATOB WIM HX BHYTPUKOCTHHIX
3NEMEHTOB B KOCTHOE Noxke. X HasHaueHne — 3apHKCHPOBATL MMIVIAHT 1S NPEACTBPALICHHA KOHTAKTS
€ro BHYTPUKOCTHON YACTH ¢ PYKAMM H BO3MOXKHOCTh KOPPEKTHON YCTAHOBKM B JI0XKe.

Knioun — HHCTpYMEHTH A3 HMIVIBHTOJIOIMH, HCNOJNb3yeMbleé ANM8 YCTAHOBKHM BHHTOBBIX
HMILIAHTOB.

Ananrephl — KAIOSH, NPHMCHASMBIC € I1€/IhIO YCTAHOBKH rojl0BOK HMIUIAHTOB.

OTBEpPTKH — MHCTPYMEHTH AnA (ukcauyMy (opMupoBaTencil AECHBl, BHHTOB CYNpPAcTPYKTYphl,
YCTAHOBKM BHHTOB, (PHKCHPYIOIIHX TIPOTE3.

JHaMOMETpHYECKH KiIOM, KAIOY-TPEIIOTKA — HHCTPYMEHT 418 YCTAHOBKM H 3aTKKH 3/IEMEHTOB
CYNPaCTPYKTYPH HAH YCTAHOBKHM WMIUTAHTSTOB B TeX CNTyHadX, Koraa HeoOXonuMm TOUHBIA KOHTpons
NPHKIAZHIBAEMOTO YCHIMA.

7. llopuaox NpEMeBeHHS

1-# 37an xupypruseckoif onepanuu

1. TloaTBepauTL PacIONOXCHHC WMILIAHTATa, YIMThIBad BHICOTY KOHTAKTHON DOBEPXHOCTH
coceHero 3yba U pacCTOAHME OT COCEAHETO HMIUIAHTATA.

2. BemONHHTH pa3pe3 JECHH B MECTE, i€ AOJDKeH OLITh YCTAHOBJICH HMILIAHTAT.

3. IlpocBepmare 1~2 MM B KOPTHKANLHOM KOCTHOM TKAHH C HCTIONE30BAHMEM CBEpNa C
HanpasJsiomeis.

4. TloxcoenuHHTL CTONOP COOTBETCTBYIOMCH MIHHEI K OEPBAYHOMY CBepily (HadaibHag
¢pe3a) c yuerom HeobxoauMo#i rIyOHHEI MMINAHTANEHM (PEKOMEHAOBAHHAS CKOPOCTh
1200 06./Muna). HeofxoauMO YIATHIBATS, YTO CBepno ((Pppesa) AMHHAEE, 9eM HMILIAHTAT,
MAKCHMYM Ha 1,2 MM.

5. B npomecce cBepneHHs HeOOXOAHMO BEIIONHATE AOCTATOMHOE OpOWICHHE M)A
MHHAMHA3AIAA NOBPeXIeHHS KOCTHOH TKaHH HOA AcHCTBHEM Temna.

6. Ilo 3apepIieHHH CBEpNeHHA NPOBEPUTH IIyOHHY o6pa6a’mmaeuoro OTBEpPCTHS H
COCTOSIHHE €ro AHA ¢ ACNONBL30BARAEM IITyOBHOMepa.

7. Hcoomb3oBaTe napaUienbHbI WM OUiHHApHYecKHMi mMTHGT W14 NPOBEPKM TOYHOrO
PacloIoNKCHAA H HAIIPABJICHHA OTBEPCTHA, 2 TAKXKE OLICHKH OKK/IIO3HH.

8. Buifpath chnmpanmbHoe CBepJIO COOTBEICTBYIOINEro pasMepa COTJIACHO JAMaMeTpy
HMIUIAHTaTa ¥ [OACOCAMHHTL COOTBCTCTBYIOMME cTomop cormacHo riybune
HMIUIAHTANHH, IPOCBCPJIMTH OTBEPCTHE HA MONHYIO WIHHY.

9. B cnyuae nnoTHOCTH KocTHOM TkauW D4 cBepiMTE 10 NpeARAymIEro 3Tana ¢
HCNONB30BAHHEM KOHEYHOTO XHMPYPrHYECKOrO CBep/a; B CAydYae IUIOTHOCTH KOCTHOM
TKaH#u D3 cBepAnTL R0 KOHEUHOIO XMPYPrHdecKOro caepia. B cnyuae mioTHOCTH KOCTHOH
TRaH® D1 unmu D2 ucnons3osats NpodHIbHE /KOPTHKATHHBIN METIHK (A1 HeMeATeRRON
HAarpy3kn) WIH CTOMATONMOTHYECKYIO Pa3BepTKy/KOPTHKAILHOS CBEPNO (WA CTARAAPTHOM
HArpy3KH) (peKOMCHAOBAHHAA CKOPOCTH XHMPYPrHYeCKOro METHHKa cocraBinger 50
06./Mun). CM. katanors ® OpONIIOPH OTHOCHTEJBHO TOAPOGHBIX XHPYPrHYECKHX
TIPOTOKOJIOB, picC. 1 HuXe.

10. [IlpoBepuTh THI MMILIAHTATA, PA3MEP H JATY HCTEYEHHA CPOKA XPAHCHMA, HAlCYATAHHELIC
Ha 3THKETKE, 3aTEM BCKPLITH CTePRIBHYIO YIIAKOBKY.

11. TloacoeauHuTs OTBEPTKY (MMIJIAHTOBOM) A1 MMIIAHTATA, KOTOPAd YCTAHABIHBACTCS HA
HAKOHEYHHK WIH TPEMOTOYHEI KoY, NEPIICHARKYNSPHO K HMIUIAHTATY.

HHECTPYXUMS 110 NPHMCHCHHIC HE MEIHIMHCKOE HiAeane: CHCTEMA XHPYPIUMECKOH ACHTANLHOMN MMARARTAMY
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12. Cobmonzath OCTOPOXHOCTb BO H30€XaHHE KOHTaMHHALIHH METAUIOM HIH CJIIOHOH MpH
nepeMeleHH HMIUIAHTaTa BHYTPH POTOBOH MOJIOCTH. YCTAaHOBHTH MMIUIAHTAT B
OTBEPCTHE, MOCJIE YEro BCTaBUTh HAa CKOPOCTH 25~35 06./MMH npH NOMOIIM HAKOHEYHHKA.
3aBeplIMTh MMIUIAHTALMIO B KOCTHYI0 TKaHb C HCHOJb30BAHHEM PEKOMEHIOBAHHOTO
3HaYEHHSA MOMEHTa 3aTaxkH 35~45 H*cM. MoMeHT B npouecce MMILIAHTALMH HE AOJDKEH
npesbitiath 50 H*cM. YcraHoBHTh MMNnaHTaT He Gonee yeM Ha 0,5 MM HHXe YpOBHA
aTbBEOJIAPHOro rpebHs Ui MUHUMH3ALMH YTPaThl KOCTHOM TKaHH.

13. H3Bneub OTBepTKY (MMIUIAaHTOBOZ), cierka npunogHse ee. He nomyckath npHMeHeHHs
H30BLITOYHON CHIIBI IPH YCTAHOBKE HMILIAHTATOB B CJyyae HCNOJIb30BAHUA TPELLOTOYHOIO
KJIIOYa HJIH OTBEPTKM (MMIIaHTOBoja). M36bTouHas KOMNpeccHs KOCTHOH TKaHH MOXeET
NPHBECTH K HEKPO3y U Pa3IM4HBIM AedeKTaM.

14. B cnyuyae cuiabHOro conpotuBieHHs (npubnusutensHo 50 H¥cM), u3Bneys MMMaHTAarT,
NocjIe Yero UCrnosb30BaTh cBepio ((pesy) 6onbimero aMaMerpa HIH BLITOJHHTH Hape3Ky
pe3bObl € HCNOJL30BAHHEM XHPYPrHYECKOro MeT4YHKa. TeM He MeHee, B cCiy4yae
H30bITOYHOrO MOMEHTA 3aTAXKKH CJIEAYeT MEMJICHHO BCTaBHTb HMIUIAHTAT HA JKENAEMYIO
rrybuHy nm6o noBopauMBaTh NMPOTHB YacOBOM CTPENKH, a 3aTeéM CHOBAa 3aTAHYTb C
MoMeHTOM 3aTskku 40 H*cMm (B cinyuyae 3aTpyAHMTENBLHOrO HM3BJICHEHHMS OTBEPTKH UIA
MMIUIaHTaTa MOKa4yaTb W3 CTOPOHBI B CTOPOHY H/IH aKKypaTHO MOBOPaYHBaTh NPOTHB
Y4acCOBOM CTPEJIKH).

15. Tlocne ycTaHOBKH HMMIUIAHTaTa MNOACOEAMHHTb HANpPaBAAIOWHA IITHGT [UIA OLEHKH
CMBIKaHHS 4eNlocTedl W MPOrHO3HPOBAHMA pe3yibTaTa MPOTE3HPOBaHMS 3a CUET Bhibopa
COOTBETCTBYIOLIEro abaTMeHTa.

16. TloacoeAMHHThL BHHT-3aNIyWIKY J[UIS 2-3TanHOH XHMPYPrHuYecKO# oOmnepauMd HIH
¢opmupoBaTenb AecHbI 1A 1-3TanHON XHpYPru4ecKoM onepalHy ¢ MOMEHTOM 3aTAXKKH 8-
10 H*cM Bpy4HYIO H 3alIMTh MATKHE TKaHH.

2-# aTan XHpypruyecko# onepauuu

1.  Tlocne 3aXHBIEHHA CIH3HCTOH OOONOYKH &IBLBEONAPHOro rpeOHA M 3aBepLICHHSA
OCTEOMHTErpalMH OOHaKWUTb BHHT-3arNyIIKY, CAC/IaB pa3pe3 B MATKHX TKaHAX B MECTe,
rae ObUl YCTAHOBJIEH HMILJIAHTAT.

2.  YiaamHTe BHHT-3arIylIKy H  MNOACOEAHHHTE  ¢opMHpoBaTenb ngecHbl.. [lepen
noJacoeIMHEeHHeM (GopMHpOBaTeNs HEOOXOOHUMO YIAIUTh BCE HapaCTaHHA KOCTHOH TKaHH
NoBEPX UMILIAHTaTa C HCMOJIb30BaHHEM KOCTHOTO Mpodus.

3.  3ammTh MArKHE TKaHH BOKpYT (POPMHpOBATENS JECHBI.

YcranoBka dopMupoBaTens JeCHbI

1.  YGenuTbCs, YTO MMIIAHTAT YCTAHOBJIEH KOPPEKTHO B COOTBETCTBHH C TJIAHOM JICUEHHS.

2. TlpoBepHTb naTy HCTEHEHHs CPOKa XpPaHEHHS H COCTOSHHE YNaKoBKM (OopMHpoBaTens
JECHBI, BBIOpaTh W3/e/He, COOTBETCTBYIOLUEE MO pa3Mepy.

3. TlpoBepHTh YNaKoBKY H3ZA€/HA Ha HaIMuMe MOBpexaeHWH. B ciyyae nospexaenus
YNMaKOBKH yTH/IM3HPOBATH H3IEIIHE.

4. Bce HHCTPYMEHTBI U XHPYPrHYECKOH OMNEpallHH MODKHBI HaXOAMTHCA B CTEPHUILHOM
COCTOSIHHH Neped HCMONb30BaHHEM.

Ilpoueaypa ycranoBkH GpopMHpOBaTE/IS A€CHbI

HHCTPYKUHA 110 IPHMEHEHHIO HA MEMLIMHCKOE H3AeaKe: CHCTEMa XHPYPrHYECKOR 1CHTANLHOH HMILTAHTALIHA
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1. OnpeaenuTh pacrmonoXeHNE BUHTA-3aCNMYIMIKH OYyTEeM HaNbNALHH MSTKHX TKaHEd HAH

NapOROHTANLHOIO 30Ha.

C noMOHIBIO CTEPHILHOTO XHPYPIrHUeCKOro CKallbnes 00HAXHUTh BUHT-3aCYINKY,

3. TmmarensHO YAQNHTH BCKO KOCTHYIO TKAHb, KOTOpas HApPOCHa MOBEPX MMILIAHTATA, TAKHM
o0pa3oM, YTOOH HE MOBPEIUTh HMIUIAHTAT.

4. C nomowpIO WECTRIPaHHON OTBEPTKH 1,2 M3BACYHL BUHT-3arNymIKy, Bpaimas €ro NpoTHB
9acOBOH CTPENIKH.

5. IlposepuTp OTCYTCTBHE OCTATKOB KOCTHOM TKAaHH, MATKHX TKaHeli MMM KpOBH BHYTDH
HMILIAHTATA B NPOMAITH OIEPAMOHHOE N0JIE€ ¢ HCNONB30BAHHEM NPOACIHHPHIKPOBAHHOMN
BOZAEI.

6. C nomopI0 HECTHrpaHHOH OTBepTKH 1,2 yCTAaHOBHTH ()OpMHPOBATENh ASCHH IOBEPX
BMILIAaHTaTa. [IpoBepHTE NocagKy BHHTOB. 3aTEM BPYYHYIO COCTHHHMThH ¢ MMIUIAHTATOM C
HBCNONB30BAHHEM MOMEHTA 3aTDKk# 8-10 H*eMm.

7. 3alHTh MATKHE TKaHH.

N

Puc. 1. Hocredosamenvnocmov caeprenus.

- ®peaa Jlnupemanna (Lindernann), nawannuas apens (dpesa), xupypruveckan apenb (dpesa): 1200 06./mur
/35~45 H*cMm

- KopruxannHbiif MeTunk: 50 06./Muu / 5S0H*cM

- Koprukanshas ¢pesa: 50 06./Mun / 50 H*cm (s craraapTHolt Harpy3ks)

Yrsxnamrar 93.2 x 10 voa (v3mx xoce D1/D2)

dpera Ppesa Ppess Mervax
JisEeMaNHY EaTAENA’ IWPYPIHMCCKAA KOpTHAXASHLUE
o135 822 227 932

10 m il

HaKOHSSHAK CBepaa
1,2 um

B cxyuae marxof) xocra(Dd), xupypraeckos caopas J2.2 SRAKOTCNA IOCTARHIE CROPIS

HHCTPYXIMA [0 NPUMEHEHMIO HA MCARLMHCKOS Maienne: CHCTOMS XBPYPTHNECKOR ACHTRILHON HMILIARTAUMR
Neobiotech: IS-11I active Fixturc S-Narrow. Bepcua 2. Crpannua 7 u3s 13
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£CNTH KOPTUKA/bHbI METUMK YINI0BOTO0 HAKOHEUHWKA aacTPsa B KOCTUW, NPoAo/hKaliTe
Hape3aHue pe3bObl, COAMHUB HATMAHTOBOA U K/OY-TPELLOTK>'

8 OnwucaHue U3genus, NPUHLMN AeACTBUS N XapaKTEPUCTUKN MEAULMHCKOTO
n3genns

8.1 OO6Llee onucaHune
WmnnanTtat IS-111 active Fixture S-Narrow npegctaBnseT cO60i BUHT, KOTOPbI/i BBUHYMBAETCA B
YENKCTHYI KOCTb AN 3aMeHbl OTCYTCTBYIOLWEro KOPHA 3y6a WAM HEeCKONbKUX 3y60B.
Wmnnantat  GopmupyeTr  (YHKLMWOHaNbHY CBA3b C KOCTbl, KOTOpas HasblBaeTcs
ocTeomHTerpaumein. Takum o6pa3om, MMNNaHTaT AeNCTBYeT B KayeCTBE UCKYCCTBEHHOIO KOPHSA
3yba UM CAy>XUT OMOPOA ANA HECLEMHOrO0 WAM CbEMHOro 3y6HOro mpoTe3a WMAM MpoTesa
4enCTH, a NPOoTe3bl COEMHEHbI C MMMNAHTATOM NOCPELCTBOM BUHTA.
[eHTanbHbIl MMNNaHTaT npefHasHayeH 418 OAHOPA30BOr0 WMCMOJMIb30BaHWA W NOCTABNAETCA B
CTEPUNBLHOM BUJE.
NmnnaHTaTbl MMelOT pe3bb0BOI Kopnyc Ans obecnevyeHWs MepBOHa4YanbHON CTABUNBHOCTU K
yBeNNYeHUsA Nnowagm nNoBepxXHOCTU, YTO YNyuLlaeT NpoLecc OCTeOUHTerpayun. YBennyeHHas
naowafb KOHTaKTa MexAay waroMm pe3bbbl 0,9 MM TakXe CMoco6CTBYeT MOBbILWEHWIO
CTabuUnbHOCTM M OCTeOMHTerpauuun. JONONHUTENbHO KOPNyC MMMJAHTaTOB  OCHalleH
KaHaBKaMu, OCHOBHOE Ha3HayeHWe KOTOPbIX — aHTMpOTaLus W OCTeouMHTerpauusa. Anekc
MMNNaHTaTOB 3 (MEKTUBEH MPM YCTAHOBKE U (hMKCALMM B KOCTU 3a CYeT CamOyMIOTHAKLLencs
KOHCTPYKLMUMN C KOHNYECKOWN BEPLUNHOIA.

WIHCTPYKLMS NO NPUMEHEHUIO Ha MeuLMHCKoe usgenune: Cuctema XMpypruyeckoil AeHTanbHOW nmnaaHTauum
Neobiotech: IS-I11 active Fixture S-Narrow. Bepcus 2. CTtpaHuua 8 13 13
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KoHcTpykuma MmnnaHTtata I1S-111 active Fixture S-Narrow

(T) BHYTpeHHAS WwecTurpaHHaa cTpykTypa (WecturpaHHas 4yacTb): coegnHAeTCS
C BEPXHEN CTPYKTypoii (abaTMeHT) ANA NpefoTBpaLLeHNS BpaL,eHNA N nepefayn
MOMEeHTa 3aTS)KKN NpU YyCTaHOBKe MMMaaHTaTa

@ @ SLA-06paboTKa MOBEPXHOCTU (MOBEPXHOCTbL): YBENMYMBAET Naowasb
KOHTaKTa C KOCTHOW TKaHblO 3a CYeT NpMaaHua MUKPOLLEPOX0BATOCTH
nocpeACTBOM TpaBAeHUS KMCAOTOW ¢ mcnono3osaHnem HCI, H2S04 u

I I IF( MeXaHW4YyecKoii 06paboTKM NOBEPXHOCTU OKCMAOM anto MUHUS.
® — ® (™ KoHuyeckoe Tefio: KOHMYeECKas CTPYKTypa ycTaHaB/MBaeTCAa B OTBEPCTME.
CO3[aHHOE A1 YCTAaHOBKM MMMaHTaTa B LeNsAX ee yNpoLweHuns.

(4) Pexyliasn KpOMKa: MMeeT CTPYKTYPY, BbINOMHAOLW YO QYHKLUNIO pe3bobl.

PucyHok 2. imnnaHTaT IS-111active Fixture S-Narrow

WmnnaHTatbl IS-111 active Fixture S-Narrow

BuHT-3arnywka ucnonb3yetcs nNpu [ABYX3TanHoW Mpoueaype nNpoTe3npoBaHUs, TaK Kak
MMNAaHTaT LO/MKEH OblTb HafeXHO 3aKPbIT A0 TOr0, Kak Ha /IOCKYTbl O6yAyT HaN0XeHbl LUBbI.
BuHT-3arnywka yctaHaBnMBaeTCcs BO BPEMSA MEPBOr0 XMPYpPruyeckKoro atana u yaanserca nepeg
yCTaHOBKOW abaTmeHTa. W3genve NOMHOCTHIO  3awWMuijaeT BHYTPEHHIOK  MOBEPXHOCTb
MMmnnaHTaTa, nNpeaynpexpjas BpacTaHWe MACKMX TKaHel M KOCTM B OTBepCcTUe MMNNaHTaTa,
nocfie yCTaHOBKM 3y6HOro mmnnaHtata. BuUHTbI-3arnywKn npegHazHavyeHbl AN 04HOPa30BOro
MCNONb30BaHWA U NOCTaBNAKTCSA B CTEPUILHOM BUE.
PucyHok 3. BUHT-3arnywka

VIHCTPYKLMSI MO MPUMEHEHMIO Ha MEAULIMHCKOE u3fenne: CUCTEMA XUPYPrUUECKOi AeHTaNbHON MMNNaHTaLMN
Neobiotech: IS-111 active Fixture S-Narrow, Bepcus 2. CtpaHnua 9 13 13
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dopMApoBaTe)Ib AECHbl MNPEACTaBIseT Co00H BepXHIOI0 9YacThb MNpoTe3a HWIM BHET C
LIWMBIPAYecKOH IoJIOBKO pasM9HOIO AHaMeTpa M JIMHBI, KOTOpas RCHONB3YeTCd moche
YCTAHOBKH CTOMATOJIOTHIECKOrO MMILTaETaTa. (PopMHpoBanMe AECHE! MPOH3BOAMTCH, KOrAa
TKaHA OTKPHITH VIS OCTEOHHTErpallHy, CTOMATOJIOTHIECCKEH HMILTAHTAT 32XKAN WM Tpebyercs
HM3rOTOBHTH HpoTe3 Oe3 yaaneHHs 3axuBpmomero abatmenta. H3genwe HeoOxomumo ans
CO3JaHHA HPABWILHOIO KOHTYpPa HE/IOCTH HAM (JOPMHpOBAHHA TKaHel AEeCHE: OT 3TOro
3JieMeHTa 33BHCHT KOHEYHBIi pe3yJbTaT IpOTe3HpOBaHMA. [[HaMeTp M BEHICOTY TONOBKH

¢opmMEpOBaTENs JAecHH MOACHPAIOT B HHAHBHAYANbHOM MHOPARKE, MCXOAA H3 pA3MEpOB

HMINAHTATa, a TaIoke ocobeHROCTel 3y6HOrO pana namnenta. Ot noaGopa
KOMIIOHCHTOB # paboTHl COEHMANACTa TaKXe 3aBHCHT (UHAMLHBIN
pE3yNbTaT MNpH NOPOTCIHPOBAHMH. JIMHTENLHOCTh HOMICHHA H3IICNHA H
CTeneHb FOTOBHOCTH K DPOAO/DKCHHIO MMIUIAHTALMM YCTRHABIHBACT
cnemuamict. [Ipa 3ToM yIRTHIBacTCA COCTOSHHE TKAHEH, HAOMBUIYATbHASA

PeaKITHs OpraHH3IMa, CJIOKHOCTD OPOBEACHRON HPONeAyPH.

Pucynox 4. @opmuposamenv decuit

8.2. OcHoBHBIe pasMepsI*

Tabnuya 1. Pazmepor Hmnranmamos IS-1I1 active Fixture S-Narrow

Hanmenosanme Anmsa (v}
Ne mope/ D P
apTHKY N L
()] (@)

1 IS3SN3008AP 3,2 3,2 8,5
2 | IS3SN3010AP 3,2 3.2 10,0
3 1 IS3SN3011AP 3.2 3,2 11,5
4 | IS3ISN3013AP 3,2 32 13,0

* . [IpenensHoe oTIIONEHNE £1%

HUHCTpyKImia o MpUMEHCHIIO HA MCAMLIMECKOE Manenne: CHCTEMA XHPYPTUHockoH IEHTANLHON HMTIIBHTAIIHN
Neobiotech: IS-11 active Fixture S-Narow. Bepcus 2. Crpansa 10 u3 13
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Tabauya 2. Pasmepwr Bunma-zazaywxu S-Narrow

L
4
ApPTRRYA D (@) L (mm)
1, ISC258 30 4.8
* - [Ipenensnoe oTiiOHeHHe 1%
TaGauya 3. Pasmeput hopmuposamenn deciw S-Narrow
ApPTRKYS D (@) C (mm)
1. ISH3003 3.0 3.0
2. ISH3803 3.8 3.0
3. ISH3005 3.0 3.0
4. ISH3805 3.8 50
* - lpeaenbHoe oTKNOHeHHE 1%

9 Ilepevens CTAHAAPTOR, KOTOPHIM COOTBETCTRBYET MEAHUMBCKOE H3AeaHE

Jupextusa 93/42/EEC, 1SO 13485, EN ISO 14971, ISO15223-1, ISO/IEC 17050-1, EN 1642, ISO
5832-3, ASTM F 136-13, ASTM F67-13, 1SO14801, ASTM F1980:07, EN556-1, ISO 10993-1, ISO
10993-3, ISO 10993-5, ISO 10993-6, ISO 10993-10, [SO 10993-11, ISO 11137-1, ISO 11137-2, ISO
11607-1, ISO 11607-2, MEDDEYV 2.7.1 Rev.4., KS 1 ISO 14644-1, KS Q 1SO2859-1.

JlaHHble CTAHAAPTH KCTIONLIYIONCH B JIOCHCAHEH peNakuMH: OpraHW3aLMs cOXpaHseT M OGHORAseT

CMHCOK CTIPABOMHLIX CTAHAAPTOB KaK 3aIHCh COOCTBOHHOM CHCTEMBI yNpaRIeHHA B COOTBeTcTBHH ¢ ISO
13485.

10 PacmnadgpoBxa cHMBO.I0B, NPEMeHIEMBIX B MAPKHPOBKE YIIAKOBKH

Tabauya 4. Cumeons u 0003HAYEHUR

Cumpon Pacumdponxa Cimson Pacnégposxa
‘ Tpoussoaurens LOT Homep naptan
REF Homzp no xa;xl‘)mory g «Mcnonsaosats 10...»
& JlaTa miroToRnenus A «OCTOpOXHO!»

HHCTpYKUMA [0 NPHMEHEHKIO HA MEAMIMHCKOC HIZCARS: CHCTEMA XHPYPIRICCKOH ACHTATLHOR HMILIARTALIHN
Neobiatech: [S-I1I active Fixture S-Nasrow. Beponx 2. Crpannua 11 u3 13
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CuMBON Pacumépobka Cumson Pacuinponxa
® 3anper Ha nosTOpHOE @ He acnons3osats npH
npUMeHeHHe TIOBPEKACHHH YINAKOBKH
'c R only Hamgmuch «ToABKO 10
TMpenen TeMnepaTyps Provcripiion enly NPEeANHCAHHIO Bpaya» (HA
1 AHIJI. A3BIKE)
— PagsauwonHas ObpatATech X HHCTPYKUHH
ST CTEPRNH3ALNEN [:El N0 TPHMEHEHHIO
r He v t
(P BONYCKATD
'ﬁ% BO3IEHCTBHA CONHEYHOIO He crep BaTh
A MOBTOPHO
(5 - m I a ' 4

11 TpefoBanBa K TEXHHIECKOMY 00CTyXHBAHHIO H PEMOHTY METHIHHCKOTO
H3AeaHA

Hapesras B TEXHHIECKOM 00CITYKMBAaHHHA H PEMOHTE HE HYXIAIOTCA.
12 Crepunmanus, 0YRCTKS B Ac3HH$EKUHS

Komnauns Neobiotech Co., Ltd. mpumenser raMma-oOnyueHMe B KadecTBe MeETOna
CTEPHIIH3AIMH.

Crepunuzanua  m3gemail  «CHCTEMA XHDYPrH9ecKoM JAeHTANLHON  UMIUIAHTAIMM
Neobiotech: IS-III active Fixture S-Narrow» nposoaatca raMma-n3nyuenneM (25 xI'p).

Bamapauus crepunnsanud uiaenuit «CucreMa XMpyprudecKoi aeHTanbHON HMIUIARTALEY
Neobiotech: IS-IIl active Fixture S-Narrow» BbIONHEHa B COOTBETCTBHH C HPOTOKOJIOM
cornacHo TpeboBaHuAM, ONHCAHHEIM B cTanzapre ISO 11137-2.

Tlonrsepxnennas fo3a crepmmmsawmu * 25 KI'p MM ypOBEA TapaHTHpPOBaHHOM
crepunbaocTE 10 sBnseTca mpHeMeMol, TIOCKONBKY MEKpobHonormaeckas Harpyska 1 000
KOE/en. u  pepudakanmoHHBIC HCOWTAHMY, BHINONHEHHBE ¢  HCNOAL3OBAHHCM
BEpHPHKAIMOHHON [03B, COOTBETCTBYIOT KPHTEPHAM IPHEMIEMOCTH. B COOTBETCTBHH cO
craugaproM ISO 11137, VDmakc. cocTapiger 25, 9To M03BOIMET KCNOAL30BATH NIPH DY THHHON
CTEPHIH3AUHA MAHHMAIBHY!O 03y 25 xI'p.

13 YcaoBHR TPAHCIOPTHPOBKM, XPAHECHHS H IKCILTYATAIMM

TpascnoprpoBka u3feAMil, YNaKOBaHHHIX B TpPaHCOOPTHYIO Tapy, JAONKHA
OCYHIECTBIATAECA ¢ HDOMOMBIO KPBITRIX TPAHCHOPTHRIX CPEACTB BCEX BHACB C cofmonennem
NpPeAOCTOPOXHOCTEH, YKA3AHHEIX HA TPAHCOOPTHOM Tape W B COOTBETCTBHHM C TPABHIAMH
NEPEBO3KH IPy30B, ACHCTBYIONIMMH HA TPAHCNIOPTE AAHHOTO BAJA.

VYcnosra TpaHCTIOPTHPOBKH:
- Temmepatypa — ot +1 o +30°C
- OTHOCHTENBHAS BIAKHOCTE BO3AyXa — 0COOBIX TpeGosanuii HeT
- atMocdepHOe AaBneHHE — 0COOHX TpeGoRanNuii HeT

HHCTPYXUMA 00 NPHMCHCHHIO HA METHIMHCKOE HIleAKHe: CHCTEME XHPYPTHYCCKOH ACHTATLHOM MMILTAHTAUHN
Crpanuua 12 u3 13
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Ycnopus XpaHeHHR: B CyXOM MECTe BAATH OT NPAMBIX COJIHEYHLIX nytielt:
- Temmeparypa — ot +1 g0 +30°C
- OTHOCHTENIbHAA BIAXKHOCTh BO3XYXa — OCOOHX TpefoBanuii HeT
- atMocdepRoe aapieHne — ocoOmX TpeGopaHul HeT

Ycnopus B NOMEMEHUAX NPH IKCIUTYATAOHH MEAHUWHCKOTO H3CTHA
- Temmnepatypa ot +18 go +30°C

14 Cpox roanoctn

Cpok rogaoCTH — 5 JIeT C AaThl H3TOTOBJICHHA.
15 Topagox ocymecTBVICHHS YTHIHIANMME H YHHYTORCHHEA MEAHIHACKOro H3feIas

Memammnckoe Rigeme «CHCTEMa  XHPYPrHUCCKO#t  ACHTANBHOH  HMIIAHTAIMH
Neobiotech: IS-III active Fixture S-Narrow» nocne HCIonb30BaHHA MO HA3HAYSHHMIO OTHOCHTCA
K SMHAEMHONOTHYCCKH ONACHBIM OTXOAAM (M3JeJHA, 3arps3HCHHEIC KPOBBIO H/MAM APYTAMH
OHONOrHYECKAMH XBAKOCTAMH TALHEHTOB, & TaKKe HIICANA, KOHTAKTHPYIOIHE ¢ NAlHeHTaMH
¢ HHPEKIMOHRHIMH GONe3HAMH).

B namsoM ciydae MERUMHCKAs OPraHH3allMA OCYIIECTBIAET TOILKC cOOp H BpEeMEHHOE
XpaHeHHe BRINEYKAa3aHHMX OTXoA0BR. COOp OCYMECTBIMOT B MAKCTH MAM B KOHTeHHeph
ORHOKPATHOrO MpUMEHEeHHS C 1BeTOBOH MapKHpPOBKOI, NPHHATOR JIA OMACHBIX MEAMITHHCKHX
OTXO/OB B MOMCIICHHY W/IH B MECTaX IUI BPEMCHHOIO XPaHCHHS MCAMIIMHCKMX OTXOHOB 10
NOCHCAYIOMEro TPAHCIIOPTHPOBAHMS K MECTY YHHYTOXKCHHS WA YTHITH3AIAH.

TpancmOopTHpOBKOM MEJHIMHCKMX OTXOJOB (HMCNONBIOBAHHKX HMIUVIAHTATOR HJH
KOMIIOHEHTOB) H3  MEJHUMHCKHX  ydpexacHud, #Hx  yTwimsaumeli  3aHMMaloTcs
CNCLHATH3HPOBAHHEIC OpPraHH3allMH, HMCIOIHC HICH3UIO Ha ofpameHHe C ONACHBIMH B
IMAIEMHOAOTHYECKOM OTHOLICHUH MEAHIMHCKHMY OTXOAGMH.

ToTpeburensckas ynakoska, OpakoBaHHGie H3fENHMN W HEHCNOIB3OBAHHKE H3AEINA C
HCTeKIIAM CPOKOM TOAHOCTH OTHOCATCA K IMHAGMHONOrHYecKkM Oe3omacHBIM OTXOAAM
(HeonacHLIM OTXOfAM, HE HMCIOIIMM KOHTAKT2 ¢ OGHONOTHYECKHMH XHAKOCTAMM MAlKCHTOB,
HHPEKUHOHHBIME GONBHBIMH), NPUONMKEHABIM IO COCTABY K TBEPABIM OHTOBMM OTXOAAM
(TBO). Onnako peKOMEHAYSTCA YTHAMIHPOBATD HX OTAENBHO KaK NPOMBIIVICHHRI OTXOR Yepes
CNCHHATU3HPOBAHHEEIC OPraHH3allHK, HMCIOUIHE JIHICH3HIO HA JAHHBIA BH JCATENLHOCTH.

C6op HeonacHBIX OTXOMIOB OCYIIECTBIAETCS B MHOTOPa3OBhic EMKOCTH HIH OXHOPA30OBhie
nakeTsl (32 MCKMIOYCHHEM MAKeTOB LBETA, MPHHATONO 1A ONAcHBIX OTX040B). OmHOpazoBbie
MaKeThl PacmonaraloTcs BHYTPH MHOropasoBhix KoHTelinepoB. EMxoctn ans cGopa orxomos
ROKHB OLITH NPOMAPKHPOBAHB H YCTAHOBACHH H3 CNCHBAIGHON IIomAnKe (B NMOMEILEHAH).
MHoropasopas Tapa nocje OnopOXHCHHA NONICHHAT MEITHIO H AesHHpekunn. ITopaaok MHTHA B
Ac3AHGEKINA MAOropasoBOf Taphl ONpeXeNAeTCA B COOTBEICTBHH CO cxeMoif ofpamenus
OTXOAOB B KAXAOH KOHKPETHOH OpraHM3alHuy.

TpascnopTipoBKa H YTHIH3ALMA OCYLICCTBAKIONCS ¢ YYETOM TpeOOBAHHH, NPHHATHIX A
JAaHHOH TEPPHTOPHH, B COOTBETCTBHH C CAERMTAPHLIM 3aKOHONATENHCTBOM TOM MM MHON CTpausl
K COACPXAHHIO TEPPHTOPHYH HacelICHHBIX MECT B O0OpaileHHIO ¢ OTXOHNAMH MpPOW3BOACTBA M

norpebneHus.

HHCTPYKUHA N0 NPEMCHCHMIO HA MCAHIHHCKOS KACAKS: CHCTEMA XUPYPriYeckol AcHTanshol HNRAHTRLMY
Neobiotech: IS-1M active Fixture S-Narrow. Bepomn 2. Crpaunua 13 13 13
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H&Cn Borrvep lipwe Tayop 3 xom., 14 509,38-21,  JOPHAMYECKAS ®HPMA (Ten) 02-6330-8660
JAumsrran-po, 31-rmn, Kypo-ry, Ceyn, Kopes «AA.IJLIC. IAPTHEPC» (Paxc) 02-6630-8680

{®opua Me 43]
[Texcm ra anzautickom u Kopelckom A3LKax udesmuver)

PeructpanuoHssi HoMep: 2023 - 1418

HOTAPHAJIbHOE CBHAETEJILCTBO

Yxn Ucsums (Ji Iseul),

nosepennnii Xeo I0ur Ky, resepansBoro aupexropa

«Heobatiorex Ko., JIta.»,

JTHYHO ABHBIMICA KO MHC, IPH3HAN YKAZAHAYIO

AONHHUCH JOBEPHTENA HA MPHIAraeMoli HHCTPYKLIHHE IO PAMEHEHHIO,

Hacrosmmau 3acsusierenscTpoBaro 7 AekaGps 2023 roza B yKazaHHOH BOTapHANLHOM KOHTOpE.

HauMeHoBaHHEe HOTApHANBHOM KOHTOPHIL:
«AH.DJL.IC. [TAPTHEPC»

OTtnocures k Ipoxyparype ioxHoro okpyra Ceyna
AJnpec KOHTOPBI:

HN&Ca Benuep Jpum Tayap, 3 koM., Ne 509, 38-21,
Huxuran-po, 31-ran, Kypo-ry, Ceyn, Kopes

/noonuce/
Tloamuch HoTapuyca
IMax Cau-Xo (Park, Sang-Ho)

[{Texamv: Horapram:uag kontopa «JTH.3J1.3C. IIAPTHEPC», Hotapayc [Tak Can-Xo]
[/7examw: Horaphansaas xonTopa «JHU.3J1.9C, TIAPTHEPC», HoTapuyc [Tak Can-Xo]

Hacrosman HoTapaansHad KOHTOpa ynonHoModena MuerncTpoM focTriuM PecryGmuku Kopes
[IPEAOCTABJINTL HOTapHANbHEE YeayTrH ¢ 7 denpana 2020 rona B COOTBETCTBHE C 3aKOHOM
Ne 15150,

210 My x 297 MM
(Baasx ¢ saumroh) (1 xareropun) 70 r/u?
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MepeBof faHHOTO TeKCTa BbIMO/HEH NepeBoAYMKOM MantontoBoii AHHOW AHAPEEBHOM

MoAMMCb

Poccuiickaa depepayms
Nopog MockBsa
BocemHaguaToro fekabps gse TbicAYM gBajLUaTh TPETbLEr0 roja

A, Bepemuit KOnus MKropesHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO MNOAIMHHOCTL MNOANUCK
nepesogunka MantowwoBo AHHbI AHAPEEBHbI.

Mognuce chenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NognucasLlero 4OKYMEHT YCTaHOB/EHa.

3aperncTpupoBaHo B peectpe: No 77/2194-H/77-2023- V-

YnnaveHo 3a COBepLUeHNe HOTapuanbHoro gectensa: 400 py6. 00 kon.

MOAMNUChH MepboBas nevatb MepboBas nevatb
HoTapuyca r. MockBbl HoTapuyca r. MocKBbl
Bepemuin HO.N. Bepemuii HO.W.
HO.W. Bepemuli

Bcero npowHypoBaHo, NpOHyMepoBaHO
M ckpenneHo nevatbio 30 nuct(-a,-0B).

Hotapwuyc:
Poccuiickaa depepauns

Nopog MockBa
BocemHaguaToro gekabps ABe TbiCAYY ABajLaTb

A, Bepemuit HOnua WropeBHa, HoTapuyc ropoga MOCKBbI, CBW,
npeAcTaBNeHHOro MHe JOKYMEHTa.

3apeructpu e("tpeln"7/2194-H/77-2023-4

YnnaveH oTapuaxHoro gerictsua: 3100 py6. 60 kon.

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



