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1. Device name
Dental instruments Karl Fritz®.
l. Versions:

1. Elevators, 1 pc/pack.:

1.2. SAW straight toothed elevator 3.0 mm, P/N 3002;

1.3. Apexo 301 straight elevator 2.3 mm, P/N 3003;

1.4. Seldin 304 straight elevator 2.8 mm, P/N 3004;

1.5. Elevator 81 straight 3.2 mm, P/N 3005;

1.6. Heidbrink 41 straight elevator 3.9 mm, R/N- 3006;

1.7. Seldin 34S straight elevator 4.0 mm, P/N.3007;

1.8. Seldin 34 straight elevator 5.0 mm, P/N 3008;

1.9. Apexo 301A curved elevator 2.5 mm} P/N 30009;

1.10. Curtis 52 curved elevator 3.4 mm, P/N 3010;

1.11. Miller Apexo 73 elevator left, P/N 3011;

1.12. Miller Apexo 74 elevator right, P/N 3012;

1.13. Schmeckebier Apexo 4 elevator-left, P/N 3013;

1.14. Schmeckebier Apexo 5 elevator-right, P/N 3014;

1.15. Heidbrink elevator straight, P/N 3015;

1.16. Heidbrink 79 elevator left, P/N 3016;

1.17. Heidbrink L elevator left with a thin handle, P/N 3016-1,
1.18. Heidbrink 80 elevator right,.P/N 3017,

1.19. Heidbrink R elevator right with a thin handle, P/N 3017-1;
1.20. Elevator Heidbrink HB13-14 double sided, P/N. 3018,
1.21. Microsaw straight toothed elevator 2.5 mm, P/N 3101;
1.22. Microsaw curved toothed elevator 2.5 mm, P/N 3102;
1.23. Microsaw straight toothed elevator 4 mm, P/N 3103;
1.24. Microsaw curved/teothed elevator 4 mm, P/N 3104,

2. Luxators, 1 pc/pack.:

2.1. EASY luxator straight left 3 mm, P/N 3111,
2.2. EASY luxatorstraight right 3 mm, P/N 3112;
2.3. EASY luxator-straight left 4 mm, P/N 3113;
2.4. EASY luxator'straight right 4 mm, P/N 3114;
2.5. EASY curved left luxator 4 mm, P/N 3115;
2.6. EASY curved right luxator 4 mm, P/N 3116.

3. Periotomes, 1 pc/pack.:

3.1. Periotome for frontal teeth, P/N 3301;

3.2. Periotome for chewing teeth, P/N 3302;

3.3. Periotome EASY flexible straight 2smm, P/N 3305;

3.4. Periotome EASY flexible straight;3 mm, P/N 3306;
3.5.Periotome EASY flexible curved-2.mm, P/N 3307;
3.6.°Periotome EASY flexible curved '3 mm, P/N 3308;
3.7-Periotome EASY flexible curved distal 2 mm, P/N 3311;
3.8. Periotome EASY flexible curved distal 2 mm, P/N 3312;
4. Raspatory, 1 pc/pack.:
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4.1. Molt 9 raspatory, P/N 4701,
4.2. Molt 9 EASY raspatory, P/N 4701S;
4.3. Prichard raspatory, P/N 4702;
4.4. Raspatory Seldin 23, P/N 4703;
4.5. Raspatory Seldin 23 EASY, P/N 4703S;
4.6. Mead raspatory, P/N 4704;
4.7. Mead EASY raspatory, P/N 4704S;
4.8. Raspatory 13KT/G, P/N 4705;
4.9. Buser raspatory, P/N 4706;
4.10. Guide raspatory for tunnel equipment, P/N 7103;
4.11 Initial raspatoyr for tunnel equipment, P/N 7104,
4.12. Advance raspatory for tunnel equipment,”P/N 7105,
5. Knives, 1 pc/pack.:
15.1. Knife Kirkland 15/16, P/N 4401;

15.2. Knife Orban 1/2, P/N 4402.

Il1. Instruction for use.
Hereinafter — instruments, devices, medical device.

2. Information about the manufacturer, developer and authorized representative of the manufacturer

Manufacturer:

Dental Studio Co., Ltd.

BIOI, B102, B125, BI, Geumjeong Station 2nd SKVI Tower, 186-LS-ro, Dongan-gu, Anyang-si, Gyeonggi-do,
Republic of Korea

Tel.:+82-31-8069-7007

Fax: +82-31-8069-7009

E-mail: bikim@dentalstudio.co.kr

Web-site: www.dentalstudio.co.kr

Developer:

Dental Studio Co., Ltd:

BIOI, B102, B125, Bl;"Geumjeong Station 2nd SKVI«Tower, 136 LS-ro, Dongan-gu, Anyang-si, Gyeonggi-do,
Republic of Korea

Tel.:+82-31-8069-7007

Fax: +82-31-8069-7009

E-mail: bikimfoldentalstudio.co.kr

Web-site: www.dentalstudio.co.kr

Manufacturer’s,authorized representative in the Russian Federation

DENTALSTOM LLC

143432, Moscow region, Krasnogorsk, Nakhabino work settlement, Chkalova Str. 7, space LXXV
Tel./fax: +7(495) 118-76-40

E-mail: info@dn-stom.ru

Web-sitezwww.dn-stom.ru

3. Intended use of the device/indications.
The devices are intended for surgical manipulations in dentistry.

4, Potential consumers.
Dental surgeons, maxillofacial surgeons and implantology surgeons.
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5. Scope of application, contraindications and possible side effects
Scope of application: dentistry, maxillofacial surgeiy, dental surgery.

Contraindications: possible allergic reaction to materials.
Side effects: Not known.

6. Precautions.
1. The instruments are supplied in a non-sterile package. It is necessary to sterilize the instruments before using
them.

2. Check the instruments for mechanical damage. Before using each instrument, the specialist must make sure that
the instruments are in working condition; their surfaces shall be free of any contaminations.

3. The instruments must be used in accordance with their intended purpose and instructions for use.

4. This device can be used only by dentists who,received qualifications in the application of appropriate treatment
methods and completed training courses.

5. Surgical interventions should be carried out;in sterile conditions, medical staff sShould use masks, gloves, sterile
clothes.

7. Description, design of devices and“application procedure.
Instruments for performing dental or maxillofacial surgical operations in“the oral cavity for the purpose of
preparation or immediate installation o f:dental implants. These are reusable;products.

Elevators

Description: Elevators are intended/te-remove a tooth or remaining roet: An elevator blade is inserted between the
alveolar bone tissue and the outside-of the tooth or remaining root to.cut the periodontal ligaments. After excision
of the periodontal ligaments, the elevator is used as a lever to remoye the tooth or root.

Product name Description Appearance
SAW straight toothed elevator; The blade is straight,
3.5 mm, P/N 3001; notched. The handle is
hexagonal, conical.
SAW straight toothed eleyator, The blade is straight,
3.0 mm, P/N 3002; notched. The handle is

hexagonal, conical.

Apexo 301 straight elevator, 2.3 The blade is straight/ The

mm, P/N 3003; handle is hexagonal,
conical.

Seldin 304 straight-elevator, 2.i The blade is straight. The

mm, P/N 3004, handle is hexagonal,
conical.

Elevator 81, straight, 3.2 mm, The blade/is:straight. The

P/N 3005; handle is hexagonal,
conical.

Heidbrink4l/straight elevator,

The bladeg)is straight. The
3.9 mm, P/N 3006;

handle isthexagonal,
conical

Seldin-34S straight elevator, 4.0 The'blade is straight. The

mm, P/N 3007; handle is hexagonal,
conical.

Seldin 34 straight elevator, 5.0 The blade is straight. The

mm; P/N 3008; handle is hexagonal,
conical.
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Apexo 301A curved elevator, 2.5
mm, P/N 3009;

Curtis 52 curved elevator, 3.4
mm, P/N 3010;

Miller Apexo 73 left elevator,
P/N 3011;

Miller Apexo 74 right elevator,
P/N 3012;

Schmeckebier Apexo 4 left
elevator, P/N 3013;

Schmeckebier Apexo 5 right
elevator, P/N 3014;

Heidbrink straight elevator, P/N
3015;

Heidbrink 79 left elevator, P/N
3016;

Heidbrink L left elevatorwith
thin handle, P/N 3016-1;

Heidbrink 80 right elevator, P/N
3017;

Heidbrink R right elevator with
thin handle, P/N3017-1;

Heidbrink HB13-14 double-sided
elevator, P/N-3018;

Microsaw,straight toothed
elevator,.2.5 mm, P/N 3101;

Micrasaw curved toothed
elevator, 2.5 mm, P/N 3102;

Microsaw straight toothed
elevator, 4 mm, P/N 3103;
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The blade is curved
forward. The handle is
hexagonal, conical.

The blade is curved
forward. The handle is
hexagonal, conical.

The blade is curved to the
left. The handle is
hexagonal, conical.

The blade is curved to the
right. The handle is
hexagonal,.conical.

The blade=is curved to the
left. The handle is
hexagonal, conical.

The-blade is curved to the
right: The handle is
hexagonal, conical.

The blade is straight. The
handle is hexagonal,
conical.

The blade is curved to the
left.  The handle is
hexagonal, conical.

The blade is curved tol(the
left. The handle is
hexagonal, thin.

The blade is curved to the
rightt The handle is
hexagonal, conical.

The blade is curved to the
right. The “=handle is
hexagonal thin.

Curved blade. The handle
is round.

The blade’is straight,
notched:, The handle is
hexagonal, conical.

The =notched blade is
curved forward. The
handle is  hexagonal,
conical.

The blade is straight,
notched. The handle is
hexagonal, conical.



Microsaw curved toothed 4 mm,

P/N 3104.

Technical specifications

Product name

SAW straight toothed
elevator, 3.5 mm, P/N 3001;
SAW straight toothed
elevator, 3.0 mm, P/N 3002;
Apexo 301 straight elevator,
2.3 mm, P/N 3003;

Seldin 304 straight elevator,
2.8 mm, P/N 3004;

Elevator 81, straight, 3.2 mm,
P/N 3005;

Heidbrink 41 straight
elevator, 3.9 mm, P/N 3006;
Seldin 34S straight elevator,
4.0 mm, P/N 3007;

Seldin 34 straight elevator,
5.0 mm, P/N 3008;

Apexo 301A curved elevator,
2.5 mm, P/N 30009;

Curtis 52 curved elevator, 3.4
mm, P/N 3010;

Miller Apexo 73 left elevator,
P/N 3011;

Miller Apexo 74 right
elevator, P/N 3012;
Schmeckebier Apexo 4 left
elevator, P/N 3013;
Schmeckebier Apexo 5. right
elevator, P/N 3014;
Heidbrink straight elevator,
P/N 3015;

Heidbrink 79 left glevator,
P/N 3016;

Heidbrink L left.elevator with
thin handle, P/N.3016-1;
Heidbrink 80;kight elevator,
P/N 3017;

Heidbrink R right elevator
with thin handle, P/N 3017-1;
Heidbrink(HB13-14 double-
sided elevator, P/N 3018;
Microgaw straight toothed
elevator, 2.5 mm, P/N 3101;
Microesaw curved toothed
elevator, 2.5 mm, P/N 3102;
Microsaw straight toothed
elevator, 4 mm, P/N 3103;
Microsaw curved toothed 4
mm, P/N 3104.

The notched blade s

curved forward. The

handle is  hexagonal,

conical.

Total Applied part
length, mm length, mm

152.0 17.0

152.0 17.0

152.0 12.0

152.0 14.0

152.0 11.0

152.0 18.5

152:0 16.0

152.0 17.0

152.0 12.0

152.0 16.0

152.0 12.0

152.0 12.0

152.0 23.0

152.0 23.0

152.0 12.0

152.0 23.0

150.0 23.0

152.0 23.0

150.0 23.0

185.0 21.0/21.0

152.0 17.0

152:0 18.0

152.0 15.0

152.0 16.0

Applied part
width, mm

3.5
3.0
2.3
2.8
3.2
3.9
4.0
5.0
2.5
3.4
3.0
3.0
3.4
3.4
2.5
2.5
2.8
2.5
2.8
2.4/2.4
2.5
2.5
4.0

4.0
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Angle, ®
No
No
No
No
No
No
No
No
170
170
140
140
110
110
No
110
110
100
110

115/115
No
170
No

170

Material

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel

Stainless steel



The procedure for using elevators:

1. Clean, disinfect and sterilize the device;

2. Select an instrument that is suitable in size and purpose;

3. Using an elevator blade, cut the periodontal ligaments around the tooth root;

4. Extract the tooth root using a lever motion, holding the instrument by the handle.

Luxators

Description: luxators are intended to remove a tooth or remaining root. Luxator bladeis inserted between the

alveolar bone tissue and the outer part of the tooth or the remaining root to excise the periodontal ligaments.
Product name Description Appearance

EASY straight left luxator 3 mm, P/N  The blade is straight.
3111

EASY straight right luxator 3 mm, P/N Thesblade is straight.

3112

EASY straight left luxator 4 mm, P/N The blade is straight.
3113

EASY straight right luxator 4 mm, P/N_ )The blade is straight.
3114

EASY curved left luxator 4 mm,/P/N The blade is curved to
3115 the left.

The blade is curved to

EASY curved right luxator 4 mm; P/N the right.

3116

Technical specifications

Total Applied part Applied part

Product name Ie;gn:h, length, fm width, mm Angle, Blade material
EASY straight left luxater 3 Nickel titanium
mm, P/N 3111 165.0 ! 3.0 2 Coating: titanium
EASY straight right-luxator 3 Nickel titanium
mm, P/N 3112 165.0 %0 3.0 X7 Coating: titanium
EASY straight leftduxator 4 mm, Nickel titanium
P/N3113 165.0 50.0 4.0 45 e
Coating: titanium
EASY straight. right luxator 4 Nickel titanium
mm, P/N 3114 165.0 50.0 4.0 45 Coating: titanium
EASY curyed left luxator 4 mm, Nickel titanium
P/N3115 160.0 45.0 4.0 80 . o
Coating: titanium
EASY curved right luxator 4 1600 45.0 40 80 Nickel titanium
mm, P/N 3116 ) ' ' Coating: titanium

Theprocedure for using periotomes:

1.'Clean, disinfect and sterilize the device;

2. Select an instrument that is suitable in size and purpose;

3. Using the periotome blade, cut the periodontal ligaments around the tooth root. Do not apply excessive force to

7
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the periotome blade.

Periotome
Description: Periotomes are intended to remove a tooth or a remaining root. Periotome blade_is inserted between
the alveolar bone tissue and the outer part of the tooth or the remaining root to excise the periodontal ligaments.

Product name Description Appearance
Periotome  for  anterior The periotome is bilateral.
teeth. P/N 3301 Two blades  without
' notches;  straight and
curved.
Peri for chewi The periotome is bilateral.
erlhotc;r/nl\le 325; ewing Two curved bladess.with
teeth, notches.
EASY flexible straight Flexible straight ™~ blade
ot 5 P/?\l with  notches/ =71t has
periotome 2 mm, graduation marks of 5, 10
3305 and 15 mm.
EASY flexible straight Flexible straight blade
periotome 3 mm, P/N with notches, It has
3306 ' graduation-marks of 5, 10
and 15 mm:
EASY flexible curved Flexible straight blade
eriotome 2 mm. P/N with notches. It has
2307 ' graduation marks of 5, 10
and=15 mm.
EASY flexible curved Flexible straight blade
eriotome 3 mm. P/N with’notches. It has
2308 ’ graduation marks of 5, 10
and’ 15 mm.
EASY flexible curved Flexible straight blade
distal periotome 2 mm, with no'_[ches. It has
P/N 3311 graduation marks of 5, 10
and 15 mm.
EASY flexible curved Flexible straight blade
distal periotome 2 mm, with noFches. It has
P/N 3312 graduation marks of 5, 10
and 15 mm.
Technical specifications
Total Applied part Applied part Angle, .
Product ‘name length, mm  length, mm width, mm 5 Blade material
Periotome  for anterior
teeth, P/N 3301 172.0 30.0/37.0 2.2/3.2 80/- Stainless steel
Periotome for chewing .
teeth. P/N 3302 167.0 30.0/30.0 12.5/12.5 90/90 Stainless steel
EASY flexible straight Nickel titanium
periotome™2 mm, P/N 3305 156.0 36.0 2.0 No
EASY-flexible straight
periyme 3 mm P/?\l 3306 156.0 36.0 3.0 No Nickel titanium
EASY flexible curved . N
perfotome 2 mm, P/N 3307 1560 35.0 2.0 35 Nickel titanium
EASY flexible curved . N
periotomexé mmuP\;N 3308 156.0 35.0 3.0 35 Nickel titanium
EASY flexible curved 160.0 20.0 2.0 110 Nickel titanium
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distal periotome 2 mm, P/N

3311

EASY flexible curved

distal periotome 2 mm, P/N 160.0 19.0 - 110 Nickel titanium
3312

The procedure for using periotomes:
1. Clean, disinfect and sterilize the device;
2. Select an instrument that is suitable in size and purpose;

3. Using the periotome blade, cut the periodontal ligaments around the tooth root. Do not apply excessive force to
the periotome blade.

Raspatories

Description: The raspatories are intended to cut.off the periosteum. The raspatories action is based on lifting and/or
separating the periosteum from the bone through' a pushing force, usually applied along the longitudinal axis of the
bone.

Product name Description Appearance

Molt 9 raspatory, P/N The handle.is

4701; round.

Molt 9 EASY raspatory, The handle is

P/N 4701S; round.

Prichard raspatory, P/N The handle is

4702; round:

Seldin 23 raspatory, P/N The-handle is

4703; round.

Seldin 23 EASY raspatory,  The handle is

P/N 4703S; round.

Mead raspatory, P/N 4704; ~The handle is
round.

Mead EASY raspatory, P/N ~ The handle is

4704S; round.

13KT/G raspatory, P/N The handle is

4705; round.

Buser raspatory, P/N 4706;  The handle is
round.

Guide raspatory fortunnel The handle is

technique, P/N 7103; round.

Initial raspatory for tunnel The handle is

technique, P/N/7104; round.

Advance raspatory for The handle is VML S HMMMHL N

tunnel technigque, P/N 7105. round.

Technical-specifications
Total Applied part Applied part

| Angle, ° i
ABduct name length, mm length, mm thickness, mm ngle Material
2’;3';_9 raspatory, P/N 188.0 40.0/39.0 7.513.1 No Stainless steel
Molt. 9 EASY raspatory, .
. . . 7.5/3 No Stainless steel
47015, 188.0 40.0/39.0 i
Z;'Oczh_ard raspatory, P/N 200.0 42.0 /50.0 5.0/ 26.0 -1160 Stainless steel
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Seldin 23 raspatory, P/N

4703: 197.0
Seldin 23 EASY

raspatory, P/N 4703S; 197.0
Mead raspatory, P/N 4704; 186.0
Mead EASY raspatory,

P/N 4704S; 198.0
13KT/G raspatory, P/N

4705: 176.0
Buser raspatory, P/N

4706 172.0
Guide raspatory for tunnel 188.0
technique, P/N 7103; '
Initial raspatory for tuimel 178.0
technique, P/N 7104; '
Advance raspatory for

tunnel technique, P/N 184.0

7105.

The procedure for using raspatories:

1. Clean, disinfect and sterilize the device;

47.0 /53.0

47.0/50.0
41.0/40.0
43.0/50.0

34.0/36.0

36.0/31.0

40.0 /40.0

36.0/36.0

40.0/38.0

2. Select an instrument that is suitable inssize and pudo3se;

12.0/12.0 No
12.0/12.0 No
4.2/4.0 No
3.5/4.0 No
3.5/2.5 110
45/5.0 No
5.5/5.0 No
4.0/3.58 No
6.5/8.0 90/110

Stainless steel

Stainless steel
Stainless steel

Stainless steel

Stainless steel

Stainless steel

Nickel titanium

Stainless steel

Nickel titanium

3. Perform separation or working with.the mucoperiosteal flap, holding the raspatory by the handle.

Knives

Description: Knives are used to cut'or excise gums and soft tissue in-various parts of the oral cavity.

Product name

Kirkland 15/16 knife, P/N 4401

Orban 1/2 knife, P/N 4402

Technical specifications

Total
Product name length,
mm
Kirkland 15/16 knife, P/N
4201 175.0
Orban 1/2 knife;=P/N 4402 165.0

The procedure for using knives:
1. Clean, disinfect and sterilize the device;

Applied part
length,-mm

34.0434.0
2900/ 29.0

2. Select an“instrument that is suitable in size and pudo3e;

Appearance
Applied part R
width, mm Angle,
7.517.5 120/(120
2.4/2.4 114/314

3. Perform_cutting or excision of gums and soft-tissues, holding the knife by the handle.

8. Package contents

Dental-instruments Karl Fritz ®
I Versions:

1. Elevators, 1 pc/pack::

1.1. SAW straight toothed elevator 3.5 mm, P/N 3001,
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Material

Stainless steel

Stainless steel
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SAW straight toothed elevator 3.0 mm, P/N 3002;

1.3. Apexo 301 straight elevator 2.3 mm, P/N 3003;

14.
15.
16.
17
18.

Seldin 304 straight elevator 2.8 mm, P/N 3004;
Elevator 81 straight 3.2 mm, P/N 3005;
Heidbrink 41 straight elevator 3.9 mm, P/N 3006;
Seldin 34S straight elevator 4.0 mm, P/N 3007;
Seldin 34 straight elevator 5.0 mm, P/N 3008;

1.9. Apexo 301A curved elevator 2.5 mm, P/N 3009;

1.10

. Curtis 52 curved elevator 3.4 mm, P/N 3010;

1.1 L Miller Apexo 73 elevator left, P/N 3011;

1.12.
1.13.
1.14.
1.15.
1.16.
1.17.
1.18.
1.19.
1.20.
1.21.
1.22.
1.23.
1.24.

Miller Apexo 74 elevator right, P/N 3012;
Schmeckebier Apexo 4 elevator left, P/N.3013;
Schmeckebier Apexo 5 elevator right,’P/N 3014;
Heidbrink elevator straight, P/N 3015;

Heidbrink 79 elevator left, P/N 3016;

Heidbrink L elevator left with a thin_handle, P/N 3016-1,;
Heidbrink 80 elevator right, P/N 3017;

Heidbrink R elevator right with @a.thin handle, P/N 3017-1;
Elevator Heidbrink HB13-14 double sided, P/N. 3018;
Microsaw straight toothed elevator 2.5 mm, P/N 3101,
Microsaw curved toothed elevator 2.5 mm, P/N 3102;
Microsaw straight toothed elevator 4 mm, P/N 3103;
Microsaw curved toothed€levator 4 mm, P/N 3104.

2. Luxators, 1 pc/pack.:

2.1.
2.2.
2.3.
2.4.
2.5.
2.6.

EASY luxator straight left 3 mm, P/N 3111,
EASY luxator straight'right 3 mm, P/N 3112;
EASY luxator straight-left 4 mm, P/N 3113;
EASY luxator straightiright 4 mm, P/N 3114;
EASY curved left Juxator 4 mm, P/N 3115;
EASY curved right fuxator 4 mm, P/N 3116.

3. Periotomes, 1 pc/pack.:

3.1
3.2.
3.3.
3.4.
3.5.
3.6.
3.7.
3.8.
4R
4.1.
4.2.
4.3.
4.4,
45
4.6.
4.7.

Periotome for_frontal teeth, P/N 3301;

Periotome for_chewing teeth, P/N 3302;

Periotome EASY flexible straight 2 mm, P/N;3305;
Periotome/EASY flexible straight 3 mm, P/N 3306;
Periotome;EASY flexible curved 2 mm;-P/N 3307;
Periotome-EASY flexible curved 3 mm,.P/N 3308;
Periotome-EASY flexible curved distal’2 mm, P/N 3311;
Periotome EASY flexible curved distalk2 mm, P/N 3312;
aspataory, 1 pc/pack.:

Molt 9 raspatory, P/N 4701;

Molt 9 EASY raspatory, P/N 4701S;

Prichard raspatory, P/N 4702;

Raspatory Seldin 23, P/N 4703;

Raspatory Seldin 23 EASY ,:P/N 4703S;

Mead raspatory, P/N 4704;

Mead EASY raspatory, P/N 4704S;

INSTRUCTIONS FOR USE OF THE MEDICAL DEVICE: Version 3
Dental instruments Karl Fritz ®
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4.8. Raspatory 13KT/G, P/N 4705;

4.9. Buser raspatory, P/N 4706;

4.10. Guide raspatory for tunnel equipment, P/N 7103;
4.11. Initial raspatoyr for tunnel equipment, P/N 7104,
4.12. Advance raspatory for tunnel equipment, P/N 7105.
5. Kbnives, 1 pc/pack.:

15.1.Knife Kirkland 15/16, P/N 4401;

15.2.Knife Orban 1/2, P/N 4402.

1. Instruction for use.

9.Decoding of symbols used in packaging labeling

Symbol Meaning Symbol Meaning
k{?] Catalogue number A Caution
otl Lot code [B. Read instructions for use or see electronic
d] Date of manufacture instructions for use
S Use before LL QR-code
|J Manufacturer Non-sterile

10. Conditions of storage, transportation and operation
Storage conditions;
- store in a dry_place protected from direct sunlight;
- temperature: +1to +40 °C;
- relative humidity: 45-55 %;
- atmospheric pressure: 800-1 060 hPa.

Transportation conditions:

Transportation of,devices packaged into a transpoerticontainer shall be carried out by alt types of covered
vehicles in compliance with the precautions indicated on the transport container and in accordance with the
rules of cargotransportation applicable to that type of transport.

- temperature: -50 to +50 °C;

- relative humidity: 0-90 %;

- atmospheric pressure: 800-1 060 hPa.

Indoor conditions during medical device use
-_temperature: +1 to +40 °C
= relative humidity: 45-55 %;
- atmospheric pressure: 800-1 060 hPa.

11. Cleaning, disinfection and sterilization’of devices
Used instruments shall be cleaned, disinfected and sterilized before being sent.for storage.

1. Pre=sterilization cleaning
Instruments shall be cleaned and disinfected before sterilization.

1) Immerse the instruments with the remaining impurities (blood,‘soft tissues, bone fragments, etc.) in water.
The instruments shall be kept-in water before the following cleaning steps are started manually or in an
ultrasonic bath.

2-1) Manual cleaning and disinfection of the instruments

INSTRUCTIONS FOR USE OF THE MEDICAL DEVICE: Version 3
Dental instruments Karl Fritz ®



a. Immerse the instruments with the remaining impurities in an enzyme disinfectant detergent diluted in water (it is
recommended to use products with a neutral pH index or a disinfectant cleaner with similar characteristics (all
products must be registered in accordance with the established procedure in the Russian Federation).

b. Cleaning of all visible contaminations from the surface of surgical instruments is performedjusing a soft nylon
brush with a short pile (cleaning time of each instrument is at least 4 minutes). Cleaning of'the delicate applied
parts of the instruments is carried out using cleaning needles.

c. The instruments are rinsed under running water to remove any remaining disinfectant.

2-2) Cleaning and disinfection of instruments in an ultrasonic bath (recommended by the manufacturer as the
preferred method)

a. The instruments shall be completely immersed in the cleaning solution. It is recommended to use an enzyme
disinfectant cleaner (it is recommended to use products with a neutral pH index or a disinfectant cleaner with similar
characteristics (all products must be registered-.in accordance with the established procedure in the Russian
Federation).

b. The instruments are to be cleaned in an ultrasonic bath for 10-20 minutes, thensrinsed with water.
c. The instruments are to be rinsed under running water to remove any remaining,cleaning disinfectant.

3) Repeat steps a) and b) until the instruments are completely cleaned,then perform visual inspection of the
instruments.

4) The instruments are thoroughly, dried naturally or using drying-cabinets for surgical instruments. If
necessary, manual drying using napkins made of non-abrasive lintsfree fabric is possible.

5) For more information and data on using the available enzymesand non-enzyme disinfectants, refer to the
instructions of the manufacturers of these products.

2. Steam sterilization
After cleaning and disinfecting the_instruments, it is necessary to carry out sterilization.

The instruments shall be sterilized by steam under pressure in an autoclave at a temperature from 132 °C to 134 °C
for 15 minutes, followed by drying for 30 minutes.

12. Disposal

Medical devices shall be disposed of in accordance with the/medical procedures adopted by the-medical institutions,
and the local, state, or federal regulations. The choice of methods for the safe disposal and.destruction of devices
depends on the capacity-and profile of the medical organization, the availability o fwaste disinfection/neutralization
facilities, the method ‘of neutralization/destruction of waste adopted in the administrative_territory (incineration,
removal to landfills,:disposal).

Instruments are considered epidemiologically hazardous waste (devices contaminated with blood and/or other
biological fluids ‘of)patients, as well as devices in.contact with patients with infectious diseases). In this case, a
medical organization only collects and temporarily stores the above-specified waste{ €ollection is carried out into
single-use bags.or containers with color labeling adopted for hazardous medical waste in a room or in places for
temporary storage of medical waste before subsequent transportation to the place of destruction or disposal.
Instruments ‘in\,contact with the patient shall be pre-cleaned and disinfected infaccordance with the established
procedure before being disposed of Transportation of medical waste from medical institutions, and their disposal
is carried out by specialized organizations having a license to handle epidemiologically hazardous medical waste.

Consumer:package and unused defective devices belong to epidemiologically safe waste, similar in composition to
solid hausehold waste (SHW).

13. Shelf life
The'shelf life of the device is unlimited:

14-Service life of devices
With proper use, the service life of the instruments is unlimited, except for the effects of natural wear.

INSTRUCTIONS FOR USE OF THE MEDICAL DEVICE: Version 3
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15. Maintenance and repair
Maintenance and repairs are not provided.

16. List of international standards that the medical device complies with

EN ISO 13485; EN I1SO 14971; EN 1SO 14155-1; EN ISO 14155; EN ISO 10993-5; EN 1S0O+15223-1; EN 1041;
MEDDEV 2.7/1 Rev. 4, MEDDEV 2.12/1 Rev. 8; EN 1SO 17665-1; EN 1SO 11138-1; EN 1SO 11737-1; ISO
17665-1; 1SO 11135-1; 1SO 9873; 1SO 13397-2; 1SO 7492.

Note: The latest editions of the standards are used: the organization maintains and updates the list of reference
standards as a record of its own management system in accordance with 1SO 13485.
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DENTAL STUDIO €0, LTD.
CEO KIM BEOM JuN
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said principal's subscription to

the attached. INSTRUCTION FOR

USE FOR FHE MEDICAL DEVICE. —
99,

This is hereby attesiea on mis

2nd day of Aug. 2024 at this office.

LAW FIRM IDEA & NOTARY.OFFICE INC.
Belong to Seoul Central

District Prosecutor's Office
(Cheongjin-dong, Samsong/Bldg.) 701, 702,
34, Jong-ro 3-gil, Jongno-gu; Seoul,
Republic of Korea

m

Signature of the Notary Public

Park Jong Cheil
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act'as Notary Public Since
7, Feb. 2020 Under Law N0.15150.
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[MepeBog ¢ aHrAMIACKOro 1 KOPeNCKOro A3blKOB HAPYCCKNI A3bIK]
MeyaTb: «HoTapuanbHo-topuamyeckas komnaHus WOAEA NHK.», HoTapuyc [1ak UeH Yeiin]

(HoHAXWH-AOHT, 3naHKe CamcoHTr) 701, <<HOTAP|/|A“|DHO-|’OPV|A|/|qECKAﬂ TEJ.: 756-4401

702, 34, YoH-po 3-runb, YoHHO-r>", Ceyn KOMHAHMH M,U,EA |/|HK.>>
[®opma Ne 41]

PerncrtpayuoHHblil Homep: 2024 - 17268

HOTAPWMAJIbHOE CBNAETEJ/IBCTBO

«HoTapmnanbHo-topuagnyeckas komnaHnma WOAEA NHK.»
(Law Firm IDEA & Notary Office Inc.)

(YoHAXWH-OHT, 3gaHne CamcoHr) 701, 702,

34, YoH-po 3-runb, YoHHO-rY, Ceyn, Pecny6nuka Kopes
({Cheongjin-dong,/Samsong Bldg.) 701, 702,

34, Jong-ro 3-gil, Jongoe-gu, Seoul, Republic of Korea)

[TucHeHasa neyaTb: «HoTapnanbHO-tOpuaKYeckas kKomnanma PLOEA UHK.»]

210 mm X297 mm (BnaHk ¢ 3awunToii) (1 kateropusa) 70 r/m”



[arta: 24.06.2024 r.

YTBepXXaeHo

Kum Bom YyH (Kim Beom Jun) Inodnuchl
eHepanbHbIl AUPEKTOP

«[leHtan Ctygmno Ko., ita.» (Dental Studio Co., Ltd.)
[MevaTsb: Aupektop Kum bom YyH]

MHCTPYKLMUSA NO MPUMEHEHWIO
HA MEAVWUWHCKOE U3AENVE

MHCTpyMeHTbl cToOMaTonornyeckne Karl Fritz®

Bepcua 3

[MevaTb: «HoTapmanbHo-topugnyeckas komnanua MAEA MHK.», HoTapuyc Mak YeH Yeiin]



1 HavmeHoBaHWe uU3genus
MHCTpyMeHTbI cToMaTosiornyeckme Karl Fritz®.
. BapnaHTbl UCMONTHEHNA:
1. OneBatopsbl, 1 WT./yn.:
11.  3nesatop SAW npsmoii 3y6uatslin 3,5 MM, apT. 3001
12.  3nesatop SAW nipsmoii 3ybuatslii 3,0 Mm, apT. 3002;
13.  3nesatop Apexo 301 npamoit 2,3 mm, apT. 3003;
14. Onesatop Seldin 304 npamoii 2,8 mm, apT. 3004,
15.  3nesatop 8L npsamoii 3,2 mm, apT. 3005;
16. Oneatop Heidbrink 41 npsimoii 3,9 mMm, apT. 3006;
17.  3nesatop Seldin 34S npsamoii 4,0 mm, apt. 3007,
18.  3nesatop Seldin 34 npsmoii 5,0 mv, apT. 3008;
19. 3nesatop Apexo 301A n30rHyThI 2,5 MM, apT. 3009;
1.10. 3nesatop Curtis 52 U30rHyTbIR 3,4, MM, apT. 3010;
1.11. Snesatop Miller Apexo 73 neBbiit,-apt. 3011;
1.12. Onesatop Miller Apexo 74 npasbiit; apT. 3012;
1.13. Onesatop Schmeckebier Apexo 47eBebiit, apT. 3013;
1.14. 3nesatop Schmeckebier Apexa. 5 npasblia, apt. 3014;
1.15. 3nesatop Heidbrink npamoii,-apt. 3015;
1.16. 3nesatop Heidbrink 79 nesbli4; apT. 3016;
1.17. 3nesatop Heidbrink L neBbli4-c TOHKOW py4koi, apT. 3016-1;
1.18. 3Onesatop Heidbrink 80 npasbii, apt. 3017;
1.19. 3nesatop Heidbrink R rpasbiin ¢ TOHKOW py4ykoi, apT. 3017-1;
1.20. 3nesatop Heidbrink HB13-14 aByxcTopoHHUIA, apT. 3018;
1.21. 3nesatop Microsaw npamoit 3y6uartbivi 2,5 MM, apt. 3101;
1.22. 32neatop Microsaw WU30rHyTblin 3y6uaTtbiii 2,5 MM, apT. 3102;
1.23. 3nesatop Microsaw-fpsamoii 3y6uaTtblii 4 Mm, apT. 3103;
1.24. 2nesatop Microsaw U30rHyTblIl 3y6uaTtblid 4 MM, apT. 3104.

2. JltokcaTopsbl, 1 wT./yn.:
2.1. Jlokcarop EASY npsmoii nesblin 3 mm, apT. 3111,
2.2. Jhokcatop EASY npsmoii npasbidi 3 MM, apT. 3112;
2.3. Jlokcatop EASY npsimoii neBblin 4 MM, apT. 3113;
2.4. Jlokcatop EASY npsmoii npasbiii 4 MM, apT. 3114;
2.5.  JliokcaTop:EASY M30rHyTbIi Nesblil 4 MM,-apT. 3115;
2.6. Jlokcatop.EASY un30rHyThIi npasblid 4 Mm, apT. 3116.

3. MepuoTombl, LT./yn.:
3.1. TlepuoTom N (hpoHTaNbHBIX 3y60B,japT. 3301;
3.2. TlepuoTom ans >keBaTeNbHbIX 3y60B, apT. 3302;
3.3.  Mepuotom EASY rvbkuin npsamoin 2 mm, apT. 3305;
3.4. TMepwotom EASY rnbkuin npamoii 3‘mm, apt. 3306;
3.5. [Mepuotom EASY TMOKMAN3OFHYTBIA 2 MM, apT. 3307;
3.6. Tlepuotom EASY TMOKUANSOTrHYTbIN 3 MM, apT. 3308;
3.7. - Hepvotom EASY TMOKNA30THYThIA AUCTa/IbHBLIN 2 MM,apT: 3311;
3.8. ~~Flepniotom EASYTUOKNIA M3OFHYTbIA AUCTaNbHBIA 2 MM, apT. 3312;

4. Pacmaropbl, 1 wT./yn,:
4.1+ Pacnatop Molt 9, apt. 4701;
4.2. Pacnatop Molt 9 EASY,apt. 470IS;
4.3. Pacnatop Prichard, apt. 4702;
4.4. Pacnatop Seldin 23, apt. 4703,;
4.5. Pacnarop Seldin 23 EASY, apr. 4703S;
4.6. Pacnatop Mead, apt. 4704;

MHCTPYKLUWNA MO NPMUMEHEHWIO HA MEAVNLMNHCKOE U3JENTNE. Bepcusa 3:
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4.7. Pacnatop Mead EASY, apt. 4704S;

4.8. Pacnatop 13KT/G, apt. 4705;

4.9. Pacnatop Buser, apT. 4706;

4.10. Pacnatop Guide ans TyHHeNbHOM TEXHWUKW, apT. 7103;
4.11. Pacnatop Initial gna TYHHENbHON TEXHUKK, apT. 7104;
4.12. Pacnartop Advance ans TYHHe/IbHON TeXHWKK, apT. 7105.

5. Hoxwu, 1wT./yn.:
5.1. Hox Kirkland 15/16, apt. 4401;
5.2.  Hox Orban 1/2, apt. 4402.

I1. VIHCTpYKUMA N0 MPUMEHEHMUIO.

[lanee no TeKCTY - MHCTPYMEHTbI, U3AeMMs, MEANLMHCKOE M3aenve.

2. CaefileH1A 0 NPOVN3BOAMTENE, pa3padoTumMKe 1 yNnosIHOMOYEHHOM NpefcTaBuUTese Npov3BoanTeNs
Mpown3BoguTens:

Dental Studio Co.Ltd. («OeHTan Ctyano Ke., /1Ta.»)

B101, B102, B125, B1, Geumjeong Station'2nd SKVI Tower, 136 LS-ro,-Dongan-gu, Anyang-si, Gyeonggi-do,
Republic of Korea

Ten.:+82-31-8069-7007

Pakc:+82-31-8069-7009

E-mail: bjkim@dentalstudio.co.kr

Canit: www.dentalstudio.co.kr

Pa3paboTumk:

Dental Studio Co.Ltd. («AeHTan Ctyano Ko., JITa.»)

BIOI, B102, B125, BIl, Geumjeong Station 2nd SKVI Tower, 136 LS-ro, Dongan-gu, Anyang-si, Gyeonggi-do,
Republic of Korea

Ten.:+82-31-8069-7007

Pakc:+82-31-8069-7009

E-mail: bikim@dentalstudio.co.kr

Cainrt: www.dentalstudio.co.kr

Y NONHOMOYeHHbI NpeAcTaBnTeNlb NPOM3BOANTENSA B PP

000 «AEHTA/ICTOM»

143432, MockoBckast 0671, . KpacHoropck, HaxabuHo pi, yn. Ukanosa, fom Ne 7, nom..LXXV

Ten./tpakc: +7 (495) 118-76-40

E-mail: info@dn-stom:ru

Canit: www.dn-stom.ru

3. HasHaueHue nsgenuns / nokaszaHus K npuMeHeHUo
N3penna npegHasHa4veHbl A1 NpoBeAEHNA XUPYPENYECKUX MaHVII'nyIFILI,VIVI B CTOMaTOo/10rnn.

4. MoTeHyUanbHbIA NOTPebUTEND
Bpaun-ctomaronorn-xmpypru, Bpadn-y4esitoCTHO-NMLEBbIE XUPYPIU U BPaun-XUPYPru-MMmnIaHTosornu.

5. O6nacTb NPUMEHEHNSA, NMPOTUBOMOKAa3aHUA 1 BO3MOXHbIe NO60MHbIE 3P(EKTHI

O6nacTb ApuMeHeHUs: CTOMATONOMNA, YEAKCTHO-NLIEBAA XMPYPrus, CTOMATON0rMYecKas Xnupyprus.
MpoTUBOMOKa3aHUA K NPMMeHEHNIO: BO3MOXKHasA annepruyeckas peakums Ha matepuasibl.

Mo6oyHble aheKTbl: He BbISBNEHO.

6. MepbIl NPefoCTOPOXHOCTY
1 WHCTpyMeHTbI MOCTaBNSKOTCA B HECTEPWUILHONM ynakoBke. lepes NpUMEHEHVNEM WHCTPYMEHTOB HEO6XOAMMO
NPOBOANTb UX CTEPUIN3ALMIO.

WHCTPYKLWMA MO NMPUMEHEHNIO HA MEAVWUMNHCKOE U3AEJINE. Bepcusa 3:
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2. [MpoBoanTe NPOBEPKY WHCTPYMEHTOB Ha Ha/MuMe MeXaHWYecKMX MNOBPeXAeHuid. CreumanncT nepeq,
MPUMEHEHNEM KaXKAOr0 MHCTPYMEHTa [O/DKEH YAOCTOBEPUTHLCS, YTO WMHCTPYMEHTHI HAaxoAsTcsi B pabouyem
COCTOSIHWM; 3arps3HeHNs Ha MOBEPXHOCTU MHCTPYMEHTOB A0/MKHbI OTCYTCTBOBATb.

3. MHCprMeHTbI [AO/DKHBI UCMNO0MAb30BaTbCA B COOTBETCTBUAN C UX Ha3HaYEHNEM U VIHCprKLLMeVI Mo NPUMEHEHNIO.

4. NlaHHOe n3aenmne paspeLLaeTcs 1CMnoIbL30BaTb TOMLKO BpayaM-CTOMATo/I0raMm, NoayymBLIANM) KBaTMUKALMIO MO
MPUMEHEHNIO COOTBETCTBYHOLLMX METOAMK SIEYEHNS W MPOLLEALLMM KYPCbl YUYe6HOM NOArQTOBKM.

5. OnepaTvBHble BMeLLATENbCTBA [O/MKHbI MPOBOAUTLCS B CTEPU/bHBIX YCNOBUSX,! MeanepcoHan [O/MKeH
MCNONb30BATb MacKW, NMepyaTKu, CTEPU/IbHYIO CMIELOAEXKAY.

7. OnwucaHne N3aennii, KOHCTPYKLUS, NMOPSA0K NMPUMEHEHUS

NHCTpYMEHTbI ANA MPOBEAEHWS CTOMATONOMMYECKMX WM YENHOCTHO-MULEBBIX XUPYPrUYecknx onepauyunii B
MONOCTY PTa C LEeNbH MOArOTOBKM UM HEMOCPEACTBEHHOM YCTAHOBKM [eHTa/lbHbIX UMMNaHTATOB. ITO M3Aenus,
MPUroAHbIE AN MHOTOPa3oBOro WCMO/b30BaHMS.

dneBartopbl

OnucaHvie: dneBaTopbl NpefHa3HaueHbl Ans yaaneHus 3yba uim octasLuerocsi KopHsi. Jlessume anesaTopa BBOAUTCS
MEX/y a/bBEONISPHO/ KOCTHON TKaHbiO W “BHELUHel 4acTblo 3y6a WM OCTABLUErocs KOPHA A1 paspesaHums
NeprOAOHTA/IbHLIX CBA30K. [MoC/e MCCEYEHUS NEPUOLOHTA/IbHBIX CBS30K; /3/1eBaTOP WCMOMb3YeTCS B Ka4ecTBe

pblyara Ans yaaneHus 3yba uam KopHsi.

HanmeHoBaHMUe

Jnesatop SAW npamoii 3y6yatblii
3,5 MM, apT. 3001

Onesatop SAW npsaAmoit 3yb6yaThlil
3,0 mm, apt. 3002

JnesaTtop Apexo 301 npsamoit 2,3=MM)
apT. 3003

dnesaTop Seldin 304 npamoit 2,8 mm,
apT. 3004

OnesaTtop 81 npsamoii 3,2 MM, apT.
3005

dnesatop Heidbrink41ynpamoii 3,9
MM, apT. 3006

Jnesatop Seldin'34S npamoii 4,0 mm,
apt. 3007

dnesatop Seldin 34 npamoit 5,0 mm,
apt. 3008

Jnesatop.Apexo 301A M30rHYThIN
2,5 mm,apT. 3009

Jnesatop Curtis 52 n3orHyThin 3,4
MM, apT. 30KO

OnucaHune

Ne3Bwne npsamoe, ¢
Haceukamu. PykoaTka

HrecCTUrpaHHaa KoHmn4yeckas.

Jie3gue npsamoe, ¢
Haceuykamu. PyKosTka

wecTurpaHHaa KoHn4yeckas.

Ne3Bue npamoe. PykoaTka

wecturpaHHasa KoOHM4YecKas.

Ne3Bue npamoe. PykoaTKa

WwecTurpaHHaa KoOHM4yeckKasd.

Ne3Bue npamoe. PyKoATKa

WwecTurpaHHada KOHUYeckas.

Ne3Bue npamoe. ‘PyKoATKa

wecturpaHHasa KoHu4eckas.

Ne3Bue npamoe. PykosaTka

wecturpaHdasa KoHu4yeckas.

Ne3Bue npamoe. PykosaTka

wecturpaHHasa KoHu4eckas.

Ne3Bue n30rHyTo OT cebs.
PykosdTKa wecturpaHHas
KOHWYecKas.

Jle3Bue N30rHyTO OT CcebA.
PyKosiTKa WecTUrpaHHas
KOHUYeckas.

MHCTPYKLUWNA MO NPUMEHEHNIO HA MEAVLIMHCKOE WU3AEJINE. Bepcus 3
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Jnesatop Miller Apexo 73 neBblit,
apt. 301

3nesatop Miller Apexo 74 npaBbii,
apT. 3012

3nesatop Schmeckebier Apexo 4
nesblii, apT. 3013

Jnesatop Schmeckebier Apexo 5
npasblii, apT. 3014

3nesaTtop Heidbrink npamon, apT.
3015

3nesatop Heidbrink 79 nesbiii, apT.
3016

JnesaTtop Heidbrink L neBblii ¢
TOHKOM py4koi, apT. 3016-1

Jnesatop Heidbrink 80 npaBsbiii, apT.

3017

Jnesatop Heidbrink R npasblii ¢
TOHKOM py4kKoW, apT. 3017-1

JnesaTtop Heidbrink HB13-14
ABYXCTOPOHHUiA, apT. 3018

Jle3Bue U30THYTO BJIEBO.
PykofATKa wecTturpaHHas
KOHM4Yyeckas.

Nle3Bne U30rHyTO BMpaso.
PykoaTKka WwecTurpaHHas
KOHMYecKas.

Nle3Bune N30rHyTO B/IEBO.
PykodTKa wecturpaHHas
KOHWYecKas.

Jle3Bre U30THYTO BMpaso.
PykoATKa wecTurpaHHas
KOHMn4YyecKas:

Nes3sue npayoe. PykoaTka
WwecTurpaHHas KoOHM4Yeckas.

Ne3Bue N30rHyTO BNEBO.
PyKoATKa wecTturpaHHas
KOHUYecKas

Jle3Bre N30TrHYTO BNEBO.
PyKoATKa wecTturpaHHas
TOHKasa.

Nle3Bne M30rHYyTO BMNpaso.
PykoaTKa WwecTurpaHHas
KOHUYecKas

le3Bne M30rHYTO BNPaBO.
PyKoATKa wecTturpaHHas
TOHKas.

Ne3Bne nsorHyToe.
PykoaTka Kpyrnas.

NesBue npamoe, ¢
Haceykamu. PyKoaTKa
lwecTurpaHHas KoHW4Yeckas.

JnesaTop Microsaw npamoji
3y6yatbliit 2,5 MM, apT.=3101

Jle3Bue M30rHyTO OT Ceb4, C
Haceukamu. PykosTka
WwecTurpaHHas KoHU4Yeckas.

JneBaTop Microsaw M30THYTbIl
3y6yatblil 2,5 Mm,-apT. 3102

Nes3Bue npgamoe, c
HaceykamMu. PykoAaTka
LWecTurpaHHas KoHnyeckas.

JnesaTop Micresaw npsamoii
3y6yatblit 4 mM; apT. 3103

JNle3Bue_U30rHyTO OT Ceb4, ¢
Haceykamu. PykoaTka
WwecTudhaHHaa KOHMYecKas.

QneaTtop/Microsaw M30THYTbI
3y6yaTthii 4 mm, apT. 3104

TexHUYecKne XxapaKTepucTuKkmn

Ob6uwas OnvHa paboueidi Ll upuHa paGouelit
HanmeHoBaHue °
ANNHa, MM yacTu, MM yacTu, Mm yron, Matepuan
3nesatop SAW npamoii
v 152,0 ) !
sy6uaThiii 3.5 MM, apT. 3001 17,0 3,5 Hert HepxaBewuiasa cTanb
Jnesatop SAW npsmoii 152,0 17,0 3,0 Hert Hepxasetwaa cranb
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3y6uaTtblit 3.0 mm, apT. 3002
Jnesatop Apexo 301 npamoii 2,3

MM, apT. 3003 152,0 12,0 2,3 HeT  Hepxasewwas cranb
Jnesatop Seldin 304 npamoii 2,8
MM, apT. 3004 152,0 14,0 2,8 HeT  HepxaBelowas cTans
3nesatop 81 npamoii 3,2 MM,
apT. 3005 152,0 11,0 3,2 HeT = HepxaBewlas cTalb
Jnesatop Heidbrink 41 npsamoii
3,9 MM, apT. 3006 152,0 18,5 3.9 Het'“ Hepxasetowas cTanb
Jnesatop Seldin 34S npamoii 4,0
MM, apT. 3007 152,0 16,0 4,0 HeT HepxaBewlas cTanb
3nesaTop Seldin 34 npamoi 5,0
MM, apT. 3008 152,0 17,0 5,0 HeT  Hepxaselowas cTanb
Onesatop Apexo 301A
W30THYTHI 2,5 MM, apT. 3009 152,0 12,0 2,5 170 HepxaBetwas crtanb
Jnesatop Curtis 52 N30THYTbIN 1520 16.0 3.4 170 H
3,4 MM, apT. 3010 ) ; ' epxasetujas ctanb
Anesatop Miller Apexo 73 1520 120 3.0 140 H
nesbiii, apT. 3011 ' ; ) epxaBetlas cTanb
Jnesatop Miller Apexo 74
npasbiii, apT. 3012 152,0 12,0 3,0 140  HepxaBetwwuas cTanb
3nesatop Schmeckebier Apexo
4 nesblin, apT. 3013 152,0 23,0 3.4 no HepxaBetowas cTanb
Jnesatop Schmeckebier Apexo
5 npasslii, apT. 3014 152,0 23,0 34 no HepxaBetouias ctanb
dnesatop Heidbrink npamoii,
apT. 3015 152,0 12,0 2,5 Het HepxaBetowwas cTanb
Anesatop Heidbrink 79 neBbii,
apT. 3016 152,0 23,0 2,5 MO  HepxaBelwlas cTanb
3nesatop Heidbrink L neBblii ¢

N, P " 150,0 23,0 2,8 no Hepxasetwas c lanb
TOHKOW py4ykoi, apt. 3016-1
Jnesatop Heidbrink 80 npaBbiii,
apT. 3017 152,0 23,0 2,5 100  HepxaBelolas cTanb
3nesaTtop Heidbrink R npaBblii ¢

o P o P 150,0 23,0 2,8 no HepXaBetwwasa cTanb
TOHKOW pyyko#, apT. 3017-1
dnesatop Heidbrink HB13-14 115/
OBYXCTOPOHHMUIA, apT. 3018 185.0 21,0/21,0 2,412,4 115 Hepxasetowas crtanb
OneBatop Microsaw npsamoii

152 17
3y6uathiii 2,5 Mu, apT. 3101 52,0 ,0 2,5 Het HepxaBetwas cTanb
Jnesatop Microsaw M30THYTbI
sy6uathiil 2,5 MM, apT. 3102 152,0 18,0 2,5 170 HepxaBetwaa ctanb
QneBatop Microsaw npamMmoii
o 152,0 15,0 ,
3y6uathiii 4 MM, apT. 3103 4,0 HeTt Hepxasetowasa cranb
3nesaTop Microsaw U3QrHYThIl
P y 152,0 16,0 4,0 170 HepxaBetouwasa cranb

3y6yatblii 4 mm, apT..3104

MopAfOK NPUMEHEHNA 3/1eBaTOPOB:

1 lNpoBeanTe QUUCTKY, Ae3NHMEKLMIO U CTEPUANZALMIO N3LENNS.

2. BblbepriTe UHETPYMEHT, NOAXOAALLMIA N0 pa3Mepy M Ha3HAUYEHWIO;

3. PaspexbTe ie3BMeM 3/1eBaTopa NepuoAoHTa/IbHbIE CBA3KU BOKPYT KOPHSA 3y6a,

4. TpoBeaunTe MN3BeYeHe KOPHSA 3y6a pblHaXKHbIM ABVXEHNEM, YAEPXMBAA UHCTPYMEHT 3a PYKOATKY.

JTiokcaTopbl!

OnucaHue: JTroKcaTopbl MpeaHas3HaueHbl jans yaaneHus 3y6a WayM OoCTaBLUErocs KopHs. Jlessue frokcaTopa
BBOAMTCS  MeX[y a/bBEONSPHON KOCTHOW TKaHbO M BHELUHE 4acTblo 3y6a WM OCTaBLUErocs KOpHS [/is
paspe3aHiisl NepUOAOHTA/IbHbBIX CBA30K;

HanmeHoBaHue OnucaHune BHewHnn Bug

Niokcatop EASY npsmoii neBblit 3 MM,

apt. 3111 Nle3Bue npsmoe. [ § |
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Niokcatop EASY npaMoi npaBbliil 3 MM,

apT. 3112 Jle3gune npamoe.

Niokcatop EASY npamoi neBblit 4 MM,

apT. 3113 Ne3Bue npamoe.

Niokcatop EASY npsmoii npaBblii 4 MM,

apT. 3114 Nes3Bune npamoe.

Niokcatop EASY W30THYTbIN NeBbIA 4 MM,

apT. 3115 Ne3Bre N30MHYTO BIEBO.

Niokcatop EASY M30rHyThI NpaBblii 4

MM, apT. 3116 Nle3Bre U30rHYTO BMNpaso.

TexHn4deckue XapaKTeEPUCTUKN

O6uwasn OnnHa paboueidi LW unpuHa padoyeli
HanmeHoBaHUue Yron,° Martepuan nessus
OANVHA, MM yacTtu, Mm yactu, MM
n EASY i W3
toKcatop npaMoii nesbli 165.0 50.0 3.0 45 HwukenbTutaH
MM, apT. 3111 MokpbiTne; TutaH
Niokcatop EASY npamoii npasblil 3
p p p 165.0 50,0 30 45 HwukenbTnTaH
MM, apT. 3112 [MokpbiTHe: TutaH
Niokcatop EASY 0 neBblil 4
KcaTop npPAMON NeBblin 1650 50.0 40 45 HwukenbTutaH
MM, apT. 3113 [MokpbiTne: TutaH
Niokcatop EASY npamoil npaBblii 4
P P P 165,0 50,0 4,0 45 HukenbTnTan
MM, apT. 3114 MokpbiTne: TutaH
Niokcatop EASY M30THYTbIN
¢ p y 160.0 45.0 4.0 80 HukenbtTnTtaH
nesbl 4 MM, apT. 3115 MokpbiTue: TutaH
n EASY 7
chavTop N30THYTbI 160.0 450 40 80 HukenbtuTaH
npasbii 4 mm, apt. 3116 [MokpbiTne: TutaH

MopsAfoK NPYMEHEHMS NHOKCATOPOB:

1. MpoBeauTe OUMCTKY, AE3UHEKLMIO U CTepUMn3aLno U3LENUSA.

2. Bbi6epuTe UHCTPYMEHT, NOAXOAAL U NO PasMepy W HA3HAUEHMIO;

3. PaspexbTe Ne3BWEM .JH0KcaTopa NepUOLOHTANbHble CBS3KW BOKPYr KOpHA 3y6a.=He npuknagbiBalite
M36LITOYHOTO YCUUA K SI€3BUIO N0 KCaTopa.

lMepnoTom

OnucaHune: MNepnoTOMbI) NpegHasHauyeHbl ANA ypanewuna 3yba umnm ocTaBlwerocd .KopHa. Jle3pne nepuotoma
BBOAMTCA MeXAY albBeONsipPHON KOCTHOW TKaHb/ W ‘BHEWHeW 4YacTbi 3yba MAK._OCTaBWErocs KOPHA ANd
pa3pes3aHna nepunogoHTanbHbIX CBA3OK.

HaunmeHoBaHue OnucaHune BHewHn Bup
Mepnotom ans MepnoTOM ABYXCTOPOHHMIA.
hpOHTaNbHbIX 3y60B, apT. [Ba ne3sus 6e3 Hacevek:
3301 npsmMoe U N30THYTOe,
MepnoTom Ang MepnoTomM ABYXCTOPOHHMUIA.
XeBaTeNbHbIX 3y60B, apT. [Ba N30rHYTbIX N1€3BUA C
3302 Haceykamu.

Fnbkoe npaAmoe-aessune, ¢

Haceykamu. imeet N N *
thaygmposky (5-10-15) I/I Vl « Vl
Fnbkoe npAmMoe nessue, ¢

Haceykammu. \meet

rpayamposky (5-10-15)

Fm6Koe N30rHyTOE NE3BUE, C

Haceykamu. NmeeT

rpayampoBky (5-10-15)

MepnotoM EASY rubkuii
npaAmoit.2 mm, apt. 3305

Mepunorom EASY rubkuii
npaMow 3 mm, apt. 3306

Mepnotom EASY runb6kuni
M30THYTbI 2 MM, apT. 3307

Mepuotom EASY rubkuii Fnbkoe n3orHyToe nessue, ¢
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M30THYTbI 3 MM, apT. 3308 Haceukamun. meert
rpayampoBky (5-10-15)

Mepnotom EASY rubkuii Fmékoe M30rHyTOE Ne3Bue, C
N30THYTbIA AUCTaNbHbIA 2 Haceuykamun. Nmeet

MM, apT. 3311 rpayguposky (5-10-15)
Mepnotom EASY rubkuii Fnbkoe N30rHyTOE NE3BUE, C
N30THYTbIN AUCTaNbHbIA 2 Haceykamun. Nmeer

MM, apT. 3312 rpayguposky (5-10-15)

TexHn4yeckune XapaKTePUCTNKN

O6was Onvnua paboueid LW upuHa pa6ouei )

HavnmeHoBaHUe AnuHa, MM 4acT, MM EaCTVIf)MM Yron; M aTepuan nessus
MepuoTom ANs GPOHTaNbHbIX
3y608, apT. 3301 172,0 30,0/37,0 2,2/3,2 8:0./-  HepxaBelowasn cTanb
MepuoToM ANA Xesate/lbHbiX 167,0 30/0730,0 12,5/12,5 90/90 He
3y608, apT. 3302 ) i ; ) ) p>xaBetowasa cranb
Mepuotom EASY rubkuii
rhsMoii 2 MM, apT. 3305 156,0 36,0 2,0 Hert HukenbTuTaH
Mepuotom EASY rubkui 156,0 36,0 3,0 HeTt HwukenbtutaH
npsmoii 3 mm, apt. 3306 ' ' '
fepuoTom EASY rubkuit 156,0 35,0 2,0 35 HukenbTuTaH
M30THYTbIA 2 MM, apT. 3307 ' ' '
MepnoTtom EASY rnbkuii 156.0 350 30 35
M30THYTbI 3 MM, apT. 3308 ' ' ' HukeneTprran
Mepnotom EASY rubkuii
W30THYTbIV AUCTaNnbHbI 2 MM, 160,0 20,0 2,0 110 HukenbTUTaH
apT. 3311
MepnoTtom EASY rubkuii
W30THYTbIW AUCTAaNbHbIA 2 MM, 160,0 19,0 - no HwukenbTuTaH
aprt. 3312

MopsAfOK NPMMEHEHMS NepUOTOMOB:

1. MpoBefnTe OUNCTKY, AE3UHMEKLMIO U CTepUnmsaynto m3genus.

2. Bbl6epuTe MHCTPYMEHT, NOAXOASALW U NO pasMepy W HasHAYEHUIO .

3. PaspexbTe ne3BuemM nepuoTomMa MNepUOfOHTaNbHbIe CBA3KM BOKPYr KOpHA 3y6a, He. npuknagbiBaiite
M36LITOYHOTO YCUNUS K N1€3BUI0O NepuoToma.

PacnaTtopbl

OnwucaHue: Pacnatopbl MpeAHa3HauYeHbl 4N cpe3aHns HAZKOCTHMULbI. [ elicTBME pacnaTopa 0CHOBAaHO Ha NOAHATUS
n/Mnn OTAENeHUs HAAKOCTHMUBLI OT KOCTM uepe3 TOOKalolee ycunue, Kak NpaBuao, MpUMeHsieMOe BAOMb
NPOAONbLHON OCK KOCTW

HanmeHoBaHue OnwuncaHne BHewHWIA BuA
Pacnatop Molt 9, apt. 4701 PykodTka Kpyrnas.

Pacnatop Molt 9 EASY, apT.
PykoaTka kpyrnas.

4701S
Pacnatop Prichard, apt. 4702 PyKkoATKa Kpyrnas,.
Pacnatop Seldin 23, apt. 4703 PykosaTka nnockas.

Pacnatop Seldin 23 EASY, apr.

4703S PykosiTka npeckas.
Pacnatop=Mead, apT. 4704 PykoaTka Kpyrnas.

Pacnarop'Mead EASY, apT.
PykogrKa Kkpyrnas.

47045
Pacnatop 13KT/G, apT. 4705 PykoaTka kKpyrnas.
PacnaTtop Buser, apT. 4706 PykoaTka Kpyrnas.
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Pacnatop Guide agns

TYHHENbHOW TeXHUKK, apT. 7103 PykoaTka Kkpyrnas.

PykoATka Kpyrnas. IMMM/ inrr-

Pacnatop Initial gns
TYHHENbHON TeXHWKK, apT. 7104

wunw.
Pacnatop Advance ans PVKOSITKA KDVIas
TYHHENbHOW TeXHUKHK, apT. 7105 y Py '
TexXHNYECKMe XapaKTePUCTUKN
Ob6uwa WwoT i
HaunmeHoBaHue twas Anuna padouen onuMHa padouen Yron, ® MaTepuan
ANVHA, MM yacTu, MM yacTu, MM
Pacnatop Molt 9, apT. 4701 188,0 40,0/ 39,0 7,513,7 HeTt HepxaBetowas ctanb
Mol EASY .

Z?SZZTOD olt9 SY, apt 188,0 40,0/ 39,0 7,513,7 Hert HepxaBetowas ctanb
Pacnatop Prichard, apt. 4702 200,0 42,0 /50,0 5,0/26,0 -1 160 HepxaBetowas cranb
Z?ggamp Seldin 23, apr. 197,0 47.0/53,0 12,0/12,0 HeT  Hepxaselowas cTanb
Pacnatop Seldin 23 EASY,
apT. 4703 197,0 47,0 / 50,0 12,0/12,0 Hert Hepxagetowasa ctanb
Pacnatop Mead, apT. 4704 186,0 41,0/40,0 4,2/4,0 Hert HepxaBetowasa crtanb
Pacnatop Mead EASY, apT.

narop P 198,0 43,0/50,0 3,5/4,0 HeT  Hepxaseiowas crans
4704S
Pacnatop 13KT/G, apt. 4705 176,0 34,0/36,0 3,5/245 110 Hep>xaBetolwaa cTtanb
Pacnatop Buser, apT. 4706 172,0 36,0/31,0 4,5/5,0 HeTt Hep>xaBetowaa ctanb
Pacnatop Guide ans
TYHHENbHOW TEXHUKU, apT. 1880 40,0/40,0 5/5/5,0 Hert HwukenbTnTaH
7103
Pacnatop Initial gna
TYHHENbHON TEXHUKMK, apT. 178,0 36,0/36,0 4,0/3,58 Hert HepxaBetouwas ctanb
7104
Pacnatop Advance ans
TYHHENbHON TeXHUKK, apT. 184,0 40,0/38,0 6,5/8,0 90/110 HukenbTnTaH
7105

MopAfoK NpUMEHeHUA PacnaTopos:

1. MpoBegnTe OYNCTKY, BE3NHMEKLUIO U CTepUamn3aLnio nagenns.

2. Bbibepute MHCTPYMEHT, NOAXOAAWMA NO pasMepy U/ HagHaUYeHUIo.

3. MpoBegute oTcnamsaHne nay paboTy co CAM3NCTO HaAAKOCTHUYHBIM NOCKYTOM, YAepxKBas pacnatop 3a pyuky.

Hoxu

OnucaHne: HoXMWAPUMEHAOTCA ANA pa3pe3aHnsa WWN MCCeYeHUs JECEH U MATKUX TKaHel B pasnMUHbIX oTaenax
pOTOBOI NonocTu.

HanmMmeHoBaHue BHewWwHW BUA

Hox Kirkland 15/16, apT. 4401

Hox Orban 1/27apT1. 4402

TexHU4YecKue xapaKTepucTukmn

Obuwas OnvHa paboueli LW wupuHa pabouei

HanmeHoBaHue Yron, ° MaTepuan
ANVHa, ‘MM yacTtu, MM yacTuimm
Hox Kirkland 15/16, apT. 4401 175,0 34,0/ 34,0 7,517.,5 120/120 HepxaBetouias ctanb
Hox Otban 1/2, apT. 4402 165,0 29,0 /29,0 2,4.152,4 114/114 Hepxasetowas ctanb

MopsAAoK NPUMEHEHMA HOXEN:

1. MpoBeANTEe OUYNUCTKY, AE3UH(EKLNIO U CTEpUIN3ALNIO U3LENNs.

2. Bbl6epnuTe MHCTPYMEHT, NOAXOAAWMIA MO pasMepy W Ha3HaUYeHMUIO.

3. MpoBeauTe paspesaHne UNU UCCeUEHMNE [6CEH U MATKUX TKaHEeR, yaepXupas HOX 3a PYUKYy.
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8. KomnnekT noctaBKuU

MHCTpyMeHTbI cTomaTosnorndeckme Karl Fritz®.
|. BapuaHTbl UCNONTHEHUA:
1. Onesatopsbl, 1 WT./yn.:
11.  3nesatop SAW npsmoit 3ybyatslin 3,5 MM, apt. 3001;
12 Anesarop SAW npsamoit 3ybuarbiii 3,0 mm, apT. 3002;
13. Anesatop Apexo 301 npsmoit 2,3 mMm, apT. 3003;
14.  3nesatop Seldin 304 npsmoii 2,8 mm, apT. 3004;
15. Anesatop 81 npsmoit 3,2 mm, apT. 3005;
1.6. Anesatop Heidbrink 41 npsmoii 3,9 mm, apT. 3006;
1.7. 3Anesatop Seldin 34S npsimoit 4,0 mm, apT. 3007;
18. Anesatop Seldin 34 npamoii 5,0 mm, apT. 3008;
19. 3Anesatop Apexo 301A 130rHyThI 2,5 MM, apT. 3009;
1.10. 32nesatop Curtis 52 U30rHyTbIn 3,4 MM, @pT. 30HO;
111.  32nesatop Miller Apexo 73 neBbiit, apT+3011;
1.12. 3nesatop Miller Apexo 74 npasbiit, apT. 3012;
1.13. 3nesatop Schmeckebier Apexo 4 neBblii, apT. 3013;
1.14. 2nesatop Schmeckebier Apexo 5 npasblii, apT. 3014;
1.15. 32nesatop Heidbrink npamoii, apt3015;
1.16. 3nesatop Heidbrink 79 nesbii1, apt. 3016;
1.17. 3nesatop Heidbrink L neBblin ¢ TOHKON py4Koi, apT. 3016-1;
1.18. 3nesatop Heidbrink 80 npasbiif;-apt. 3017,
1.19. 3nesatop Heidbrink R npasbfit<c TOHKOW pyuKoit, apT. 3017-1;
1.20. 3nesatop Heidbrink HB13-14-8yxcTOpOHHWMIA, apT. 3018;
1.21. 3nesatop Microsaw npsimoi-3youatbiii 2,5 Mm, apT. 3101;
1.22. 3nesatop Microsaw M30rHyTblin 3y6uatblin 2,5 MM, apT. 3102;
1.23. 3nesatop Microsaw npsmoii 3y6uatbiii 4 mm, apT. 3103;
1.24.  Onesatop Microsaw M30FHYTbIN 3y6uaThlil 4 MM, apT. 3104.

2. JliokcaTtopsbl, 1 WwWryyn.:

2.1. Tokcatop EASY npsmoii nesblin 3 MM, apt. 3111;

2.2. Tiokcatop EASY npsamMoii npasblid 3 Mm, apT. 3112;
2.3.JTrokcaTop EASY npsimoii neBblin 4 mm, apt. 3113;

2.4. Mokcatop EASY npsivoli npasblil 4 MM, apT. 3114;
2.5. ltokcaTop EASY ‘U30rHyThI NeBbIv 4 MM, apT. 3115;
2.6.JTrokcaTop EASY 1U30rHyThIN Npasblid 4 MM, apT.-3116.

3. MepuoTombl, LT./yn.:

3.1. MNepunoTom Ana PpoHTaNIbHbIX 3y60B, apT. 330%;

3.2. MepnoTom aAs xeBaTeNbHbIX 3y6oB, apT. 3302;

3.3. MeproTomM-EASY rubkumin npsmoii 2 MM, apT.-3305;

3.4. MepnoToM.EASY rnbkuin npsmoin 3 mm, apt: 3306;

3.5.Meprotom EASY r1MbKMNiA N30rHYTbIN 2 MM, apT. 3307;
3.6.MeproToM EASY rnbKuii n3orHyThlin 3.Mm, apT. 3308;

3.7. Mepnotom EASY rnmbKuMii M30rHyTbIN JUCTabHbIA 2 MM, apT. 3311;
3.8. Mepnotom EASY r1MOKMiA N30rHYTLIN AUCTaNbHBINA 2 MM, apT. 3312;

4, Pacniatopbl, 1 WT./yn.:

4.1. Pacratop Molt 9, apt. 4701;
4.2.Pacnatop Molt 9 EASY, apt. 4701S;
4.3.Pacnatop Prichard, apT. 4702;

4.4 .Pacnatop Seldin 23, apt. 4703;

4.5. Pacnatop Seldin 23 EASY, apt. 4703S;
4.6. Pacnatop Mead, apt. 4704;

MHCTPYKUWMNA MO NPUMEHEHNIO HA MEAVLUWMHCKOE N3AENWE. Bepcus 3:
NHCcTpyMeHTbl cTomaTtonormnyeckue Karl Fritz®



4.7. Pacnatop Mead EASY, apt. 4704S;

4.8. Pacnatop 13KT/G, apt. 4705;

4.9. Pacnarop Buser, apt. 4706;

4.10. Pacnatop Guide o1 TYHHeNbHOW TeXHUKW, apT. 7103;
4.11. Pacnarop Initial 4na TyHHeNbHOW TEXHUKN, apT. 7104;
4.12.  Pacnartop Advance /1t TYHHeNIbHOW TeXHUKW, apT. 7105

5. Hoxw, 1wr./yn.:

5.1. Hox Kirkland 15/16, apT. 4401;
5.2. Hox Orban 1/2, apT. 4402.

M. IHCTPYKLMA NO NPUMEHEHWNIO.

9. PaCLIJI/I(prBKa CMMBOJ10B, MPUMEHAEMbBIX B MapKNPOBKE

CunmBon PacwunppoBka Cunmson Pactumpposka
[ ref] Homep no katanory K OCTOPOXHO
Lot Kop napTun 02 O6paTnTech K UHCTPYKLUM NO MPUMEHEHWNIO UK K
[JaTta nsrotosneHus WHCTPYKLUMUWN MO NIPUMEHEHUIO B 3/TEKTPOHHOM Buje
Mcnonb3oBaTh A0 QR-kop
M3rotosutensb A He cTtepunbHO

10. ¥cnoBusa xpaHeHUs, TPAHCNOPTUPOBKKM M 3KCMiyaTauum
YCnoBua XpaHeHus:

- XpaHWTb B CyXOM MecTe 6e3 4OCTyna NpAMbIX CONHEYHbI X Ny4Yeil;
-Temnepartypa: ot +1 go +40 °C

- 0OTHOCMUTENbHaA BAaXHOCTb BO3AyXa: 45-55%;

-aTmochepHoe gaBneHue: 800-1060 rlMa.

YCcnoBusi TpaHCMNOPTUPOBKIAL

TpaHcnopTupoBaHue M3feanint, ynakoBaHHbIX B TPAHCNOPTHY Tapy, BOMXKHO OCYLW eCTB/JATLCA BCEMMW BUAaMMK
KPblThIX TPAHCMOPTHbLIX CPEACTB C CO6NOAEHMEM MPeLOCTOPOXHOCTeR, yKasaHHbIX Ha TpaHCNOpPTHOW Tape u B
COOTBETCTBMMW C NpaBuNaMu NepeBO3KMN FPy30B, LEACTBYHMYNMMN Ha TPAaHCNOPTe JaHHOTO BUAia.

- Temnepartypa: oTm=50 go +50 °C;

- OTHOCUTeNbHaA BNaXHoCTb Bo3ayxa: 0-90% ;

- aTmoctepHog faBneHune: 800-1060 rMa.

YcnoBua B NOMELLEHMAX NPU 3KcnayaTaunum MeaUUUHCKOro nsgenns
- Temnepatypa: o1 +1 go +40 °C
- OTHOCUTEAbHAA BNaX HOCTb BO3fyxa: 45-55% ;
- atmocepHoe faBneHune: 800-1060 rMa.

11. OUNCTKa, AENHDEKLMS U CTEPUIN3ALLUS

Mcnonb3oBaHHble MHCTPYMEHTbl [AOJIXKHbI L0bITb NPOUTU OUUCTKY, Ae3MHAEKLWIO U CcTepunmsauuio nepep
OTNpPaBKO Ha XpaHeHUE.

1. MpeacTepunm3alMoHHas ouncTKa
MHCTPYMEHTHLI Mepes cTepunmaalnei OAMHbL NPOATYU 3Tanbl OUYNCTKN W GE3UHGEKLNN.

1) TIOFPY3NTe MHCTPYMEHTH C OCTaTKaMW 3arpAa3HeHui (KpoBb, MATKWE TKaHW, GParMeHTOB KOCTHbIX TKaHel K
T.4.)-B.BOoAYy. WHCTPYMEHTbl AOMXHbI“HaxofMTCcA B BOAe [0 Hayana—MepeyYmcineHHbIX [Janee 3TanoB OYUCTKMK
BPYUHY MW B YNbTpPa3BYKOBOW BaHHE:

2-1) OumnCTKa U Ae3MHMPEKLNS MHCTPYMEHTOB BPYUHYIO

a. MMorpysute WHCTPYMEHTbI C OCTaTKaMW 3arps3HeHuWii B pa3BegeHHOe B BOJe 3H3UMHOE AEe3NHOULUPYIOLLEee
yncTsAl ee CPeACTBO (418 3TOF0 PEKOMEHAOBAHO WCMONb30BAaTh CPEeACTBA C HelTpaNbHbIM Nokasatenem pH uau

ik
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Le3aHpUuMpyloU ee YUCTALLee CPeAcTBO CO CXOXWUMM XapakKTepucTukamMu (Bce cCpeAcTBa [AO/MKHb  6GblTh
3aperucTpupoBaHbl B yCTaHOBMEHHOM MopsifKe B P®).

b. OuyncTka BCeX BULWUMbIX 3arps3HeHU’ C NOBEPXHOCTW XUPYPIrUYeCKUX WMHCTPYMEHTOB “MPOWN3BOAMUTCH C
NOMOLW b MATKOW HEANOHOBOM L €TKU C KOPOTKUM BOpPCOM (MPOAONXKUTENLHOCTb OUYMCTKN KaXAOro MHCTPYMEHTA
He MeHee 4 MUHYT). OuncTKa AeNnKaTHbIX paboynit yacTel MHCTPYMEHTOB NMPOU3BOAUTCHA/|C NCNONb30BAHNEM
UNCTAWUX UTA.

C. NHCTPYMEHTbl NMpoMbiBalOTCA NOA NPOTOYHOIW BOAONA ANA yAaneHWs 0CTAaTKOB Ae3MHGUUMpPYOL ero cpeacTsa.

2-2) OuymncTKa U fe3nHpeKyns MHCTPYMEHTOB B yNbTpa3BYKOBOW BaHHe (peKOMeHAyeTcs) NpOM3BOAUTENEM Kak
npeanoOYTUTENbHbIN MeTOq)

a. MHCTPYMEHTbl JOMXHbLI 6bITb NMOJHOCTHIO MOTPYXEHbl B YUCTAWMUKA pacTBOp. PeKOMeEHAYeTCS MCNOMb30BaTh
9H3MMHOEe f[e3nHpuunpylol,ee YucTsalee cpefcTBO (ANA 3TOr0 PeKOMEHAOBAHO .MCNONb30BaTb CpejCcTBa C
HeliTpanbHbBIM MokKasaTenem pH unu Ae3snH@UUUPYOULee YMCTAL,ee CPeACTBO CO ‘CXOXUMU XapaKTepucTukKamm
(BCe cpefcTBa LOMXKHbI GbiTh 3aPerUCTPUPOBaHbl B YCTAHOBNEHHOM nopsagke B P®).

b. NHCTPYMEHTbLlI OUML a0 TCA B yNbTPa3ByKOBOK '‘BaHHE B TedyeHUU 10-20 MWHYT, 3aTemM ONonackuBalo TCs BOAOI.

C. MHCTPYMEHTbl NpOMbIBalOTCA NOJ NPOTOYHOQW BOAOW ANS yAaNeHUs OCTAaTKOB YMCTAULero fe3nHpuumpytoee
cpencTea.

3) MOBTOPATL BLIMOMHEHWE NYHKTOB @ U b JO°TEX NOP, NOKA UHCTPYMEHTbl He'GYAYyT OUMLLEeHbl MONHOCTbIO, 3aTEM
NMPOBeANTE KOHTPONbHbIW BU3yaNbHbIt OCMOTP WHCTPYMEHTOB.

4) Mpomns3BoagNTCSA Tu,aTeNbHOEe BbICYW MBAHNE WHCTPYMEHTOB E€CTECTBEHHBIM MNYTEM WAU C UCNONb30BaHUEM
CYW UNbHLIX WKaMoB ANA XUPYPTrUUYECKMX WMHCTPYMEeHTOB. [pn HeoBXOAUMOCTM BO3MOXHa pyyHas cylwka c
mcnonb3oBaHMeM cangeToK M3 Heabpa3wBHON TKaHK 6e3 Bopca.

5) 3a AONONHWUTENbHOW WHDoOpMauuen, M nopsaake MNPUMEHEHUS [JOCTYMHbIX 9H3UMHbBIX U He 3H3UMHbIX
LE3NHPULMPYIOWNX YNCTAWUX CPEACTB; 06paTUTECh K MHCTPYKUMUAM NMPOU3BOAMUTENEA 3TUX CPEACTB.

2. CTepunmsaymnsa napom (aBToknaBupoBaHue)
Mocne oUNCTKN U fe3UHGDEKLUN UHCTPYMEHTOB, HEO6XOALMMO NPOBECTU CTepUAMN3aLUILO

MHCTPYMEHTbl AO/KHbLI CTEPUNN30BaTbLCA MapoM NOA faBneHWem-B aBTokjase npu temnepaTtype o7 132 °C go
134 °C B TeyeHue 15 MMHYT C NnocCAeaYylOLlW el CyW KON B TeyeHne /30 MUHYT.

12. YTunnsauusa

MeANUMHCKNE N3AENNSA AOMKHbB YTUAN3NPOBATLCA B COOTBETCTBUM C MEAULMHCKUMM NpoLeaypamMmu, NPUHATbI MU
B MEAMLWHCKUX YUYPEXAEHWUAX U MECTHbIMWU, FocyfapcTBeHHbIMW WAW (efepanibHbLIMU HOpMaTUBamMu. BbiGop
MeTO[0B 6€30MaCHOW YyTUMMU3ALUMN U YHUUTOXEHUS W34eNUiA 3aBUCUT OT MOWHOCTU UM NPOUNS MEAULUNHCKOIN
opraHusayum, Hanuuus YCTAaHOBOK no 06e33apax MBaHMI0 /06e3BPEXNBAHNIO 0TX0[0B, cnoco6a
06€3BPEXMBAHUA/YHUUTOXKEHNA OTXOL0B, NPUHATOTO0 HA“AAMUHUCTPATUBHON TeppUTOPUM (€XUTFaHUe, BbIBO3 Ha
MOMUTOHbI, YTUAN3ALN ).

MWHCTPYMEHTBl OTHOCATCA K 3NUAEMWUONOTMYECKW OMNaCHbIM O0TXofam (uM3fenuns, 3arpA3HeHHble KPOBbK u/unu
APYTUMU 6GUONOTUYECKUMMN XULKOCTAMU NaLUEHTOB; @ TaKXe MW3Jenna, KOHTaKTupytl une c nayumeHtamu c
MHPEKLNOHHbIMK GOae3HaMK). B faHHOM cnyvyaelMEfMLMWHCKas opraHusauus ocyliecTBaseT TONbKO c6op M
BPEMEHHOe XpaHEHWe BbllWeyKa3aHHbIX 0Tx0[0B.) C60p ocywecTBNAOT B NakeTbl WAW B KOHTeWHeps
O[HOKPATHOro nNpMMeHeHWA C LBeTOBOW MapKWUPOBKON, MPUHATON ANA ONacHbIi MefWUWHCKUX OTXO0JO0B B
noMmew,eHMn WAM B MecTax [ANA BPeMEHHOTO XpaHeHWs MefULUMHCKUX ~OTXO0[0B [O MNOCNeAytloLU ero
TPAHCNOPTUPOBAHUA K MECTY YHUUTOXEHUA UAU=YTUAN3aLUN. VNHCTPYMEHTbl, UMEIO LW MEe KOHTAKT C MaLMeHTOM,
noAnexaTr nNpeABapuTenbHOW O4YWCTKe M [Je3WHdeKyunn B YCTAaHOBNEHHOM ROPALKe MNeped WX yTuaunsauueil.
TpaHCcnOpTUPOBaHMEM MCMNOMb30BAHHbBIX MeAUUMHCKNX OTXOA0B U3 MEAULNHCKUX YUPEXJEHUR, nX yTunmsauyunei
3aHMMal TCA =CneumnannsnpoBaHHble OpraHmsauuun, wuMewlWne nuULeH3n ~Ha obpalWweHMe ¢ OMacCHbLIMU B
ANUAEMUOIOTFMYECKOM OTHOLW EHNUN MEAULUHCKUMMN OTXO4aMMU.

MoTpeburefbcKkans ynakoBka M HeuWCnoNb3oBaHHble 6pakOoBaHHbIe W3AenUA OTHOCATCA K 3MUAEMUONOTUYECKHU
6esonacHbIM oTx0famM, NPUBANXKEHHBIM MO COCTaBy K TBepAblM 6bITOBbIM“0TX0AaM (TBO).

13. CpokK rogHocTn
CpOK FOAHOCTWN He OTpaHUYEH.

14. CpokK cnyx6bl nsgenus
|_|pl/| Hagnexauwem MCNoNnb3oBaHUN CPOK Cny)K6bI MHCTPYMEHTOB HE OrpaHM4YeH, 3a UCKNIIOYEHNEM HOCI‘Ie,qCTBI/IVI
eCTeCTBEHHOIo M3HOCa.

MHCTPYKLUWSA MO NPUMEHEHUNIO HA MEAVLWHCKOE WU3AEIE. Bepcua 3:
MHCTpYyMeHTblI cToMaTonornyveckune Karl Fritz®



15. TexHNYecKoe 06CNy>XuBaHMe N PEMOHT
TexHNYeCcKoe 06CNyXXMBaHNE N PEMOHT He NpeayCMOTPEHbI.

16. MepeyeHb CTaHAAPTOB, NPUMEHSIEMbIE NPV NPOU3BOACTBE MEANLNHCKNX MU3LeNnii
EN ISO 13485; EN I1SO 14971; EN ISO 14155-1; EN I1SO 14155; EN I1SO 10993-5; EN 1SO,.15223-1; EN 1041;

MEDDEV 2.7/1 Pep. 4, MEDDEV 2.12/1 Pep. 8; EN ISO 17665-1; EN ISO 11138-1; EN I1SO 11737-1; ISO
17665-1; ISO 11135-1; I1SO 9873; 1SO 13397-2; 1ISO 7492.

MpyMeyaHve: CTaHfapTbl UCMOML3YIOTCA B MOCNEAHEN pefjakummn: OpraHv3aumns coXpaHseT U 06HOBNSET CNCOK
CMpaBOYHbIX CTaHAAPTOB KakK 3anMcb COOCTBEHHON CMCTEMbI YNPaB/eHNs B COOTBETCTBUM C ISO 13485.

13

MHCTPYKLUMA MO NPUMEHEHUNIO HA MEAVNLVMHCKOE U3AENVE. Bepcus 3:
MHCTpYyMeHTbI cTomaTonormnyeckume Karl Fritz®



(HoOHAXWH-QOHT, 3aaHne CamcoHr) 701, «HOTAPNAJIbHO-IO PMﬂ,MqECKAﬂ TEN.: 756-4401

702, 34, YoH-po 3-runb, YoHHO-Ty, Ceyn KOMMNAHWA NOE A NHK.» PAKC: 756-4402
[Popma Ne 43]

[TekcT AOKYMeHTa Ha KOPeCKOM U1 aHTIMIACKOM Si3blKaxX UAeHTUYEH]

PermctpayuoHHblin Homep: 2024 - 17268

HOTAPUAJIbBHOE CBUAETE/IbCTBO

I YUXOHHEH (LEE, JUNGYONG),

NMOBEPEHHbINA reHepanbHOro gmpekTopa «AEHTAN CTYANO KOLATA.»

KM BOM YYH,

ABMBLUMIACA KO MHE, NPU3HaA yKasaHHyo

noAnuck goseputens Ha npunaraemonn MHCTPYKLU W MO NPUMEHEHUIO HA
MEANUNHCKOE U3LENMNE.

HacTtoawwum 3acsugetenscteoBaHo 02 aBrycrta 2024 r. B yKkasaHHOM oduce.

«HOTAPNANIbHO-OPUANUYECKAA KOMNAHUAWNLOEA NHK.»
OTHocuTca K NpokypaType-LeHTpanbHoro okpyra Ceyna

(YoHoKNH-poHT, 3aaHne CamcoHr) 701, 702, 34, YoH-po ' 3-runb, YoHHO-Ty, Ceyn,
Pecny6nunka Kopes

(nognuce!
Moanuck HoTapmuyca

Mak YeHn Yenn (Park Jong Cheil)

[MeyaTb: «HoTapmanbHo-topugmyeckas komnauma WOAEA NHK.», HoTapuyc [lak YeH Yeiin]
[MeyaTb: «HoTapmanbHo-topuanyeckas komnanma MAEA NHK.», HoTapuyc Tlak YeH Yeiin]

HacToswwasa HoTapnanbHas KOHTOpa ynofaHoMovyeHa MuHuUCTpoM ety Pecny6ivkn Kopes
npefocTaBAATb HOTapuanbHble ycnyru.c 07 gespans 2020 r. cornacHo.3akoHy Ne 15150.

210 MM X297 mm (BnaHk ¢ 3awuToii) (1 kateropus) 70 r/m”)



AMNOCTUNDb
(Faarckas KoHBeHUMA OT 5 okTA6ps 1961 r1.)

1. CrtpaHa: Pecnybnnka Kopes [QR-kog"
HacTosilwmnin opuymanbHblil LOKYMEHT
2. noanucaH MAK UEH YEWAN,
3. BbICTyMaroLWMM B Ka4ecTBe HOTapuyca,
4. ckpenneH nevatblo/wtamnom «HOTAPUAIbHO-HOPPLMNYECKOWN KOMMAHWUN
NOEA NHK.».

Y [LOCTOBEPEHO
Onsa Bepudukaymm anocTunsg NpoianTe 0O .CCbiNKE HUXE:
https://www.apostille.go-kr

5. B Ceyrne 6.02.08.2024 .

7. MMWHUCTEPCTBOM HOCTUL NN

8. 3aNeXXA2024G2YUIKT

9. MevaTb/WwWTamn: 10. Moanwuce:
fnodnuch!

Kum XéHn Kyk (Kim Hyoung Kook)

[MeyaTb: MUHUCTEPETBO KOCTULWMW * PECNYBNNKA KOPEA
[Fep6 Pecny6nukun Kopes]]



1lepeBof fJaHHOI0 TEKCTa BbIMOMHEH MepPeBOAUMKOM MantoLwoBoi AHHON AHApPEeBHOIA

noarnnmchb

Poccuiickaa degepauns
Mopog MockBa
[eBATHaALATO aBrycra aBe ThbiCAuM ABajLaTh YeTBEPTOro roja

A, Bepcmuin FOnus WropesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLC
nepeBog4vka MasntoLwoBOin AHHbI AHAPEEBHDI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTL NognucaBLLIEro AOKYMEHT YCTaHOB/IEHA.

3aperncTpupoBaHo B peectpe: Ne 77/2194-H/77-2024-

YnnayeHo 3a coBepLLeHne HorapuanbHoro aevictaus: 400 py6. 00 kor

noanmchb Mep6oBag-neyarb
HO rapuyca.r. Mocksbl

Bcpemuii HO.A.

Bcero mpoLiHypoasn” NpoHymMepoBaHoO
W CKPersieHo neyatbro 33 mcT(-a,-0B).

HoTapuyc: noarnncCob
Poccuiickaa defepauus

Mopog MockBa
[eBa rmaguarro i”Brycra jBe rbiCsumn gBaguarb Yerscp roro roga

A, lkpcmuin KOnmns UropeBHay toTapuyc ropoga MOCKBbI, CBUAETENLCTBYHD BEPHOCTb KOMUM C
npeACc3aBneLwwloro MHC JOKYMeH b

7/2194-H/77-2024-10'2715

bltoro geiictaus: 3400 py6. 00 t .

eMmn

NPOMHYpPOBaHoO, NPOHYMEpPOBaHO
ernieHo rneyatbio 33 McT(-a,-0B).

Tapuyc:



