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1 Designation of the medical device

11 Medical Device Name
Tools for surgical installation o fdental implants (hereinafter - instruments)

12, Intended Use
Instruments are designed for surgical placement of Osstem implant attachments

13, Indications for Use
Use in accordance with general implant surgical guides. For more details please surgical manual,
prosthetic manual and catalog.

14.  Contraindications
Osstem implants and also tools for their installation should not be used in cases where the remaining
areolar bone is diminished as such to provide adequate width or height to surround the implant Lack of
osseointegration or subsequent implant failure may occur in cases where there is insufficient bone
available, and poor bone quality, also poor oral hygiene, heavy smoking, tobacco abuse, or medical
conditions such as blood disorders or uncontrolled diabetes may also cause failure ofthe implant.
Contraindications include the following, but are not limited to:

+ Patients with hemophilia or difficulties related to bone or wound treatment

. Patients with uncontrollable diabetes, heavy smoker or alcoholic

+ Patients whose immunity system is inactive due to chemical therapy or radiation therapy

+ Patients with oral infection or inflammation(improper oral hygiene, bruxism)

+ Patients with untreatable acclusion/joint disorder, insufficient dental arch space

*« Any patient who is not suitable for an operation

15.  Possible Adverse Effects of Medical Device Use
A few problems may occur after the operation (loss of implant stability, damage of prosthesis, etc.).
Deficient quality and quantity ofthe remaining bone, infection, allergic reaction, inferior oral hygiene or
uncooperativeness of patient, implant mobility, partial deterioration of tissue, and improper position or
arrangement of implants may cause the above mentioned problems.

16.  Possibility of using Medical Device for different category of patients
The use ofthis product is possible according to the prescription ofthe doctor and is not possible if there
are contra-indications. The product can be used for all ages, gender and ethnic groups.

17.  Possible Effects of Medical Device on Ability to Drive and Use Machines
The possibility ofthe impact of using the product on the ability to drive vehicles and mechanisms is not
revealed.

18.  Operating Environment

ETTuH1LU n ranOrSinents durU« epenrtkm

Temperature From+ 10°C to +40°C
Humidity From 0% to 100%
Pressure From 700 hPa to 1060 hPa

19.  Conditions of Use
The customer who uses these things is dentist who had been educated officially.
2. Data for Medical Device Development and Manufacturing
21.  Name
Osstem Implant Co., Ltd.
2.2.  Address of the developer and manufacturer
66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea 48002
2.3.  Address of the manufacture sites
Osstem Implant Co., Ltd., Haeundae plant, 66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea

48002
24.  The authorized representative of the manufacturer
«OSSTEM» LLC

115432, Moscow, Prospekt Andropova, house 18, building 7, floor 8, office 1

3. Medical Device Classification
Class depending on the potential risk of a medical 1
device, in accordance with the nomenclature
classification
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Type of contact with the body Surgically invasive transient use devices (< 60

minutes of patient contact).
Sterilization Non-sterile

4. Principles of Operation of the Medical Device
Tools for surgical installation of dental implants are for Surgical placement of Osstem implant fixtures.
Multi Abutment Outer Driver is to fix and separate when using Multi Abutment. Locator Torque Driver is
to use for the tightening torque to Locator Abutment. Angled Torque Driver is to use for the tightening
torque to Angled Abutment. Torque Wrench is used for fixture grafting or screw tightening. Its neck is
bended automatically when apply too much force beyond allowable. Multi Tool is used for combination

or disconnecting Male Cap and Male. Tools will be used as aids in the Implant procedure.
5. Technical description

5,1. Variants
In Russian: In English:
NHCTPYMEHTbI AN XUPYPTUYECKOl YCTaHOBKM Tools for surgical installation of dental
AEHTaNbHbIX UMNNAHTATOB: implants:

1 OtBepTKa py4yHas Multi (Multi Abutment 1.Multi Abutment Outer Driver
Outer Driver) (kog, MAOD)

2. Kntou Topka 4ng AMHaMoMeTpUYecKoro 2. Locator Torque Driver:
kntova (Locator Torque Driver) pasfiMyHon gavHel: - 16,5 mm.
16,5 mm (kog TWLDSK), 21,5 mm (kog TWLDLK) - 21,5 mm
3. YTNnoBOW KoY TopKa A4 3. Angled Torque Driver:
[AHaMomeTpuyeckoro knoda (Angled Torque - 13 mm, 1PC or 3 PCs.

Driver) pa3nnyHoin gaunHel: 13 mm (1wT./yn. (ko4
ATD12S), 3 wr./yn. (kog ATD12S3S), 20 mm
(lwr./yn. (kog ATD12L), 3 wr./yn. (kog

20 mm, 1PC or 3 PCs.

ATD12L3S)

4. Kntou grHamomeTpuyeckuin (Torque 4. Torque Wrench:

Wrench) (kog TW30)

5. Knou grHamomeTpuueckuii Bar Type ; ;rhijp'orque Wrench Bar Type
6. NHCTpYyMeHT yHUBepCanbHbIii ans Port 6. Multi Tool

(Multi Tool) (kog PTCMT)
52.  Possible Combinations with Other Equipment
Medical devices are used with each abutment:
e Multi Abutment Outer Driver, Multi Abutment Machine Driver _ Multi Abutment
» Locator Torque Driver_ Locator Abutment, Stud Abutment
* Angled Torque Driver _ Angled Driver
» The other products are used with screws and abutment of OSSTEM.
53.  Materials of the medical device

Code Type and grade of steel of Steel

Locator Torque TWLDSK

Driver TWLDLK Stainless Steel X15TN (C - 0.40%, Mn - 2.00%, Mo - 2,0%, Cr -
15.50%, N - 0,2%, V- 0.30%, Fe- 79,6% )

Angled Torque  ATDI12S

Driver ATD12L

Multi Abutment
Outer Driver
Torque Wrench  TW30

MAOD Stainless Steel CarTech® TrimRite® (C 0.15-0.30%, Mn 1.0%, P
0.04%, S 0.03%, Si 1.0%, Cr 13.50-15.00%, Ni 0.25-1.00, Mo 0.40-
1.00%, Fe 80.63-83.63%)

Torque Wrench
Bar Type TW30B

Stainless Steel SUS316L (Fe 61.4-72%, C<0.03%, Cr 16-18.5%, Ni 10-
Multi Tool PTCMT 14%, Mo 2-3%, Mn <2%, Si<I%, P <0.045%, S <0.03%)

TiN coating
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6. Basic Parameters and Performance Data of Medical Device
Contact your authorized manufacturer’s representative or website www.osstem.ru for more
information™

*see Annex 1for information

7. Labeling

7.1.  Draft marking in Russian

OTBepTKa pyyHas Multi
(Multi Abutment Outer Driver)

B ynakoBke: 1wt
REF maoD
V1
S
3,3 MM Hex

MpoussoauTtens: Osstem Implant Co., Ltd.
66-16, Bansong-ro 513beon-gll, Haeundae-un,
Busan, Korea 48002

Mpeacraeutens: OO0 «OCCTEM» 115432, T.
Mocksa, np. AHgponosa, 4. 18, kop. 7, od. 1

nenaHo B Kopee

/cnoBus XpaHeHWs: XpaHnTb
/B NPOX/1afiHOM CyXOM MecTe

VIHCTpYKUMS: CM. 9KCTyaTaumoHHyo
[IOKYMeHTauuio

7.2.  Explanation of symbols

Symbol Definition
Caution. Indicates there is a possible danger to the user. Inthe manual, the
n symbol indicates information the user must read.
REF Reorder number
1LOT Lot number
. Manufacturer
|
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Symbol Definition

Date of Manufacture
Expire date

Mark of conformity of voluntary certification

8 Packaging
Devices have two options for delivery : Carton Box and Pack Case

One or three unit of the Angled Torque Driver (ATD12S, ATD12L, ATD12S3S, ATD12L3S), One or unit
of the Locator Torque Drvier (TWLDSK, TWLDLK) or Multi Abutment Outer Driver (MAQOD)
packaged in Inner blister. Inner blister is placed in the Carton Box with the instruction for use.

One unit of the Torque Wrench(TW30), Torque Wrench Bar Type(TW30B) and Multi
Tool(PTCMT) packaged in Pack Case with the instruction for use.

9. Transportation and Storage Conditions

Environmental conditions for Environmental conditions for
storaee
Temperature From+ Cto+30°C From-18°Cto + 60°C
Humidity From 20% to 70% From 10%to 80%
Pressure From 700 hPa to 1060 hPa From 500 hPato 1060 hPa

10. Service Life
Drivers are 50 times of use, and the others tools don’t have expire date.
11. Safety Requirements, Precautions and \WWarnings
Warnings (The warnings are directly linked to the implants, which are placed with tools)
For the safe and effective use of Osstenu implants, it is strongly suggested that specialized training be
undertaken since the surgical techniques' required to place dental implants are highly specialized and
complex procedures. Improper pafient selection and technique can contribute to implant failure and/or
loss of supporting bone. Osstem implants are intended for use only in the indicated applications. Dental
implants must not be altered in any way. The use of electro-surgical instruments or lasers around metallic
implants and their abutments is not recommended due to the risk of electric shock and/or bums Implant
mobility, bone loss, or chronic infection may indicate implant failure. If the implant becomes
contaminated by the patient's bodily fluids in any way, the implant cannot be used in any other patient.
Cautions
» The driver can also be used up to 50 times. The recommended number of uses for the Angled
Torque Driver is 10, and the recommended torque is 30Ncm or below.
» Separate all used tools immediately after surgery and after cleaning and drying, then store at room
temperature.
* Do not leave the instruments in a place vulnerable to contamination.
» Be sure to sterilize surgical tools in the autoclave (132°C for 15 minutes) before and after each
new surgical procedure.
» Do not use hydrogen peroxide as a disinfectant or cleaner (it may cause damage or discoloration
ofthe TiN coating, laser marking and color coding).
» This product comes with a 1year warranty from the date of purchase.

12. Environment Protection
12.1.  Environment protection requirements
Medical device during use, transportation and storage has no negative effects on humans and the
environment.
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12.2. Medical Device Recycling or Disposal

After use the device may be potential biohazard. During disposing of medical device, it is required to

Rrovide the mandatoiy implementation of all the necessary procedures in according to local laws and
ospital practices.

13. Methods and Detergents for Disinfection and Pre-cleaning
These products don't be guided certain detergents and method.

Bt_ag;c])re l%sing tools are sterilized in autoclave of 132°C for 15 minutes and after using, clean products
with water.

14. Medical and Animal Substance
Medical Device does not contain any substance which may be considered a medicinal or animal origin
substance.

15. Sterility
Tools for surgical installation of dental implants are supplied non-sterile.
Autoclave sterilization process at a temperature of 132°C for 15 minutes before and after each new
surgical procedure.

16. The list of documents/standards applicable to the medical device

Standard Number Standard Name
EN 1041:2008 Information supplied by the manufacturer of medical devices
EN 1641:2009 Dentistry - Medical devices for dentistry - Materials
EN 1642:2011 Dentistry - Medical devices for dentistry - Dental implants
EN 980:2008 Symbols for use in the labelling of medical devices
EN I1SO 10993-1: Biological evaluation of medical devices - Part 1: Evaluation and testing within
2009 a risk management process

EN ISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity
EN 1SO 13485:2012 Medical devices - Quality management systems - Requirements for regulatory

purposes
EN 1SO 14971:2012 Medical devices - Application of risk management to medical devices
ASTM F899-12b Standard Specification for Wrought Stainless Steels for Surgical Instruments

17. Installation Requirements
Not applicable.
18. Maintenance Requirements
Not applicable.
19. Warranty
This product comes with a 1year war date of purchase.
20. Complaints
«OSSTEM» LLC
115432, Moscow, Prospekt Andropova, house 18, building 7, floor 8, office 1
WwWw.osstem.ru
Ten.: 8 (495) 739-99-25
E-mail: info@osstem.ru
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Annex 1. Basic Parameters and Performance Data of Medical Device
(T”e client receives this information on request when contacting an authorized representative of
the manufacturer or on the website WWW.0SStem.ru)

Multi Abutment Outer Driver (MAQOD)

K

Multi Abutment Outer Driver is to fix and separate when using Multi Abutment.
The tolerance is £ 5% unless otherwise noted

Name of characteristic Value
A(x0,1), mm 185

B(x0.1), mm 8.0

Weight, g 2.57

Quter diameter, nm 4.5(+0.05,-0)
Inner diameter, mm 3.31(+0.01,-0)

Locator Torque Driver (TWLDSK, TWLDLK)
A

Locator Torque Driver is to use for the tightening torque to Locator Abutment.
The tolerance is + 5%4 unless otherwise noted

TWLDSK
Name of characteristic Value
A(x0,1), mm 16,5
B(+0.05), mm 3.175
C(£0.05), mm 178
Rotation torque, N*m 30
Weight, g [ 1.26

TWLDLK
Name of characteristic Value
A(+0.1), mm 215
B(+0.05), mm 3.175
C(x0.05), mm 178
Rotation torque, N*m 30
Weight, ¢ 156

Angled Torque Driver (ATD12S, ATD12L)

2 F

Angled Torqgue Driver is to use for the tightening torque to Angled Abutment.
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The tolerance is + 5%, unless otherwise noted
ATD12S

Name of characteristic
A(*0.1), mm

B(+0, -0.02), mm

Length of working part, mm
Diameter C, mm

Rotation torque, N*m
Weight, g

Name of characteristic
A(x0.1), mm

B(+0, -0.02), mm

Length of working part, mm
Diameter C, mm

Rotation torque, N*m
Weight, g

Value

13

123
1.64(+0.05)
5(+0,-0.1)
30

0.89

ATD12L

Value

20

123
1.64(x0.05)
5(+0,-0.1)
30

0.96

5 o) |3 S ;

Torque Wrench is used for fixture grafting or screw tightening. Its neck is bended automatically when

apply too much force beyond allowable.

The tolerance is+ 5%, unless otherwise noted
Name of characteristic

DI(£0.1), mm

D2(x0.1), mm

Inner diameter ofthe head, mm

Rotation torque, N*m

Weight, ¢

Value
11.2

9.0

6.52
10/20/30
26.50

Torgue Wrench Bar Type (TW30B)

[ ¢

Torque Wrench is used for fixture grafting or screw tightening. Its neck is bended automatically when

apply too much force beyond allowable.

The tolerance is + 5%, unless otherwise noted
Name of characteristic

A(x0.2), mm

B(x0.1), mm

C (20.2), mm

Inner diameter of the head, mm

Rotation torque, N*m

Weight, g
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Value
90.4
11.2
68.2
3.26
10/20/30
28.05



e

Multi Tool (PTCMT)

TiN <OBtm9

Is:zzr:~:r:i™ n L. J

Multi Tool is used for combination or disconnecting Male Cap and Male.
The tolerance is = 5%, unless otherwise noted

Name of characteristic
A(x0.1), mm

B(x0.2), mm

Length of working part, mm
Diameter of working part, mm
Weight, ¢

Code

Multi Abutment Outer Driver MAOD

. TWLDSK
Locator Torque Driver
TWLDLK
. ATD12S
Angled Torque Driver
ATD12L
Torque Wrench TW30
Torque Wrench Bar Type TW30B
Multi Tool PTCMT
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Value

79
82.08

0.7
2.15(+0,-0.05)

Hardness
(Minimum)
255HB

373HB

373HB

255HB
255HB
IOOHB

15.69

Tensile Strength
(Minimum)

621 MPa

1344MPa

1344MPa

621 MPa
621 MPa
737.04MPa

Surface roughness

No more than 0.99 gm
No more than 0.99 yan
No more than 0.99 gm

No more than 0.99 gm

No more than 0.99 gm
No more than 0.99 gm
No more than 0.99 gm
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Registered No. 2018 - 2235

Notarial Certificate

Lee, Kyung Min attorney-in-fact of
OSSTEM IMPLANT Co., Ltd.
President Eom, Tae Kwan

appeared before me and admitted said
principal's subscription to the attached

Instruction For Use.

This is hereby attested on this 29th

day of October, 2018 at this office.

Busan International Law & Notary Offices

Belong to Busan District Public Prosecutors' Office

(Geoje-dong, Busan Judicial Offices Town Bldg)

#205, 28, Beobwon-ro, Yeonje-gu, Busan, Korea

|HC

(Signature of the Notary Public)

Park Yolig'Soo

This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public since

Dec. 31, 1982 under Law No. 3594
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Numbered, sewed and sealed 11 sheets in all

66.16, BanBong.ro 513 Haeur.dae.gu, Busan

Eom Tae Kwan

PLANT Co., Ltd
OSSTEM 1IMP1A|X3#, LW OSSTEM IN
President President  1Nhekwan Eou



[MepeBog ¢ aHIMIACKOrO 13bIKA 1 KOPECKOr0 si3blKa Ha PyCCKUiA A3bIK]

PerncrpaynoHHbii Ne 2018 — 2235

HOTAPWANBHOE CBULETENBCTBO

BycaH HTepHeweHen Jloy aHg HoTapu Odgucuc

(Busan International Law & Notary Offices)

Meomxn-goHr, bycaH KOoanuman Odmcuc TayH bunguHr,
Ne205, 28, BeobBoH-po, EoHmxKe-Ty, bycaH, Kopes
(Geoje-dong, Busan Judicial Offices Town Bldg,

#205, 28, Beobwon-ro, Yeonje-gu, Busan, Korea)

OdununanbHasa Kpyrnaa nevyaTb HoTapuyca.
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MHCTPYKUMSA MO NPUMEHEHUIO

BHuMaHuno deaepanbHOM cnyxobl N0 Haa30py B cdiepe 34paBOOXPaHEHNS

Mbl, Occtem WmnnaHT Ko, Jita. Hactoawmm 3aaengem, 4to VIHCTPYKUMS MO MPUMEHEHMIO,
npefocTaBneHHas B ®PefepasibHYyH0 CNyX0y N0 Hafsopy B cdepe 34paBOOXPaHEHUS Ha
UMMOPTUPYEMOE MEAULIMHCKOE N3AEeNue ABNSAETCS MOMHON, NocneaoBaTe/lbHOM 1 JOCTOBEPHOM.

Moanuck.' /mognucs/
Vms: Eom, Tae-I'BaH (Eow, Tae-Gwan)

JomkHoCTb : [Mpe3naeHT

Occtem NmnnaHT Ko., /T
/Kpyrnas nevars/

66-16, BaHCOHr-po 513 6MoH-ru1n, XeyHaae-ry, bycaH, 48002 Kopes
(66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, 48002 Korea)
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I.  TpegHasHayeHWe MeaULUUNHCKOro u3aenuns
11 HasBaHve MeguUMHCKOro nusgenns
VIHCTPYMEHTbI /191 XUPYPruyecKo YCTaHOBKM [leHTa/IbHbIX UMMIaHTATOB (34ecChb U Jasee -
WHCTPYMEHTbI)

1.2. Ha3Ha4veHne
MHCTpYyMEHTbI NpegHa3Ha4eHbl AN XMPYPrnyeckKoro pasmeLleHnsa KpenaeHuin nmnnaHtaTtos Osstem
1.3. MNokasaHWA K NPUMEHeHUo

lMNpuMeHeHVe B COOTBETCTBMM C OOLUMMM  XUPYPrUYECKUMW  PYKOBOACTBaMW MO  MPUMEHEHNIO
UMMMaHTaToB. [na nonydeHWs 6osee NOAPOGHOM WHGOpMaummM 06paTuTeCb K PYKOBOACTBY MO
XUPYPruu, pyKoBOACTBY MO NPOTE3VPOBAHWUIO U KaTasory.
1.4. MpoTnBONOKasaHuA
MmnnaHTaTbl OcCTeM, a Takke WHCTPYMEHTbI AN MX YCTAHOBKW He [O/MKHbI UCMOJSIb30BaTbCA B TeX
cyyasix, Korfa OCTaBLUasCs M30N5pHas KOCTb YMeHbLLAeTCA KaK TakoBasi, u4Tobbl 06ecrneyunTb
[JOCTaTOYHYIO LUMPUHY WM BbICOTY OKPYXXaloLLero umnnaHtara. OTCYTCTBME OCTEOMHTErpaumm win
nocnegytoLlee paspyLleHne MMMIaHTata MoryT BO3HWKATb B C/ydasiX, KOrfa WMeeTcs HefocTaToyHas
[OOCTYMHOCTb W MJ/I0X0e KayeCTBO KOCTW, Takke [/ioxasd rUrveHa MosiocTh pra, TSHKEN0e KypeHue,
3noynoTpebneHne TabakoM WM MeULMHCKUE YCMOBUS, TaKMe KaK pacCTpoCTBa KpoOBM WM
HEKOHTPOMPYeMbI AnabeT ToXe MOryT NPUBECTM K PaspyLLEHNIO UMMIaHTaTa.
MpoTMBOMNOKa3aHWA BKNHOYAKOT, HO HE OrPaHNYMBAIOTCS, CNEAYIOLLUUMW CyYasamMu:
 [MaumeHTbl ¢ reMouveidr UM TPYAHOCTAMU, CBA3AHHLIMU C 006PaboTKOM KOCTU WU paHbl
* [MaumeHTbl ¢ HEKOHTPOMPYEMbIM ANABETOM, TSXKeNble KYPUIbLLUMKA UIN a/IKOro/IMKU
 [MauyeHTbl, UMMyHHas cUCTEMa KOTOPbIX, HeaKTUBHA BC/IEACTBME XMMUOTEpanui Wi Jly4eBoi
Tepanuu
* [MaureHTbl C OpasibHOM WH(EKUMEd win BocnasieHeM (HenpaBubHas TUrMeHa rMonocTu pra,
OpyKCcU3Mm)
o MMauneHTbl C  HeW3leYUMbIMU  aHOMa/IMSIMU  MipUKyca /  CyCTaBHbIM  PacCTPOMCTBOM,
HeAoCTaTOYHbIM 3yOHbIM apoYHbIM NPOCTPAHCTBOM
* JTto6ble NauUMeHThbl, KOTOPbIM MPOTUBOMNOKAa3aHO orepaTMBHOE BMELLIATE/IbCTBO

1.5. B03MOXHbIe HEGNAroNPUSATHbLIE SBIEHUS NPW UCMONb30BAHUMN MeJULUHCKOIO 13aenuns
Mocne onepauuy MOXET BO3HUKHYTb HECKOSIbKO npo6nem (NOTepst CTabWUIbHOCTM  UMIM/IaHTaTa,
noBpeXaeHWe NpoTe3a U T. A.). HegocTaTouHoe KayecTBO M KOIMYECTBO OCTABLUEMCA KOCTW, MH(EKLMS,
a/I/leprmyeckne peakuvn, MnocpeacTBEHHast TUreHa MOMOCTM pPTa WM HECOBMECTMMOCTb MaLMeHTa,
MOABWKHOCTb MMIMIaHTaTa, YaCTUYHOE YXY/LLEHNE COCTOSIHMSI TKaHW, U HEMpaBW/IbHOE MOMOXKEHVE WK
pacrosoXeHvie UMMaHTaTa MOryT Bbi3BaTb BbILLEYNOMSIHYTbIE NMPOGIEMbI.

1.6. B0O3MOXHOCTb MCMOMb30BAaHUA MeAULUHCKOT0 W3fenus ANsi pasfnyHbIX KaTeropuii

nauveHToB
Vicnonb3oBaHWe 3TOMO U3AENNA BO3MOXKHO B COOTBETCTBUM C Ha3HauYeHMEM Bpaya M HEBO3MOXKHO, €C/n
eCTb MPOTVBOMOKaszaHus. MpogyKT MOXKET GbITb UCMO/Ib30BaH /11 BCEX BO3PACTOB, MOOB M 3THUYECKMX
rpynn

1.7. BO3MOXHble BAUSHUSA MEAULMHCKOIO M3feNnsl na cnoco6HOCTb BOAUTL 1

MCNONb30BaTh MallWHbI

Bo3aMoXKHble 3hheKTbl OT UCMO/b30BaHMSI NPOAYKTa Ha CNOCOGHOCTb YNPaB/siTb TPAHCMOPTHLIMM
CPeACTBaMM M MexaHW3MaMu He BbISIB/IEHbI

1.8. Ycnosua akcnsyaTtaumm

TpeboBaHMS K OKPY>KAtOLLEN Cpeae Npu aKcnyaraumm

TemnepaTypa OT+ 10 ° Cpo + 40 ° C
BnaxHocTb OT 0 p0 100 %
faBneHne OT 700 rMa go 1060 rMa

19. YcnoBusa MUCNonb30BaHUA

KNnneHTOM, KOTOPbI/i MCNonb3yeT 370 o6opyfoBaHue, ABAAETCSA CTOMATONOrN, NOAYUYMBLW MI oPuLManbHoOe

obpasoBaHMue.

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



2. [aHHble 0 paspaboTuMKe U NPON3BOAUTENE MEANLUHCKOIO U3LeNnn

2.1, HanmeHoBaHue
Osstem Implant Co., Ltd. (Occtem mnnaHT Ko., /1T4.)
2.2, Afpec paspaboTumka 1 Npon3BoaNTENS
66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea 48002
(66-16, BaHcoHr-po 5136eoH-rnn, XeyHge-ry, MNMycaH, Pecyny6nvnka Kopesi 48002)
2.3. Afpec Npon3BOACTBEHHbLIX MOLLLAL0K
Osstem Implant Co., Ltd., Haeundae plant, 66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea
48002
(Occtem mnnaHT Ko., JIT4., XeyHae nniaHT, 66-16, BaHcoHr-no 5136eo0H-runn, XeyHge-ry, MycaH,
Pecniy6nmka Kopes 48002)
2.4, YMONMHOMOYEHHbIN NpeACTaBUTE/b NPON3BOAUTESNS
000 «OCCTEM»! 15432, Mocksa, NMpocnekT AHgponoBa, gom 18, kopnyc 7, aTax 8, ogmc 1

3. Knaccuukayma mMeguuMHCKOro nsgenms

Knacc B 3aBUCMMOCTU OT MOTEHUM&/IbLHOTO pucka |
MEeAULIMHCKOIO  W3fenus, B  COOTBETCTBUM C
KraccumKaumeli HOMeHKIaTypbl

Tvn KOHTaKTa C Tesiom XUPYPrnyeckn WHBasMBHbIE W3LENNA BPEMEHHOr0
ncnonb3oBaHMss (<60  MMHYT  KOHTakTa C
nawuneHTom).

Crepunuzaums HecTtepunbHo
4. MpuHunnbl paboTbl MEAULMHCKOIO U3aenns

VIHCTPYMEHTbI 411 XUPYPIUYECKOA YCTAHOBKWU [AEHTa/IbHbIX MMMIAHTATOB MNpefHasHauyeHbl [
XMPYPrYecKoro pasMelLieHnst uMniaHTaTtoB Occtem. OTBepTKa pyyHas Multi gist dvkcauym v oTAenbHO
npefHa3HayeHa [/ YCTAHOBKM W pasfefieHVs Mpu UCMoMb3oBaHMM abaTMeHTa Multi. Knou Topka
UCMONb3yeTcA  ANA  3aTsHKKM  Topka K abaTMeHT-/loKaTopy.  Yr/0BOM KoM TopKa /1S
AVHAMOMETPMYECKOrO  K/toua MCMOsb3yeTcsl /1t 3aTshKKM TOPKa K Yr/iioBoMy a6aTMmeHTy. Kiou
AVHAMOMETPUYECKNI MCMONb3YeTCs ANs (MKcauuy MMMIaHTaTa WK 3aBUHYMBAHUA BUHTOB. Ero Luest
aBTOMATUYeCKN CrMbGaeTcs, KOrga MPUMEHSIETCS CAMLLKOM MHOFO CW/bl, 3a MpeAenaMu AonycTUMONA.
VIHCTpYMeHT yHMBepca/ibHbI s Port UCMonb3yeTest 471t KOMGUHALMW WM OTCOEANHEHUST MPOKIAAKM
Ha 3y6. VIHCTPYMeHTbI 6yAyT UCMONMb30BaTbCA B KayecTBe BCMOMOraTe/lbHbIX CPeACTB MpW MpoLedype
VMMAaHTaLuK.

5. TexHu4eckKoe onmncaHume

5.1. BapuaHTbl ncuonr
Ha pycckom si3bike: In English:
VHCTPYMEHTbI 419 XUPYPrUYecKon YyCTaHOBKM Tools for surgical installation of dental
JeHTaNbHbIX UMMAHTATOB: implants:

1 OtBepTKa pyuHas Multi (Multi Abutment Outer
Driver)

2. Kntoy Topka Ana AMHaMOMETPUYECKOro Kiova
(Locator Torque Driver) pa3nuuHoin AvHbl: 16,5
MM, 21,5 Mm

3. YrnoBoi KoY TopKa 4/ AMHaMOMETPUYECKOr0
kntoya (Angled Torque Driver) pasnvyHoi AMHbI:
13 mm, 20 Mm

4. Kntou gnHamomeTpuueeknii (Torque Wrench)
5. Kntou gnHamomeTpuyeckuin Bar Type

6. IHCTpyMeHT yHMBepcanbHbIn ana Port (Multi
Tool)
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1 Multi Abutment Outer Driver
2. Locator Torque Driver:

16,5 mm,

21,5 mm
. Angled Torque Driver:

13 mm.

20 mm
. Torque Wrench:
. Torque Wrench Bar Type
6. Multi Tool

w !

o



5.2. B03MOXHble KOMOMHaUMKU € 4pyrum 060pyAoBaHUEM
MeLVUNHCKME M30e/TUSA MCMOSb3YIOTCSA C KaXKAbIM abaTMEHTOM:
» OTtBepTKa pydHass Multi, wyponosepT Multi,
» Kntou Topka A4ns guHaMoMeTPUYeCcKoro Knoda Multi,
* YTI0BOI K/OY TOPKA A/151 AMHAMOMETPUYECKOr0 K04, YII0BOM KO
» [lpyrve npoayKTbl UCMOSb3YKOTCA C LUYpynamMu 1 rosioBKamy nmniaHtatos OccTem.

5.3. MaTepunanbl MeANLNHCKOTO N34enns
Kopg Tvn n mapka ctanuv, Npon3BoaUTESb
Koy Topka ans TWLDSK  Hepsasetowast cranb X15TN (C - 0,40%, Mn - 2,00%,
JAWHaAMOMETPUYECKOTo K/to4da TWLDLK Mo -2,0%, Cr- 15.50%, H - 0,2%, V - 0,30%, Fe -
YrnoBoii KoY TopKa ans ATD12s  9:6%)
ANHAMOMETPUNYECKOro Kwva ATD12L
OTBepTKa py4yHas Multi MAOD CarTech ® TrimRite ® Hepxxasetowasn ctasib (C 0.15-

15.00%,Ni 0.25-1.00, 0.40-1.00% Mo, Fe 80.63-

Kntou guHamomeTpuyecKkmii TW30B 83.63%)

Bar Type

Hepxxasetowasa ctanb SUS316L (Fe 61.4-72%, C

<0,03%, Cr, 16-18.5%, Ni 10-14%, Mo 2-3%, Mn <2%,
PTCMT Si <1%, P <0,045%, S <0,03%)

TiN nokpbITre, nponssognTens Mupae Xatak (Mirae

Hitech), Kopes

MHCTPYMEHT yHUBEpPCaNbHbI
ansa Port

6. OCHOBHble napamMeTpbl N AaHHbIE O NPON3BOANTENBHOCTN MEANLUMHCKOIO U3nenns

CBSXXUTECH C YNOSIHOMOYEHHbLIM MpeAcTaBUTeNIeM MPOU3BOAUTENS UM NOCETUTE CalT
www.osstem.ru gns nosnydeHust 6onee Nogpo6bHoM nHhopmMaumn.*

*- cm. Mpuno>keHune 1 ¢ npefocTaBnsemoii nHpopmaymeit
1. MapkupoBska

7.1.  T1pOeKT MapKMPOBKW Ha PYyCCKOM 13blKe

OTBepTKa pyyHas Multi
(Multi Abutment Outer Driver)

BynakoBke:1wr
U S maod
liotl vi

S

3,3 MM Hex

Mpoussogutene: 0 ?2stem Implant Co., Ltd.
66-16, g[njp.raxf9513beon-gn H?.filndi?;fy,
Busan, Korea 48002

Mpepctasutens: 000 «OCCTEM» 115432, .
Mocksa, np. Auaponosa, 4. 13, Kgg. 7, od. 1

Cpenato B Kopee

YCnoBus XpaHeHNUA:XpaHuT» ¢

e NpoXNafgHoMCyXoM Meae

WNHCTPYKyMA; CM. 3KCNNYaTayuoHHY 0
AOKyMeHTauuo
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CuwmBon OnpegeneHve
BHMMaHVe. YKa3bIBaeT Ha BO3MOXKHYHO OMacHOCTb A5 Mnofib3osartens. B
A PYKOBOACTBE CMMBO/1 YKa3bIBaET MH(POPMALMIO, KOTOPYHO MOMb30BaTe b
[O/MKeH MpoynTaTh.
Homep noBTOpHOro 3aKasa

REF
Homep naptum
LOT
J M3rotoBuTe/b
JaTa n3rotosneHuns
Iw [

2 l"ogeH oo

3HaK COOTBETCTBUSA J06POBONBLHONM cepTUdMKaLA
8. YnakoBKa
CyLLecTBYET JBa BapvaHTa YrNakoBK/; KapTOHHas KOpobka 1 NakeT.

YrnoBow KoY Topka Ans avMHamomeTpudeckoro kova (1 wm 3 wr.) (ATD12S, ATD12L, ATD12S3S,
ATD12L3S), Knto4y Topka ans guHamomeTpmdeckoro ktoda (TWLDSK, TWLDLK) nwwm OTBepTka
pyyHas Multi (MAOD), ynakoBaHbI B 65McTep. BavcTep ¢ MHCTPYKUMER Mo 3KCnyaTauum nomeLLaeTcs
B KapPTOHHYIO KOPOOKY.

Kntou anHamomeTpuyeckunii (TW30), Kntou auHamoMeTpryeckuii Bar Type (TW30B) u VIHCTpyMeHT
yHMBepcanbHbI A Port (PTCMT) ynakoBbIBatOTCS B MAKET MO 1 LUT.BMECTE C MHCTPYKLWEN Mo
3Kcr/yaTaumn.

9. YcnoBusi TPAHCNOPTUPOBKM U XPaHeHUs
YCnoByst OKPY)KatOLLIEV cpefpbl YCNoBUS OKPY>KAIOLLIEV Cpefbl

[Ns XpaHeHns L noctaBku
Temnepatypa Or+ 1‘Cpo +30-°C OT-18“Cpo+ 60 °C
BnaxkHoOCTb Ot 20% po 70% Ot 10% po 80%
[JasneHve Ot 700 rMa go 1060 rla Ot 500 rMa go 1060 rlMa

10. CpoK cnyx6bl
OTtBepTKa py4yHast Multi, Kntou Topka ans AMHaMOMETPUYECKOr0 K/IKo4a, YT0BOM KoY TOpKa Ans
OVNHaMOMETPUYECKOr0 K/IHOHa UCMosb3yroTes A0 50 pas, Apyrue MHCTPYMEHTbI MMEKOT HeorpaHUYeHHbI
CPOK C/YXObl.

11. Tpe6oBaHua 6e30NMacHOCTU, MepPbl MPeAOCrOPOXHOCTY W MPeAoCTePEXXEHNS

MpenocTepeXkeHNA (MpeloCTepPeXKeHUs HANPSMYI0 CBA3aHbl C MUMMJAHTATaMu, KOTOpble yCTaHaBIMBalTCs
npy NOMOLWMN NHCTPYMEH T OB)

[ns 6e3onacHoOro v agheKTMBHOIO MCNOSL30BaHNS UMMIAHTATOB OCCTEM HACTOATE/IbHO PeKOMeHyeTCs
MPOBECTU CMELMaIN3MPOBaHHOE 00yYeHMe, MOCKOSIbKY XUPYPruyvecKne MeToAbl, Heobxogumble Ans
pasveLLEHNsT UMMNIaHTaToOB 3y00B, SIBNSKOTCA Y3KOCMELMaIM3MPOBAHHBLIMU U CIOXKHBLIMM NPOLELYPaMM.
HenpaBu/ibHbIii BbIGOP NauueHTa 1 TEXHUKM 4151 HEr0 MOryT CMOCOBCTBOBaTh CPbIBY UMMIaHTaTa 1/ win
noTepe NOAAEPXKMBAIOLLE KOCTW. MMnnaHTaTbl OcCTeM NpeaHasHayeHbl A4S UCMOb30BaHUSI TObKO B
yKasaHHbIX Cflyyasx. [eHTa/bHble UMMIaHTaTbl He A0/MKHbI ObITb M3MEHEHbl KaKuM-/IM60 06pas3oM.
Vicnonb3oBaHMe  3MEKTPOXMPYPIUYECKUX  MHCTPYMEHTOB WM /1a3epOB  BOKPYr  METa/INHECKUX
UMMN/TAHTaTOB M X abaTMEHTOB He PEKOMEHJYeTCsl U3-3a pUCKa MOPaKeHWS SMEKTPUYECKM TOKOM U /
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WM OXKOroB. [MOABWMXHOCTb MMMaHTaTa, MoTepst KOCTHOW MacChl WM XPOHUYECKas WHKEKUMSI MOryT
yKasblBaTb Ha CpbIB MMMMaHTaTa. ECnvM MMmnnaHTaT KakuUM-IMGo 06pa3oM 3arpsiHAeTCst (n3MUecKUMm
YXVAKOCTSIMM MaLMeHTa, UMMIaHTAT He MOXET UCMO/b30BaTLCS HU'Y KaKoro Apyroro nauyeHTa.

MpefynpexaeHuns

* PekoMeHyeMOe  KOMM4YECTBO  MPUMEHEHWA 418 Yr1oBOro  Kiwya  Topka 4
OMNHaMOMETPUYECKOT0 K/HoUa cocTaenseT 10, a peKOMeHAYeMbIA KPYTSALUMIA MOMEHT COCTaB/IsieT
30 HM nm Huxke.

»  OTpenuTe BCe MUCMO/Ib30BaHHbIE MHCTPYMEHTBLI CPasy Moc/ie onepawyn, 1 NoToM Moc/ie OUYNCTKA U
CYLLIKW, XpaHWUTe NpU KOMHATHOM TeMnepaTtype.

* He octaBnsiiiTe MHCTPYMEHTBI B MECTaX, MOABEPXKEHHbIX 3arPA3HEHUIO.

e O06nA3aTeNbHO CTEPUINZYETE XMPYPIUYECKME WMHCTPYMEHTbI B aBTOKnase (132°C B TeyeHun 15
MWHYT) 10 1 MOC/Ne KaXXaoi HOBOI XMPYypPruyeckoi npoueaypsbi.

* He mncnonb3yiiTe Nepekncb BOAOPOAA B KAYeCTBe Ae3VHMPULNPYIOLLErO CPeACTBa WM UYNCTALLErO
cpeactBa (3TO MOXKET MPUBECTM K MOBPEXAEHMIO WM obecuBeumBaHnio Mokpbimua  TiN,
Na3epHO MapKMPOBKY U LIBETOBOr0 KOAUPOBaHWS).

s JTOT NPOAYKT MOCTaBNseTcA ¢ 1-neTHel rapaHTVet Co AHS MOKYMKW.

12. 3awmTa oKpyxatoLeii cpegbl
12.1. TpeboBaHMA K 3alUTe OKpPYXalLeid cpesbl
MeguuuHCeKoe un3genne BO BPeMSA WCMO/b30BaHWA, TPAHCMOPTUPOBKU W XPaHeHUs! He OKasbIBaeT
OTPULIATENBHOr0 BO3AEACTBMA Ha /OAE 1 OKPY)KAIOLLYHO Cpefy.

12,2, TlepepaboTkKa Nnu yTnaunsaynsa MeuLUHCKOro n3genms

Mocne “cnonb30BaHUS faHHOE U3Ae/Ie MOXET ObITb MOTEHUMAIbHO 61MON0rMYecKU onacHbIM. Bo Bpemst
YTUM3aUMN - MEAMLIMHCKOIO  u3gennsa  TpebyeTc o06ecneunTb 00s3aTe/ibHOE  BbIMOMHEHNWE  BCEX
HeobX0AUMbIX NPOoLesyp B COOTBETCTBUM C MECTHLIM 3aKOHOAATENNILCTBOM U MPAKTUKOW B 60MbHULIAX.

13. Cnocobbl NpeaBapuTe/IbHOM OYNCTKU 1M MOKOLWME CpeacTBa Ans
[nst jaHHbIX U34eNnii HEeT peKoMeHAauMiA No onpesesieHHbIM CnocobamM OUMCTKN M MOKOLLMM CPeaCcTBaMm.
Nepen MCcnonb30BaHMEM WUHCTPYMEHTbI CTEPUNN3YIOT B aBTOK/IaBe NMpu Temnepatype 132°C B TedeHue 15
MWHYT 1 NOC/Ie UCMOSIb30BaHWSA OUULLIAIOT MPOLYKTbI BOLON.

14. JlekapCTBEHHbIE CPeACTBA U BeLLECTBA XXMBOTHOI0 NPOUCXOXAEHNS
MeauLMHCKOe  YCTPOMCTBO He  COAEPXUT  KaKux-MO0  BeLUeCcTB, KOTOpble MOFYT  CUMTaThbCA
NEKapPCTBEHHBIMU UIN XXUBOTHBIMW CYy6CTaHLMAMMN

15. CTepunbLHOCTL
VIHCTpYMEHTbI A1 XUPYPrUYECKOM  YCTaHOBKU  AEHTa/IbHbIX  WMMIAHTATOB  MOCTaBAAOTCA
HecTepu/IbHbIMMU.
VIHCTpYMEHTbI CTepUIM3YIOTCA B aBTOK/MaBe npu Temrepatype 132°C B TeyeHMM 15 MUHYT [0 M Moc/e
KabK/[O HOBOW XMPYPryecKoi npoueaypsbi.

,Homep CtaHgapTa HassaHue CTaHpapTa

EN 1041:2008 VHdopmaumsa npefocTaB/ieHa NPoM3BOAUTENIEM MEAULMHCKNUX U3AeNNi

EN 1641:2009 Ctomarosiorns - MeguLMHCKMe Npubopkl 4nst CTOMATo/I0rMK - MaTepuasbl

EN 1642:2011 Ctomatoniornsi - MegUUMHCKUE npuoopbl A1 CTOMAToNormm - 3y6Hble
UMM/IaHTaTbl

EN 980:2008 CuUMBO/bI 4191 UCNO/Ib30BaHNSA MPU MapPKMPOBKE MEAULIMHCKUX YCTPONCTB

ENISO 10993-1: Bronornyeckas oueHKa MeauUMHCKUX npubopoB - Yactb 1 OueHka U

2009 TECTUPOBaHWE B npeesiax rpoLiecca ynpas/eHUs pUcKamu

Bronornyeckas oueHKa MegMUMHCKMX npubopoB - Yactb 5. TecTbl na
UMTOTOKCUYHOCTb B UCKYCCTBEHHbIX YC/TOBUAX

MegauumHCeKe Nprbopbl - CUCTEMbI YNPaB/EHWS KavecTBOM - Tpeb6oBaHWUS C
Lie/Ibi0 perynmpoBaHms

MegaumumHeKme npubopb! - MNpuMeHeHVe yNpaB/ieHUss pUCKamMy K MeLULMHCKAM
N30ennam

ASTM F899-12b CTaHfapTHble creummKaumm 18 KOBaHbIX HEPXaBewLWWX CTaneid nis

EN 1SO 10993-5:2009

EN I1SO 13485:2012

EN ISO 14971:2012
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XVPYPTrUYECKMX UHCTPYMEHTOB

17. Tpe6oBaHUA K yCTaHOBKe
He npumeHnmo
18. TpeboBaHUA K TEXHUYECKOMY 06CY/HKMBAHULO
He npnmeHnmo
19. NapaHTUA
3TOT NPOAYKT NOCTaB/SIETCS C rapaHTuein 1 rof ¢ gaTbl MOKYMKW.
20. Peknamauus
000 «OCCTEM»
115432, Mocksa, MpocnekT AHAponoBa, oM 18, kopnyc 7, aTax 8, odmc 1
Www.osstem.ru
Ten.: 8 (495) 739-99-25
E-mail: info@osstem.ru
MpunoxeHne 1. OCHOBHbIe NapamMeTpbl U JaHHbIE O MPOU3BOAUTENBHOCTN MefULUHCKOIO U3fenus
(KnveHT nonyyaeT 3Ty uHdopMaLuio no 3anpocy npu obpateHnun KyrnojHOMOYEHHOMY
npeicTaBuTeNo NPOM3BOANTENS UM HA callTe Www.osstem.ru)

OTBepTKa pyyHasa Multi (MAOD)

OtBepTKa py4yHast Multi gna dmkcauum v 0TaenbHO NpeaHa3HaYveHa Al yCTaHOBKM W pasfesieHnst npuy
MCMo/sib30BaHUM abaTmeHTa Multi.

Jonyck coctaBnseT + 5%, ecnin He yKasaHo MHoe

HanmeHoBaHWe NokasaTenel 3HauveHue

A (£ 0,1), mm 185

Bl (+0,1), Mm 8.0

Bec, r 2.57
BHelLUHWI gnamMeTp, MM 4.5(+0.05,-0)
BHYTpeHHWI grameTp, MM 3.31(+0.01,-0)

Kntou Topka gna guHamomeTpudeckoro knwda (TWLDSK, TWLDLK)

Koy TopKa 1Cnonb3yeTes /1A 3aTSHKKN TopKa K abaTMeHT-/10KaTopy.
Jonyck coctaBngeT + 5%, ecnin He yKasaHo MHOe

TWLDSK
HanmeHoBaHMe NOKa3aTenewn 3HayeHune
A (x0,1), mm 16.5
B (x 0,05), Mm 3.175
C (£ 0,05), Mmm 1.78
LL| pLyLLymii MOMEHT K]
Bec, r 1.26
TWLDLK
HanmeHoBaHue noKasaTesei 3HayeHune
A (£0,1), Mmv 215
B (x 0,05), mm 3.175
C (£ 0,05), mm 1.78
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KpyTawpmii MOMEHT, H*M 30
Bec, r 1.56

YTrnoBoli KoY TopKa Ans guHamMmoMeTpuueckoro Kntoda (ATD12S, ATD12L)

c

ff e A

YTnoBoWA KoY TopKa /151 AMHAMOMETPUYECKOTO K/toYa UCMosb3yeTcsl ANs 3aTshkKy TopKa K yrioBOMy

abaTmeHTy.
JonyckK coctaBnseT + 5%, ecnmn He yKaszaHo NMHOe
ATD12S
HanmeHoBaHWe nokasaTenei 3Ha4yeHune
A (£ 0.1), mm 13
B (+0, -0.02), mm 1.23
[nvHa paboyeit yactin, MM 1.64(x0.05)
OunamveTp C, Mm 5(+0,-0.1)
FO/ILLIMWIA MoMeHT, H*m Id
Bec, r 0.89
ATD12L
HanmeHoBaHMe nokasaTenei 3HauyeHue
A (£0.1), mv 20
B (+0, -0.02), Mmm 1.23
[nvHa paboyeid yacTn, MM 1.64(£0.05)
Onametp C, mm 5(+0,-0.1)
Kp>xawmin MOMEHT» “1
Bec, r 0.96

Kntoy gnHamomeTpuyeckunin (TW30)

5 ((Q o)1~ C :

Koy gHamMoMeTPUUeCKIW UCNob3yeTca ANs (PUKcalum MMniaHTarTa uim 3aBUuH4YMBaHUS BUHTOB. Ero
LLIess aBTOMATUYECKM CrnbaeTcs, Korha NPUMEHSIETCA C/IMLLIKOM MHOFO CW/lbl, 3a NpedenaMmn fonycTUMONA.
Jonyck coctaBnseT + 5%, ecniv He yKas3aHo MHoe

HanmeHoBaHMe NokasaTersiei 3Ha4yeHue
DI(£0.1), mm 11.2
D2(x0.1), mm 9.0
BHYTpPeHHWIA gnaMeTp rosIoBKU, MM 6.52
LL)LLAumpii momeHT, H*m 10/20/3Q
Bec, 1 26.50
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Knou gHnamomeTpuyeckHin Bar Type (1W30B )

F-&wpy_

e

Koy AMHaMOMETPUYECKUI MCMONb3yeTCa Anst iUKcauymn UMNIaHTaTa Win 3aBUHYMBaHUS BUHTOB. Ero
LLIesl aBTOMATUYECKM CTMGAeTCs, KOrAa NMPUMEHSIETCA CIMLLKOM MHOTO CU/bl, KOTOpasi He OMyCKaeTcs.

Jonyck cocTaBnseT + 5%, eC/IN He yKasaHo WUHoe

HanmeHoBaHVe nokasaTtenei 3Ha4yeHue
A (£0,2), mm 90.4
B (£ 0,1), Mm 11.2
C (x0.2), mm 68,2
BHYTpeHHWI AnameTp rosI0OBKU, MM 3,26
[W T WimomeHT, HJA 10/20/3Q
Bec, r 28.0470

MHCTPYMeHT YHUBepcanbHblii gns Port (PTCMT)

VIHCTPYMEHT yHMBepcasibHbIii ana Port Ucrnonb3yeTcs 41t KOMBUHALMW UM OTCOEAVMHEHMS! MPOK/IAKM

Ha 3y6.

Jonyck coctaBngeT + 5%, ec/in He yKasaHo MHoe

HanmeHoBaHMe rnokasaTtenei 3Ha4yeHue
A (£ 0.1), mm 79
B (£ 0,2), Mv 82.08
[nvHa paboueii yacTn, Mm 0.7
OvameTp paboyeii YacTu, MM 2.15(+0,-0.05)
Macca, r 15,69

>KecTKoCTb MpodHocTs Ha LLIepoxoBaToCTb

Kopa pacTaXkeHune
(MunHMUManbHas) NOBEPXHOCTHU
(MMHMMaNbHas)

OTBepTKa py4yHas Multi MAOD 255 Tb 621 Mlaa He 6onee 0,99 MKwm
Kntoy Topka gns TWLDSK He 6onee 0,99 Mkm
ANHaMOMETPUYECKOro TWLDLK 373 Tb 1344 Mrla He 6onee 0,99 MKM
K/o4a
YTnoBoi KoY TopKa ATD12S
ANA 373 TB 1344 MMa He 601ee 0,99 MKM
OMHaMOMEeTPUYECKOro ATD12L
K/ova
Koy y TW30 255 TG 621 Mra He Gosiee 0,99 MKM
OVHAMOMETPUYECKNIA
Knroy
AnHaMomeTpuyeckmin Bar TW30B 255 Tb 621 Mrla He 6onee 0,99 MkM
Type
VIHCTpyMeHT PTCMT 100 T6 737.04 MMa  He 60nee 0,99 MKm

YHUBepcasbHbIn ansa Port

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



3aperunctpupoBaHHbIii Ne 2018 - 2235

HOTap|/|aanoe CBNAETENBLCTBO

JIM KYHI munH [LI KYUNG MIN], nuuo, aeiicTBytoLLiee Ha OCHOBaHMM A0BepeHHOCTU KommaHum
«OCCTEM UMIMNAHT KO., TA» [OSSTEM IMPLANT CO., LTD]., Npe3ngeHT komnaHu EOM
TAE KBAH [EOM TAE KWAN], B MoeM NpUCYTCTBUM NPU3HaT NOLNUCKY JOBEPUTENSA Ha
npunaraemyto VIHCTPYKLMIO MO UCMO/Ib30BaHUIO.

HacTtoswmm nogreepxkaeHo 29 okTa6psa 2018 roga B aToM odmce.

MexayHapoaHoe Kpugnyeckoe n HoTapuanbHoe 6opo MycaHa

BxoguT B cocTaB MPOKypaTypbl paiioHa MycaH (Geoje-dong, Busan Judicial Offices Town Bldg) #205,
28, Beobwon-ro, Yeonje-gu, MycaH, Kopes

/nognucs/
(Moanucb HoTapuyca)

Mapk FOHr Cy [Park Yong Soo]

Bbl1 HasHayeH Ha 3Ty AO/MKHOCTb MUHUCTPOM tocTuummn Pecny6ivkn Kopesi B KadecTBe HoTapuyca ¢ 31
Jekabps 1982 roga B cOOTBETETBUM C 3aKOHOM M 3594
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Bcero npoHymepoBaHo, CLUMTO M CKPensieHo nevatbio 11 cTpaHuy

/nognwuce/
/Kpyrnaa neyats/

Eom Tae KeaH (EoT Tae Kwan)
Occtem MmnnaHT Ko., Jltg
Mpe3ngeHT

[Meyvars:

66-16, baHCOHr-po 513 6MOH-Tu1n, XeyHaae-ry, bycaH
OCCTEM NMMNAHT Ko., N1

Mpe3ngeHT Eom Tae KsaH]
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MepeBog faHHOro Tg<CTa CAenaH MHOI, nepeBog4Mkom bopuyésbiM Bnagucnasom Hukona Luyem.

Poccuitickaa ®depepauns
[opos Mocksa
YeTblpHaguaToro Hoabpsa fABe ThbiCAYM BOCEMHaALAaTOro rojga
A, Akumos Me6 BopricoBuy, HoTapuyc ropoga MocKBb!, CBALETELCTBYHO NO4/IMHHOCTL nognnc’
nepesofunka bopluesa Bnagycnasa Hykonaesuya.
lNognucs caenaHa B MOEM MPUCY TCTBUM.
JInyHOCTb NoAnMcaBLLEro AOKYMEHT YCTaHOoB/eHa.

3aperucTpuposaHo BpeecTpe: Ne 77/09-H/77-2018- -5 wr
B3biCKaHO rocy1apcTBeHHOM nowwmHbI(no Tapudy): 100py6.
YriayeHo 3a OKasaHvie yCnyr npaBoBoro U TeXHUYecKoro xapakTepa: 200

I.B. AKumoB

HoTapuyc
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